[MTPJIOXEHUE

k Pemenunro Cosera
EBpa3zuiickoil 5KOHOMUYECKOW KOMUCCUU
OT 20 1. Ne

N3IMEHEHWUWA,
BHOcuMbIe B [IpaBuiia perucTpanum u 3KCHEePTU3bI
JIEKAPCTBEHHBIX CPEACTB JAJIsl MEAMINHCKOT0 NIPUMEeHEeHH

1. ITo Tekcty ykazaHHbIX [IpaBui:

cioBa «Cdepa nuzaitHa» 3aMeHUTH clioBaMu «IIpoekTHOE mosey;

cioBa «cepa au3aiiHa» B COOTBETCTBYIOIIEM IaJeKe 3aMEHHUTH
CIIOBaMU «IPOEKTHOE T10JI€» B COOTBETCTBYIOIIEM Ma/ICKE;

cioBa «cepa nuzaiiHa (IIPOEKTHOE TI0JIE)» B COOTBETCTBYIOIIEM
najie)ke 3aMEHUTh CIIOBAMH «ITPOEKTHOE MOJIE» B COOTBETCTBYIOIIEM MAACKE;

ClIoBa «mpoekTHoe moisie (cdepa au3aiiHa)» B COOTBETCTBYIOIIEM
NaJIe’Ke 3aMEHUTD CJIOBAMH «IIPOEKTHOE TI0JIE» B COOTBETCTBYIOIIEM MACKe.

2. B a03ame TperbeM myHKTa 5.1 CJIOBO «cCTalMoHape» 3aMEHHUTh
CJIOBAMH «JI€4EOHO-MIPOPUIAKTUUECKOM YUPEKICHUM)

3.B mynkre 19 mocne ab3ama aBaAIaTOro JIOMOJHUTH ab3aremM
CJIEIYIOIIETO COACPKAHUS:

«KOH(UIEHIINATbHBIE JaHHBIC» — TEPCOHANILHBIC JTaHHBIC W JIaHHBIC,
KOTOpBIE HE HAxXOJITCS B IMYOJIMYHOM JOCTYNE W pas3riiallieHne KOTOPBIX
MOJKET TTOBJIEYh HETaTHBHBIC TTOCIICJCTBHS 11 SKOHOMHYECKOTO HHTEpeca 1
KOHKYPEHTHOCIIOCOOHOW  TO3WIIMK  BiaaeNblla Takux JaHHbXx. K

KOH(i)I/II[eHI_II/IaJ'H)HBIM JaHHBIM B TOM YHCJIC OTHOCATCA ACTAJIBHOC OIIMCAaHHUC
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mpolecca MpOU3BOACTBA, JaHHbIE CHEU(PUKAIINN, CTPATET sl 3asIBUTEINS WU
JepKaTeNsl ~ PETUCTPAIMOHHOTO  YJOCTOBEPEHUS 1O  JaJbHEUIIUM
PErUCTPAllMOHHBIM ~ JIEWCTBUSIM B OTHOIIEHWH  paccMaTpUBAEMOIo
JIEKapCTBEHHOr'0 TMpernapaTta, HWHGOpMaIUs OTHOCUTEIbHO 3aMEuYaHuid,
MOJIyYEHHBIX B XOJ€ M MO pe3yibTaraMm (papManeBTUYECKUX HHCHEKIUN
MIPOU3BOCTBEHHBIX IUIONIAJIOK U WHBIM (hapMalleBTHUYCCKUM HWHCITCKITUSIM,
HAaUMEHOBAaHME M MECTO HAXOXJEHUS MPOU3BOJCTBEHHBIX IUIOMIAJIOK,
OCYIIECTBIISIOMINX KOHTPOJIb KAUECTBA;».

4. Tlyukt 47 nocne ab3ama BTOPOro JOMOIHUTE a03alleM CJIeTyIOEro
COJIepKaHUS:

«MHACbMEHHOE TIOJITBEPIKICHUE 3asIBUTENSI O HAMEPEHHUH COTJIACOBAHUS
IPOEKTa 3aKIIIOUUTEIBHOTO JKCIEPTHOTO OT4eTa OO0 OIEHKE C IeJbIo
oOecrieueHrs KOH(PUACHIMANBHOCTH HWH(OpManuu, cojepxkaiieics B
PErUCTPAIIMOHHOM JIOChE JIEKAPCTBEHHOTO Tpernapara (Mpy HaTUIUU TaKOTro
HaAMEpPEHUS);»;

5. Ilynkt 60 nonoaHuTh ab3anaMu CIEAYIOIIEro COJCPKAHUS:

«[lpy HamMuUMM B  PETUCTPALMOHHOM  JIOChE JOKYMEHTaJIbHO
MOJITBEPKICHHOTO HaMepeHus COTJIaCOBaHUS 3aKITIOYUTEIHLHOTO
IKCIIEPTHOIO OTYeTa OO0 OIEHKE 3asBUTENEM, YIOJHOMOUYEHHBIM oOprat
(okcmiepTHasi ~ opra"u3anus) pePepeHTHOTO TOCyAapCcTBa  HaIpaBiseT
3aBUTENI0 MPOEKT 3aKIIOYUTEIIFHOTO SKCIEPTHOTO OT4eTa 00 OIEHKE C
1ebl0 00ecrieueHus] KOHPUACHIIMANbHOCTH UH(POPMALIH, COAEpKAILICHCS B
PErUCTPAIIMOHHOM JIOCh€ JICKAPCTBEHHOIO TMpemnapara, MNpHU IMyOJHKaluu
3aKJIFOUUTEIBLHOTO SKCIIEPTHOTO OT4eTa 00 OIICHKE B E€IUHOM pPEECTpe.
[TpoeKT 3aKIIOUYUTENTHLHOTO SKCHEPTHOTO OT4YeTa 00 OIEHKE NepenaeTcs
3asBUTEIIO B DJIEKTPOHHOM BHUJIE U CUUTAETCS TOJYUYEHHBIM 10 UCTCYEHUH |

paboyero JHs ¢ JaThl €ro HalpaBJICHUS.
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3asBUTENIO TpenocTtapiseTcs He Ooinee 10 pabouux gHEN ¢ nmaThl
NOJIyYEHUS! MPOEKTa 3aKIIOYUTEIBHOTO 3KCIIEPTHOTO OTYeTa 00 OLIEHKE, HE
BXOJISIIIIMX B CPOK PETHCTPALIMM M IKCIEPTU3BI JIGKAPCTBEHHOTO Mpernapara,
Ha COTJIACOBAaHME YKA3aHHOTO MPOEKTa M MPEeJCTaBlIeHHEe OO0OCHOBaHUS
U3bATUA KOH(PUIACHIUAIBHBIX JIAHHBIX, B TOM UYHCJE COCTABJISIOIINX
KOMMEpPYECKYI0 TailHy. 3asBUTENb BIPAaBE CAMOCTOSATEIBHO OTMETUTh
KOHPUACHIMAIbHYIO HH(POPMAIMIO, HE MNOMJIEKAUYI0 OMyOIMKOBAHHIO
nyTeM €€ BBIICNEHU B PEXKUME pELEH3UPOBaHUS B  MPOEKTE
3aKJTIOYUTEIHLHOTO SKCIEPTHOTO OTYETa 00 OIEHKE, MPEeIHA3HAYECHHOTO IS
MoCJeNyIomeld MyONuKaliid B €AWHOM peecTpe, W HampaBUTh €ro B
YIOJITHOMOUYEHHBIM oOpraH (3KCHEPTHYIO OpraHuzaiuio) pedhepeHTHOro
rocyJapcTBa B JJIEKTPOHHOM BHJIE.

OueHka oTBeTa 3asBUTENS OCYUIECTBIISIETCS B CPOK, HE MPEBBIIIAIOIINI
5 paGouux AHEH ¢ AaThl MOJY4YEHHUS OTBETa 3asBUTENS M HE BKIIIOYACTCS B
CPOK ITPOBEJCHHUSI SKCIIEPTU3bI U PETUCTPALUU JIEKAPCTBEHHOIO Mpenapara.

Ha ocHOBaHMM TPOBEJEHHON OLIEHKM YINOJHOMOYEHHBIH OpraH
(3KCmiepTHasi OpraHu3alys) BIPaBE NPUHATH NPEAJTOKEHHOE 3asBUTEIEM
u3baTre uHpopMmanuu. B 3TOM ciiydae, mpu MPUHATAU YIIOJTHOMOYEHHBIM
opraHoM pedepeHTHOTO TOCYJapCTBa TMOJOXXHUTEIBHOTO PEIICHHUS O
perucTpaluy JIEKapCTBEHHOIO  Mpemnapara, YMNOJHOMOYEHHBIM  OpraH
pedepeHTHOTO rocyJapcTBa Pa3MEIAET B €UHOM PEECTPE 3aKIIOUUTEIIbHBIN
OKCIIEPTHBIA OTYET OO0 OLEHKE, COCTaBJIEHHBIH B COOTBETCTBUM C
npuioxenueM Ne 16 k wHactosuum IlpaBunam, mnocne U3BATHUS
KOHPUACHIIMAIPHBIX  JaHHBIX. [lpW  HENpenCcTaBICHWU  3asiBUTEIIEM
nH(pOpMaIMY, YKa3aHHOU BHIIIE, B YCTAHOBJICHHBIA CPOK, 3aKIIOUYNTEIbHBIN
HKCTIEPTHBIN OTUET 00 OLIEHKE CUUTAETCS COIIACOBAHHBIM 3aBUTEIIEM. ).

6. B moamynkTe «0» mnyHKTa 63 TOCiE€ CJIOB «00 HJKcHepTax,»

JOIIOJIHUTB CJIOBOM «PC3IHOMCH.
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/. B moamyHkre «B» MyHKTa 76 u B a03alle mecToM myHKTa 81 mocne
CJIOB «MAKETOB YIIaKOBOK,» JIONOJIHUTH CIIOBOM «PE3IOME».

8. [IynkT 86 mocne ab3ama BTOPOro JOTOJHHUThL a03alieM CIICIYIOIIeTro
COJIepKaAHUSL:

«MHCBMEHHOE MOATBEPKJICHUE 3asBUTENII O HAMEPEHUH COIJIACOBAHUS
IPOEKTa 3aKJIIOUYMTENIBHOIO SKCIEPTHOIO OT4YeTa OO0 OLEHKE C LEJbIo
oOecrieueHrsd KOH(PUACHIMAIBHOCTH HWH(OpMauuu, cojepxkalieics B
PErUCTPALIMOHHOM JIOChE JIEKAPCTBEHHOTO Mpernapara (Mpyu HaJTUYUU TaKOro
HaAMEpPEHMUS);».

9. [Tynkt 105 momomHUTE ab3ariaMu CIICIYIOIMIETO COACPKaHNS

«llpy HalMMYUMKM B  PETUCTPAUMOHHOM  JIOCbE€  JIOKYMEHTAJIbHO
NOATBEPKJICHHOIO HAaMEpPEHUsl 3asBUTENSI COTJIACOBAHMS 3aKIIOYUTEIBLHOTO
HKCIIEPTHOIO OTYeTa OO OLIEHKE 3asBUTENI0 IpenocTaBisieTcss He Oomnee 10
pabouymnx JHEW C AaThl MOJYYEHUs] MPOEKTA 3aKIIOUUTEIBHOTO IKCIEPTHOIO
oryeta 00 OLEHKE, HE BXOISAIIMX B CPOK PETUCTPALUUA M IKCHEPTU3BI
JIEKapCTBEHHOIO0 IIpernapara, Ha COrJacOBaHUME C IeNbl0 oOecrnedyeHus
KOH(PUACHIIMAIBHOCTH WH(OpMaALMU, COJEpKallecss B PErucTpaliiOHHOM
JI0Ch€ JIEKAPCTBEHHOI'O MperapaTa U NMpeAocTaBlieHue 000CHOBAaHUS U3BATHUS
KOH(UIECHIMANBHBIX JaHHBIX, B TOM YHUCJIE COCTaBISIOIIUX KOMMEPYECKYIO
TalHy.

3asBUTENIb BIPaBE CAMOCTOATENIbHO OTMETUTh KOH(PUACHIMATbHYIO
uH(pOpMaLMIO, HE TOAJEKAIIYI0 OMyOJMKOBAHUIO MYyTEM €€ BbIJCICHUS B
peXUME PELEH3UPOBAHMS, B IPOEKTE 3aKIIFOUUTEIBHOIO SKCIIEPTHOIO OTYETA
00 OlIeHKE, MpeJHA3HAYEHHOro IS MOocieaAyromeld myOauKalud B €IUHOM
peecTpe, W HANpaBUTh €ro B YINOJHOMOYEHHBIH OpraH (3KCIEPTHYIO

OpraHHU3alHI0) B AJIEKTPOHHOM BU/IE.
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OrneHka oTBeTa 3asBUTENS OCYIIECTBIISIETCS. B CPOK, HE MPEBBIIIAIOIINI
5 pabouux AHEH C JaThl MOJYYEHUs OTBETA 3asIBUTENISI U HE BKJIIOYAETCS B
CPOK ITPOBEJEHHUS SKCIIEPTU3bI U PETUCTPALIUU JIEKAPCTBEHHOIO Mpenapara.

Ha ocHOBaHMM mpOBENECHHOM OLICHKM YIOJHOMOYEHHBIM OpraH
(3KcmepTHasi OpraHu3alys) BIPABE MOPUHATH MPEIJI0KEHHOE 3asBUTEIEM
u3bsTHEe MHOpMalu. B 3TOM ciydae, mpu NPUHATHU YMOJHOMOYEHHBIM
opranoM pedepeHTHOr0 TrocyAapcTBa TMOJIOKUTEIBHOTO PEIICHUS O
perucTpalu  JIEKApCTBEHHOIO  Mpemnapara, B  €IMHOM  PEECTpE
YIOJHOMOYEHHBIM  OpraH  peQepeHTHOTO  TOCyAapCTBa  pa3MellaeT
3aKTIOYUTEIBHBIM  DKCIEPTHBIM OTYET 00 OILIEHKE, COCTABJICHHOTO B
cooTBeTCTBUM ¢ npuioxkenueM Ne 16 k Hacrosmmm [IpaBunam, mocie
U3bATUA KOH(DUACHIIMAIBHBIX JaHHBIX. [Ipyu HempencTaBieHUU 3asBUTEIEM
uH(pOpMaIlMY, YKa3aHHOU BHINIE, B YCTAHOBJICHHBIM CPOK, 3aKJIFOUUTEIIbHBIN
OKCTIEPTHBIN OTYET 00 OIEHKE CUUTAETCS COTJIACOBAHHBIM 3aSBUTEIIEM. ).

10. ITynkT 152 gonoaHuTh ab3a1eM CIEAYIOIIEro COACPKAHUS:

«IIpn akTyanu3auuy  yHOJHOMOYEHHBIM OpPraHoM  (DKCIEPTHOMU
opraHuzanueit) peepeHTHOr0 TOCyJJapCTBa IKCIEPTHOTO OT4YETa 00 OIIEHKE
MOCJ€ BHECEHHS HM3MEHEHUW B  PETUCTPAllMOHHOE JIOChE, paHee
COTJIaCOBAHHBIE C 3asiBUTEIEM KOHPUACHITUATHHBIC TaHHBIC TAKXKE TTOJICHKAT
U3bATUIO. B ciydae ecium BHOCMMBIE U3MEHEHUSI B PETMCTPALMOHHOE 0CHE
3aTparuBaroT pas3fiesibl AKCIEPTHOTO OTYeTa 00 OlIEHKE, KOTOphle TPeOYIOT
U3bATUA KOH(MUICHIIMATBHBIX JaHHBIX, TO W3BATHE TaKUX JaHHBIX
OCYILIECTBIISIETCS. B COOTBETCTBUH C MPOLETYPOM U CPOKAMH B3aUMOJICUCTBUS
C 3asBUTENIEM, YKa3aHHBIMH B MyHKTe 60 B ciydae perucTpamuu TOJIBKO
B pedepeHTHOM rocymapctBe W myHKTe 105 B ciaydae perucrpanum B
HECKOJIbKHX roCcyAapcTBax-wieHax HacTosmux [IpaBuit.».

11. B aGzamne mepBoM myHkTa 180 ciioBa «COTJIaCOBAHHBIM ILIAH»»

3daMCHHUTD CJIOBAMHU «PC3IOMC COITIACOBAHHOI'O ILJIaHa».
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12. B mpunoxenus Ne 1 k ykazanasiM [IpaBuiam:

B nyHkre 1.10.3 mocie claoB «ynpaBieHUS PUCKAMU» JOIOJIHUTH
CJIOBaMU «HY PE3IOME IIaHA YIPABJIEHUS PUCKAMMY;

B ab3aiie cenbMoM pazziena 11 clioBO «cTallmoHape» 3aMEHUTh CJI0BaMuU
«J1e4€OHO-TIPOQUITAKTUYECKOM YUPEKICHUM.

13. B mynkrax 2.3.1, 3.3.1 npunoxenust Ne 2 x ykazanueiMm [IpaBunam
CJIOBO «CTallMOHapa» 3aMEHUTh CIOBAMHU «JI€YEOHO-TTPOPUIAKTUIECKOTO
YUPEKICHUS.

14. B nynkte 1.10.3 npunoxenust Ne 4 k ykazanasiMm [IpaBunam nocne
CJIOB «YyNpPaBJEHUS PUCKAMW» [IONOJHUTH CJIOBAMH «HM PE3IOME IIJIaHa
YIPaBJICHUS PUCKAMI.

15. B HaumeHnoBanuu pgonojHeHus Ne 2 k mnpunoxenuto Ne 14 k
ykazaHHbIM [IpaBunam cioBa «(cdepa nu3aiiHa)» UCKIIOYUTS.

16. B mpunoxenuu Ne 19 k ykazanubim [IpaBunam:

a) ab3a11 mepBeIv MyHKTA 1.7.2 U370KUTH B CIASAYIONMICH PEIaKIIiN:

«1.7.2. B mopsiake HCKIIOYEHHS B CIlydae €IMHOBPEMEHHOM IOJayu
3asIBJICHUM O BHECEHUHU OJIMHAKOBBIX MHOKECTBEHHBIX U3MEHEHUN [A Tumna u
(wnn) [Apy TUNA B pErUCTPALIMOHHBIE JOCHE JIEKAPCTBEHHBIX MPENApPaTOB,
JepKATEIEM PETrUCTPALUOHHBIX YAOCTOBEPEHUN KOTOPBIX SIBISIETCS OJIHA
OpraHu3alus, WIK B CIy4yae, €Clid U3MEHEHUs KacaroTCid U3MEHEHUS 3TOro
nepxkaTenass Wid WHOpMalMu O HEM, a TaKXe B Clydae TPYNIUPOBKU
W3MEHEHUH B COOTBeTCcTBHMM ¢ jononHenneM |ll, Takme wu3MeHeHwms
JOMyCKAETCsl MPEACTABUTh €AUHOBPEMEHHO B BUJIE MAKETAa JOKYMEHTOB IO
dopme nonomHeHUs |1V 1 ¢ COMPOBOIUTETHLHBIM MTUCHMOM, COCTaBIICHHBIM 10
dbopme cormacHo ponoaHennio VII k mHacTosuMm [IpaBumam. »;

0) B nonoaHeHu V'

TEKCT JIOTIOJIHEHUS U3JIOKUTh B CIEAYIONIEH PeaKIuu:

«Jlomosinenue V


https://login.consultant.ru/link/?req=doc&base=LAW&n=477536&dst=4340

Knaccupuxkauus usMeHeHN B perucTPauuoOHHOe 10Che
JIEKAPCTBEHHOI 0 Mpenapara

W3meHeHns B PErucTpallMOHHOE J0ChE JIEKApCTBEHHBIX IpernapaTroB
KJIACCU(DPUIIUPYIOTCS B COOTBETCTBUM C HACTOSIIUM JOMNOJHEHHWEM Ha
U3MEHEHHUS, O0YCIIOBJICHHBIE:

aIMUHUCTPATUBHBIMU U3MEHEHUSIMU;

U3MEHEHUSIMU KaueCTBa,;

U3MEHEHUSIMU 0e301acHOCTH, 3G (HEKTUBHOCTU U (DapMaKOHAA30Pa;

ONpE/ICIICHHBIMU HM3MEHEHUsIMU MacTep-(daiiioB minasmel (M®II) u
Mactep-(paitioB BakiiuHHoro anturena (M®BA).

[Ipu knaccudukay OTAEILHBIX U3MEHEHHU HACTOAIETO JOTIOJIHEHUS
paccMaTpUBaEMOE W3MEHEHHE CIIEIyET KOJUPOBATh, UCIOJb3Ysl CIEIYIONIYIO
CTPYKTYpY:

X.N.X.n («x01 U3MECHEHUN),

rje:

X yka3bIBaeT Ha 3arjlaBHyl0 OyKBY paszesnia JOINOJIHEHUs, B KOTOPOM
COZICPXKHUTCS U3MEHEHHue (Hanpumep, «A», «b», «B» wm «I'»)

N yka3plBaeT Ha pPUMCKyI LU(py MoApa3fena TOro pasjiena, B
KOTOPOM cofepkutca usmenenue (Hamnpumep, 1, I, III u 1.1.)

X YKa3bIBaeT Ha OyKBY B IIyHKTE€ MOJpa3fesa, B KOTOPOM COACPKUTCS
U3MEHEHHE (HarpuMep, «ay, «0», «B» U T.1.)

n ykasbiBaeT Ha UU(pPY MOAMYHKTA, MPUCBOCHHYIO B JOMOJHEHUU
OT/IeJIbHOMY U3MEHEHUIO (Hanpumep, 1, 2, 3 u T.1.).

B kaxi0M pazzene HaCTOSIIIETro JOTOTHEHUS COACPIKUTCS:

nepedeHb M3MEHEHMH, KIacCU(PUIIMPYyEMbIX B Ka4eCTBE HE3HAUYUMbIX

u3MeHeHu A Tuma U 3HAYUMBIX H3MeHeHHi Il Thma B COOTBETCTBUH C
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ONpPENECICHUSIMHA ITyHKTa 1.2 HACTOAIIEro AOKyMEHTa W JornojHeHus Il k
HactosimeMy [lpuioxkenuro. B HeM Takke ykazaHo, Kakue U3 u3MeHeHun [A
TUMma TpeOyrT cormacHo myHKkTam 2.1.1 u 3.1.1 HacTosIIero mpwiIoKeHHS
HEMEIJICHHOTO YBEJOMJIEHNS;

MEPEUYCHb MPUMEPOB, KOTOPHIE CIEAYyET paccMaTpUBaTh B KaudeCTBE
He3HaunMmbix wu3MeHeHni [B tuma. CornmacHo nyHkty 1.3 Hacrodiiero
MPUWIOKEHUS, 3Ta KaTeropus MPUCBAUBACTCS MO yMOJMYaHUIO. B 3ToM cBsA3M
HACTOAILEE  JOMOJIHEHHME HE  NPEJHA3HAYEHO i1  YCTaHOBJIEHUS
VICUEPIIBIBAOIIETO TIEPEUYHS TAKOM KaTErOpUU U3MEHEHUM.

B HacrosiieM [JOMOJIHEHMM HE PACCMATpPUBAIOTCS PaCUIMPEHUS
perucTpanuii, TOCKOJbKY OHU JOJDKHBIM 00pa3oM OIKCAHbI B JIOMOIHEHUH |
K HaCTOSIIIEMY MPUIOKEHUIO. Bce n3MeHeHus1, ONMCaHHbIE B IONOJHEHUH [ K
HacrosimeMy  lIpunmoxkenuto, crnegyer paccmaTpuBaTb B KayecTBE
paclmMpeHuid  peructpanuid. Bce  WHbIE  M3MEHEHMA  HE  JOJIKHBI
paccMaTpuBaThCsl B KAYECTBE PACIIUPEHUS PETUCTPALUU.

Ecnmu ogHO MM HECKOJBKO YCIIOBUHM, YCTAHOBJIEHHBIX B HACTOSIIEM
JOTIOJTHEHUM B OTHOIIEHWM HE3HAUMMBIX u3MeHeHui [A Tuma, He
BBINOJIHSFOTCS, TAKOE H3MEHEHHE [IOMYCKAaeTCS NPEACTABUTh B KayeCTBE
m3meHenns: IB tuna («u3menenue IB Tuma mo yMon4aHuUio»), €ClIM TaKoe
VM3MEHEHUE B HACTOSIIEM JOIMOJHEHUN WM PEKOMEHIAIMH, COCTABIICHHOM B
COOTBETCTBUM C MYHKTOM 1.5 HacCTOSILETO NPUIOXKEHHUS, HE TPAKTYETCS B
KadyecTBe u3MeHeHus Il Tumna, wim ecnu 3asBUTENIb HE COUYTET, UYTO U3MEHCHUS
MOTYT OKa3aTh 3HAYWTEIHHOE BIMSHUE HAa KauyecTBO, O€30MacHOCTh U
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO TIpemapara.

Ecnu ynonHOMOUYEHHBIM OpraH MOpH PAacCMOTPEHUM 3asiBIICHHUS Ha
BHECEHME W3MEHEHHM COYTET, 4YTO H3MEHEHHUE, MOJAHHOE€ B KayeCTBE
u3MeHeHus: IB Tuma mo ymosiuaHHWiO, CIIOCOOHO OKa3aTh 3HAYUTEIIBHOE

BIIMSTHUE HA KadyeCTBO, 0€30macHOCTh WU 3((PEKTUBHOCTH JIECKAPCTBEHHOTO
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npernapara, OH BIIpaBe OTHECTH JaHHOE M3MEHeHHe K m3meHeHuro |l tuna u
HallpaBUTh 3alpoC 3asBUTEN0 C TpeOoBaHMEM 00 UW3MEHEHUM BHUJIA
3asBJICHUSI O BHECEHUM W3MEHEHMM U TMPEJCTABICHUM JIOKYMEHTOB,
HEOOXOAMMBIX JJisi JaHHOTO wu3MeHeHus. llocnmenytomiee paccMoTpeHue
W3MEHCHHOTO 3asBJICHUSI BBIMIOJHSETCS B CPOKHM, YCTAaHOBJIEHHBIC JIJIS
u3meHenus |l Tuna ¢ gaTel nosiydeHust OTBETa Ha 3aIpoc.

[lonsiTue «mpoueaypa ucnbliTaHus» (test procedure) mMeer TO ke
3HaYCHHE, 4YTO M «aHalIuTH4Yeckas wMertoauka» (analytical procedure),
noustue «mupenenb» (limits) — uMeeT Toxe 3HAYEHHE, YTO U «KPUTCPUH
npuemiemMoctn» (acceptance criteria). [log «mapamerpom crnenudukamum»
MOHMMAETCsT ~ TOKa3aTelb  KadecTBa, B  OTHOUIEHUH  KOTOPOIO
YCTAHABJIMBAIOTCA AHAJUTUYECKass METOJMKA U KPUTEPUHU MPUEMIIEMOCTH,
HalpUMep, KOJMYECTBEHHOE ONPEACIICHUE, MOMJIUHHOCTh U COJIEPHKAHUE
BoAbl. Takum oOpazom, [00aBiIeHHME WJIM HCKIIOUECHHUE IapaMeTpa
crenu@UKay BKIIOYA€T COOTBETCTBYIONIYIO aHAIUTHUYECKYIO METOJIUKY U
KPUTEPUH TIPUEMIIEMOCTH.

ITon mnonsiTueM «uHpOpMaIUs O JIEKAPCTBEHHOM Mpernapare
NMOHUMAaeTCs  o0mmas  XapakTepUCTUKA  JICKAPCTBEHHOTO  TIpemapara,
WHCTPYKIUSA IO MEAUIIMHCKOMY MPUMEHEHHIO (JTMCTOK-BKJIAMBIII), MAKEThI
YIaKOBOK JIGKAPCTBEHHOTO Tpernapara U €ro HOPMAaTHUBHBIA JOKYMEHT IO
KAueCTRY.

[Ton moHsATHEM «JIUIIEH3US HA TTPOU3BOJICTBO» MOHUMAETCSI COOCTBEHHO
JUUEH3U WIA WHOE Pa3pellieHue Ha MPOU3BOJACTBO, BBIAAHHOE B MOPSIKE,
YCTAHOBJICHHOM  3aKOHOJATEIhLCTBOM CTpaHbl B KOTOPOM HAXOJIUTCS
MIPOU3BOJICTBO.

JlokyMeHTBI, 000CHOBBIBatOIIMEe BHeceHHe u3MeHeHuit IB u 11 Tumos,

3dBUCAT OT XapaKTCpa TaKUX U3MCHCHMU.
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YBeAOMIISITh  YIIOJTHOMOYEHHBIE OpraHbl TOCYJAapCTB-UJIEHOB 00
oOHoBIeHHOU cTathe Dapmakonen Coro3a win ¢dapMakoneu rocygapcrpa-
qJieHa HEe TPEOYyeTCs, €CJIM B PErUCTPAIIMOHHOM JOChE 3apErUCTPUPOBAHHOTO
JIEKapCTBEHHOI'0 IIpernapaTa yKa3aHa CChUJIKAa Ha aKTyaJbHYIO PEIAKIIMIO.
3asBUTENSAM CJIEAYEeT MOMHHUTh, YTO COOTBETCTBUE OOHOBJIECHHOM CTaThe
JIOJDKHO OBITh peann3oBaHO B TeueHue 180 kaneHJapHBIX JIHEW ¢ JaThl ee
onyOJIMKOBaHMS.

B pasmene ' Hacrosimiero HAOMOJHEHUSA IIPEACTABJIECH IIEPEUYCHb
U3MEHEeHNM, XapakTepHbiX i1 MOII u MOBA. Ilocime skcnepTusbl TaKUX
U3MEHCHHMM J11000€ PErucTpaliOHHOE JOChE, COJEpKalllee CChUIKM Ha ITH
M®IT 1 MO®BA noajiexuT OOHOBJICHHIO B COOTBETCTBUM C MOJAPA3ICIOM
b.V Hacrosmero aomnosiHeHus. Eciau JOKyMeHTalus O IUla3Me YeEJIOBeEKa,
WCIOJIB30BAHHOM B KA4ECTBE MCXOJHOTO Marepuajia JICKapCTBEHHOTO
npenapara, IIOJyYEHHOrO W3 IUIa3Mbl, HE€ mnojaHa B kadectBe MOII,
M3MEHCHUS TAaKOTO MCXOJHOTO MaTepuayia, ONMMCAHHOTO B PETMCTPALIMOHHOM
JIOChE, TAKIKE MNOJKHBI MPOXOJUT IKCIEPTU3Y B COOTBETCTBUU C HACTOSIIIUM
JIOTIOJTHEHUEM.

B orcyrcTBMM cnenmanbHBIX yKa3aHWM CCBUIKM B HACTOSIIEM
JIOTIOJIHEHUM Ha W3MEHEHMUS PETUCTPALMOHHOIO JOChE JIEKAPCTBEHHOTO
mpernapara IMoJpa3yMeBaOT g00aBlIeHHE, 3aMEHY WM HCKiIodeHue. Ecim
MONPABKM K PETUCTPAlMOHHOMY JIOChE  SIBIISIFOTCA ~ MCKJIIOUMUTEIBLHO
PEIAKIIMOHHBIMUA HW3MEHEHUSIMU (UCIIPABJIICHUE TEXHUYECKUX OIIUOOK U
OTEYaToK), TaKue W3MEHEHHS PacCMATPUBAIOTCS  YHOJIHOMOYECHHBIMU
opraHaMu (PKCHEPTHBIMM OpPTaHU3aIMsSIMH) B KadyeCTBE PEAAKIIMOHHBIX B
Cllydae HaJIu4us TMOJPOOHBIX MOsicHeHUH B CONMpOBOAUTEIHLHOM IHCHBME K
sasBieHuto (paszmen 1.0 OTJI), B MpOTUBHOM cilydyae — KaK He3asBJICHHBIC

HU3MCHCHUA U, CIICOOBATCIIBHO, HCAOCTOBCPHBLIC CBCACHU A
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B takux ciaydasx B ¢popme 3asiBIeHUS] HEOOXOAUMO YETKO 0003HAYUTH
TaKue U3MEHEHHUsI, KaK PEJlaKIMOHHbIC MPaBKHU, U MPEICTaBUTh TAPAHTUU B
ComnpoBogurenbHOM  TUcbMe K 3asBieHuto  (pasgen 1.0 OT/),
MOATBEPIKIAOIINE, YTO MPEICTABICHHBIE PEAaKIIMOHHBIC TIPAaBKU HE BIIUSIOT
Ha  WU3MEHEHUWE  Tuma  KilaccupuKaluu  MOJAHHOTO  W3MEHEHHS.
[IpencrapisieMble  3asiBUTENEM  PEJAKIIMOHHBIE  TPAaBKU  JIOMYCKAlOT
UCKJIFOYEHUE YCTApEBIIETO WM M30BITOYHOTO TEKCTa, HO HE HCKIIOUYCHHE
rapaMeTpoB creu(PUKaIuy 1 OMCAHUI ITPOU3BOJICTBA. »;

B paszjene A TabauibL:

noapasaensl A.1 — A.7 U3JI0KUTH B CIEAYIOUIECH peIaKIIUU:

«A. AIMUHHUCTpPATUBHBIC U3MEHEHHUS

A.1. I3MeHeHue nepxartens Heo6xomumeie | [lokymenTsl u | [Iporienypa
PETUCTPALIMIOHHOTO YCIOBHUS JTaHHBIE
YA0CTOBEPEHUS

a) U3MEHEHHE Ha3BaHUs U (WJIH) 1 1,3 |Any
ajzipeca JepxaTelis
PETUCTPAIIIOHHOTO
YIOCTOBEPEHUS

0) Tpancdep perucTparmoOHHOTO 2 1,2,3,4 lAny
YIIOCTOBEPEHHUS OT OJTHOTO
JiepIKaTeNsi pEruCTPAIMOHHOTO
yIIOCTOBEPEHUS JPYTOMY
IOPUINYCCKOMY JIAILY

VcnoBust

1. Jlep>xatenb perucTpalimOHHOTO YAOCTOBEPEHHS JOJDKEH OCTaBaThCA TEM XKe
IOPUANIECKUM JTUIIOM.

2. Jlepxatenlb ~ PETUCTPAIlMOHHOTO  YAOCTOBEPECHHS  SBISICTCS  JIPYTUM
IOPUTAYECKUM JIUIIOM.

JlokymeHnTanus

1. Konust 1OoKymMeHTa, BBIAAHHOIO COOTBETCTBYIOLIUM  YIOJHOMOUYEHHBIM
OpraHOM  CTpaHbl  PETUCTPALMM  OPUAMYECKOrO  JMUA  JepKareis
PETUCTPAIIMOHHOIO  yJIOCTOBEPEHUs] (HalpuMep, HaJIOroBOIO oOpraHa), B
KOTOpOM YKa3aHO HaWMEHOBaHHWE U aJpec IOPUAMYECKOro JHIla HOBOTO
JiepKaTeNsl PETUCTPALIMOHHOIO yIOCTOBEPEHUS WIM HOBOE Ha3BaHUE U (WIJIM)
azpec aepkKaTelisd peruCTPalMOHHOIO yI0CTOBEPEHUSI.

2. JIokyMeHTbI, 000CHOBBIBAIOIIME TPaHC(EP PErUCTPAMOHHOTO YOCTOBEPEHUS
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(ynocroBepeHMil) M NOATBEPXKAAIOIIMNE BO3MOXKXHOCTH HOBOTO JI€pKaTeis
PETUCTPAMOHHOIO yIOCTOBEPEHUSI 00€CIEeYNBATh HAJUIEKAIEE BBIIOTHEHHE
BceX 00s13aHHOCTEHN AepiKaTessi peruCTPallMOHHOTO YIOCTOBEPEHUS;

KOMMS  JIOKYMEHTa, MOJATBEP)KIAIOIIEro TpaHc(ep PerucTpalmoOHHOTO
YIOCTOBEPEHHS OT OIHOIO IOPUIAMYECKOTO JHIA APYroMy HOPUINYECKOMY
Iy,

IepecCMOTPEHHAasl KpaTKas XapaKTepHCTHKAa CHUCTEMBbl (apMaKoHaI30pa WU
NEPECMOTPEHHBIN MacTep-(ailsl CUCTeMbI (hapMaKOHAA30pa, €CIU OH BKIIFOYEH
B PETUCTPALIOHHOE JOCKE;

CBe/IeHUs1 00 OpraHu3aluu, OTBETCTBEHHOH 3a paboTy ¢ pekiiaMalusMH B
EBpa3uiickoM 5KOHOMHUYECKOM COIO3€.

3. IlepecmoTpeHHass B COOTBETCTBYIOIIMX  pazienax  uHbopMamus O
JIEKapCTBEHHOM IIpernapare.

4. JIOKyMeHT (OKYMEHTHI), IPEeACTaBICHHbIE IOPUIUYECKUM JIMIIOM, KOTOPOMY
NEPENAloTCsl MOJIHOMOYMS JIepKaTellsl PErucCTPalMOHHOIO yIOCTOBEPEHUH,
MOATBEPKAAIOIINNA OTCYTCTBUE M3MEHEHUN B MH(POpPMALMU O JIEKAPCTBEHHOM
mpernapare, He  OTHOCALIMXCS K  TpaHchepy  pEerucTpalvoOHHOTIO
yOCTOBEPEHUSI.

A.2. I3mMeHeHue (TOPToBOro) Heo6xomumeie | [lokymenTsl u | [Iporienypa
HaNMEHOBaHUS JIEKAPCTBEHHOT O YCIIOBUSA JAHHBIE

npenapara

a) IeKapCTBEHHBIE MTPEenaparhl, 1 1,2 |Any

3apPCTUCTPUPOBAHHLIC B
COOTBCTCTBHH C HpaBI/IJIaMI/I
pEerucTpanuv U 3KCIICPTU3bL

0) MekapCcTBEHHBIE MpeMapaThl, — 1,2 IB
3apeTrUCTPUPOBAHHBIC TOJLKO B
pedepeHTHOM TrocyIapcTBe, B
TOM YHCJIC B COOTBETCTBUU C
3aKOHOJATEIIbCTBOM
rOCy/IapCcTBa-4ICHA

YcnoBus

1. IloaTBepk/ieHNE YIOJIHOMOUYEHHOTO OpraHa (dKCIEPTHOW OpraHu3aliim)
pedepeHTHOr0  rocyJapcTBa  NPHUEMJIEMOCTH  HOBOTO  (TOPrOBOTO)
HauMEHOBaHMUSI.

JloxymeHTanus
1. O6ocHOBaHMeE 3asBUTENS TPUEMIIEMOCTH HOBOT'O (TOPTOBOI0) HAMMEHOBAHMS.
2. [lepecmotpenHas nHGopMalus O JIEKApCTBEHHOM IIpernapare.

A.3. 3menenue HauMeHoBanusi | HeoOxomumeie | JlokymenTsl u | [Ipomenypa
aKTUBHOM (hapMaleBTUIECKON YCIOBHUS JAHHBIC
CyOCTaHIIUU WIIN
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BCIIOMOI'aTCJIbHOT'O B€IICCTBA

1 1,2 Ay

Ycenosus
1. AxtuBHasa (apmaneBTryeckas cyOcTaHIus (BCIIOMOTraTelIbHOE BELIECTBO) HE
U3MEHSIETCS.

JloxymeHTanus
1. O6ocHoBaHME W3MEHEHHUS HAMMEHOBAHMSI AaKTUBHON (hapMaleBTUYECKOM
cyoctanimu BO3. lns BcmomoraTelbHOTO BeleCTBA — O0OOCHOBaHUE

W3MEHEHHUs CIpaBOYHUKA (KiIaccudukaTtopa) BCIOMOTaTENbHBIX BEIIECTB
Coro3a. [loaTBepxkaeHue TOro, 4To M3MeHeHHUE cooTBeTcTByeT dDapmakornee
Coros3a (ecnmm TPUMEHHMMO), a TpU OTCYTCTBHM B Hel — Dapmakoriee
rocynapcTBa-wieHa. Jlekmapanus, 4YTO HAMMEHOBAHHE JIEKapCTBEHHBIX
pacTUTENBHBIX MpEenapaToB COOTBETCTBYET akTaM opraHoB Coro3a B cdepe
oOpaleHus JeKapCTBEHHBIX CPEICTB.

2. [TepecmoTpenHas HHGpOpMAIHS O JJEKApCTBEHHOM IIpernapare.

A.4. I3smMeHeHue Ha3BaHUI U Heo6xomumeie | [lokymenTsl u | [Iporienypa
(unn) anpeca: MPOU3BOIUTEINS yCIIOBUSA JaHHbIE
(BKJIIOUAs, €CIIA IPUMEHHUMO,
IJIOIIAIKH IO KOHTPOJIIO
KauecTBa), WU JepKaTelis
M®ADC, nam mocTaBIIuKa
aKTUBHOM (hapMarieBTHYEeCKOU
CyOCTaHIINH, UCXOTHBIX
MaTepHaoB, PEaKTUBOB WU
MIPOMEXXYTOYHBIX MTPOTYKTOB,
WCIIOJIb3YEMBIX B IIPOU3BOJICTBE
aKTUBHOM (apMarieBTUIeCKOn
cyOcTaHIMM (€Clid yKa3aHo B
PETUCTPAIIMOHHOM J1I0ChE), €CIIU B
PETUCTPALIMOHHOM J10ChE
OTCYTCTBYIOT CepTU(UKATHI
cooTBeTCTBUA EBponenckoit
dbapmaxkomnee, uu
MIPOU3BOIUTENSI HOBOTO
BCIIOMOTaTEIbHOTO BEIIECTBA
(ecnu ykazaHo B
PETUCTPALMOHHOM J0ChHE)

1 1,2,3 1A

YcnoBus
1. ITpou3BOACTBEHHAS TIJIOIAKA M HU OJHA U3 MPOU3BOACTBEHHBIX ONepalnii He
U3MEHSIETCH.

JloxymeHTanus
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1. OpunmanbHBIi  AOKYMEHT OT YIIOJHOMOYEHHOTO oOpraHa (Hampumep,
HaJIOrOBOr'O OpraHa), B KOTOPOM yKa3aHO HOBOE€ Ha3BaHME U (WJIM) aapec.

2. IlompaBka K COOTBETCTBYIOIIEMY pa3/iesly perucTpalliOHHOIO JOCKE.

3.1lpy  u3MeHeHHMM  Ha3BaHMs  Jep)karenss  MacTep-Qailla  aKTHBHOM
(dapmanetuueckoi cyocranunu (MOADC) — 0OHOBIEHHOE «pa3pelieHUE Ha
JOCTYID».

A.5. VI3aMeHeHue Ha3BaHUs U Heo6xomumeie | Joxymentsl u | [Iponenypa
(unn) agpeca MPOU3BOIUTENS YCJIOBUS TAHHBIE
JIEKApCTBEHHOT O IIpenapara,
BKJIFOYAs! BBITYCKAIOIINE
IUIOIIAJKH U IUIOIIAJKHU 110
KOHTPOJIIO KauecTBa

a) IEUCTBUS, 32 KOTOPBIC 1 1,2 Ay
OTBEYAET MPOU3BOAUTEIH
(uMmopTep), BKIIOYAIOT BBITYCK
cepuit

0) mercTBUS, 32 KOTOPBIE 1 1,2 1A
OTBEYAET IPOU3BOAUTEND
(uMnopTep), He BKIIOYAIOT
BBIITYCK CEpUI

YcnoBus
1. [lpousBoacTBEHHAsT  IUIONIQJKa, Ha3BaHue u (WiM) aapec KOTOpou
W3MEHSIOTCS, M HU OJIUH M3 MPOIIECCOB MPOU3BOJICTBA HE U3MEHSIOTCSI.

JlokymeHTauus

1. Konust nuiieH3MM Ha TPOU3BOJACTBO (MPU HAIMYUHU) WIH OQUIIHATHHBINA
JOKYMEHT OT COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO OpraHa (Hampumep,
HaJIOTOBOT'0 OpPTraHa), B KOTOPOM yKa3aHO HOBOE Ha3BaHUE U (MJIM) ajpec.

2.Ecniu  nmpumeHMMoO,  moOmpaBKa K COOTBETCTBYIOUIEMY  paszfeny
PETUCTPAIIMOHHOTO JO0ChE, BKJIOUasi TMEPECMOTPEHHYIO HWHGOPMAIUI0 O
JIEKapCTBEHHOM TIpenapare.

A.6. I3menenue koma ATX Heo6xomumeie | [Joxymentsl u | [Iponienypa
yCIIOBUSA JTAHHBIE

a) UI3MECHEHHE BCIICJACTBUE 1 1 1A

YTBEPKACHUS WM U3MEHEHUS

BO3 koma ATX

0) UI3MEHEHHE 110 HHUIINATHBE — 1 IB

3asiBUTEINS KOJIa, HE

SBJISFOIIETOCS KOJIOM,

npucBoeHHbIM BO3

YcnoBus




«

15

1. U3meHeHnue BeieACTBUE yTBEpKACHUs Uiu n3MeHenus BO3 koga ATX.

JlokymeHTauus
1. IlepecMoTpeHHas nH(pOpMAIHS O JEKAPCTBEHHOM Ipenapare.

A.7. Uckmtouenue Heo6xomumeie | Joxymentsl u | [Iponenypa
MIPOU3BOICTBEHHOM IJIOIIAIKH yCJIOBUS JTAaHHBIE
(B TOM ymcIe A aKTUBHOU
(hapMarieBTHIECKON CyOCTaHITNH,
MIPOMEKYTOYHBIX MPOTYKTOB,
JIEKapCTBEHHOTO Mpernapara,
YIaKOBIIMKA, IPOU3BOIUTES,
OTBETCTBEHHOI'O 32 BBIMTYCK
CepuH, KOHTPOJISI KaueCcTBa CEpUid
WJIH TIOCTABIINKA UCXOTHOTO
MaTepuala, peakThBa Win
BCIIOMOTaTEeIbHOTO BEILIECTBA
(ecnu yka3aHbI B
PETUCTPALIMOHHOM JIOChE))

1,2 1,2 1A

YcnoBus

1. JlomxHO oOcCTaThcsi He MeHee | paHee OJOOPEHHOW IPOM3BOJICTBEHHOM
IJIOMIAAKH  (TMIPOU3BOJIUTENS), OCYIIECTBISAIOMICH Te ke (QYyHKUUH, YTO U
IO IS KAIIE UCKITFOUYCHHUIO.

2. UckmroueHne He JOJDKHO OBITh CIIEJICTBHEM KPUTHUYECKHX HEIOCTAaTKOB
MIPOU3BO/ICTBA.

JlokymeHTauus

1. B myHKkTe O BHOCHMMBIX HM3MEHEHHSX 3asBICHUS O BHECEHUH H3MEHEHHU
HEOOXOIMMO 4YEeTKO 0003HauuTh paHee OJIOOPEHHBIX M IMpeajiaraeMblx K
yIAJICHUIO TPOU3BOAUTENCH, KaK YKa3aHO B pazzeiie 2 (hopMbl 3asiBICHUS.

2. IlompaBka K COOTBETCTBYIOIIEMY pa3ieny (pasaenaM) perucTpanuoOHHOTO
JI0ChE, BKJIIOYAs TEPECMOTPEHHYI0 HWHPOPMAIMIO O JIEKAPCTBEHHOM
npernapare.

noapaszaen A.8 mpru3HaTh yTPaTUBIIUM CUILY;

JTONOJHUTH noApazaenamu A.9 — A.11 crienyromiero coaepxaHus:

A.9. U3MeHeHus ¢ LEeNbIo Heo6xomumbie | Jlokymentsl u | [Ipouenypa
WCIIPaBIICHUS TOMYIIICHHBIX YCIIOBUS JTAaHHBIE

OTIEYaTOK U OITHUOOK B

JIOKYMEHTax

PErUCTPALIMOHHOTO J10ChE

a) UI3MCHEHHMUS, 1 1,2 1A
3aTparuBaroine nHpopMauo

Hy

»;
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0 JIEKapCTBEHHOM IIperapare

0) U3MeHeHus, He 1 1,2 IB
3aTparuBaonie HHHOpMaIUio
0 JICKapCTBEHHOM TIperapare

VYcnoBus

1. Ommbku wnIM omnedaTku HOCIT TEXHUUYECKHM XapakTep M HE OKa3bIBaIOT
BIMSHHMS Ha KadecTBO MW Oe3omacHocTh W (WiM) 3¢h(PEKTUBHOCTH
JIeKapCTBEHHOTO TIpernapara.

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3feiy (pa3feiiaM) perucTpalvoOHHOTO
J0Che, BKIIOYas TMEPECMOTPEHHYI0 HMHQPOpPMAIMI0O O JIEKAPCTBEHHOM
npenapare (eclid NPUMEHUMO), a TaKXke HW3MEHEHHUS B PEXHUME
peIaKTUPOBAHMS.

2. O00cHOBaHME TEXHUYECKOTO XapakTepa BBIABICHHON OMIMOKK WU
OTICYATKH.

A.10. U3meHeHue Heo6xomumbie | Jlokymentsl u | IIpouenypa
HaMMEHOBaHU, YCIIOBUS JTAHHBIE
OpraHN3alMOHHO-TIPaBOBOU
dbopMbI MK ajapeca
YIIOJTHOMOYEHHOTO OpraHa WiIH
OpraHu3aInHy,
OCYILECTBIISIOLIEN IKCIIEPTU3Y
U PETUCTPALIHIO
JICKapCTBEHHBIX TpEapaToB

— 1 1A
JlokyMeHTauus
1. IlepecmoTpenHas nH(OpMaIHS O JEeKapCTBEHHOM Ipernapare.
A.11. 3MeHeHnune Ha3BaHUs Heobxonumeie | lokymentsl u | [Ipouemnypa
MaTepuasa nepBUYHON yCIIOBUSA JTaHHbIE
YIaKOBKH JIEKAPCTBEHHOTO
npenapara

1 1,2,3 1A
YenoBus

1. Marepuan cucteMbl YIIakoBKH (YKYIOPKH) HE U3MEHWIICS

JloxymeHnTanus

1. Konuss wim cchulka HAa HOPMATUBHBIM JOKYMEHT 00 YTBEPKIECHUU WIH
W3MEHEHWH MaTtepuanoB. Eciu NpuMEHMMO, MOATBEPKACHHE TOr0, YTO
u3MeHeHue coorBercTByer dapmakonee Coro3a, a mpu OTCYTCTBUU B HEH —
dapmakonee rocygapcTBa-4jieHa.

2. [lexnapaiys, 4T0 HAaMMEHOBAaHME MaTepuaja COOTBETCTBYET aKTaM OPraHoOB
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Coro3a B cpepe oOparieHust IEKapCTBEHHBIX CPEJICTB.
3. [lepecmoTpeHHas nHGOpMaIHs O JICKAPCTBEHHOM Iperapare.

pazzaen b TabnuIbl M37I0KUTH B CIICIYIONICH PeIaKIINM:

«b. I3MmeHeHns kadyecTBa

b.1. AktuBHas papmaneBTHUYECKas CyOCTaHIIUS

b.1.a) [IpousBoacTBo

b.l.a.l1. U3meHenue
MPOU3BOIUTEINSI UCXOTHOTO
MaTepuana (peakTuBa,
IPOMEXYTOYHOTO MPOJIYKTA),
HCIIOJIb3yEeMOTO B TIpoliecce
MIPOU3BOJICTBA AKTUBHOU
bapmareBTHIECKOM
CyOCTaHIIUU WJIK U3MEHECHHE
MIPOU3BOIUTEINSI AKTUBHOM
dbapmareBTH4IeCKOM
cyOcTaHIMu (BKIIIOYas, €CIU
MPUMEHUMO, TUIOIIAJIKH 110
KOHTPOJIIO KayeCcTBa), €CIIU B
PETUCTPAIIMIOHHOM J10ChE
OTCYTCTBYET CepTHU(UKAT
cooTBeTCTBUSI EBponenckon
dapmakornee

HeoOxonumeie
YCIIOBUS

JIOKyMEHTBI U
JAHHBIE

[Ipouenypa

a) mpeagaraeMblit
MIPOU3BOJIUTENb MPUHAJICKUT
K TOU K€ TpyIIIe
dbapmareBTHIECKIX
KOMIIaHUH, YTO U 000PEHHBIN
IIPOU3BOUTEID

1,2,3

Sl
o N
~w
©

|Any

0) BHECEHUE HOBOTO
MPOU3BOIUTENSI AKTUBHOM
dbapmarneBTHIECKON
cybOcTaHIu, 000CHOBAaHHOM
MOADC <*>

B) IpeJiaraeMblit
IPOU3BOUTENb UCTIONB3YET
PE3KO OTIUYAOIIHIACS CTIOC00
CHHTE3a WU YCIOBHS
HPOM3BOICTBA, KOTOPHIC MOTYT
VU3MECHUTH BKHBIC TOKA3ATEIIH

»,
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Ka4eCTBA AKTUBHOM
dbapmareBTH4IEeCKOM
cyOCTaHIUU, TaKUE KaK
KayeCTBEHHBIN U (MJIK)
KOJIMYECTBEHHBIN MPOQUITH
npuMecei, TpeO Yot
KBaTM(UKAIUHU, WIH PU3HKO-
XMMHYECKHUE CBOMCTBA,
BIIUSIONINE HA
OMOIOCTYTHOCTh <*>

I') HOBBII IPOU3BOJUTEIND
MaTepualia, TpeOyIoLero
OLICHKH BUPYCHOM
0€30MacHOCTH U (WJIN) pUCKa
IS

1) I3BMEHEHHE 3aTparuBaeT
OMOJIOTMYECKYI0 AKTUBHYIO
(bapMareBTHIECKYIO
cyOcTaHIuIo (BKIIOYast
WCXOJIHBII MaTepual, peakTuB,
IIPOMEKYTOUYHBIA MPOAYKT,
MCTIOJIb3YIOIIMIICS B
MIPOU3BOJICTBE
OMOIOTUYECKOTO
JIEKapCTBEHHOTO Mpenapara)

€) U3MEHEHHE MopsiIKa
KOHTPOJIS Ka4eCTBa aKTUBHOM
dbapmareBTHIECKON
cyOCTaHITMHU: CMEHA WUJTH
JI00aBJICHHE TIIOMIAIKY, Ha
KOTOPOM OCYIIIECTBIIACTCS
KOHTPOJIb (UCIIBITAHUE) CEpUI

2,4

1,5

’K) BHECEHHE HOBOT'O
MPOU3BOIUTENS AKTUBHOM
bapmareBTHIECKOM
cyOCTaHIINH, HE UMEIOIIEH
MOADC u Tpebyromeit
oOHOBIeHUs pazaena 3.2.S
PETHCTPAIMOHHOTO JJO0ChE
JIEKapCTBEHHOTO Mpemnapara
<*F>

3) BKIIIOUCHHUE
aJIbTEPHATUBHOM TIJIOIIAIKH 11O

1,2,4,5,8
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CTEpUJIN3ALUH AKTUBHOU
dbapmareBTH4IEeCKOM
cyOcTaHIu C
HCIIOJIb30BAHUEM METO/1A
®dapmakornien Coro3a, a nmpu
OTCYTCTBHUH B HEU — C
HCII0JIb30BAHHEM METO/I0B
Opyrux ¢papmakoneii B
coorBeTcTBUU ¢ KoHnenmnuen
rapMoHHu3anuu papmakonei
rocyJapcTB — YJIEHOB
EBpa3suiickoro
SKOHOMHUYECKOIO CO03a,
yTBEpKICHHOU Perenuem
Konnernn EBpaszuniickoit
AKOHOMHUYECKOW KOMHUCCUU OT
22 centsiops 2015 . Ne 119
(manee — Konuemnius
rapMOHU3ALINN)

1) BHECEHHE HOBOW IUJIOLIAAKU
10 MUKPOHHU3ALMK <*>

2’ 5 11 41 51 6 IA

K) U3MEHEHUS TOPSIKa
KOHTPOJISI KayecTBa
OMOJIOTUYECKOM aKTUBHOM
bapmareBTH4IeCKOM
cyOCTaHIMU: 3aMeHa WU
BKJIFOYEHUE TUIOMIAIKH, HA
KOTOPOW OCYILECTBIISETCS
KOHTPOJIb (UCTIBITAHUS ) CEPUH,
BKJItOUasi OMOJIOTUYECKUN
(MMMYHOJIOTMYECKHUH,
UMMYHO-XUMHUYECKUN ) METOJ]

J) HOBas IUJIOLIA/AKA 110
XPaHEHHUIO I1aBHOro OaHKa
KJIETOK | (MiH) pabodero
0aHKa KJIETOK

YcnoBus
1. Cnenudukanuu  UCXOJHBIX

MaTepuaioB u PE€aKTUBOB (BKJ’IIO‘I&H

BHYTPHUIIPOU3BOJICTBCHHBIC KOHTPOJIM, METOJABI aHAM3a BCEX MaTCPHAIIOB)
UJCHTUYHBI paHee 0JI0OpEHHBIM. Crenuduxanum (BKITIOUAs
BHYTPUIIPOU3BOJICTBEHHBI KOHTPOJIb, METO/Ibl aHAJIM3a BCEX MaTEPHAIIOB),
crocoObl MPUTOTOBJICHUS (BKJIIOYAs pa3Mep Cepuu) W MOJAPOOHBINA Ccrocod
CUHTE3a TPOMEXKYTOYHBIX TPOAYKTOB W AaKTUBHBIX (DapMaIeBTUYCCKUX
CcyOCTaHIIM UICHTUYHBI paHee 0JJ0OPECHHBIM.
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2. AxtuBHas (hapmaneBTUYeCKas CyOCTaHIUS HE SBISIETCS OMOIOTUYECKON MIIH
CTEpPUIIBHOM.

3. Eciiu B mporiecce mpou3BOACTBA UCHONB3YIOTCS MaTepHallbl YeIOBEYECKOTO
WIK  JKMBOTHOTO  TPOMCXOXKJIEGHHUS U TMPOU3BOAUTEIh  aKTUBHOM
dbapmaleBTHUECKOI CyOCTaHIINH:

HE HCIIOJIb3yeT HOBOT'O TMOCTaBIIMKA, B OTHOIIEHHH KOTOPOTO TpeOyeTcs
OIICHKa BUPYCHOI 0€30MacHOCTH M OIlleHKa cooTBeTcTBUS Dapmakonee
Coroza win  apyruM  dapmakonesM B cooTBeTcTBUHA ¢ KoHIlemnmen
rapMoHuszanmu Gapmaxoneil u riaase 24 [lpaBun npoBeneHus UCCIEI0BaHUI
OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB, 10 MUHUMHU3AIMH PUCKa Tepeaun
areHToB ry0yaToi sHIedanonaTuu >KMBOTHBIX MOCPECTBOM JIEKAPCTBEHHBIX
IpenapaToB AJs MEAUIIMHCKOTO U BETEPUHAPHOTO IPUMEHEHUS;

UCIOJIb3yeT HOBOT'O IOCTaBIIMKA B OTHOIIEHHMH KOTOPOTO Takas OILIEHKa
pOBEJICHA.

4. Tpancdep MeTo/1a CO CTapoil Ha HOBYIO IUIOIIA/IKY TPOU3BEACH YCIEIIHO.

5. Cnenudukanus pazMepa 4acTHI] aKTUBHOHN (hapMalleBTUYECKON CyOCTaHIIUU
Y COOTBETCTBYIOIINI aHATTUTUYECKUI METO]] HE U3MEHSIOTCA.

JlokymMeHTauus

1. Ecniu mpuMeHHMO, TOompaBKa K COOTBETCTBYIOLIEMY pazfeny (pasjaenam)
PErUCTPALIMOHHOTO 10CHE.

2. llogTBepxaeHnEe JepXKaTens PETUCTPAIMOHHOTO  yJOCTOBEPEHUS WM
nepxaresss MOADC cooTBETCTBEHHO, YTO MPOLEAYPbl KOHTPOJISI KauecTBa,
crocoba cuHTe3a (WM sl JIEKApCTBEHHBIX PACTUTENBHBIX IMpENnapaToB —
METOJla MPUTOTOBJIECHMS, Teorpa)uyeckoro HCTOYHHUKA MPOUCXOKICHUS
pacTuTenbHOM  (hapMmaleBTUYECKOW  CyOCTaHIIMM W Tpoliecca  ee
MIPOU3BOJICTBA (COOTBETCTBEHHO)) U crienupuKaIm aKTUBHOU
dbapManeBTUYECKON CyOCTaHIIMM W HMCXOJHOTO MaTepuaia, peakTHBa,
NPOMEXYTOYHOIO MNpPOAyKTa B  IMpollecce MPOU3BOJCTBA  AKTUBHOM
dbapmareBTHUECKON CYOCTaHIMHM (€Clid MPUMEHHUMO) HE OTIUYAIOTCS OT
paHee 0J00PEHHBIX.

3. Ceprudukar coorBerctBusi EBponeiickoit @apmakonee no ['D nns nobdoro
HOBOTO MCTOYHMKA MaTepuana, JTu0o (eciu MPUMEHUMO) TOKYMEHTAIbHOE
MOATBEPKJICHUE TOTO, YTO UCTOYHUK Marepuana, MoJABepKEHHbIN pucky '3,
paHee UCCIIeI0BANICS YIIOJIHOMOYEHHBIM OPraHOM U ObLIIO TOJTBEPKAECHO €ro
coorBercTBUue Dapmakomnee Coroza WM JpyruMm__ dapmakornesm B
coorBercTBUM ¢ KoHnennmei rapMoHusamuu dapMakonei W riase 24
[IpaBun mnpoBeAeHUs HUCCIENOBAaHUN OMOJIOTMYECKUX JIEKAPCTBEHHBIX
CpPeICTB 1O MHUHMMM3AIMM pHCKa IMepeAayd areHToB TI'y0daToi
sHIE(ATONATHN KUBOTHBIX TOCPEICTBOM JICKAPCTBEHHBIX MPENapaToB IS
MEIUIMHCKOTO  mnpuMmeHeHus. I[lpm 3ToM, Takoe JOKYMEHTaJbHOE
MOJATBEPKICHUE JOJDKHO BKJIIOYAaTh B ceOd B TOM 4HCIE CIEAYIOILIUe
CBEJICHUS: Ha3BaHWE NPOU3BOJUTENS, BHJ JKUBOTHOTO M €ro TKaHH, U3
KOTOPBIX TOJIydEH MaTepuan; CTpaHa MPOUCXOXKACHHUS Marepualna,
MCII0JIb30BAHKE IAaHHOTO MaTepHalla B MPOIUIOM U €ro MPUEeMIIEMOCTb.

4. Jlannble aHanuza cepuil (B popmare cpaBHUTEIBHON TaOIUIBI) 1O MEHbILIEH
Mepe JBYyX cepuil (110 MEHbIIEH Mepe, OMbITHO-IIPOMBIIUICHHBIX) aKTUBHOM
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dbapmareBTUYECKO  CyOCTaHIIUH  OT
MPOU3BOUTENEH (TUIOMIAA0K).

TCKYIINX u npeajiaracMbix

5.B 3asgBiIcHMHM O BHECECHMM HM3MCHEHUH WM B COIIPOBOAUTCIIBHOM IITMCHMC

7. O0sA3aTENBCTBO

8. [lonTBepxaeHmE,

HEOOXOJIUMO  YETKO
MPOU3BOAUTENEH.

. Ecin axtuBHas dapmanieBTHyeckas CyOCTaHIIMS MCIONB3YEeTCs B KayecTBE
UCXOJHOTO MaTepuana, JAeKJapalus YIOJIHOMOYEHHOrO JIMIA KaKJIoro
JepKaTenss JIMIEH3WW Ha MPOM3BOJCTBO JIEKAPCTBEHHOTO Mpemnapara,
YKa3aHHOTO B 3asBJICHUU, WK YIIOJHOMOUYEHHOTO JIUIA KaXJI0T0 JepiHKaTes
JUIEH3UM  Ha  MPOU3BOJACTBO,  YKAa3aHHOTO B 3asBJICHUU  KakK
OCYUIIECTBIISIIOIIETO ~ CTAJUI0  TPOBEJCHUS  BBIMTYCKAIOIIETO  KOHTPOJISI
KauecTBa JIEKapCTBEHHOT0 Ipenapara. B nexnapanusx HeoOX0AUMO yKa3aTh,
YTO TPOU3BOJIUTENH AKTUBHOM (papMalleBTUUECKOW CyOCTaHIIMU, YKa3aHHBIN
B 3asBJICHUHU, OCYIIECTBISET CBOIO JESITEIbHOCTh B COOTBETCTBUHU C
[IpaBumamu HaJyIeXKaIen MIPOU3BOJICTBEHHOU MIPAKTUKMU. IIpn
OTPEIETICHHBIX 00CTOSTENBCTBAX JOMYCKAETCS MPEACTaBIATh 1 JeKIapaluio
(cMm. mpumedanue K usmMeHenuto b.I1.6.1).

(mpu  HEOoOXOOWMOCTH)  TPOU3ZBOJAUTENS  AKTUBHOM
(dbapMaleBTUYECKON CyOCTaHIIMU OIMOBEIIATh JEpPXKATES PErUCTPALIMOHHOTO
yIOCTOBEpEeHUs O JIOOBIX HW3MEHEHHsIX IIpollecca  IPOU3BOJICTBA,
cnenupuKai U aHATUTHYECKHX METOJMK aKTHUBHOM (papMarieBTHuecKoi
cyOcTaHIIIH.

YKa3aTb paHee 0I[O6peHHBIX n 1pcajiaracMbIX

YTO Tmpejjaraemasi IUIOMIaJKa JOJDKHBIM — 00pa3oMm
JUIEH3UpOBaHa B OTHOIICHWH pacCMaTpUBacMOM TPOU3BOACTBEHHOU

OIICpanuu.

9. JIOKyMEHTBI, TIOITBEPKTAFOIINE TIPUHAIIC)KHOCTh MTPOU3BOJIUTEIST aKTUBHOM

dbapmanieBTHUECKONW CyOCTaHIIMM K OAHOW Tpymre ¢dapMaleBTUISCKUX
KOMIaHU# (HarnpuMmep, MUCbMO TIOITBEPIKICHHUE).

[Ipumeuanue <*>

B mpuMeHHMMBIX cly4asx MpEeACTaBIsSETCS TaKXKe TeCT
CPaBHUTEIBHOM KUHETUKH PACTBOPEHUS HA JIEKAPCTBEHHBIN
npenapar ¢ akTUBHOW (apMalleBTHUYECKON CyOCTaHIIMEH,
MIPOU3BEICHHON HA MPEKHEHN IUIOLIAJIKE, U IByMSI CEPUSIMU
JIEKApCTBEHHOr0 Tpenapara, MpPOU3BEACHHOTO C aKTUBHOMU
dbapMaleBTHUYECKON CyOCTaHIMEW, TPOU3BEICHHON Ha
HOBOH NPOW3BOACTBEHHOM IIJIOMIAJIKE.

b.l.a.2. U3MeHeHus
MIPOU3BOJICTBA
dbapmarneBTHIECKON
cyOcTaHIu

npouecca
AKTUBHOU

HeoOxonumeie
YCIIOBHS

JIoKyMeHTHI n
JTaHHbIE

[Ipouenypa

a) HECYIIIECTBEHHOE
U3MEHCHHE
IPOM3BOJICTBA
dapmareBTHIECKOI
cyOcTaHIu

npouecca
AKTUBHOU

1,234,
56,7

1,2,3 1A
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0) 3HaUNUTEIIPHOE  HW3MEHCHHE
npouecca MPOU3BOACTBA
aKTHBHOUM (papMarieBTHUECKOM
CyOCTaHIIMU, KOTOPOE MOKET

0Ka3aTh CYIIIECTBEHHOE — — I
BIIUSTHUE Ha KauyecTBoO,

0€301MacHOCTh WIH

3¢ (PEeKTUBHOCTD

JICKApCTBCHHOTI'O IIpcriapara

B) U3MECHEHUE 3aTparuBacT
OMOJIOTUYECKYI0 CyOCTaHITHIO
WIH HCIOJIb30BAaHUE JPYTrOTo
BEIIECTRA, MOJIYYCHHOTO
MyTeM XUMHUYECKOTO CHHTE3a,
npu MIPOU3BOJICTBE
OMOIOTHYECKOTO

JICKapCTBEHHOTO  Tpernapara,
KOTOpPO€  MOXKET  OKa3aTh — — I
CYIIECTBEHHOE BIUSHUE Ha
KayecTBO, 0€30IacCHOCTL HJIH
3¢ (PEeKTUBHOCTD

JIEeKapCTBEHHOTO Tperapara u
HE CBSI3aHO C MPOTOKOJIOM

yIpaBlIEHUs
MOCTPETUCTPAIMOHHBIMU

U3MEHECHUSAMHU

') U3MEHEHHE 3aTparuBacT

JIEKapCTBEHHBIN

pacTUTENbHBIN Ipenapar, a

MMEHHO reorpaduaeckuii

HMCTOYHUK MIPOUCXOKICHHUS — — I
JIEKapCTBEHHOTO

PacTUTENBHOTO CBIPhS, CIIOCOO

IIPOU3BOJICTBA WIH

MIPUTOTOBJICHUS

1) HECYILIECTBEHHOE
W3MEHEHUE 3aKpbITOW YacTH — 1,2,3,4 IB
MOADC

VYenosus

1. HexxenarenbHOE M3MEHEHUE KaYECTBEHHOTO MM KOJIMYECTBEHHOTO MPOQUIIT
npuMeceil niaM PU3NKO-XUMHYECKUX CBOHCTB OTCYTCTBYET.

2. Cnoco0 cuHTe3a OCTaeTcsi TeM e, TO €CTh MPOMEXKYTOUHbIE MPOIYKThl HE
M3MEHSIOTCS U B IIPOLIECC HE BBOASATCS HOBBIE PEAKTHUBBI, KaTaau3aTOPbl NN
pPacTBOPUTEIH. ['eorpaduueckuit HUCTOYHHK MIPOUCXOXKIACHUS
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JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPbS, MPUTOTOBJICHUE JIEKAPCTBEHHOTO
pPacCTUTEIBHOTO  CBIPbSI W CHOCOO  IPOM3BOJCTBA  JIEKAPCTBEHHBIX
PACTUTENbHBIX MPENapaToB HE U3MEHSIOTCS.

3. Cnenudukanum aKTUBHOU (dhapMareBTHICCKOM cyOcTaHIu u
MIPOMEXKYTOYHBIX TPOJTYKTOB HE U3MEHSIOTCHI.

4. I3MeHeHHe TOJHOCTBIO OIMUCHIBACTCS B OTKPHITOM 4acTH  (4acTu
asutens») MOADC (ecinu MpUMEHUMO).

5. AxktuBHas (apManeBTHUeCKas CcyOCTaHLUsA HE SBISIETCS OMOJOTMYECKON
cyOcTaHIuei.

6. I3mMeHeHne He 3aTparuBaeT Teorpaduueckuii MCTOYHHMK IPOUCXOXKICHUS
JIEKapCTBEHHOTO  PACTUTENBHOTO CBHIPbs, CIOCOO MPOU3BOJCTBA  WIIU
MPUTOTOBJIEHUS JIEKAPCTBEHHOTO PACTUTEIHHOTO IIpenapara.

7. I3MeHeHue He 3aTparuBaeT 3akpbITyio yacTb MOADC.

JoxymeHnTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3jeiy (pasienaM) pEerucTpariOHHOTO
JI0Ch€, BKIIIOYas MPSIMOE CPAaBHEHUE TEKYIIETO U HOBOTO IPOLIECCOB.

2. Jlanubie aHanu3a cepuil (B popmare CpaBHHUTEIBHON TAOIUIIBI) O MEHBIICH
mMepe 2 cepuil (O MeHbIIEW Mepe, ONBITHO-IPOMBIIUIEHHBIX),
IPOU3BEJICHHBIX C ITOMOIIBIO 0JJOOPEHHOT0O U MPeAIaraéMoro MmpoeccoB.

3. Ko yTBep»ACHHBIX crenuuKaiii aKTUBHOW (apMaIieBTHUECKOM
cyOctaHuu (B BHJE CCBUIKM Ha COOTBETCTBYIOIIMK JOKYMEHT B
NIOCJIEZIOBATENIBHOCTH  PETUCTPALIMOHHOTO  JI0CBE WM TPUWIOKEHUSA K
COIIPOBOIUTEIBHOMY MTUCHMY).

4. [lonTBepkaeHUe JepKaTenisl PErucTPallMOHHOTO — YIOCTOBEPEHHUS WU
nepxarenst MOADPC COOTBETCTBEHHO, YTO WM3MEHEHHME KAayECTBEHHOIO M
KOJINYECTBEHHOTO MpoQuiisi MpuMeced Win (PU3NKO-XUMHUECKHUX CBOWUCTB
OTCYTCTBYET, CIIOCOO CUHTE3a, CrielM(pUKAIIIU aKTUBHOM (hapMalleBTUYECKON
cyOCTaHIIMU U MPOMEKYTOUHBIX MPOYKTOB HE U3MEHSIOTCS.

[Mpumeuanne |Ilox 3HAYUTEITBHBIMU W3MCHCHUSMHU AKTHUBHBIX
bapmareBTHIeCKIX cyOcTaHIui, MOTYYEHHBIX nyTeM
XMMHUYECKOTO CHHTE3a, MOAPa3yMeBAaIOTCsI M3MEHEHUs Crocoba
CUHTE3a WM YCJIOBUW TPOU3BOJCTBA, KOTOPHIE CIOCOOHBI
U3MEHUTh  BaXXHBIE  [OKa3aTelqd  KadecTBa  aKTUBHOU
dbapmareBTHUYECKO CyOCTaHIIMU, TaKUe KaK KaueCTBEHHBIN W
(uM)  KOJMYECTBEHHBIM MNpopuib NpUMecei, TpeOyromui
KBaTM(DUKAITIH, WU QU3HKO-XUMUICCKUE CBOMCTBA, BIIUSIOIINAC
Ha OMOJIOCTYITHOCTD.

b.l.a.3. Usmenenne  pasmepa| Heobxomumeie | Jlokymentsl u | [Ipouenypa

cepun (BKJIIOYAsl JAWAa30HbI YCIIOBUS TTaHHBIC
pasmepa cepuM) aKTHUBHOU

bapmareBTHIECKOM

cyOcTaHIuu 1507051

[IPOMEXYTOYHOTO  IPOAYKTA,
UCIIONB3YEMOIO B IIpOLIECCE
IIPOU3BOJICTBA AKTUBHOMU
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bapmaneBTHIeCKON

cyOcTaHIu

a) YBEITMYCHHUE pa3Mepa Cepuu

no 10 pa3 mo cpaBHEHHIO C 1,2, 3,4, 1925 A
3aperuCTPUPOBAHHBIM 56,7,8 B

pazMepom

0) yMeHbIIIeHHE pasmepa

cepur 1o 10  pa3 1o

CpaBHEHHUIO cl 1,2,3,4,5 1,2,5 1A
3aperucTpUPOBAHHBIM

pa3Mepom

B) U3MEHEHUE TpeOyer

aHanm3a COIIOCTaBUMOCTH

OMOJIOTHYECKOM AKTHUBHOM — — I
dbapmarieBTHIECKON

cyOcTaHIu

I) YBEIMYCHHUE pa3Mepa CEepuu

o6onmee ywem B 10 pa3 1o

CpaBHEHHUIO c — 1,2,3,4 IB
3aperucTPUPOBAHHBIM

pa3MepoM

1) yBeJIM4eHuEe (yMEHBIICHHE)

Macitada MIPOU3BOJICTBA

OuonornuecKon aKTHBHOM

dbapmarneBTHIECKON B 1,23 4 B
cyOctaniuu 0e3 H3MEHEHUs

nporecca MIPOU3BOJICTBA

(Hanpumep, nyOnupoBaHue

JIUHUN)

YenoBus

1. Bce u3MeHeHHsI METOAOB NMPOU3BOJACTBA 3aTPArMBalOT JIUMIIbL HEOOXOJUMbIE
IIPOLIECCHI U YBEIWYEHUS WIM YMEHBILIECHHs pa3Mepa CEpHUM, HAIpUMeEp,
UCMOJIb30BaHNE 000pYyI0BaHKE JPYTOTo pa3Mepa.

2. HeoOxoaumo IIPEJCTAaBUTH pE3yIABTAThI UCIIBITAHUI COTJIACHO
crienuuKanmsM He MEHee 2 CepHil peIyiaraeMoro pa3mMepa Cepuu.

3. PaccmarpuBaeMblil JIEKapCTBEHHBIN IMpenapar He SIBISETCS OMOIIOTHYECKHM
JIEKapCTBEHHBIM IIPENApATOM.

4. 3MeHeHHe HE BIIMSET HEXeNaTeIbHbIM 00pa3oM Ha BOCIPOU3BOJAUMOCTH
nporecca.

5. I3MeHeHne He JOJKHO OBITh CIEJICTBUEM HENPEIBUICHHBIX CHUTYaluH,
BO3HUKIIIKX B XOJI€ MPOU3BOCTBA, UJIU HAPYIICHHS CTAOUIbHOCTH.

6. Cneunduxanuum AKTHUBHOMN bapmarieBTHUECKON cyOcTaHUUU
(MpOMEXKYTOUHBIX IPOIYKTOB) HE U3MEHSIFOTCSI.
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7.
8.

AxTuBHas (apManeBTUYECKast CyOCTaHIIHS HE SBISETCS CTEPUIHHOM.

Pasmep cepum Haxonsrcs B npenene 10-kpatHOro nuamna3zoHa pa3Mmepa Cepuu,
IIPELYCMOTPEHHOTO MPU PETUCTPALIMM WIIU TIOCIIE TIOCIEAYIOIIEr0 N3MEHEHUS
pa3Mepa cepuu, He SBIABLIErocs n3MeHeHneM A tuna.

JlokymMeHTanus

1.

2.

3

[TorpaBka K COOTBETCTBYIOLIEMY paszfeny (paszenaM) perucTpalmoOHHOTO
JI0ChE.
Howmepa cepuii ucnibITaHHBIX CEpUl UMEIOT TMIpeiaraeMblid pa3Mep Cepuu.

. Jlannble aHanuza cepuil (B hoopmare cpaBHUTEIBHON TaOIMIIBI) IO MEHBIIEH

Mepe OJHOM NPOMBIIUIEHHON CcepuM akTUBHOM (hapManeBTUYECKON
CyOCTaHLIMM  WMJIM  [POMEXKYTOYHOIO  NPOAYKTa  COOTBETCTBEHHO,
IIPOM3BENCHHON B YTBEPKICHHOM M IpeanaraeMoM pasmepe. Ilo 3ampocy
HEOOXOJMMO TMPEACTaBUTh JAaHHBIE 10 CJIEAYIOUIUM JBYM IIOJIHBIM
IPOMBIIIJIEHHBIM CEPUSM; JepKaTellb 00s13aH COOOIIMTH, €CIH PE3YJIbTAThI
aHaJln3a He YKJIa/bIBAIOTCs B ClIeHU(UKALUIO U IPEAJIOKUTH IJIaH IeUCTBUI.

.Kormum  omoOpeHHBIX  crenu@uKanmuii  akTUBHOM  (apMaleBTHICCKON

cyOcTaHIMU (M MPOMEKYTOUYHBIX MPOIYKTOB, €CIIM NPUMEHUMO) (B BUIE
CCBUIKM Ha COOTBETCTBYIOLIMM JOKYMEHT B IOCJIEA0BAaTEIILHOCTU JOChE WU
HPUIIOKEHHS K COPOBOAUTEIFHOMY MHCHMY).

. HOI[TBep)KI[GHI/IG ACPIKATCIIA  PCTUCTPAIVMOHHOIO  YAOCTOBCPCHUA WU

nepxarens MOPADC COOTBETCTBEHHO, YTO BCE HM3MEHEHHS METOJI0B
IPOM3BO/ICTBA 3aTPAruBalOT JIMIIL HEOOXOAUMBIE MPOLIECCHI ISl YBETUUECHUS
WIM  yMEHBIIEHMs  pa3Mepa cepun  (Hampumep,  HCIIOJIb30BAaHUE
00OpyZOBaHHs JIPYroro pasMepa), H3MCHEHUE HE BIHSIECT HEXKETaTeIbHBIM
o0pa3oM Ha BOCHPOU3BOAMMOCTH IHIpOIlecca; HM3MEHEHHE HE SIBIISETCS
CJIEICTBUEM HENPEIBUCHHBIX CUTYyallNii, BOSHUKILINX B XOJ/€ IMPOU3BOJICTBA,
WIH HapyIICHUS CTaOUIIBHOCTH; cnenupuKaluu aKTUBHOMN
dapmarnieBTHUECKOW — cyOcTaHIMM  (MIPOMEXKYTOUYHBIX  MPOAYKTOB)  HE
U3MEHSIOTCS.

b.l.a.4. U3meHenue Heobxonumeie | lokymentsl u | [Ipouemnypa

BHYTPHUIIPOU3BOICTBEHHBIX YCIIOBHUSA JaHHbIE
UCIBITAaHUNA WM KpUTEPHUEB
PUEMIIEMOCTH,
UCIIOJIB3YIOIUXCS npu
IIPOU3BOJCTBE AKTUBHOMN
bapmareBTHIECKOM
cyOcTaHIn

a) Y)KeCTOUeHHE

BHYTPHUIIPOU3BOACTBEHHbBIX 1,2,3,4 1,2 1A

KpUTEPUEB NPUEMIIEMOCTH

0) moGaBicHUE HOBBIX
BHYTPHITPOHU3BOICTBEHHBIX
UCTIBITAHUH WM KPUTEPHEB
PUEMIICMOCTH

1,2,5,6 1,2,3,4,6 1A
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B) UCKIIIOYEHUE HE3HAUYUMOTO

BHYTPHUIIPOU3BOJCTBEHHOTO 1,2,7 1,2,5 1A

HUCIIBITaHUA

') pacliupeHue  OJ00pEHHBIX
BHYTPHUITPOU3BOJICTBEHHBIX
KPUTEPUCB MIPUEMIIEMOCTH,
KOTOpPBIE MOTYT CYIIIECTBEHHO
NOBIUSTh HAa  COBOKYITHOC
Ka4eCcTBO AKTUBHOM
dbapmareBTH4IECKOM
cyOcTaHIu

1) UCKJTFOUCHHE
BHYTPHUIIPOU3BOCTBEHHOTO
UCIIBITAHUSA, KOTOPOE MOXKET

CYIIECTBEHHO TMOBJIHATh HA — — I

COBOKYITHOE KauecTBO
aKTHBHOUM (apmMarieBTHIECKOM
cyOcTaHIu

¢) no0aBieHNEe WM 3aMeHa
BHYTPHUITPOU3BOJICTBEHHOT'O

. - 1,2,3,4,6 IB
HCIIBITAaHUS M3 COOOpaKCHHI
0Ce30IaCHOCTH MJIM Ka4yeCcTBa
’K) HE3HAUYUTEIbHOE
U3MCHCHHUEC aHAJIMTHYECKOU
METOIUKHA 8,9, 10,11 1,7,8 1A
BHYTPHUIIPOU3BOCTBEHHOTO
KOHTPOJIS
YcnoBus
1. Ismenenne He SABIMETCS CIEICTBHEM  KakKoro-aubo 00s3aTelIbCTBa,

SN

MPUHIATOTO MO pe3yJibTaTaM paHee IMPOBEACHHBIX JKCIEPTU3 C LEINbIO
aHajgu3a KPUTEPHUEB MPUEMIIEMOCTH crelnudukanuu (HarmpuMep, B XOzAe
perucTpanuu uiv BHeceHus usmenenuit Il tumna).

. I3MeHeHne He sABASETCS CIEACTBHEM  HENPEABUICHHBIX  CHUTYyallUu,

BO3HUKIIIUX B XOJI€ TPOU3BOJICTBA, HAIPUMED, HOBasi HEKBaTU(DHUITUPOBaHHAS
IIPUMECH, U3MEHEHUE NIPEJETIOB COAEPHKAHUS CYMMBI IIPUMECEN.

. JItoboe W3MEHEHHE [IOJDKHO YKJIQAbIBaThCAd B JAWANa30H JACHCTBYIOIINUX

O)IO6p€HHBIX KPUTCPUCB IPUCMIIEMOCTH.

. AHanuTHYECKass METOJAMKA HE N3MEHSICTCS WU U3MEHIETCSI HE3HAUUTEIbHO.
. Hu onvH HOBBI METOJ HMCHBITaHHWS HE OCHOBAH HAa HOBOW HECTAaHIAPTHOU

METOA0JIOTHUHN HUIIN CTaHJIapTHOﬁ METOA0JIOTNH, I/ICHOJ'H)SYCMOP'I IIO-HOBOMY.

. HoBuI METO HUCIIBITAaHUA HE SABJISICTCA OMOJIOTHYECKUM

(MMMYHOJIOTHYECKUM, HUMMYHOXMMHUYECKUM) HWIU METOJAOM, B KOTOPOM
UCTIONIB3YETCS OHOJIOTUYECKUM PEAKTUB I OHOJIOTHYECKON aKTHUBHOMN
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dapmaneBTHUYECKOW ~ CyOCTaHIMM (32  HCKIFOYEHHWEM  CTAaHJAPTHBIX
(bapMaKoneMHbIX MUKPOOHUOIOTHYECKUX METOOB).

7. Ilapamerp crnenuduKaly HE 3aTparuBaeT KPUTHYECKUH Mapamerp,
HaIpUMep, J000M U3 CIEAYIOMNX: KOJTUYECTBEHHOE OIpeIeNieHUue, TPUMECH
(ecau TOJBKO ONPEJEIIEHHBIN PACTBOPUTEh OJHO3HAYHO HE MCIIOIB3YETCS B
MPOM3BOJCTBE AKTUBHOM  (papMaleBTHUECKOW  cyOcTaHmuu), Jrodas
KpuTHYeckas (u3nueckas XapaKTepUCTUKA, HAlpUMeEp, pa3Mep YacTHll,
HACBIMHAS TUNIOTHOCTD JI0 ¥ NOCJI€ YIUIOTHEHUS, UCIIBITAHUE HA MOUIMHHOCTb,
BOJIa, JTF000€ N3MEHEHHE YAaCTOThI UCIIBITAHUM.

8.B cootBerctBuM ¢ aktamu opraHoB Coro3a B cdepe oOpamieHus
JIEKapCTBEHHBIX  CpPEACTB,  MpOBeJ€HAa  HeoOXoauMmas  BajHJallus,
MOJTBEPKIAI0IAsL, YTO OOHOBJIEHHAS aHAIMTUYECKAsl METOAMKA 110 MEHbIIEH
Mepe SKBUBAJICHTHA MPEAbIIYIIEH.

9.Ilpenensl coaepkaHus CYMMBI TpUMEceil HE M3MEHWIHCh, HOBbBIE
HEKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

10. Meton ananm3a He W3MEHHWICS, a METOJIWKAa aHalIW3a W3MEHUIIACh
HE3HAYUTENIbHO (HampuMep, U3MEHEHHE JTMHBI KOJOHKH WU TeMIIepaTyphl,
HO HE JPYTroi BUJ KOJIOHKH).

11. Meroa wucnbITaHus HE SBISETCS OUOJIOTMYECKUM (MMMYHOJIOTHYECKHM,
UMMYHOXUMUYECKUM)  HWJIA  METOJAOM, B  KOTOPOM  HCHOJb3YETCs
OMOJIOTUYECKHUI pEeakTUB Ui OMOJOTUYECKON aKTUBHOU (hapMalleBTUYECKOM
cyOctaHiuu (32 MCKJIIOYEHHMEM  CTaHIApTHBIX  (apMaKOHeHHBIX
MHUKPOOHOJIIOTHYECKUX METOOB).

JoxymeHnTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3jeiy (pasienaM) pEerucTpariOHHOTO
JI0Che.

2. CpaBHUTENbHAS Tabiuua TEKYIINX u npeJiaraeMbIx
BHYTPUIIPOU3BOICTBEHHBIX HUCIIBITAHUH.

3. [TonpoOHoe ommcanre HOBOM HedapMaKONmeHHON aHATUTUYECKONW METOJAUKHU
Y JIaHHBIE 110 BaJUAALMH (B COOTBETCTBYIOIIUX CIIy4asix).

4. Jlannble aHanM3a JBYX MPOMBIIUICHHBIX Cepuil (s OMOJOTHYECKUX
aKTUBHBIX (apMaleBTHUECKUX CYOCTaHIM, B OTCYTCTBUE JIOJDKHBIX
000CHOBaHM, — TPU MPOMBIIIUICHHBIE CEPUHN) aKTHBHOW (hapMarieBTUYeCKOM
cyOCTaHIIMU IO BCEM MapaMeTpaMm crieuupuKanuu.

5. O6ocHOBaHUE (OIIEHKAa PUCKOB) CO CTOPOHBI JEpKaTeNsl PErUCTPALMOHHOTO
YIAOCTOBEPEHMUS 158105 JepKaTens M®OADC COOTBETCTBEHHO,
MOJTBEPKAAIOIINE, YTO BHYTPUIIPOU3BOACTBEHHBIE MapaMETPhl SBIISIOTCS
HE3HAYUMBIMH UJIU yCTAPEBLINMHU.

6. OO0oCHOBaHHE CO CTOPOHBI JAEPXKATENsI PETUCTPALMOHHOTO YAOCTOBEPEHHS
U aeprKarens MOADC COOTBETCTBEHHO HOBBIX
BHYTPUIIPOU3BOICTBEHHBIX HCIIBITAHUHN U MPEJIEIIOB.

. CpaBHuTeNbHAS TaOIUIA U3MEHEHUHN aHAIUTUYECKON METOUKH.

8. IlogpoOHoe omucaHne HOBOW HepapMaKOMEHHON aHATUTHYECKON METOAMKH
U JJaHHbBIE 1O BaJMJaIuu (B COOTBETCTBYIOIIMX CIIy4asiX) MOATBEPKIAIOUIHE,
YTO OOHOBJICHHAs AaHAJIMTHYECKas METOJMKa IO MEHbLIeH Mepe
HKBHUBAJIEHTHA IIPEIbIAYIIEH.

\‘
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b.l.a.5. IsmMeHenue axkTUBHOU

dbapmareBTH4IEeCKOM
cyOcTaHIIuU CC30HHOM,
npenaHAeMUYCCKON WIH

IMaHJIEMHUYCCKON BAKIIMHBI IS
PO UITAKTUKH TPHUIITIA

HeoOxonumeie
YCIIOBUS

JIoKyMeHTHI
JTaHHbIE

[Ipouenypa

a) 3aMeHa 1mrTaMma (IITaMMOB)
CE€30HHOM, MPEMaHAEMUYECKON
WJIH MaHJAEMHUYECKOM BaKIIMHBI
JUTSL TPO(MITAKTUKY TPUIIIA

b.1.6) KonTpomap kauecTBa akTUBHOU (hapMalleBTUUECKOM CyOCTaHIINU

b.1.6.1. U3menenue
napaMeTpoB clieuuukanuu u
(nm) KpUTEPUEB
PUEMIIEMOCTH AKTUBHOM
dbapmareBTH4IeCKOM
cyOcTaHIuH, UCXOIHOTO
MaTepuana (MpOMeEXKYTOUHOTO
IIPOJYKTA, peakTuBa),
UCIIOJIb3YEMBIX B  IIpoLecce
MIPOU3BOJICTBA AKTUBHOU
dbapmarieBTHUECKON
cyOcTaHIu

HeoOxonumeie
YCIIOBUS

JIOKyMeHTHI
JTaHHbIE

[Ipouenypa

a) y)keCTOUeHHe  KpUTEpHEB
MPUEMJIEMOCTH CTICIIH(PUKAITIN
OMOJIOTHYECKOTO
JIEKapCTBEHHOTO Tpemnapara (B
COCTaB  KOTOPOTO  BXOJHUT
aKTUBHAs (apMalrleBTHICCKas
cyOcTaHIus),  IMOJICIKAIIETO
BBIITYCKY CepUil OPUITMATBHBIM
KOHTPOJIbHBIM OpraHoM
rocy/apcTBa-4jieHa

1,2,3,4

1,2

[Any

0) y’)KeCTOUeHHEe  KpUTEpHUEB
OPUEMIIEMOCTH CHEIU(PUKAITIH

1,2,3,4

1,2

B) 100aBJICHHE B
cnenupUKaIuo HOBOI'O
napamerpa u
COOTBETCTBYIOIIETO emMy
METO/a UCTIBLITAHMS

1,2,5,6,7

1,2,3,4,7
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') UCKJIIOUCHHUE
HE3HAUYNUTENBHOTO IapaMmerpa
cienudukanuu  (Hampumep,
UCKITIOUEHHE yCTapeBUIETro
napamerpa)

1,2,8

1,2,6

1) UCKIJIFOUEHUE napamerpa
crienuuKanum, KOTOPBII
MOKET CYILIECTBEHHO
NOBJIUATH Ha  COBOKYITHOE
Ka4yeCcTBO AKTUBHOM
dbapmareBTHUECKON
cyOcTaHIu u (vn)
JIEKapCTBEHHOT0 Ipenapara

€) UI3MEHEHHE, BBIXOJSIIEE 3a
0/100pEHHBII Jarna3oH
KpUTEPUEB PUEMIIEMOCTH
crienuuKanmia AKTUBHOU
dbapmareBTH4IECKOM
cyOcTaHIu

) paclIMpeHue O0JI00PEHHBIX
KPUTEPHEB IPUEMIIEMOCTH
cnenu@uKaMy Ha HCXOIHbIE
MaTepuaigbl (IPOMEXKYTOUHbIE
IOPOJYKThI), KOTOpPHIE MOTYT
CYLIECTBEHHO IOBIMUATh HA
COBOKYITHOE Ka4yecTBO
aKTUBHOM (apMalileBTHUECKON
cyOcTaHIuu U (vm)
JIEKapCTBEHHOTO Ipenapara

3) 100aBJICHUE WM 3aMEHa
(uckmrouass ~ OMOJIOTHYECKYIO
cyOCTaHIUIO) napamerpa
cnienupuKam u
COOTBETCTBYIOIIIETO emMy
METO]1a UCTIBITAHUS u3
cooOpaxeHuid  0€30MacCHOCTH
WJIH Ka4ecTBa

1,2,3,4,57

1) eciu Ha AKTUBHYIO
(bapMareBTHIECKYIO

cyOCTaHIUIO OTCYTCTBYET
cratba Papmakonen Coro3a
WIH MHOM dapmakonen
COTJIaCHO Konnennun

1,2,3,4,5 7
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rapMOHHU3AIINH, M3MEHEHHE
cOoOCTBEHHON crnenuuKanuu
NPOM3BOAMTENS HAa  CTaTbiO
(dapmaxoren TpeTheil CTpaHbl

K) o0aBlIeHUE WM 3aMeHa B

crienuuKkanuu HOBOT'O

ITOKa3aTelIst u

COOTBETCTBYIOIIETO emMy

MeTo/1a UCHBITAHUSA TUTS — ]
OMOJIOTHYCCKOU

(MMMYHOJIOTHYECKOHN)

aKTHBHOM (papMarieBTHUECKOM

cyOcTaHIu

VcaoBus

1. I3MeHeHue He sBIsIETCS CIEACTBUEM JIHO0Or0 00s13aTENbCTBA, IPUHATOTO 10
pe3ysbTaTaM paHee IPOBENEHHBIX OJKCIEPTHU3 C LEJIbI0 IepecMoTpa
KPUTEPHEB NMPUEMIIEMOCTHU crienu(UKanuu (HalpuMep, B X0Z€ PerucTpaluu
JIEKapCTBEHHOTO Mpenapara Wil BHeCeHUH u3MeHenui 11 tuna).

2 I3MeHeHWe HE SABISCTCS  CIEJACTBHEM HEMPEIBHUIACHHBIX  CHUTYyallWH,
BO3HUKILNX B Xoae IIPOU3BOJICTBA, Hanpumep, HOBOW
HEKBAIM(UIIMPOBAHHOM NpPUMECH, U3MEHEHUS MPENEJIOB COACpKAHUS
CYMMBI IPUMECEN.

3. Jltoboe u3MEeHeHHe JOJDKHO YKIAABIBaThCS B JMANa3oH  TEKYIIUX

0J1I00pPEHHBIX KPUTEPUEB MPUEMIIEMOCTH.

. AHanmMTHYEeCKass METOAMKA HE U3MEHSETCS WIM U3MEHSETCS HE3HAUYUTEIIBHO.

. HoBBIi1 MeTO UCIIBITAHMSI OCHOBAH Ha OOIIMX METO/AX aHajIn3a, OMMCAHHBIX
B Dapmakonee corw3a, a IpU OTCYTCTBUU B HEW — Ha OCHOBAHUU METOJOB,
ONMMCAHHBIX B UHBIX (apmakomnesx B cooTrBeTcTBUM ¢ KoHuenumuei
rapMoHuzauuu (Hanpumep, BOXKX, cnekrpodoromerpusi, TUTpUMETpUS U
ap.).

6. HoBbri METOJ UCIIBITaHUSA HE ABJISIETCS OMOJIOTUYECKUM
(MMMYHOJIOTHYECKMM, HWMMYHOXUMHUYECKMM) WM METOJOM, B KOTOPOM
UCIIONB3YETCs OMOJIOTUYECKUM PEAKTUB [JIsi OMOJIOTMYECKON aKTHBHOM
dapmanieBTHUECKON ~ CyOCTaHIMU (32  HMCKJIIOYCHHEM  CTaHJapTHBIX
bapmakoneMHbIX MUKPOOHUOIOTUYECKUX METO/IOB).

7. 3mMeHeHue mo00ro mMarepuaia He 3aTparuBaeT F'€HOTOKCHUHYIO MPUMECH.
Ecnu u3MmeHeHune 3aTparuBaeT akTUBHYIO (DapMaleBTUYECKYI0 CyOCTaHIIHMIO
(32 MCKIIOYEHHMEM OCTATOYHBIX PpPAaCTBOPUTENEH, KOTOpBIE  JIOJKHBI
COOTBETCTBOBATh IIpeJenaM, YKAa3aHHBIM B COOTBETCTBYIOLIEH CTaThe
@apmakorien Coro3a), KOHTPOJIb JI0OOOM HOBOW MpPUMECH JOJKEH
cooTBeTcTBOBaTh Papmakonee Coro3a, a NMpU OTCYTCTBUU B HEMl — HMHOMU
dapmaxornee B cooTBeTCTBUM ¢ KoHlenuel rapMOHU3alINH.

8. [Mapamerp crnenudukanuy He 3aTparuBaeT KPUTUYECKUW Mapamerp,
HarpuMmep, J000H U3 CIEAYIONUX: KOJTUIECTBEHHOE ONpPEeAeIeHNE, TPUMECH
(ecau TOJIBKO ONPEJEIIEHHBIN paCTBOPUTEL OJHO3HAUYHO HE MCIIONB3YETCS B

(G2l
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IPOU3BOJICTBE  AKTUBHOW  (hapMaleBTUYECKON  cyOcTaHIMM), Jr00as
KpUTHYECKasi (uU3MUecKas XapaKTepUCTUKA, HANpPUMEp, pPa3MEp YacTull,
HaCBhIITHAs INIOTHOCTH /10 ¥ TIOCJ€ YIUIOTHEHUS, UCIIBITAHUE Ha MOJINHHOCTB,
BOJ1a, JII0OOOW MPOIYCK UCIIBITAHUSI.

JlokymMeHTanus

1.

2.

[TompaBka K COOTBETCTBYIOIIEMY pas3iery (pasfenaMm) perucTpalmoOHHOTO
JIOCKE.
CpaBHHTeNIBbHAS TaOJIHIIA TEKYIINX U MPeJjIaraéMbIX CrieUpUKaIIHii.

3. [logpobHoe onucanue m000¥ HOBOM aHAIMTUYECKON METOJUKH U JAHHBIE 110
BaJIMAALNHU (B COOTBETCTBYIOLIUX CIyYasiX).

4. JlanHble aHajau3a JBYX MPOMBIIUICHHBIX cepuil (B OTCYTCTBHE 00OCHOBaHUS
oOpaTHOro Jyisi OMOJIOTrUYEeCKMX aKTUBHON (papMalieBTUUECKUX CyOCTaHIIUN —
3 cepun) COOTBETCTBYIOIIEW aKTUBHOM (papMalleBTUUECKOM CYOCTaHIIMM IO
BCEM MapaMeTpaM crerudUKaIuu.

5. B COOTBeTCTByIOIIMX CllydasiX JaHHbIE TeCTa CPABHUTEIbHONW KHUHETHKHU
pacTBOpEHUsl  JIGKAPCTBEHHOT'O  Mperapara, COACpXKAIIero  aKTUBHYIO
dapmalleBTHUECKYI0 CyOCTaHIMIO 10 MEHbIIEH Mepe U3  OIBITHO-
MPOMBIIILIIEHHOM cepuu, COOTBETCTBYIOIIYIO NENCTBYIOIINUM u
npenjaraeMpiM  cnenuukanusM. B OTHOIIEHWM  JIEKApPCTBEHHBIX
pacCTUTEIBHBIX  MpEenapaToB  MOTYT  OBITb  JOCTaTOYHBI  JIaHHbBIC
CpPaBHUTEIBHON pacnaJacMOCTH.

6. O6ocHOBaHUE (OIIEHKAa PUCKOB) CO CTOPOHBI JEPIKATENSI PETUCTPALIMOHHOTO
yIOCTOBEPEHUS WIH JepKaTest MOADC COOTBETCTBEHHO,
MOATBEPXKIAIOIINE, YTO BHYTPUIIPOU3BOIACTBEHHBIA TMapaMeTp SBISCTCS
HE3HAYUMBIM UJTU YCTAPEBIINM.

7. O00CHOBaHUE CO CTOPOHBI JEpKaTessl PETUCTPALMOHHOTO YIOCTOBEPEHUS
unn  aepxarenss  M®OADC  COOTBETCTBEHHO  HOBBIX  Mapamerpa
crienuPUKaU U KPUTEPUEB TPUEMIIEMOCTH.

b.1.6.2. Usmenenue Heo6xomumeie | Jlokymentsl u | [Ipouenypa

AHAJTUTUYECKOU METOANKHU yCJIOBUS JTAHHBIE

aKTUBHOM (papMalieBTHUECKOn

CyOCTaHIIMM WM HCXOJHOTO

MaTepuana (MpoOMeXYTOUHOTO

MIPOAYKTA, peaKkTuBa),

UCIIOJIb3YEMBIX B  Ipolecce

IIPOU3BOJACTBA AKTUBHOMN

dbapmarneBTHIECKON

cyocTaHIn

a) He3HAYMMBbIe U3MEHEHUs

0JIOOPEHHON  aHAIUTHYECKOM 1,2,3,4 1,2 IA

METOAUKH

0) UCKITIOYEHHUE

aHAJIUTHYECKOU METOJIUKH 7 1 IA

aKTUBHOU (papMarieBTHUECKOI
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CyOCTaHLIMM WM HMCXOJHOTO
MaTepuana (MpoOMeEXYTOUYHOTO
IPOAYKTa, PpEaKTUBa), €clu

aJbTEepHATUBHAS e
AHAIMTHYECKAsT METOJUKA YyXKe
0/100peHa

B) IpoYMe WU3MEHEHUS
aHAJUTUYECKOM METOIUKHU
(BKITIOUAS 3aMeHy N
J00aBJICHHE) pEeaKTHBa,
KOTOpast HE okasepiBaer| 1,2,3,5,6 1,2 1A
3HAYHUMOI'O BIIUSHHUS Ha
COBOKYITHOE Ka4yeCTBO
aKTUBHOM (apMaleBTHUECKON
cyOcTaHIN

I') CYIIECTBEHHOE HM3MCHEHHUE
WA 3aMeHa OHOJIOTHYECKOro
(MMMYHOJIOTHYECKOT0,

UMMYHOXHUMHUYECKOT0) METO/a
WUCHBITAHUSA WIA METOna, B I

KOTOPOM HCIIOJIb3YEeTCs

OMOJIOTMYECKUI pEeaKkTUB JUIs

OMOJIOTHYECKOM AKTUBHOU

dbapmarieBTHUECKON

cyOcTaHIu

1) Ipouune U3MEHEHUS

aHAJIUTHYECKOU METOIUKH

(Bkrouass  J0OaBICHUE  WIIH

3aMEHY) AKTUBHOMU B 19 B

bapmareBTHIECKOM ’

CyOCTaHIIMM WM HCXOJHOTO

Marepuaia (IpOMEKYTOUHOTO

IPOIYyKTa)

YenoBus

1.B coorBerctBuu ¢ aktamu opraHoB Coro3a B cdepe oOparieHus
JIEKapCTBEHHBIX  CPEACTB,  NpOBEACHa  HeoOXxoawmass  BallWJalus,

HOJTBEPKAAIOIIAs, YTO OOHOBJICHHAS aHATUTHYECKAsk METOUKA 10 MEHbBILIEH
Mepe IKBUBAJICHTHA MPEIbIAYIICH.

2. llpegensl  comepkaHuss CyMMBI TpUMeced HE W3MEHWIMCh, HOBEIC
HEKBaIH(HUIIMPOBAHHBIE TPUMECH HE OOHAPYKEHBI.

3. Meron anHanu3a He W3MEHWICS (HampuMep, U3MEHEHHE JJTMHBI KOJIOHKH WIIH
TEMIepaTypbl, HO HE JPYTOil BUJI KOJIOHKHU WU METOI).

4. Metox WCHBITAaHUS HE SBISCTCS OWOIOTMYECKMM (MMMYHOJIOTHUECKUM,




33

UMMYHOXUMHUYECKUM)  WJIA  METOAOM, B  KOTOPOM  MCHOJb3YETCS
OMOJIOrMYECKUIl peakTUB sl OMOJOTNYECKON aKTUBHOW (hapMaleBTUYECKON
cyocTaHuuum (32 UCKJIIOYEHHWEM  CTaHJIApTHBIX  (hapMakoIneHHbIX
MHUKPOOHOJIOIMUECKUX METO/IOB).

5. HoBbIif MeTOJT MCIIBITAaHHST OCHOBAH Ha OOIIMX METOJAaX aHaJHn3a, OMMMCAHHBIX

B ®apmaxomnee coro3a, a mnpu orcyrctBuM B Hed — B dapmaxoree
rocyapcTBa-ujaeHa Uiu Ipy OTCYTCTBHU B YKa3aHHBIX (papMaKomesx — HHON
¢dapmakonee coracHo Konuenumuu rapmonusauuu (Hanpumep, BDOXKX,
CHEKTPO(POTOMETPHUS, TUTPUMETPUS U JIP.).

6. AkTuBHas (papmalieBTHUECKasi CyOCTaHIIMS HE SABISIETCS OMOIOTUYECKOM.
7. AnpTepHaTUBHAs aHANUTUYECKas METOJMKA JJIsl TOKaszaTens crenuduxkanum

yKe 0J100peHa.

JloxymeHnTanus
1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzaeny (pas3iesiaM) perucTpalioOHHOIO

JI0Che, BKJIIOYAsl OMHCAHUE aHAJUTUYECKOH METOMOJIOTHH, PEe3OMe JaHHBIX
10 BalUJAIMH, TEPECMOTPEHHBIE CIEeNU(PUKAIUU Ha mpuMecH (eciu
IPUMEHHUMO).

2. CpaBHI/ITeJIBHBIe PE3YJIbTAaThl BalWJallUKA WK IIPpU HAJIWYHUH 000CHOBaHHMS

CPAaBHUTCIIBHLIC PC3YJIbTAThl aHaIM34d, ITOATBCPIKIAANOIMIMUC, YTO TCKYIICC H
npeajigaracMoc HCHbITAHUC OJSKBUBAJICHTHELI. HaCTOSIH_[ee Tp€60BaHI/I€ HE
MMPUMCHACTCA, CCIIN I[O63,BII$I€TC$I HOBas aHAJIMTHUYCCKAas MECTOJHKA.

b.1.B) YIakoBOUHO-yKyIIOpOYHAasi CUCTEMA

b.1.B.1. U3meHeHue Heo6xomumeie | Jlokymentsl u | [Ipouenypa
MEePBUYHOMN YIaKOBKHU yCIIOBUS JTAaHHBIE

aKTUBHOM (papMarieBTHUECKOn

cyOcTaHIu

a) KQaUeCTBeHHbIH W (Win)

KOJINYECTBEHHBIN COCTaB

(M3MeHeHue COCTaBa

Marepuaia YIaKOBKH, 1,2, 3 1,2,3,4,6 1A
U3MEHEHUE Marepuana

VIOAKOBKM  WJIM  CTaHJapTa
KauecTBa MaTepHaa)

0) kKauecTBEHHbIH U (WIH)

KOJIMYECTBEHHbIN COCTaB
(u3MeHeHue cocTaBa
MaTepuana YIaKOBKH,
U3MEHEHNE Marepuana — — I

VOAKOBKM  WJIM  CTaHJapTa
KayecTBa  marepuana) s
CTEPUIIBHBIX WIn
HE3aMOPOKEHHBIX
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OMOJIOTHYECKHAX AKTHUBHBIX
(bapMaleBTHYECKUX
cybcTaHmmit

B) KQUECTBEHHBIM W (WJIM)

KOJIMUECTBEHHBIN COCTaB
(M3MeHeHue COCTaBa
MaTepuana YIAKOBKH,
U3MEHEHHE MaTepuana

- 1,2,3,56 IB
YyIaKOBKM WM  CTaHAapTa

KauecTBa  maTepuana) s
KUJIKIX AKTUBHBIX
(dapMareBTHIeCKHX

cyOcTaHIuil (HECTEpUIIbHbBIC)

YcnoBus

1. ITo coOTBETCTBYIOIIMM CBOMCTBAM IpeajaraéMblil yIIaKOBOYHBIM MaTepuan
10 MEHbIIIEH Mepe AOJKEH ObITh SKBUBAJICHTHBIM OJJ0OPEHHOMY.

2. HauaThl COOTBETCTBYIOLIME HCCIEIOBaHHUsS CTaOMJIBHOCTH B COOTBETCTBUH
¢ aktamu opranoB Coro3a B cdepe oOpalieHus JEKapCTBEHHBIX CPEACTB U
3asBUTEJIEM HAa MOMEHT BBEACHHMS HM3MEHEHUH MpOaHAIM3UPOBAHBI
COOTBETCTBYIOIIME MapaMeTpbl CTAOMIBHOCTH HE MEHEE YeM Ha 2 ONBITHO-
INPOMBIIIJIEHHBIX WM TPOMBIIUIEHHBIX CEpPUSX, B €ro pacHopsKEHUU
HaXOJATCS  yAOBIETBOPUTEIbHBIE  pe3yJbTaThl IO  MEHbLIEH  Mepe
3-Mecs/UHOr0 Uu3yueHus crabuiabHocTH. B cimywae, ecnu mpensaraemast
ylmakoBka OoJyiee ycToiluMBa IO CpPaBHEHUIO C 3apeTrUCTPUPOBAHHOM,
TO 3-MeCSUHbIE JJaHHBbIE MO0 CTaOMIBHOCTU HE Tpedyrorcd. Ilo 3aBepiieHun
TaKUX UCCIEAOBAHUM, €CIIM Pe3ybTaThl HE YKIIAJbIBAIOTCSA B ClieUU(PUKATIN
WINA TOTEHIIMAIIBHO MOTYT HE YJIOXKUTHCS B ClelM(UKALUU Ha KOHEI CpOKa
FOJHOCTH (II€pHOJa TOBTOPHOTO HCHBITAHUS), UX HEOOXOAUMO HEMEJJIEHHO
NPEICTaBUTh YIMOJIHOMOYEHHOMY OpraHy Hapsjy € HpejiaraéMbIM IJIaHOM
JEUCTBUM.

3. Uckmouass  CTepuiibHbIe,  KHJIKME W OHOJIOTMYECKHE  aKTHUBHBIC
dbapmareBTHYECKHE CYOCTaHIIUH.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLEMY pa3zzieny (pas3iesiaM) perucTpalioOHHOIO
JI0ChE.

2. HeoOxonuMble JaHHbIE O HOBOW YNAakOBKE (HampuMep, CpaBHUTENbHBIC
JaHHBIE 110 TPOHUIIAEMOCTH, Harpumep, st Oy, CO,, Biaru u ap.), BKIoYas
MOJATBEPKICHUE TOro, YTO MaTepuajg COOTBETCTBYeT (hapMakonelHbIM
TpeOoBaHuAM WM akTam opraHoB Coro3a O 0e30MacHOCTH MaTepualioB
KOHTaKTUPYIOIIUX C TMUIIEBOM MPOAYKIMEH, a MpPU OTCYTCTBUU B HHUX —
3aKOHOJATENIbCTBY TOCYJAapCTB-UJICHOB B YacTH, HE YpPEryJIupOBaHHOMN
aktamu opraHos Coro3a.

3. B cooTBeTCTBYIOMUX CiIydasx HEOOXOAMMO TMPEACTAaBUThH MOATBEPKICHHE |,
YTO B3aUMOJICHCTBUE MEXKIY COAECPKUMBIM U YIAKOBOYHBIM MaTepUaIOM He
OPOUCXOOUT  (Hampumep, OTCYTCTBYET IMEpeMellleHHe KOMIIOHEHTOB
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IIPEAJIaraéMoro Marepuajga B €ro COIEpPKMMOE, KOMIIOHEHTBbI AKTUBHOMN
(dapmanieBTUUYECKOW CYOCTaHIIMM HE MEpeXOoJsiT B YINAKOBKY), BKIIOYas
MOATBEPXKJICHHE, UYTO MaTepual COOTBETCTBYET  COOTBETCTBYIOIIUM
dapmakoneiHpIM TpeOOBaHUSAM WK akTaMm opraHoB Coro3a 0 6e30MmacHOCTH
MaTEpHUATIOB KOHTAKTUPYIOIIUX C MUILIEBON NPOAYKIMEH, a TPU OTCYTCTBHH B
HUX — 3aKOHOJATEIbCTBY FOCYIAPCTB-UJIECHOB B YaCTH, HE YPETryJIUPOBAHHON
aktamu opraHoB Coro3a.

4. [loaTBepkaeHUe JepKaTenst PEruCTPAlMOHHOIO  yJOCTOBEPEHUS WU

nepxatensst MOADC, uro Tpedyemble UCCIeAOBaHUsI CTAOMIBHOCTH HA4aThl
B COOTBETCTBHMM ¢ akTamu opraHoB Cor3a B cdepe oOpamieHus
JICKapCTBEHHBIX CPEACTB (C yKa3aHWEM HOMEpOB cepuil); U uTo (B
COOTBETCTBYIONIUX CIIydasx) Ha MOMEHT pealu3allid W3MCHCHHA B €ro
pacnopspKeHUU HaXOMINUChH Tpebyembie MUHUMAaJbHbIC
yIIOBJIETBOPUTEIBHBIC JIaHHBIE IO CTAOMIBHOCTHU U, YTO UMEIOLTUECS JaHHbIC
HE CBUJIETENBCTBOBAIM O Kakoi-nmubo mpobieme. Heobxomumo Takxke
MPEICTaBUTh MOATBEPKICHUE, YTO UCCIICIOBAHUS OyIyT 3aBEPIICHBI, U YTO
€Clii pe3ynbTaThl HE OYyIyT YKIAAeIBaThCs B CHEUU(UKAIUU WK
MOTEHIIMATFHO MOTYT HE YJOXKHUTHCS B CHEIU(PUKAIMM HAa KOHEIl CpOoKa
TrOJHOCTH (TIEpPHOJia TTOBTOPHOTO HCIIBITAHUS), UX HEMEIICHHO MPEICTaBAT
YIIOJTHOMOYEHHOMY OpraHy Hapsiay ¢ Mpe/jiaraéMbIM IIIaHOM JIeUCTBHIA.

5. PeBynBTaTH HUCCIICIOBAaHUI CTa6I/IJIBHOCTI/I, IMPOBCACHHBIX B COOTBCTCTBHHU C

aktamu opranoB Coro3a B cdepe oOpalieHus JIeKapCTBEHHBIX CPEICTB, IO
3HAYUMBIM TapaMeTpaM CTaOWIHHOCTH HE MEHEee 4YeM Ha 2 ONBITHO-
MIPOMBIIIJIEHHBIX WM MPOMBILIJIEHHBIX CEpUsIX, OXBAThIBAIOIINX HE MEHee 3
MecsIlleB, W TOATBEPXKICHUE, YTO YyKa3aHHbIE UCCIENOBaHUS OyIyT
3aBEPIICHBI U €CIU Pe3yJbTaThl HE OYIyT YKIAIbIBAThCS B CHEU(UKAIIUN
WIH TOTEHITMAIIBHO MOTYT HE YJIOXHUTHCS B CelU(UKAIIMN Ha KOHEIl CPOKa
rOJIHOCTH (TIEpHOJia MOBTOPHOTO HMCIBITAHUA), UX HEMEIJIEHHO MPEACTaBST
YIOJTHOMOYEHHOMY OPTaHy BMECTE C IpeJjiaracMbIM IUIAHOM JICHCTBUH.

6. CpaBHEHUE JAEMCTBYIOIIMX M TMpeasiaraeMblX crleuuuKauuii NepBUYHON

YHAKOBKH (€CJIM MPUMEHUMO).

b.1.B.2. I3menenue Heobxonumeie | lokymentsl u | [Ipouemnypa
napaMmeTpoB crenuduxkanum u yCJIOBUS JTAHHbIE

(unn) KpUTEpUEB

IIPUEMIIEMOCTHU IIEPBUYHOMN

YIIAaKOBKU AKTUBHOMU

bapmareBTHIEeCKOM

cyOcTaHIu

a) y)keCTOUeHHe  KpUTEpHeB 19234 19 A
NPUEMJIEMOCTH clielrPpUKauu B ’

0) nobasieHue B

cnenupUKaIuo HOBOT'O

napamerpa U 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOLIIEMY emy

METO]1a UCIILITAaHUHN
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B) UCKIIIOUCHUE
HECYILECTBEHHOTO IapameTpa

cenudukanuu  (Hampumep, 1,2 1,2,5 1A
UCKITFOUCHUE yCTapeBILETrO
napamerpa)

r) 1o0aBjieHUE WM 3aMeHa
napaMmerpa crnenupukanuu M3
cooOpaxkeHuid  0€30MacHOCTH
WA Ka4eCcTBa

- 1,2,3,4,6 IB

VYcnoBus

1.

D

N3meHeHne He SBIISIETCA CJIEACTBHEM KakKoro-jimOo o0s3aTennCcTBa,
NPUHATOTO MO pe3ysibTaTaM paHee MPOBEACHHBIX 3KCIEPTU3 C IEJbI0
aHanM3a KPUTEPHUEB MpPUEMIIEMOCTH crHerudukanuu (Hampumep, B XOJe
perucTpanuy JEKApCTBEHHOTO IMpenapata WiIW BHeCeHUs wu3MeHeHuil [l
TUIIA), €CJIM TOJIbKO OHO paHee HE PACCMOTPEHO M OJ00pPEHO B KadyeCcTBE
Mepbl TOCTEAYIOIIEro HaOTIOICHHUS.

. I3MeHeHue He SABIICTCA  CIEICTBUEM HCIIPCABUICHHBIX CHTyaHHﬁ,

BO3HHUKIIUX B XOJI¢ MPOM3BOJCTBA YIAKOBOYHOTO MaTepuajia WU MpHU
XpaHEHUU aKTUBHOM (hapMalleBTHUYECKOM CyOCTaHITUH.

. JIroboe wu3MeHeHue JOJDKHO  YKIIaAbIBATBCA B JHAIIA30H  TCKYIIUX

0J100pEHHBIX KPUTEPHUEB MPUEMIIEMOCTH.

. AHaIMTHYECKas METOAMKA HEC U3MCHACTCA NJIIN U3MCHACTCS HE3HAUUTCIIBHO.
. HoBBIM MeTO 1 MCIIBITAHUSI OCHOBAH Ha 06H_II/IX MCTOJax aHaJIn3a, OIIMCAaHHBbIX

B ®apmaxomee coro3a, a mpu OTCyrcTBUM B Held — B dapmaxoree
rocyapcTBa-4JieHa WU NIPU OTCYTCTBUH B YKa3aHHBIX (hapMaKomnesx — MHOU
dapmakonee cornacHo Konuenmuu rapmonuzauuu (Hanpumep, BDXKX,
CHEKTPO(POTOMETPHS], TUTPUMETPHUS U JIP.).

JlokymMeHTauus

1.

2.
3.

4.

5.

[TonpaBka K COOTBETCTBYIOIIEMY pazzeny (pasienaM) perucTpadoHHOTO
JIOCBE.

CpaBHuTeNbHAS TA0JINIIA TEKYIIUX U TIPEjIaraeMblX CreluuKaiimii.
[Toapo6HOE onmcaHue 000N HOBOM aHATUTHIECKON METOANKH U JIAaHHBIC 10
BalIUAIMHU (B COOTBETCTBYIOIIUX CIyYasx).

JlaHHbIe aHanu3a 2 cepHil yMakOBOYHOIO Marepuana Mo BCEM MapaMeTpam
crienupuKaum.

O6ocHoBaHuE (OIIEHKAa PUCKOB) CO CTOPOHBI JEpKaTeNsl PETUCTPAIMIOHHOTO
yaoctoBepenuss winu  Aepxkarenss MOADC, noarBepkAarwolIMe, YTO
BHYTPUIIPOU3BOJICTBEHHBI  TMapaMeTp  SBJSIETCA  HE3HAYMMbBIM  WJIU
YCTapeBIINM.

. OBocHOBaHME CO CTOPOHBI AEPKATEISI PErUCTPALUOHHOTO YAOCTOBEPEHMUS

win aepxarenst MOADC HoBoro mapamerpa crneuu@UKauu U KpUTEpUEB
IIPUEMIIEMOCTH.

b.1.B.3. U3meHeHue Heo6xomumeie | Jlokymentsl u | [Ipouenypa

aHAJIMTUYECKOMU MCTOAUKHU YCJI0BHA JaHHBIC
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UCIIBITAHUS NEPBUYHOMN
YIIAaKOBKH AKTUBHOMN
(bapMareBTH4YECKON
cyOcTaHIu

a) HE3HAYNTEeIbHbIE
W3MEHEHHUS YTBEPKACHHOU 1,2,3 1,2 1A
aHAJIUTHYECKON METOIUKHU

0) mpouue U3MEHEHUS
AHAITUTUYECKOMN METOIUKHA
1,3,4 1,2 1A

(Bkrouass  0OaBICHUE WU
3aMEHY)
B) UCKIIIOUCHUE
aHAJIUTHYECKON METOINKHA

A, 5 1 IA

cClIn AJIbTCPHAaTHBHAA en
MCTOJHKA YK€ YTBCPIKIACHA

Yenosus

1. Cornacno aktam opranoB Coro3a B cdepe oOpaiieHus JeKapCTBEHHbIX
CpPEICTB MpoBeAeHa HeoOXoauMasi BallJanus, MOATBEPXKAAIOIIAS, YTO
OOHOBJICHHAs] aHAJUTHYECKash METOJMKA [0 MEHbIIEH Mepe SKBHUBAJIEHTHA
MPEIbITYIIEH.

2. Meron aHanmu3a He U3MEHWICS (HampuMmep, M3MEHEHHE JITUHBI KOJTOHKH WITH
TEMIEPATypbl, HO HE APYTOM BUJ KOJOHKU WJIH METON).

3. Hu oauH HOBBINM METOJ UCIIBITAHUN HE OCHOBAaH HAa HOBBIX HECTAHJIAPTHBIX
METOJIaX WM CTaHAApTHBIX METOJIaX, UCIIOJIb3yEMbIX I0-HOBOMY.

4. AxtuBHas ¢apmaneBTHUecKas CcyOcTaHIus (JICKapCTBEHHBIM Tpemapar) He
SIBIISTFOTCS] OMOJIOTHYECKUMH.

5.B otHomennn mnapameTpa crHelU(PUKANNA COXPAHIETCS aHaTUTHYeCKas
METOJIUKA.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzeny (pas3gesiaM) perucTpalioOHHOIO
JIOChE, BKJIIOYAsl ONMKCAHUE AHAIUTHUYECKOW METOJI0JIOTHH, PE3IOME JAHHBIX
10 BaJIUAALNH.

2. CpaBHUTENBHBIE PE3YNbTAThl BAIMIALMKM I, TIPU HAIUYUKU OOOCHOBAHWUS,
CpaBHUTEIBHBIE PE3yJbTaThl aHAIN3a, MOITBEPXKIAIOIINE TO, YTO TEKYyIee 1
nmpeajaraeMoe UCIBITAHWE SKBUBaJeHTHBI. Hacrosimiee TtpeOoBaHue He
MPUMEHSETCS, €CIIU T0OaBISETCS HOBasi aHAIMTHYECKAsi METOIUKA.

b.1.B.4. U3meHeHMe HeoOxonumelie | Jlokymentsl u | [Ipouenypa
KOMITOHEHTA BTOPUYHOM YCIOBUS TTAHHBIC
YITaKOBKH AKTUBHOMU
dapmareBTHIECKOI

cyOcTaHIu (BKJIIOYasi 3aMEHY
WIn no0aBIlIeHHE), eciu
yKa3aHO B PETUCTPALUOHHOM
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J0ChEC

1,2,3,4 1 IA

VYcenosus

1. BropuuyHas ymakoBka He sBIseTCs (YHKUMOHAJIBHOM Il OOecredeHus
CTaOMJILHOCTH AaKTUBHOM (papMalieBTUUECKOW CYOCTaHIMU, WU IO CBOUM
3alIMTHBIM CBOMCTBAM I10 MEHBIIIEH Mepe SKBUBAJIEHTHA 0JJOOPEHHOM.

2. 3aMeHsieMblid KOMIIOHEHT YMaKOBKHU JOJDKEH ObITh MpUeMIIeM JI XpaHCHHUS
aKTUBHOM (hapMaleBTUYECKON CyOCTaHIMU HpH OJOOPEHHBIX YCIOBUAX
XpaHEHHUS.

3.3ameHa He [OKHA OBITh CBSI3aHA C KPUTHYECKUMHU HEIOCTaTKaMU
KOMIIOHEHTA YIaKOBKH.

4. I3MeHeHne He SBISIETCS PE3YJbTaTOM KaKUX-TMOO HENpeIBUIECHHBIX
00CTOSITENIbCTB, BO3HUKIIMX B TPOILECCE TMPOU3BOACTBA WU XPAHCHHUS
aKTUBHOM (hapMaIrleBTUUYECKON CyOCTaHIINN.

JlokymMeHTauus
1. [TonpaBka K COOTBETCTBYIOIIEMY paszieny (pasaenam) perucTparioHHOTO
JIOChE.

b.I.r) CrabunbHOCTD

b.IL.r.1. Usmenenne mepuoaa| Heobxomumele | Joxkymentsl u | [Ipouenypa
JI0 TIOBTOPHOTO HWCHBITAHUSA yCJIOBUS JTAaHHBIE
(mepuonga  XpaHEHUs) WU
YCJIIOBUM XpaHEHMS] aKTHUBHOMN
bapmareBTHIEeCKOM

cyOcTaHImH, eciu B
PErUCTPALIMIOHHOM JOCBhE
OTCYTCTBYET ceptuduxat
cooTBeTCTBUA  EBpornerckoit
dapmakornee, OXBaTbIBAIOUIUN

Mepuo.a MOBTOPHOTO
UCTIBITAHUS

a) nepuon MOBTOPHOTO
HUCIIBITAHUSA (mepuog
XpaHEHUS)

1. Cokpamienue mnepuoaa o
MOBTOPHOT'O UCHBITAHUS

1 1,2,3 1A

2. YBenudeHue mepuoaa o
MOBTOPHOTO UCTIBITAaHUS
IyTEM HKCTPAIOISAIUN — — I
JAHHBIX MO0 CTA0MIIBHOCTH, HE
B COOTBETCTBUM C aKTaMu
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opranoB Coro3za B cdepe
oOpallleHus J1€KapCTBEHHBIX
cpeacTp<*>

3. YBennueHue nepuojaa
XpaHECHUS OMOJIOTMYECKOM
aKTHUBHOM
(hapMarieBTHYECKOM
cyOcTaHImH, HE
MPEIYCMOTPEHHOE 0JI00PEHHOM
MPOrpaMMOit HU3Y4YEHHUS
CcTaOMIBLHOCTHU

4, YBennueHue Wi BBEICHUE

nepuona MOBTOPHOTO
UCTIBITAHHUS (mepuona
- 1,2,3 IB
XpaHEeHUs),
MOATBEPKJICHHOTO JTAHHBIMU
€CTECTBEHHOTO XpaHEHUS
0) ycloBusl XpaHEHUs
1. I3menenue YCIIOBUI
XpaHeHus AKTUBHOMN
(hapMareBTHICCKOM 1 1,2,3 1A
cyOcTaHIIn Ha Oonee
CTporue
2. U3menenue YCIIOBHUI
XpaHEHUS OMOJOTUYECKUX
aKTUBHBIX
(hapMareBTHYECKUX
cyOcTaHIui, eciu 1
UCCIIeIOBAaHUSl CTaOMIBHOCTH
MPOBEJICHBI HE B
COOTBETCTBUU C  TEKYIIUM
YTBEPKIACHHBIM TPOTOKOJIOM
CTaOUITLHOCTH
3. Usmenenue yCIOBUI
XpaHEeHUs AKTUBHOMU
. - 1,2,3 IB
(hapMarieBTHYECKOM
cyOcTaHIu
B) UI3MCHCHUE YTBEPXKIACHHOU
IpOrpaMMbl U3Y4YEHUS 1,2 1,4 1A
CTaOMITLHOCTH

YcnoBug
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1. I3meHeHue HE MAOMKHO OBITh CIIEJCTBHEM HENPEIBUACHHBIX CHUTYaIlUH,
BO3ZHUKIIIUX B XOJI€ TPOU3BOJICTBA, WU U3MEHEHHUS CTAOUILHOCTH.

2. I3MeHeHHUsT HE TPHUBOIAT K PACIIMPEHUIO KPUTEPUEB MPHUEMIEMOCTH
UCIBITYEMBIX TMapaMeTpPOB, HCKIIOUEHHUIO MapaMmeTpa CTaOWJIBHOCTH WU
CHWIKEHHUIO YaCTOThI UCIIBITAHUI.

JloxymeHnTanus

1. [lonpaBka K COOTBETCTBYIOIIEMY paszieny (paszaenam) perucTparioHHOTO
nocbe. HeoOxomuMo  mpeAcTaBUTh  PE3YNbTAThl  COOTBETCTBYIOIIMX
UCCJIEIOBAaHUN CTaOMJIBHOCTH B pEAJTbHOM BPEMEHH, NPOBEICHHBIX B
COOTBETCTBUU C COOTBETCTBYIOIIMMH PYKOBOJICTBAMH MO CTaOWUJIBLHOCTH HE
MeHee YeM Ha 2 (a1 OMOJOTMYECKHMX JICKApCTBEHHBIX IpernapaToB — 3)
ONBITHO-IIPOMBILIJIEHHBIX ~ WJIM  NPOMBIIUIEHHBIX  CEPUSAX  AKTHUBHOMN
dbapmareBTH4IECKOM cyOcTaHIINH, YIIaKOBaHHOM Cc MMOMOIIBIO
3apErUCTPUPOBAHHOIO YIAKOBOYHOIO MATEpHaja, U OXBATHIBAIOIIUX BECH
MpeAJiaraéMblii Iepruoji HOBTOPHOI'O UCTIBITAHUS WU MIPEAJIaraeMble yCIOBHS
XpaHEHHUS.

2. [TonTBepkaCHUE TOTO, YTO WCCIICIOBAHUS CTAOMIBHOCTH TIPOBEICHBI B
COOTBETCTBUM € TeKymeW omoOpeHHON mporpamMMoi. PesymbTarhbl
UCCJIEIOBAHUS JIOJDKHBI MOATBEPXKIATh, YTO COOTBETCTBYIOIINE 0J00pEHHbIE
crienupuKauy MpoAoJKAIOT COOMIOIATHCA.

3. Konmuu yTBepKACHHBIX CHEIU(PUKANNNA Ha aKTHBHYIO (apMareBTHICCKYIO
CcyOCTaHIUIO Wi CChUIKA  HA  COOTBETCTBYIOIIUMNA  JTOKYMEHT
PETUCTPALIMIOHHOTO J10CHE.

4. O00oCcHOBaHKE MPeEJIaraeMbIX U3MEHECHUM.

[Tpumeuanue <*> |Ileppoag TOBTOPHOrO HUCHBITAHMS HE TNPUMEHUM K
OMOJIOTrMYECKIM AKTHUBHBIM bapmareBTHIeCKIM
CyOCTaHITUSIM.

b.I.n) [IpoektHOE  mMONE W  TPOTOKOA  MOCTPETHCTPALMOHHBIX
V3MEHEHUN

b.Il.n.1. Beenenue HoBoro | Heobxoaumeie | JlokymenTtsl u | [Iporenypa
MIPOEKTHOT'O oJIs WIN YCIIOBUS JTaHHBIC

pacIIupeHue 0JIOOPEHHOTO

MPOEKTHOTO TIOJISI AKTUBHOM

dbapmareBTHIECKON

cyOCTaHIMK, 3aTparuBaroIee:

a) OJIHY ONEPALHOHHYIO
CIMHUITLY nporiecca
MIPOM3BOJICTBA AKTUBHOM
dbapmaneBTHIEeCKON
- 1,2, 3 ]
cyOcTraHIuHy, BKJIFOYast
COOTBETCTBYIOIIUE

BHYTPHUITPOU3BOICTBCHHBIN
KOHTPOJIb 151 (nm)
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AHAJIUMTUYCCKHUC MCTOAUKHU

0) aHaTUTUYECKHE  METOIAUKHU

HCXOTHBIX MaTepUaIoB

(TIPOMEKYTOUHBIX TPOJTYKTOB) B 123 I
u (nnn) aKTUBHOMN T
dbapmareBTH4IECKOM

cyOcTaHIu

JoxymeHnTanus

1. [IpoexTHOE TOJIE pa3pabOTaHO Ha OCHOBaHMHU akTOB opraHoB Coro3a B chepe
oOpaieHusi  JICKApCTBEHHBIX CPEACTB M MEXKIYHAPOTHBIX  HAYYHBIX
PYKOBOJCTB. Pe3ynbpTaTsl riccnenoBanuii pa3pabOTKH MPOAYKTa, TMporecca 1
AQHATUTHYECKON METONOJIOTHH (HAalpUMEpP, B3aUMOJICUCTBHE Pa3TUIHBIX
napaMeTpoB, (QOPMHPYIOIIUX MOISKANICe H3YYCHHIO IPOCKTHOE TI0JIe,
BKJTFOYAsl OIICHKY PUCKOB © MHOTOMEPHBIC UCCIICIOBAHUS COOTBETCTBCHHO), B
COOTBETCTBYIOIIMX CIYYasX MOATBEPXAAIOIINE, YTO JOCTUTHYTO HEIOCTHOE
MEXaHUCTHUYECKOC TIOHUMAaHHWE II0Ka3aTeje KadecTBa  MaTepUAJIOB,
napaMeTpoB Tpollecca M KPUTHUYECKHX IIOKa3aTeled KauecTBa aKTHBHOMN
dbapMaleBTHYECKOM CyOCTaHITNH.

2. Onucanue TPOEKTHOTO TOJII B opMe TaOJHUIBI, BKJIIOYAsS TEPEMCHHBIE
(cBOHMCTBAa MaTepuWajoB U IapaMeTphl TpoIecca MPOU3BOJACTBA) M HUX
npe/IaraeMple THana3oHbl.

3. IlompaBka K COOTBETCTBYIOIIMM pa3jieiaM PErHCTPAMOHHOTO I0CKE.

b.1.n.2. Beeneuue Heo6xomumeie | Jlokymentsl u | [Ipouenypa
MOCTPETUCTPAITMOHHOTO YCJIOBUS JTaHHBIC
MPOTOKOJIA yIpaBJICHUS
W3MCHEHHSIMU,
3aTparvBarOIMMU  aKTUBHYIO
bapmareBTHIECKYIO
CcyOCTaHITHIO

— 1,2,3 I

JlokyMeHTauus

1. [Tonpo6HOE ONMMCcaHUE TPeIIaracMoro N3MEHEHHUS.

2. [IpoTokon ympaBieHUS HU3MEHEHUSIMU, 3aTPAardBalOIIMMU  aKTUBHYIO
(dhapMaleBTHYECKYIO CYOCTaHITHUIO.

3. [TormpaBka K COOTBETCTBYIOIIUM pa3jieliaM PeruCTPAIMOHHOTO JO0ChE.

b.I.n.3. Uckmouenue HeoOxomumeie | Jlokyments! u | [Ipouenypa
HOCTPETUCTPALIIOHHOTO YCIOBUS JTaHHbIE
IPOTOKOJIA yTIpaBJICHUS
U3MEHCHUSIMH,
3aTparuBarOMMUA  AKTUBHYIO
(bapMareBTHIECKYIO
cyOCTaHITHIO




42

1 1,2 1Any
VYcnoBus
1. UckimroueHue MMOCTPETUCTPALIMOHHOTO MPOTOKOJIA YIPaBIICHUS
N3MCHCHHUSIMH, 3aTparuBarOIUMHU AKTUBHYIO bapMareBTHIECKYIO

CY6CTaHI_II/IIO, HC ABJIACTCA CIICACTBUCM HCIIPCIABUICHHBIX CI/ITyaI_II/Iﬁ NN
HECOOTBCTCTBUA CHC]_[I/I(l)I/IKaI_II/II/I B X0J€ BBCACHUA HSMCHCHHﬁ, OIMUCAaHHBIX B
IMMPOTOKOJIC, U HUKAK HC BJIMACT HAa YTBCPIKIACHHBIC CBCACHM S, BKIITOUCHHBIC B
PETUCTPATNOHHOC TOCHE.

JlokymMeHTanus
1. OGocHOBaHUE TIpeAIaraeMoro HCKIIOUEHHUS.
2. [TompaBKa K COOTBETCTBYIOIIUM pa3jieliaM PETUCTPAIMOHHOTO JIOCKE.

b.l.n.4. I3meHenus Heo6xomumeie | Jlokymentsl u | [Ipouenypa
YTBEPKICHHOTO  MPOTOKOJIA YCIOBHUS JAHHbIC
YIpaBJICHUSI U3MEHEHUSMU

a) 3HAYMMBIC W3MEHEHMUS
MPOTOKOJIA yIpaBICHUS — — I
U3MCHCHUSMH

6) HC3HAYUMBIC N3MCHCHUA

IPOTOKOJIA yIpaBiIeHUs
U3MEHEHUsAMH, KOTOpBIE HE — 1 IB
U3MEHSIOT CTpaTeruto,

OIMMCAaHHYIO B ITPOTOKOJIC

JlokymMeHTauus

1. lexnaparusi  yIOJTHOMOYEHHOTO JIMIIA MPOU3BOJAUTENS, UTO JH000E
W3MEHEHHE  JOJDKHO  YKJIAJIbIBaThCs B JAMANa3oH  JACHCTBYIOIIUX
YTBEPKJICHHBIX KpUTEPHUEB MpruemiieMocTd. [ToMumo 3Toro, Aekiapaius 4To
B OTHOIICHHH OMOJOTMYECKUX JIEKAPCTBEHHBIX MPEMapaToB He TpedyeTcs
OIICHKA COMOCTAaBUMOCTH.

b.I.n.5. Peanuzanus Heo6xomumeie | Jlokymentsl u | [Ipouenypa
W3MEHEHUH, yCJIOBUS JAHHbIE
MPEAYCMOTPEHHBIX

YTBEPXKACHHBIM  IIPOTOKOJIOM
YIPABJICHUS U3MEHEHUSMU

a) peanuzaius HM3MCHEHUs He
Tpebyer JIOTIOTHUTEIbHBIX 1 1,3 |Any
BCIIOMOTATEIbHBIX JAHHBIX

0) peanuzanus U3MEHEHUS
Tpebyer JIOTIOTHUTEIbHBIX — 1,2,3 IB
BCIIOMOTATENBHBIX JaHHBIX

B) peam3anusi W3MEHEHUS - 1,2,3,4 IB
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OMOJIOTHUECKOTO
JIEKapCTBEHHOT0 Ipenapara

YcnoBug
1. [IpemyioxkeHHOE HM3MEHEHHE OCYIIECTBICHO B IIOJHOM COOTBETCTBHH C
YTBEPKJACHHBIM MPOTOKOJIOM YIIpaBIeHUS U3MECHCHHUSIMHU.

JlokymMeHTanus

1. IlonTBepkaeHrue, 4YTO  M3MEHEHHWE  COOTBETCTBYET  YTBEPKICHHOMY
MPOTOKOJY YMIPABJICHUS HU3MEHEHUSIMU U, YTO PE3YJIbTaThl HCCIICIOBAHUS
YIOBIIETBOPAIOT KPUTEPUAM NPHUEMIIEMOCTH, OTOBOPEHHBIE B IPOTOKOJIE.
[Tomumo »sTOrO, AEKIapanus TOTO, YTO B OTHOLIEHUU OHOJOTUYECKUX
JIEKapCTBEHHBIX MpEnapaToB HE TpeOyeTcs OlEHKa COMOCTAaBUMOCTH.

2. Pe3ynbTaThl HCCIeI0BaHUM, TPOBEICHHBIX B COOTBETCTBUU C YTBEPIKICHHBIM
IIPOTOKOJIOM YIPABIICHUS] U3BMEHEHUSIMH.

3. [TompaBka K COOTBETCTBYIONIEMY pa3Jiely PETUCTPAIIMOHHOTO JT0ChE.

4. Konust yTBEpXKIAEHHBIX crenudukanuii Ha akKTUBHYIO (GapMaleBTHYECKYIO
CyOCTaHIIMIO WJIM CChUIKA HAa COOTBETCTBYIOIIMN pa3iel PEeTUCTPAIIMOHHOTO
JIOChE.

b.11. JIekapcTBEeHHBIN ITpenapar

b.1l.a) Buemnuii Bug u coctan

b.Il.a.1. U3menenune win| Heob6xomumeie | Jlokymentsl u | [Ipouenypa
noOaBiieHue HaAIIeYaTKH, yCJIOBUS JTaHHEBIE
OTTUCKOB, TPAaBUPOBKU  WJIU
MHBIX 3HAKOB, BKJIIOYasi 3aMEHY
WM  J00aBlieHWE  YEpHUII,
HCTOJIb3YEMBIX JIJISI HAHECEHUS
TaKUX 3HAKOB

a) U3MCHEHUS Ha/IIeYaTKH,
OTTUCKOB, TPABUPOBKU  WJIHU 1,2,3,4 1 1A
WHBIX 3HAKOB

0) U3BMEHEHUE PHUCOK (JTUHUU
paszioma), TpeaHa3HauYCHHBIX
JUISL  pa3ficlieHUs] Ha pPaBHBIC
JI03bI

- 1,2,3 IB

YcaoBus

1. Cnenudukanuy JeKapcTBEHHOTO MpernapaTta Ha BBITYCK M Ha KOHEI[ CpoKa
TOJHOCTH HE U3MEHSIOTCS (32 UCKIIFOUEHUEM BHEIITHETO BU/IA).

2. Bce YepHuUiia JTOJKHBI COOTBETCTBOBATh JIEUCTBYIOIIEMY
(dhapMaleBTHYeCKOMY 3aKOHOATEIbCTBY.

3. Pucku (nuHMM pasnoma) HE TpeIHA3HAYEHBI IS paslielieHUs Ha paBHBIC
JI03blI.
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4.3Haku JI€KapCTBEHHOIO IIpemnapara, HCIOJIb3yeMble Ul Pa3IMyYeHUs
JO3UPOBOK, ITOJIHOCTBIO HE YJAJICHBI.

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3Aeny (paszienam) perucTpanuoOHHOTO
Joche, BKJII0Yas moipoOHoe rpaduueckoe Wiiu MOBECTBOBATEIBHOE OMUCAHHE
TEKYILEr0 U HOBOTO BHEIIIHETO BUA, a TAK)KE COOTBETCTBYIOIIMM MEPECMOTP
nH(pOpMaIUU O JIEKAPCTBEHHOM Ipernapare.

2. Ilo cormacoBaHHMIO C SKCIEPTHOW oOpraHU3anuend oOpaslbl JEKapCTBEHHOTO
npenapata u (WIM) UX BU3yaJbHOE M300pa)KeHUE Ui BO3MOKHOCTH OLIEHKH
BHEIIIHETO BUIA.

3. PesynbpTaThl cooTBeTcTBYrOmUX HcnbiTanui mo ®apmakonee Corosa, a mpu
OTCYTCTBUU B Hell — B Dapmakorniee rocyaapcTBa-uwieHa WId IPpU OTCYTCTBUU
B yKa3zaHHBIX (apmakoresx — HHOM (apmakonee cormacHo KoHuenmuu
rapMOHM3AIIUH, TIOJTBEPKIAIOINE SKBUBAICHTHOCTh CBOMCTB (TIPABUILHOCTh
JIO3UPOBAHUS ).

b.Il.a.2. U3menenue GpopMbl Heo6xomumeie | Jlokymentsl u | IIpouenypa
WM pa3MepOB JIEKAPCTBEHHOU yCJIOBUS JAHHBIE
dbopMbI
a) TalJeTKH, KarcyJibl,
CYNIIO3UTOPUM M TIECCApPUU C
1,2,3,4 1,4 1A
HEMEIJIEHHBIM
BBICBOOOKIEHUEM

0) nekapcTBeHHBIE (OPMBI ¢
OTCPOYCHHBIM,
MOTU(DHUITMPOBAHHBIM WA
MIPOJIOHTUPOBAHHBIM
BBICBOOOXKIEHHEM W TaOJIETKU
C pHUCKOHM, MNpeIaHa3HAYECHHOU
JUISL  pa3felicHHsT Ha pPaBHBIC
J103bl

— 1,2,3,4,5 IB

B) n100aBJICHHE HOBOTO Habopa
Ut paguodapMaleBTHIeCKOTro
JIEKapCTBEHHOTO TIpernapara ¢ — — I
JpYrMM 0OBEMOM 3aloJIHEHUS
<*<>

YcenoBus

1. Ilpoduns  pacTBOpeHUsT  JEKapCTBEHHOTO  Tpermapata C  HOBBIMH
JIeKapCTBeHHOW (opMOil WM ee pa3MepaMH COMOCTaBUM C Tpoduiem
pacTBOpEeHUs JIEKAPCTBEHHOrO Mpenapara co CTapbIMU JIEKAPCTBEHHOM
dbopMoit wmiaM ee pa3MepamH, ecid TNpPUMEHUMO. JlJIg JeKapCTBEHHBIX
pacTUTENBHBIX MPENapaToB MPHU HEBO3MOKHOCTH MPOBEICHUS HCHBITAHUA
TCKP BpeMs pacnamaeMOCTH HU3MEHEHHOTO JIEKapCTBEHHOrO Mpenapara
COIIOCTaBUMO C BPEMEHEM pacnagacéMOCTH HEWU3MEHHOI'O JIEKAPCTBEHHOT'O
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nperapara.

2. Cnenudukanuy JIEKapCTBEHHOTO Tpernapara Ha BBITYCK W Ha KOHEIl CpoKa
TOJHOCTH HE W3MEHWINCh (32 HCKIIOYEHHEM pa3MEpOB JIEKAPCTBEHHOMU

dbopmeI).

3. KauecTBeHHBIN 1 KOTUYECTBECHHBIN COCTAB M CPEIHSIS Macca He N3MEHUIINCH.
4. IaMeHeHHEe HEe 3aTparuBaeT TaOJeTKH C PHUCKOHM, TNpeaHa3HAUYCHHOW JIs
paszeneHust IeKapCcTBEHHON (hOpPMBI Ha paBHBIC JTO3HI.

JlokymMeHTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3jaeny (pasfenaMm) perucTpalnruoHHOTO

JIOCheE, BKJIIOYAs noaApoOHOe

rpaguueckoe

n300pakeHue

3aperuCTPUPOBAHHON U TpeJuiaraeMoil JIeKapCTBEHHOM (OpMBI, a Takxke
nepecMoTp UH(OpPMAIUU O JEeKaPCTBEHHOM IpenapaTe COOTBETCTBEHHO.

. CpaBHUTENbHBIE JaHHBIE PACTBOPEHUS KAaK MHUHUMYM |  OMBITHO-
MPOMBIIUICHHON CEepUM C TEKYIIMMH M TpeajiaraeMbIMU  pa3MepaMu
(OTCYTCTBHE 3HAYUTENBHBIX PA3JIUUYUNA C TOUKH 3PEHHUS COMOCTABUMOCTH B
COOTBETCTBUU c [TpaBunamu MIPOBEICHUS UCCIIeIOBaHUH
OMOSKBUBAJICHTHOCTH). B  OTHOIICHMHM JICKApPCTBEHHBIX PACTHTEIbHBIX
npernapaToB  MOTYT  ObITh ~ NPUEMJIEMBl  JIaHHBIE  CPaBHHUTEIHHOM
pacmnaaaeMocCTH.

. O0G0CHOBaHUSI  HENPEJCTABICHHUS] PE3YJbTaTOB HOBOTO  HCCIEAOBAHMS
OMOSKBUBAJIGHTHOCTU coryacHo [IpaBuiiam mpoBeneHUsT HCCIIETOBAaHUMA
OMOPKBUBAJICHTHOCTH.

. OOpa31pl TeKapcTBEHHOTO Tpernapara U (UiK) ero BU3yallbHOE M300pakeHHe
py HEOOXOAMMOCTH TI0 COTJIACOBAHMIO C AKCIIEPTHON OpraHU3aIueH.

. Pesynbrarsl cooTBeTcTBYIOMUX HcnblTaHuii no Papmakonee Coroza, a mpu
OTCYTCTBUHU B HEHl — pe3ynbTaThl HCHbITaHUHN 10 Papmakoree rocynapcTa-
YyjieHa WK TIPU OTCYTCTBUU B yKa3aHHBIX (apMakoresx — HHoM (hapmakormee
cornacHo Konmenuu rapMoHU3aIy, MOATBEPKIAIONINE YKBUBAJICHTHOCTh
CBOMCTB (ITPaBWJIBHOCTbH JIO3UPOBAHUS ).

[Ipumeuanue <*> | [Ins b.Il.a.2.B Tr000e U3MEHEHUE JIO3UPOBKH

JIEKapCTBEHHOTO TIperapaTta TpeOyeT mojayu 3asBICHHS O
pPaCUIMPEHUN PErUCTpalliy, 3a HUCKIIOYECHUEM MpPUBEIACHUS
PETUCTPAIIMOHHOTO JI0Ch€ B COOTBETCTBUE C TPEOOBAHUSIMU
Cotro3a, B ciydae, eciid HOBasi JO3UPOBKA 3aperUCTpUpPOBaHa
B COOTBETCTBHM C 3aKOHOJATEIbCTBOM TrOCyJapCTBa-ujieHa
TOJIbKO B OJHOM M3 3asBJICHHBIX B paMKaX MPUBEACHHUS B
COOTBETCTBUE IOCYJaPCTB-UJICHOB.

b.Il.a.3. Usmenenne cocraBa| HeoOxomumeie | Jlokymentsl u | [Iporeaypa

(BcriOMOTraTeNbHBIX BEIIECTB)
JIEKapCTBEHHOTO TIpemnapara

yCJIOBUS

JIaHHBIC

a) UI3BMEHEHUE COCTaBa
BKYCOBBIX 100aBOK
(apomMaTtuzaTopoB) WIn

Kpacuresnen
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1. JloGaBieHHE, HCKITFOYCHUE
WM 3aMeHa

1! 2! 3! 4! 5’
6,7,9,10

1,2,4,56

2. YBenuuenue U
YMCHBIIICHUE COJICPIKaHMS

1,2,3,4,10

1,2,4

0) mpoure BCIIOMOTaTeIbHBIC

BCIICCTBA

1. JIrobas  He3HauMTEJILHAS
KOPPEKIIHS KOJIMYSCTBEHHOTO
COCTaBa  BCIIOMOTATEIBLHBIX
BEIIECTB JIEKapCTBEHHOTO
nperapara

1,2,7

2. KauecTBeHnHble WIIN
KOJINYECTBEHHBIE M3MEHEHHS
OJITHOTO WU Ooitee
BCIIOMOT'aTCIbHBIX BEIECTB,
KOTOpPBIC MOTYT
CYIIECTBEHHO TIIOBIUATh Ha
KayecTBO, 0€30I1aCHOCTb MJIH
3¢ peKTUBHOCTH
JICKapCTBEHHOTO Mpernapara

3. U3meHenue,
3aTparuBaroIee
OMOJIOTHYCCKUI
JIEKapCTBEHHBIM ITpenapar

4. JIroboe HOBOE
BCIIOMOTATEIHLHOE BEIIECTBO,
MPEIoJIararonee
WCIIOJIb30BAHNE MAaTepPHAIIOB
YeJI0BEYECKOTO WIH
KUBOTHOTO TPOUCXOXKICHUS,
TPeOYIOIINX OIEHKH JaHHBIX
BUPYCHOM 0€30MacHOCTH U
(nn) pucka I'D

5. U3meHenwme,
00OCHOBaHHOE pe3yJIbTaTaMH
HCCIIETOBAHUS
0MOPKBUBAJIEHTHOCTH

6. 3ameHa OJTHOTO
BCIIOMOTaTEIbLHOI0 BEIECTBA
CXOIHBIM BCIIOMOTraTEIbHBIM
BEIIECTBOM C TEMH IKe
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(byHKIMOHATEHBIMA
XapaKTepUCTUKAMHU B
aHAJIOTMYHOM KOJMYECTBE

Ycnosus

1. I3MeHenus (GyHKIMOHAIBHBIX XapaKTEPUCTUK JIEKAPCTBEHHOW (OpPMBI,
HaIpUMep, BPEMEHH paciagaeMoCTH, TPO(UiIs paCTBOPEHHUS, OTCYTCTBYIOT.

2. He3HaunTeNbHYI0O KOPPEKIHIO COCTaBa IS TOJJCPKaHUS OOIIel Macchl
HEOOXOJIMMO OCYIIECTBIISITH BCIIOMOTATEIbHBIM BEIIECTBOM, COCTABIISIOIINM
B HACTOSIIIIeE BPEMSI OCHOBHYIO YacTh TOTOBOM JIEKAPCTBEHHOMN (hOPMBI.

3. Crienuukarust JIGKapCTBEHHOTO Mpernapara OOHOBJICHA B YAaCTH OIHCAHHUS
BHEITHETO BHUAa (3amaxa, BKyca) W, NpPU HEOOXOJUMOCTH, HUCKIIOUYEHO
UCIBITAHNUE HA TIOJJTUHHOCTb.

4. HagaTel COOTBETCTBYIOIME WCCIICOBAaHUS CTAaOMIBHOCTH (C yKa3aHUEM
HOMEpPOB Cepuil); TPOAHAIM3UPOBAHBI COOTBETCTBYIOIIHE TapaMeTPhI
CTaOMJIBHOCTH HE MeHee 4YeM Ha 2  OINbITHO-NIPOMBIIUICHHBIX WU
OPOMBIIIJIEHHBIX ~ CEPUSAX; B  PACIOPSDKEHUM — 3asABUTENST  HAXOMASTCS
YIIOBJIETBOPUTEIBHBIC PE3YJIbTATHI 10 MEHBIIEH Mepe 3-MECSIIHOTO M3yUdeHUS
cTaOUIBHOCTH (Ha MOMEHT peaju3allid W3MEeHeHWid [A Tuma U MOMEHT
yBegoMieHus: 00 m3meHeHusx IB tuma); mpoduib cTaOMIBHOCTH CXOX C
YTBEP)KICHHBIM B HacTosee Bpems npoduieM. [loarBepkaeHne TOro, 4ro
UCCIIeIOBaHUsT OyAyT 3aBEpIICHBI, H YTO €CJIM PE3yJbTaThl HA KOHEI] CPOKa
TOJHOCTH He OyAyT VKIaIbIBaThCS B CHCUU(PHUKAUU WIH  MOTYT
NOTCHIIMAILHO  HE  YIOXKHUTbCS B clenuuKanuu,  Jep>KaTeib
PETUCTPALIMOHHOTO YyJIOCTOBEPEHUSI 0053aH COOOUIUTH YIOJIHOMOYEHHOMY
opraHy Hapsjay C TpejaraeMblM IutaHoM jeiictBuili. Kpome Toro, B
COOTBETCTBYIOUIMX  CllydasgXx  HEOOXOJMMO  TPOBECTH  HCIBITAaHHUE
($hOTOCTAOUIIBHOCTH.

5.Bce HOBBIE KOMIIOHCHTBI  JIOJDKHBI  YJOBIETBOPSITH  TPEOOBAHUIM
HOpMaTUBHBIX akTOB CoOr03a, KacaloUuxcs KpPacUTENeH, HCIOJIb3yeMBIX B
MUIIEBON MTPOMBITINIEHHOCTH, U BKYCOBBIX JOOABOK.

6. Hu oguH HOBBIM KOMIOHEHT HE MpEANojaraeT HCIOJb30BaHWE MAaTepUaIoB
YeJIOBEYECKOTO WJIM IKUBOTHOTO TIPOUCXOXKACHHS, TPEOYIOMIMX OIEHKH
JMAHHBIX BUPYCHOM O€30MAaCHOCTH WU COOTBETCTBUS JCHCTBYIOIIMM
TpeboBanusiMm dapmakonen Coroza u (wiam) Apyrux ¢apmakorei CorjiacHo
Konnenmuu rapMOHHM3aIud 10 MUHUMHU3AIMK PHUCKA TEpeJaddl arcHTOB
ryouaroii SHuedamonmaTuM  KUBOTHBIX  IOCPEJICTBOM  JIEKAPCTBEHHBIX
MPErmapaToB JJIsl MEAUIIMHCKOTO MPUMEHEHUS.

7.B COOTBETCTBYIONIMX CIIy4asX HM3MCHCHUS HE BIHUAIOT HAa BO3MOXKHOCTH
pa3IYeHUs JO3UPOBOK U HE OKA3bIBAIOT HETATUBHOTO BIIUSHHSI HA BKYCOBBIE
CBOICTBA JICKAPCTBEHHBIX MPENAPATOB, IPEIHA3HAUYCHHBIX IS JIETEH.

8. [Ipodune pacTBOpeHHMs] HE MEHEE YeM 2 ONBITHO-TIPOMBINIJICHHBIX CEepUi
JICKaPCTBEHHOTO Tperapara ¢ HOBBIM U CTapbIM COCTAaBOM COIIOCTABHM, €CIIH
NPUMEHUMO (OTCYTCTBYIOT 3HAYUTENIbHBIE PAa3IWuds C TOYKH 3PEHUS
COMOCTAaBUMOCTH TpOGUIs pPAacTBOPCHUS B COOTBEeTCTBUM ¢ I[lpaBuimamwu
MIPOBEJICHUST HWCCJICIOBAaHUNA OMOIKBUBAJICHTHOCTH). [IpM HEBO3MOKXHOCTH
MPOBEJICHUSI UCTBITAHUS PACTBOPEHUS C JIEKAPCTBEHHBIMH PACTHTEIHHBIMU
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mpermapaTaMd  BpeMsl  pacmlalaéMOCTH  M3MEHEHHOTO  JICKapCTBEHHOTO
PaCTHTEILHOTO TperapaTa COIMOCTAaBUMO C HEM3MEHEHHBIM JICKApCTBEHHBIM
PaCTHTEIBHBIM MPETapaTOM.

9. I3MeHEeHHE HE SIBJISICTCS CICICTBUEM HapYIICHUS CTAaOMIBLHOCTH W (WIIM) HE
JOJDKHO — CKa3bIBaThCsl Ha  0€30mMacHOCTH  (BO3MOXKHOCTH — pa3iHueHUS
JTIO3UPOBOK).

10. PaccmatpuBaemMblii JICKapCTBEHHBIN MpemnapaT He SBISICTCS OMOJIOTUYECKHM
JICKapCTBEHHBIM ITPETIapaToOM.

JlokymMeHTanus

1. IlompaBka K COOTBETCTBYIOIEMY pa3zAeny (paszienamM) pEerucTpariioOHHOrO
JIOChE, BKJIIOYAs METOAbl MCHOBITAHMS Ha NOMJIMHHOCTh BCEX HOBBIX
KpacuTelei (eciu NPUMEHHMMO), a TaKXke MepecMOTp HHQPOpMaAlUU O
JIEKAPCTBEHHOM IIPENapaTe COOTBETCTBEHHO.

2. [TonTBepxacHUE ACPIKATENS PETUCTPAIIMOHHOTO YIOCTOBEPEHUS, YTO HAYaThI
TpeOyeMble UCCIEIOBaHUsI CTAOUIILHOCTU (C yKa3aHHMEM HOMEpPOB Cepuid); U
47O (B COOTBETCTBYIOIIMX ClIy4asX) Ha MOMEHT pealu3allud U3MEHEHUN B
pacCloOpsDKCHUU  3asBUTENSE  HAXOAWINCh  TpeOyemble  MHHUMAJbHBIE
yIIOBJIETBOPUTEIbHBIC JAHHBIE 1O CTAOMIBLHOCTH U, YTO UMEIOLTUECS JIaHHBIC
HE CBUJCTEIBCTBOBAM O Kakoh-mnbo mpobieme. Heobxommmo Ttaxke
MPEACTaBUTDh MOJATBEPKICHUE, YTO MCCIENOBaHUS OyAyT 3aBEPIICHBI U €CIU
pe3ynbpTaThl HE OyIyT YKJIAAbIBATHCA B CIEHU(PUKAIMHN WIM MOTCHIMATIHHO
MOTYT HE YJIOXHUTHCS B ClieU(UKAIINN Ha KOHEI] CPOKA TOJHOCTHU, JAePiKATENb
PETUCTPAIIIOHHOTO YAOCTOBEPEHUS O0053aH COOOUIUTH YIOTHOMOYEHHOMY
OpraHy Hapsay C NpelJIaraéMbIM IJIAHOM JIEVCTBHI.

3. PesynbpTaTel uccienoBaHUM CTaOWIBHOCTH, MO 3HAUYMMBIM TapaMeTpam
CTaOMJILHOCTH HE MEHee dYeM Ha JBYX OIBITHO-IIPOMBIIIJIEHHBIX WU
MPOMBIIUICHHBIX CEpPUAX, OXBAaThIBAIOIIMX HE MEHee 3 MecslueB, u
MOJTBEPK/ICHNUE, YTO yKa3aHHbIE UCCIEOBaHUs OyayT 3aBepLICHBbl U €CIH
pe3ynbTaThl He OYAyT YKJIaAbIBaThCA B CHEIU(PUKAIUUA WU MOTCHIIMAIBHO
MOTYT HE YJIOXHUTHCS B ClieU(UKAIIMN Ha KOHEI] CPOKA TOJHOCTH, JAePIKATENb
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS O0s3aH COOOIIUTH YIMOJTHOMOYECHHOMY
OpraHy Hapsay € NpelIaraéMbIM IJJAHOM JIEWCTBHM.

4. OOpa3ibl JIEKapCTBEHHOTO Mpenapara u (WiM) ero BU3yallbHOE U300paKeHue
py HEOOXOAMMOCTH O COTJIACOBAHUIO C AKCTIEPTHON OpTraHU3aIieH.

5. JIubo ceptudukar coorBercTBUs EBpomeiickoit ®dapmakonen mo I'D Ha
m000i  HOBBIM  WCTOYHUK  MaTepuana, Jubo (ecid  MPUMEHHMO)
JIOKYMEHTaJIbHOE TOATBEPKICHHE TOr0, YTO HCTOYHHUK MaTepuana,
MOABEP)KEHHBIM pUCKy ['D, paHee MpoBEpeH YNOJIHOMOYEHHBIM OPTaHOM; H
OBLJIO MOATBEPKACHO €ro COOTBETCTBUE ACHCTBYIOIIEH cTaThe Papmakoreu
Coroza wim apyrux (apmakoneit cornacHo KoHIenuu rapMOHH3AIMU 10
MUHUMH3AlIMM ~pUCKa TIEpelauyd areHToB TyOuaTol dHiedamonaTuu
JKUBOTHBIX MOCPEJICTBOM JICKAPCTBEHHBIX MPENapaTroB JJsi MEIUIIMHCKOTO
npuMeHeHus. J[ms  KaxIoro Takoro poja Marepuana  HeoOXOIUMO
NPEACTaBUTh CIEAYIOLIME CBEICHMS: Ha3BaHWE IPOU3BOJIUTENS; BUL
JKUBOTHBIX M TKaHH, U3 KOTOPBIX MOJYYEH MAaTEPHa; CTpaHa IPOUCXOXKICHUS
YKUBOTHBIX U €T0 UCIIOJIb30BaHUE.
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6. B cooTBeTCTByOIMX Ciydasx JaHHBIE, MOATBEPXKIAMOIINE TO, YTO HOBOE
BCIIOMOTaTEeJIbHOE BEIIECTBO HE BIMSET HAa AHATUTUYECKHE METOIUKU
cnenuuKaluK JEKapCTBEHHOTO Mpernapara.

. HeoOxomuMo mocpencTBoM Hajjiexaiel ¢apMmaieBTHUIeCKOd pa3paboTKu
(BKJIFOUYAst BOMPOCHI CTAOMIBHOCTH M IPOTUBOMUKPOOHOTO KOHCEPBUPOBAHUS,
eclii  MPUMEHUMO)  TMpPEACTaBUThH  OOOCHOBaHHME CMEHbI  (BbIOOpA)
BCIIOMOTaTEJIbHBIX BEIIECTB U T.1I.

. CpaBHUTENBHBIE JaHHBIE NPOQUIS PACTBOPEHHS] TBEPJbIX JIEKAPCTBEHHBIX
dbopMm HEe MeHee YeM Ha 2 OMBITHO-TPOMBIIUICHHBIX CEPUSX JICKAPCTBEHHOIO
npenapara HOBOIO M CTaporo COCTaBOB. B OTHOIIEHWHU JIEKaPCTBEHHBIX
PACTUTENbHBIX MpPEenapaToB MOT'YT ObITh JOCTATOYHBI IaHHBIE CPABHUTEIBHON

pacmmagacMoCTH.

9. O0ocHOBaHUS  HEMPEICTABICHHS

PE3yJIbTaTOB  HOBOI'O

HCCICO0OBaHUA

OMOPKBUBAJIGHTHOCTH B  COOTBETCTBUM ¢ [lpaBuimamMu  mpoBeaeHHs
uccaeq0BaHUN OMOPKBUBAJICHTHOCTH.
b.11.a.4. I3meHenue Maccel | HeoOGxomumple | JlokymenTsl u | [Ipouemypa
000J10YKH JIEKapCTBEHHBIX YCJIOBUS JTAaHHBIE
dbopM aiia mpriemMa BHYTPh WU
U3MEHEHHE MacChl 000JI0YKU
KarcCyJibl
a) TBepAbIC JIEKapCTBEHHBIE
1,2,3,4 1,2 1A

(dbopMbI 17151 IpreMa BHYTpPb

0) nexkapcTBeHHbIE (OPMBI €
OTCPOUYCHHBIM,
MOIU(PHUITMPOBAHHBIM WK
MIPOJIOHTUPOBAHHBIM
BBICBOOOXK/ICHUEM, B KOTOPBIX
000JI04Ka SBIISETCS KIIFOUEBBIM
(haKTOpOM BBICBOOOKICHHUS

VYcnoBug

1. [Ipoduns pacTBOpeHHS HE MEHEE YeM 2 OIMBITHO-TPOMBIIIICHHBIX CEpUil
M3MEHEHHOI'0 JIEKAPCTBEHHOI'O Ipernapara CoOMoCTaBUM co cTapbiM. [lpu
HEBO3MOXXHOCTH TPOBEJECHUS HCIIBITAHUS PACTBOPEHHUS C JIEKAPCTBEHHBIMU
pacTUTENBHBIMM  IIpemapaTaMd  BpeMs  paclagacMoCTH
JIEKapCTBEHHOTO Mpenapara B CpPaBHEHUHU CO CTAPBIM.

2. O60504Ka HE SABISAETCA KIIFOUEBBIM (PaKTOPOM MEXaHU3Ma BICBOOOKACHHUS.

3. Cnenuduxarys JeKapcTBEHHOTO MpernapaTa 0OHOBJICHA JIUIIh B YACTH MACCHI

HU3MCHCHHOI'O

U pa3MepoB (eciid MPUMEHUMO).

4. Hayatel COOTBCTCTBYIOINHNEC HCCICAOBAHUSA CTAaOMJIBHOCTH HE MEHEE YeM Ha 2

ONBITHO-TIPOMBIINIJICHHBIX WJIM TPOMBINIJICHHBIX CCPUAX; B PACIOPSIKCHUU
3asABUTCIIA Ha MOMCHT peain3annnu W3MEHCHMHU HaxoasaTCA
YAOBJICTBOPUTCIBHBIC  I10 MEHbIIIEH MECPE 3-MeCsTUHBIC JaHHBIC IIO
CTa6I/IHbHOCTI/I; MOATBCPIKACHUC TOT'O, YTO UCCICIOBAHUA 6y,JIYT 3aBCPUICHEI.
Ecnu PE3YyIbTaThl HC YKJIAbIBAKOTCS B CHCLII/I(I)I/IKaLII/II/I WK IIOTCHLHAJIBHO
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MOTYT HE YJIOXHUTKCS B CrIeU(DUKAIINN Ha KOHEI] CPOKA TOJHOCTH, JAePIKATENb
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI 0053aH COOOUIUTH YIMOJIHOMOYEHHOMY
OpraHy Hapsy C MpeajaraeMbIM IUTAHOM JICHCTBHIA.

JlokymMeHTauus

1. [TonpaBka K COOTBETCTBYIOIIEMY pa3feny (pasjaelnaM) perucTparioHHOTO
JIOCKE.

2. Jlexmaparusi iep>Kateliss PEerucTPAIMOHHOTO YIOCTOBEPEHUS, YTO HAYATHI
TpeOyeMble HCCIAEAOBaHUS CTAOMIBHOCTH (C yKa3aHUEM HOMEpPOB CEpHuil); U
9TO (B COOTBETCTBYIOIIMUX CIydasiX) HA MOMEHT BBEJICHUS W3MEHEHUU B €ro
pacTtopsiKEHUN HAXOIUIINCH TpeOyembie MHHHUMaJIbLHEIE
YAOBJICTBOPUTEIbHBIC TaHHBIC TT0 CTAOUIBLHOCTH; M UYTO UMECIOIIHECS JaHHbIE
HE CBHUJCTCIBCTBOBAIM O Kakoh-mmbo mpobneme. Heobxomumo Taxke
MPEICTAaBUTh MTOATBEPKACHUE TOTO, YTO UCCICAOBAHUS OyIyT 3aBEPIICHBI, U
YTO €CIM Pe3yJbTaThl HE OYAYyT YKIAaIbIBAThCSA B CICHU(DHUKAIIUN WM
MOTCHITMATLHO MOTYT HE YIIOXKHTHCS B CIEHH(PUKAIMK Ha KOHEI CpoKa
TOJTHOCTH, JepKaTellb PerUCTPAIMOHHOTO YAOCTOBEpEeHUs 00s3aH COOOIINUTH
YIIOJTHOMOYEHHOMY OpraHy BMECTE C TpeIaracMbiM IUTAHOM JIEHCTBUH.
KpoMe TOro, B COOTBETCTBYIOIIMX CIIydasX HEOOXOJUMO TIPOBECTH
UCIbITaHHEe (DOTOCTAOMITHBHOCTH.

b.ll.a.5. U3menenne Heo6xomumeie | JlokymenTsl u | [Iponemypa
KOHIIEHTPAllUK  OJIHOJIO3HOTO, YCIIOBHUS JAHHbBIC
MTOJTHOCTBIO BBOJAUMOTIO
MapeHTEPAIBHOTO
JIEKapCTBEHHOr0  IIpernapara
npu HEU3MEHHOCTH
COJZIEpKAHUS AKTUBHOM
dbapmarneBTHIECKON
CcyOCTaHIIMU HA €UHUILY JTO3bI
(To eCTh M3MCHCHHE
JTIO3UPOBKH )

b.11.a.6. Uckntouenue Heo6xomumeie | Jlokymentst u | [Ipouemypa
KOHTEWHEpa C PacTBOPUTEIEM YCIIOBUS JTaHHBIC
(pazbaBuTenem) U3 yrakoOBKU

— 1,2 IB

JloxymeHnTanus

1. OGocHOBaHME UCKITIOUEHHS, BKIIIOYAsl yKa3aHUE HA aJbTePHATHBHBIE CIIOCOOBI
MOJIydeHUsT pacTBopuTens (pa3baBuTens) B Ieisx 0Oe3omacHOTO |
3¢ (HEeKTUBHOTO MPUMEHEHUS JIeKapCTBEHHOTO Mpenapara.

2. IlepecmoTpenHas nHGoOpMaIHs O IEKapCTBEHHOM Ipernapare.

b.11.6) [IpousBoacTBO




o1

Bb.11.6.1. 3amena WIN
nobaBiieHne HOBOI1
MPOU3BOJICTBEHHOM TLIOMIAIKH
TS 4acTH 158105 BCEX
MIPOIIECCOB MIPOU3BOJICTBA
JICKapCTBEHHOTO Mpernapara

HeoOxonnmsie
YCIIOBUS

JIOKyMEHTBI U
JaHHbIE

[Ipouenypa

a) IJIOIAJKa [0 BTOPUYHOM
yTaKOBKe

1,2

1,3,8

| Ay

0) momaaka TO TEePBUYHOM
yITaKOBKE

1,2,3,4,5

1,2,3,4,8,9,
10

B) IUIOIIA KA, Ha
OCYIIECTBIIIOTCS
IIPOU3BOJICTBEHHBIC ONEPALINHU
JUTSL OMOJIOTUYECKUX
JIEKAPCTBEHHBIX  IpEnapaToB
WIM JIEKapCTBEHHBIX  (opM,
IIPOU3BEICHHBIX C IIOMOUIBIO
CJIOKHBIX TPOU3BOACTBEHHBIX
IIPOLIECCOB, 3a MCKIIOUYECHHEM
BBIITYCKA CEpUH, KOHTPOJIA
KayecTBa CEpUMl M BTOPUYHOMN
YIaKOBKHU

KOTOPOM

I') IUIOIIAJIKA, Tpebyromas
NPOBEJEHUSI TEPBUYHOM WU
NPOAYKTCHEIIUPUIHON
MHCIEKLINN

N) MJIoIIaJKka, Ha  KOTOpOWH
OCYIIIECTBIISIFOTCS mo0bIe
MIPOU3BOJICTBEHHbIE ONepalun
IS HECTEPUIIbHBIX
JIeKapCTBEHHBIX  IPENaparos,
32  UCKJIIOYEHHEM  BBIIYCKA
cepuil,  KOHTpPOJS  CEpHIi,
NEPBUYHOM U BTOPUYHOMU
YIIaKOBKH

€) IUIoNIa/IKa, Ha  KOTOpOU
OCYIIECTBIIAIOTCS To0BIe
MIPOU3BOJICTBCHHBIC OTIEPAIIHI
co CTCPUIILHBIMH
JIEKapCTBEHHBIMU
npenapaTamu,
MIPOU3BOIAITUMUCS c
HCIOJIb30BaHUEM
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aCEeNTUYECKUX METOJIOB
(uckmrouas OnoJIOoTHYECKUE
JIEKapCTBEHHBIE  IIpemnaparsl),
3a
cepuil, KOHTpPOJS KadecTBa
CEepHi ¥ BTOPUYHOU YIIAKOBKHU

HCKIIIOYCHUCM  BBIITYCKaA

YcnoBug

1.

w

VYioBierBopuTenbHas ~ MHCHEKIUS B  TEYEHHME  TMOCIHEAHMX 3 JeT
MHCIEKTUPYIOMIUMHA OpTaHaMU TrOCYJapCTB-UJICHOB, WM CTPAHOU, ¢ KOTOPOH
3aKJIIOYEHO  JCHCTBYIOIIEE  COIJIAIEHWE O  B3aUMHOM  IPU3HAHUU
cepTu(UKATOB COOTBETCTBHS MpaBWJIaM HaJUIekKallel MTpOU3BOJICTBEHHON
MPAKTUKU.

. [Inomjaaka NMUEH3MpOBaHA B YCTAHOBJIEHHOM MOPSJKE (UIsI MPOU3BOACTBA

paccMaTpuBaeMOil JICKapCTBEHHOW (POPMBI HITH JICKAPCTBEHHOTO TIpernapara).

. PaCCManPIBaeMBIfI HeKapCTBCHHBIﬁ IIpcrapar HE ABJIACTCA CTCPUJIbHBIM.
.B COOTBCTCTBYIOIIUX ClIydasaX, HAIIpUMCP, B OTHOIICHHUH CYCHGHSI/Iﬁ nin

OMYJIbCUM, HMEETCS IUIaH BalWJAllMA IIpoliecca MPOM3BOJCTBA WM B
COOTBETCTBUM C TEKYIIUM IIPOTOKOJIOM YCIIEIIHO IIPOBEIECHA BaJIMAALN
IIPOM3BOJICTBA HAa HOBOW IUIOIIAJKE C HE MEHEe 4eM 3 IPOMBIIUICHHBIMU
CEpUSMU.

5. PaccmaTrpuBaemblil JIEKapCTBEHHBIN Mpenapar He SBISIETCS OMOIOTrMYECKUM
JIEKapCTBEHHBIM IIPENapaTOM.

JlokymMeHTauus

1. IloaTBepxieHUe TOro, UTO TpeasiaraeMas IUIOIaJKa JIMIEH3UpPOBaHA

2.

3.

4.

5.

YIIOJHOMOYEHHBIM OPraHOM CTpaHbl MECTOHAXOMXKIACHUS JUIsl IPOU3BOJICTBA
JIeKapCTBEHHOU (POPMBI UITM paccMaTPUBAEMOT0 JIEKAPCTBEHHOTO Ipenapara.
B cooTrBercTByrOmmMX ciy4asx HEOOXOIMMO yKa3aTh HOMEpa CEepHid,
COOTBETCTBYIOIIME pa3Mep CepuUd M JaTy NPOM3BOACTBA cepuit (= 3),
MCIOJIb30BAHHBIE B BaJHMJALIMOHHOM HCCJIEIOBAHUU, U MPEJCTABUThH JAHHbIE
110 BAJIMJALMHU WK IPOTOKOJI (CXEMY) BaJIMJIALINH, TOJUIEKALIUI ToJade.

B 3asBneHuMM O BHECEHMM HW3MEHEHHMH HEOO0XOAMMO YeTKO yKas3aTh paHee
0JI00pEHHBIX U Mpe/IaraéMbIX MPOU3BOIUTENCH.

Konuu yTBepkeHHbIX cnenuuKalnuii Ha BBITYCK U KOHEI CpOKa FOJAHOCTH
(ecnu mpuMeHUMO).

JlaHHBIE aHanu3a OJHOM MPOMBIIIJICHHOM CEpUM U JIBYX ONBITHO-
NPOMBIIIJIEHHBIX CEpUi, MMHUTHUPYIOIIMX MPOLECC MPOMU3BOACTBA (WM JBE
IPOMBIIIJIEHHBIE CEPUM) W CPABHUTENBHBIE JaHHbIE (B TOM 4YHUCIE TECT
CPABHUTEJIBHOM KWHETUKH PACTBOPEHMS B NPUMEHUMBIX CIIy4asX) C TpEMs
CepUsIMH, TIPOU3BEJICHHBIMU Ha MPEbIAYIIEeH MPOU3BOJCTBEHHON IIOLIAIKE.
[To 3anpocy HEOOXOAMMO MPEACTABUTH JJAHHBIE 110 CIEIYIOIIUM JIBYM MOJHBIM
IPOMBIIIJIEHHBIM CEPUSIM; HEOOXOAUMO COOOIINUTD, €CIIN PE3yJIbTaThl aHAIN3A
HE YKJIaJBIBAIOTCS B CrIeUU(DUKAINIO, U PEJIOKUTH IJIaH ACHCTBUM.

. COOTBGTCTBYI-OHII/IG JaHHBIC 110 BaJIMJalluu, BKJIrO4asd PE3YyJIbTATEI

MHUKPOCKOIIMM paclpeAeNieHusl M0 pa3MepaM 4YacTULl U HX MOpQOJIOTHH
MSTKHX M JKAIKUX JIGKAPCTBEHHBIX (OPM, B KOTOPHIX (hapMaleBTUUYECKast
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cyOCTaHIUsI HAXOAUTCS B HEPACTBOPECHHOM COCTOSIHUMU.

7.Ecnu Ha HOBOM MNPOM3BOJCTBEHHOM TIUIOMIAJKE B KaueCTBE HMCXOJHOIO
Marepuaiga HCIOJb3yeTcsl aKTHBHAas (¢apMaleBTHUYeCKas CyOcTaHIus, -
JIeKIapalys yrnoJHOMOYEHHOTO JIMIIA TUIONIaJAKU, OTBETCTBEHHOI'O 3a BBIITYCK
cepuil, 4YTo akThBHasg (QapmalrieBTUUECKasi CyOCTaHIIMS TPOU3BEICHA B
cooTBeTcTBUM C [IpaBuiiamu Hajjexaiie Mpou3BOACTBEHHON MPAKTUKU IS
HCXOJHBIX MaTEpPUAJIOB.

8. [lompaBka K COOTBETCTBYIOIIEMY pa3zely (pasfenaM) pPerucTParioOHHOTO
JIOCheE.

9.Ecnim  mpou3BOACTBEHHas  IUIOMIAJKa M IUIOMIQJKa, HA  KOTOpOH
OCYIIECTBIIICTCS TIEPBUYHAS YITAKOBKA, Pa3TUYAOTCs, HEOOXOIMMO OMKCaTh U
BaJIUIUPOBATh YCJIOBUS TPAHCIOPTUPOBKH U XpaHEHHs] HepachacoBaHHOTO
npenapata (bulk).

10. JleiicTByronuii TOKYMEHT, TOJITBEPKIAIOIIMA COOTBETCTBHE TpeOOBaHHIM
HaJUJIC)KAIEW MPOU3BOJICTBEHHOW TMpakTuku (Coro3a, NPOU3BOJICTBEHHOM
TJTOMIAKH (TpOM3BOACTBEHHBIX JI0IAJIOK), OCYIIECTBIIAIOIIEH
MIPOM3BOJICTBO TOTOBOM JICKAPCTBEHHOU (DOPMBEL.

[Ipumeuanus: |Jlekmapany  yIOJHOMOYEHHOIO  JIMIIA,  3aTparuBarolye
aKTHBHYIO (DapMaIrieBTUYECKYIO CyOCTaHIIHIO

Bnaneneiibl muiieH3uil Ha TMPOU3BOJCTBO 00s3aHBI B KA4YECTBE
HWCXOJHBIX  MaTepHUAJIOB  HUCIOJB30BAaTh  HCKIIIOUUTEIHHO
aKTHBHBIC (DapMalleBTHUYECKUE CYOCTAHIIMH, MPOHW3BEICHHBIC B
cooTBeTcTBUU ¢ IlpaBunaMu Hamjiexaiieil MpPOU3BOJICTBEHHOM
MPaKTUKH, TO3TOMY KaXIbIA  BIajenel] JHUICH3UH Ha
MIPOU3BOJICTBO JIEKapCTBEHHOM hopMBI 00s13aH
MPOJICKJIAPUPOBATh, YTO OH B KaueCTBE HMCXOJHOI0 MaTepuasa
WCIIONBb3YeT AaKTUBHYH (DapMaleBTUYECKYIO CYOCTaHIIHIO,
MPOU3BEICHHYIO B COOTBeTCTBUHM ¢ [lpaBuiamu Hajexaiiei
IIPOM3BOJACTBEHHOM MpakTUKUA. Kpome TOro, MOCKOJIBKY
YIOJTHOMOYEHHOE JIMIIO, OTBETCTBEHHOE 3a BBINYCK CEpPHH,
Oeper Ha cebs OOIIYI0 OTBETCTBEHHOCTb 3a KaXKAYIO CEpHIO,
€CIM IUIOIIaJKa, BBIMYCKAIONIAsg CEPUI0, OTIUYAETCS OT
IPOU3BOJUTENS  JIGKAPCTBEHHON (POPMBI,  YIIOJTHOMOUYCHHOE
JUI0, OTBETCTBEHHOE 3a CepTU(PUKALNIO CEepUU, JIOTHKHO
MPEACTaBUThH JTOMOJHUTEIBHYIO ICKIapallHIo.

Bo mMHOTHX ciydasix BOBJICUEH JIMIIIb OJMH BJIAJEICI JUIICH3UN
Ha TPOU3BOACTBO, IOITOMY TOTpeOyeTcs JUIIb OJHA
neknapanusa. OIHAKO, €CTU BOBJICUECHBI HECKOJIBKO BIAJIEITbIIEB
JULEH3UI Ha NPOU3BOACTBO, BMECTO MOJauyd HECKOIbKUX
NeKjiapaiuii  JOomycKaeTcs  MojaTh  OJHY  JeKIapaluio,
MOAMUCAHHYK0  OJHHUM  yIOJHOMOYEHHBIM  JIMIIOM.  OJTO
JOTTYCTUMO TIPH YCIIOBUH TOTO, UTO:

B JICKJIapally YeTKO yKa3aHO, UTO OHA MOAMUCAHa OT JHUIA BCeX
BOBJICUCHHBIX YITOJTHOMOYEHHBIX JIUIL;

JIOTOBOPEHHOCTH  CKPEIUICHBl TEXHUYECKHM  COTJIAIICHUEM,
ONMCaHHBIM B riase 7 [IpaBun Hajmexamen nponu3BOICTBEHHOM
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MPAKTUKH, ¥ YIOJTHOMOYEHHOE JIUIIO, MOJAI0IIEe JACKIapaInIo,
yKa3aHO B TaKOM COTJalleHuu Kak Oepyiiee Ha celd
00513aTeNbCTBO o COOTBETCTBHUIO MIPOU3BOTUTEIS
(mIpou3BOAMTENCH) aKTUBHOM (apMalleBTHUYECKON CyOCTaHITUU
[IpaBunam  Hamiexamed  MPOU3BOACTBEHHOM  MPAKTUKH.
[Ipumedanue: ykazaHHbBIE COTJIAIICHHS SBISIOTCS MPEAMETOM

HWHCIICKIHWH YIIOJTHOMOUYCHHBIX OPraHOB.

Bb.11.6.2. 3meneHue
MPOU3BOJIUTENS 110 KOHTPOJIIO
KayecTBa JIEKapCTBEHHOTO
npernapata M BBITYCKY CepUit
JICKapCTBECHHOTO Mpernapara

HeoOxoanmelie
YCIIOBHUS

JIoKyMEeHTBI 1
TAHHBIE

[Ipouenypa

a)3aMeHa WM J00aBIICHHE
IUIOIIAIKH, Ha KOTOpOH
OCYILIECTBIISIETCSA KOHTPOJIb
KauecTBa (MCIBITAHUE) CepUid

1,2,3

3,4

0)3aMeHa wWIH J00aBIICHUE
TUTOIIA/IKH, Ha KOTOpOii
OCYIIECTBIISETCA KOHTPOJIh
KayecTBa (MCHbITAaHUE) Ccepuid
OMOIOTHYECKOTO
JIEKapCTBEHHOTO Tperapara u
JTIOOBIX METOJOB HWCHBITAHHUH,
OCYIIECTBIISIEMBIX Ha
TUTOIIAJIKE, SIBIISTFOIIIMXCS
OMOJIOTrMYECKUM
(MMMYHOJIOTHYECKHM,
MMMYHOXUMHUYECKHUM)
METOJ0M

B) 3aMeHa WU Jo0aBlieHUE
TIPOU3BOIUTES,
OTBETCTBEHHOT'O 3a  BBIITYCK
cepuit

1.3a UCKIIIOUEHUEM
KOHTPOJIS KayecTBa
(ucniblTaHus) cepuit

1,2,3

|Any

2. Bxiouas KOHTPOJIb
KauecTBa (MCHbITaHUE) cepuit

1,2

1,2,3

| Ay

3. Bxutouas KOHTPOJIb
KadecTBa (ucnibiTaHuE)
OMOJIOTHUECKOTO

JIEKapCTBEHHOr0 Ipenapara
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n OJINH u3 METOJIOB
HUCIIBITAHUH,
OCYIIIECTBIIAEMBIi1 Ha
IUIOIIAIKE, SIBIISCTCS
OMOJIOTHYECKUM
(MMMYHOJIOTHYECKUM,
UMMYHOXUMHUYECKIM )

YcnoBus

1.

2.

3.

[Inomaaka NHUIIEH3UPOBAHA B YCTAHOBJICHHOM IMOPSJIKE YIOJTHOMOYEHHBIM
OpraHoM CTpaHbl MPOU3BOJICTBA.

JlexapCTBEHHBIN TMpenapar He SBISIETCS OHOJIOTHYECKUM JIEKaPCTBEHHBIM
MpernapaTom.

Tpancdep aHATUTUUECKUX METOAMK Ha HOBYIO UCIBITATEIIbHYIO J1a00paTOPUIO
MPOU3BE/IECH YCIEIIHO.

JoxymeHnTanus

1

2.

3.

.B COIIPOBOAUTCILHOM IMHUCBMC U B (bopMe 3asiBJICHUSI O BHECEHUM U3MEHCHUM

HEOOXOJIMMO YETKO OOO3HAYHTh paHee OJOOPEHHBIX U IMpeasiaraeMbIX
MPOU3BOAUTENEH.

Jlexnapanys ymoJIHOMOUYEHHOTO JIMIIA, OTBETCTBEHHOI'O 3a BBIIYCK CEpUH, B
KOTOPOM yKa3bIBa€TCs, YTO NPOU3BOIUTENH (IMPOU3BOAMUTENN) aKTUBHOUN
dapmanieBTHUECKOW CyOCTaHIIMM, YKa3aHHOW B PErMCTPALlMOHHOM JIOChE,
pabotaeTr B cooTBeTcTBHHM ¢ [IpaBuiamMu Hajjexamie MPOU3BOICTBEHHOM
MPAKTUKU U1 UCXOJHBIX MaTepuanioB. [Ipu ompeneneHHbIX 00CTOATEIbCTBAX
JOMyCKaeTCsd TMPEACTaBIATh OAHY JeKiIapanuio (CM. TNpUMEYaHUue K
u3menenuto b.I1.6.1).

[TonpaBka K COOTBETCTBYIOLIEMY pa3zeny (paszenaMm) perucTparioHHOTO
70Che, BKJIIOYAass MH(OpPMALMIO O JIEKAPCTBEHHOM Ipenapare u, Ipu
HEOOXOJMMOCTH, JaHHble IO BalduJauuu (BepU(pUKALKK) aHATUTUYECKUX
METOJIMK, TMEPEHECEHHBIX CO CTapOil Ha HOBYIO IUIOMIAJIKY, COTJIACHO aKTam
opranoB Coro3a B chepe Tpanchepa TEXHOJIOTHI U aHATUTHUYECKHX METOJIUK.

4. JIeficTBYIOIMI JOKYMEHT, TOJTBEPKAAIOIINNA COOTBETCTBUE TPEOOBAHUSM

[IpaBun Hamexamedl MOPOU3BOJCTBEHHOW MPAKTUKH, MPOU3BOJICTBEHHOU
omaaky  (MWIOMIAA0K),  OCYIIECTBISIONIEH  MPOU3BOACTBO  T'OTOBOM
JIEKapCTBEHHOMW ()OPMBI U BBIITYCKAOITNH KOHTPOJIh KaueCTBa JIECKAPCTBEHHOTO
npemnapara.

b.11.6.3. U3smenenne mpouecca| Heobxomumbie | JJoxyments u |IIponemypa

IIPOU3BOJICTBA yCIIOBUSA JAHHBIE
JIEKapCTBEHHOIO  Ipernapara,
BKJIIOYAst IIPOMEKYTOYHBIN
INPONYKT, HCIIOJb3YyEMBbIH B
IIPOU3BOJICTBE
JIEKapCTBEHHOI0 IIpernapara

a) HE3HAYNMBbIe U3MEHEHUS
npoiiecca Npou3BOICTBA 6,7,8

1,2,3,4,56,7 1,345
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0) 3HaYNMBbIE M3MEHECHUS
nporecca MIPOU3BOJICTBA,
KOTOpbIE ~ MOTYT  OKa3aTh
CYIIECTBEHHOE BJIIUSHHUE Ha
KayecTBO, O€30I1aCHOCTE H
3¢ (PEeKTUBHOCTH
JICKapCTBECHHOTO Mpernapara

B) JICKAPCTBEHHBIH  Ipemnapar
SBIISIETCS OMOJOTUYECKUM
JIEKapCTBEHHBIM IIPENapaToM,
U U3MEHeHue TpeOyeT OICHKHU
COMOCTaBUMOCTH

') BBEJICHHE HECTaHJIapTHOIO
METOJ1a (buHUIITHON
CTEpUIN3ALUN

1) BBEJICHHUE WJIH YyBEIUYCHUE
u30bITKa, HCIOJIb3yEMOIO B
OTHOIICHUH AKTUBHOM
dbapmareBTHIECKOM
cyOcTaHIu

€) HECYIIIECTBEHHOE
U3MCHCHHC mporiecca
TIPOM3BOJICTBA BOJIHOM
CYCIICH3HH JIJIsl TPHEeMa BHYTPh
u JIPYTUX
CHEIUATM3UPOBAHHBIX
JIEKapCTBEHHBIX (OpM

1,2,4,6,7,8

) U3BMEHEHUE npouecca
MIPOU3BOJICTBA
JIeKapCTBEHHOTO0  Ipemnapara:
nepeMelleHne JTana
CTEpUIU3YIOLIeH (QUIbTparuu
u3 30861 A/B B 300y C

3) U3BMEHEHUE Marepuana
BTOPUYHOU YIIAKOBKU
Hepac(hacoBaHHOTO
JIEKapCTBEHHOIO0  Ipernapara,
HEMOCPEACTBEHHO HE
COIIPHUKACAIOILErOCs c
JIEKapCTBEHHBIM  MPENapaToOM
(BKITIOYAst 3aMeHy WIH
J00aBICHHE)
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VYcnoBug

1.

2.

N3meHeHrs KauyeCTBEHHOTO WM KOJMWYECTBEHHOTO MpOoQuis MpuUMeced uiu
(bU3UKO-XMMUYECKUX CBOMCTB OTCYTCTBYIOT.

W3meHeHne KacaeTcs:

TBEPJION JEKApCTBEHHON (QOPMBI C HEMEIJICHHBIM BBICBOOOXKICHUEM IS
IpyueMa BHYTPb WM HAPYKHOTO IPUMEHEHHS;

KUJKUX JIEKAPCTBEHHBIX (OpPM B BHUJIE PACTBOpPA, MATKHUX JIEKapCTBEHHBIX
dbopM, CYINO3UTOPUEB, KOTOPHIE HE OTHOCATCS K CHEHHATU3UPOBAHHBIM
JIEKapCTBEHHBIM (popMam, MPOU3ZBOJAMMBIM HECTaHAAPTHBIMU TMPOIECCAMU B
COOTBETCTBUU C akTamu opraHoB Coro3a B cdepe oOpalieHus JeKapCTBEHHBIX
cpeactB. Ilpm 3TOM H3MEHEHHE OTHOCHTCS K IlapaMerpaM Ipolecca
MPOU3BOJICTBA, KOTOPHIE CUMUTAIOTCS HE BIUSIONMMU Ha Ka4yeCTBO
JIeKapCTBEHHOTO MpernapaTa (He3aBUCMMO OT BHUJIA JIEKAPCTBEHHOTO Ipernapara
U (WIM) JeKapcTBEHHOW ¢OpMbI), M paccMaTpUBAeMbId JIeKapCTBEHHBIN
npenapar He SBJISETCS OMOJIOTMYECKUM WU JICKAPCTBEHHBIM PACTUTEIBHBIM
IIpenapaToM.

.HpI/IHI_II/Il'I IMPOMU3BOACTBA, BKIIKOYAasA OTACIBHBIC CI'0O 3Tallbl, HC H3MCHACTCA,

HampuMmep, 00paboTka MPOMEKYTOUHBIX MPOIYKTOB, OTCYTCTBYIOT U3MEHEHUS
KaKUX-1100 pacTBOPUTEINEH, UCTIOIb3YEMBIX B MTPOLIECCE TPOU3BO/ICTBA.

. 3apeFI/ICTpI/IpOBaHHBII71 B HaCTOAIICC BpCMA IIponecc IMPpOU3BOACTBA

TIOJIBEPTaCeTCsI TIPOIIECCaM BHYTPUIIPOU3BOACTBEHHOTO KOHTPOJISI U U3MCHCHHE
MPOIIECCOB TAKOTO KOHTPOJS (pacHiMpeHHe WIA HUCKIIOYCHUE KPUTEPHUCB
MIPUEMIIEMOCTH) HE TpeOyeTcsl.

. Cienudukanuy JeKapcTBEHHOTO MpernapaTa Uii MPOMEKYTOYHBIX MPOTYKTOB

HC U3BMCHAIOTCA.

.Ilo pesympraram HOBOIro TMpoIlecca AOKEH OOpa30BBIBATHCS HICHTHYHBIN

JICKaQpCTBEHHBIA TpenapaT ¢ TOYKHM 3PEHUsS BCEX acleKTOB KavecTsa,
6e3omacHOCTH 1 3(PPEKTUBHOCTH.

. CormacHo COOTBCTCTBYIOIINM JOKYMCHTAM Coro3a HavaThl COOTBCTCTBYIOIIIHC

HWCCIENOBAaHUA CTAOMJILHOCTA HE MEHee 4YeM Ha | OIBITHOH WIn
IOPOMBIIIJIEHHOW  CEpUM; B PACHOPSIKEHUM  3asBUTEN  HAXOIATCS
YIIOBJIETBOPUTENIbHBIE PE3YJIBTATHI 10 MEHBIIEW Mepe 3-MECAYHOr0 U3ydeHUs
ctabunpHocTH. [loaTBEpKIEHNE TOTO, YTO MCCIEN0BaHUS OyIyT 3aBEPIICHBI,
U eCIM pe3yibTaThl HE OYyOyT YKJIaAbIBaThCS B CHEUM(UKAINK HIX MOTYT
NOTEHIMAILHO HE YJIOKUThCS B cleuu(UKalUKd Ha KOHEIl CPOKa TOJIHOCTH,
Jep)KaTelb  PErHCTPAllMOHHOTO  YIAOCTOBEpPEHHs  00si3aH  COOOLIUTH
YIOJHOMOYEHHOMY OpraHy Hapsiiy C MpeuiaraéMbIM IJIAHOM JIEHCTBUM.

8. Bropuunasi ymakoBka He sBIseTcS (YHKIMOHATBHOW Mg obecrieueHus

CTaOMIBHOCTH, WJIM TI0 3HAYMMBIM CBOWCTBAM [0 MEHBIIEH Mepe
AKBUBAJIEHTHA OJJ00PEHHOM.

JlokymMeHTanus

1.

2.

[TonmpaBka K COOTBETCTBYIOLIEMY pa3zzeny (pasfenaMm) perucTparioHHOTO
JI0ChE.

B oTHOIICHHH MATKUX W KUIKUX JICKAPCTBEHHBIX (POPM, B KOTOPBIX aKTHBHAs
dbapmanieBTHUYECKass CyOCTaHIIMS HAaXOAWTCS B HEPACTBOPECHHOM COCTOSHHM:
HaJJIeXKAIIasi BATHIAINAS HU3MEHEHUS!, BKIIF0OUasi MUKPOCKOITHIO YACTHI] B IEIISX




58

NPOBEPKH BHIUMBIX H3MEHEHHH MOpP(OJIOTHHU; CPaBHUTEIbHBIC NAaHHBIE O
paclnpeneiacHHd IO  pa3Mepy dYacTul (AMCIEPCHOCTH), MOJyYEHHBIE
Ha/IJIeKaIIUM CIIOCOO0M.

.B  oTHomeHuM TBepABIX JIEKAPCTBEHHBIX (OpM: JaHHBIE MPOGUIS
pacTBOpPEHUSI  OJHOW  PENPE3CHTATMBHOM  IPOMBILUIEHHOM CEpUM W
CPAaBHUTEIIBHBIE TAHHBIE TPEX MOCIEIHUX CEPUH, IPOU3BENECHHBIX C ITOMOIIBIO
npensiayniero npomecca. [lo 3ampocy HE0OX0IUMO MPEACTaBUTH JTAHHBIE I10
CJIEIYIOUIMM JBYM IOJIHBIM IPOMBIIIEHHBIM CEPHUSIM WJIM COOOIIMUTbH, €CIU
pe3yNnbTaThl HE YKIAJbIBAIOTCS B CHEUU(UKALMIO WU TPEJIOKUTH IJIaH
NeHCTBUI. B OTHOLIEHMM JIEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaTOB MOTYT
OBITh JOCTATOYHBI JAHHbIE CPABHUTEIHHON PaclagaeMOCTH.

. OO0OCHOBaHUSI  HENPEACTABICHMS  PE3yJbTaTOB  HOBOIO  HMCCIEIOBaHMS
OMOSKBUBAJIEHTHOCTH B  cooTBeTcTBUM ¢  IlpaBunmamu  npoBeneHUs
uccieaoBaHuil OnosksuBasieHTHOCTH Coro3a.

. I[Ipu u3meHenuun napamerpa (mapaMmeTpoB) Mpolecca, KOTOPbIE CUUTAIOTCS HE
OKa3bIBAIOIMMH BJIMSIHUE HA KadeCTBO JIEKAPCTBEHHOI'O IIperapara,
JeKIapanus, 4YTo 3TO JOCTUTHYTO B XOJ€ paHee MpOBEIEHHONW 0100peHHOM
OLICHKHU PUCKOB.

. Konuu cnenudukanuii Ha BBITYCK U KOHEIl CPOKA TOJHOCTU (B BHJIE€ CCHUIKH
Ha COOTBETCTBYIOIIMN JOKYMEHT B IIOCJIEJOBATEIBHOCTH JOChE HWIIHU
IPUJIOKEHHSI K COITPOBOIUTENIBHOMY MUCHMY).

7. JlanHble aHanu3a cepuil (B opmare CpaBHUTEIBHON TaONMIIbI) 110 MEHbIIEH

Mepe OJHOW Cepuu, TMPOU3BEACHHOM C TIOMOIIBIO OJOOPEHHOTO U
npenaraemMoro mnpoiecca. [1o 3anpocy HeoOX0AUMO MPEACTaBUTh JIaHHBIE T10
CIIEIYIOIIUM JBYM TIIOJHBIM IMPOMBIIUICHHBIM CEPUSIM; CJIEIYeT COOOIIUTH,
€CJIM pe3yJIbTaThl aHATN3a HE YKIIA/IBIBAIOTCS B CHCIU(UKAIIUIO U TIPEATIOKUTH
IJIaH JEUCTBUM.

. [logTBepkAEHUE AepKaTelss peTUCTPALIMOHHOIO YJOCTOBEPEHUS, YTO HA4aThl
COOTBETCTBYIOIIIME UCCJIEAOBaHUS CTAaOMIBHOCTU (C YyKa3aHHEM HOMEpOB
cepuil) U W3y4YeHbl HEOOXOIUMBIEC TapaMeTphl CTAOMIHLHOCTH MO MEHBIIEH
Mepe Ha OJHOW ONBITHO-IIPOMBIIUICHHON WJIM MPOMBIIUIEHHON CEpUU M Ha
MOMEHT  yBEAOMIIGHMS B  pacCHOpSDKEHUU  3asBUTEIS  HAXOJUINCh
YIOBJIETBOPUTEIBHBIE PE3YNIHTAThI 110 MEHBIIIEH Mepe 3-MECAYHOTO U3yUYeHUS
cTabunpHOCTH; W Tpoduiab  CTAOWIBHOCTH  QHAJIOTMYEH  TEKyIIeh
3aperucTpupoBaHHoi cutyauuu. [IpencraBieHO MOATBEPKIAEHUE TOrO, 4YTO
ucciefoBaHusl OyIyT 3aBeplieHbl, M €CIU pPe3ylbTaTbl HE OyayT
YVKJIAJbIBATHCA B CHEHU(PUKAIMI WX MOTYT MOTEHIMAIBHO HE YIO0XHUTHCS B
cnenuuUKalM Ha KOHEI] CpPOKa TOAHOCTH, IEpPiKATEeNbh PETUCTPAIMOHHOTO
YIOCTOBEpEHUS 0053aH COOOIIUTH YIOJTHOMOYEHHOMY OpraHy Hapsiay cC
MpEeIaraéMbIM IIJIAHOM JEHCTBUM.

b.11.6.4. smenenue pasmepa| Heobxomumeie | Jlokymentsl u | Ilpouenypa
cepuu (BKJIIOYAsh JHANa30HBI YCIIOBUS JTAaHHBIE

pa3mepa cepun)

JIeKapCTBEHHOTO Mpenapara

a) yBeqMueHue BIUIOTH 0 10 123457 14 LA
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pa3 [0  CpPaBHEHHIO  C

0/100peHHBIM

0) yMeHbIIIEHHE pa3mepa

cepun g0 10 pa3 1o

CpaBHEHHUIO cl 1,2,3,4,5,6 1,4 1A
3aperuCTPUPOBAHHBIM

pazMepom

B) U3MECHEHUE TpeOyer

aHanmu3a COTOCTaBUMOCTH

OMOJIOTUYECKOTO

JICKapCTBEHHOTO npenapara
WM  HW3MEHEHHE  pa3Mmepa
cepuH TpeOyeT HOBOTO
HCCIIEA0BAHUS
OMO’KBUBAJIEHTHOCTH

I') UI3MEHEHHE 3aTparuBacT BCE
OCTAJIbHBIC  JICKAPCTBCHHBIC
GopMBI, TIPOM3BOJAIINECS C — — I
TIOMOIIIBIO KOMIIJICKCHBIX
IPOIIECCOB TIPOM3BOICTBA

n) yBenuuenue Oornee 10 pas
[0 CPAaBHEHMIO C OJO0OPEHHBIM

pasMepom cepuu

JIEKapCTBEHHBIX dbopm c - 1,2,3,4,5,6 IB
HEMEJIEHHBIM

BBICBOOOXKIEHUEM (st

pueMa BHYTPb)

) MaciTab MIPOU3BOJICTBA
OMOJIOTUYECKOTO
JICKapCTBEHHOTO0  Ipemnapara
YBEIIUYHIICS (YMEHBIIIHIICS) - 1,2,3,45,6 IB
0e3 UW3MEHEeHHMs]  mpolecca
IIPOU3BOJCTBA (manpumep,
TyOIMpOBaHUE JTUHUH)

YcnoBus

1. 3meHeHue He BAUSET HA BOCIIPOU3BOAMMOCTD U (KJIM) MOCTOSTHCTBO KauecTBa
JIeKapCTBEHHOTO Tpernapara.

2. lI3MeHeHne 3aTparuBaeT CTaHAApPTHHIC JIEKApCTBEHHBIC (POPMBI IS TpueMa
BHYTPh C HEMEIUICHHBIM BBICBOOOXKIICHHEM WM HECTEPHIIBHBIC JKUAKHE
JIeKapCTBEHHBIE (POPMBI.

3. JItoOble  W3MEHEHUsT  METOAOB  NPOM3BOJACTBA U (WJIM)  METO/OB
BHYTPHUIPOU3BOJICTBEHHBIX KOHTPOJICH HEOOXOIUMBI JIMIIbL IS U3MEHCHHS
pasmepa cepuu, HallpuMep, UCIOJIb30BaHUE 000PYAOBaHUS APYroro pa3Mepa.
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. UmeeTcst cxema BaJIaalin WJIW B COOTBCTCTBUH C TCKYIIHUM IIPOTOKOJIOM

YCIICIIHO TPOBCACHA BaluAdanuvsga HOpOU3BOACTBA HC MCHCC UYCM Ha 3
IMPOMBIINUICHHBIX CCPHAX C  HOBBIM pPasMcpoM B  COOTBCTCTBHUH C
IMPUMCHUMbIMHU Tpe60BaHI/IHMI/I.

. PaccMaTpuBaemblil J1IeKapCTBEHHBIN MpenapaT He SBISETCS OMOJIOTMYECKUM

JICKAPCTBCHHBLIM IIPCIIapaTOM.

. I3aMeHeHrue He OOJKHO OBITH CJIICACTBUCM HCIPCIABUICHHBIX CPITyaLIPIﬁ,

BO3HHUKIOHX B XOJ€ ITPONU3BOACTBA, NI NU3MCHCHUA CTaOMIJIBHOCTH.

. Pasmep cepum yxmaneiBaerca B 10-kpaTHBIM Auana3oH, NPEIyCMOTPEHHBIN

IIpu perucTpanuu, WJiIn IIOCJIC ITOCICAYIOUMICTO HM3MCHCHHA, HC ABJISABIICTOCHA
n3MeHenueM IA tuma.

JlokymMeHTauus

1.

2.

o1

[TonpaBka K COOTBETCTBYIOLIEMY pa3zeiy (pasfenaMm) perucTparioHHOTIO
JI0ChE.

Jlannbie ananuza cepuil (B opmaTe CpaBHUTEIBHON TaOIHIIBI) 110 MEHbIIEH
Mepe OAHOW MPOMBIIUIEHHON Cepuu, MPOU3BEICHHON B 3apETUCTPUPOBAHHOM
U TpejjaraéMoM pasMepax (B TOM YHCII€ TECT CPaBHUTEIBbHOW KWHETUKHU
pacTBOpeHHsT B TOpHUMEHHMBIX chydasx). [lo 3ampocy Heob6xoaumo
NPEICTaBUTh JaHHBIE [0 CIEAYIONIMM JBYM TIIOJTHBIM POMBIIUICHHBIM
cepusiM; aepxatenb PY o00s3aH cooOUTh, €Ciau pe3yJbTaThl aHain3a He
YKJIAJBIBAIOTCS B CIICHU(PUKALINIO, U TIPEIJIOKUTH TUTaH IEUCTBUH.

. Kotum ono6peHHbIX cnenudukanyii Ha BBITYCK W KOHEI[ CpoKa TOTHOCTH (B

BHUAC CCBIJIKM Ha COOTBGTCTBYIOH_[I/Iﬁ JOKYMCHT B IIOCJIICAOBATCIbHOCTH OOCHC
HJIN ITIPHUIIOKCHUA K COITPOBOANTCIIBHOMY HI/ICBMy).

.B COOTBCTCTBYIOIIUX CJIydasaXx HCO6XOIII/IMO YKa3aTb HOMCpa CepI/Iﬁ C HOBBIM

pa3sMepoM cepuM C AaTol MX MpOU3BOACTBA (=3), HCIOIB30BAHHBIX B
BaJIMIALIMOHHOM MCCIIEJOBAaHUM, WM MPEACTaBUTh MPOTOKON (CXemy)
BaJIMIALINH.

. HeoOxommMo mpeactaBuTh pe3yabTaThl BAJIAAIUH.
. PesynpTaTel uccnenoBaHui CTAOMIBHOCTH 10 3HAYUMBIM TapaMeTpam

CTaOMJILHOCTH MO MEHbIIEH Mepe Ha OAHOW ONBITHOM WJIM NMPOMBIIUICHHON
CEpHH, OXBATBHIBAIOLIEH 10 MEHBIIEH Mepe 3 Mecsla; MOATBEPKIACHUE TOTO,
YTO TaKHE UCCIIEOBaHUS OyyT 3aBEPILEHBI U, YTO €CIU Pe3y/IbTaThl HEe OYAYyT
YKJIa/1bIBaThCA B CHEUU(PUKALMN WK MOTYT MOTEHLIMAIBLHO HE YJIOXKUTHCA B
cnenuuUKalMM Ha KOHEI| CpPOKa TOAHOCTH, JepKaTelb PETUCTPALMOHHOTO
yIIOCTOBEpEHUsI 00s3aH COOOIIUTH YIOJIHOMOYEHHOMY OpraHy Hapsay cC
mpeajiaraéMbiM — TUTAaHOM — JedcTBH. B oTHOmeHMuM  OHMOIOTHYECKHUX
JIEKAPCTBEHHBIX CPEJCTB: JEKJapalrs, 4YTO OILIEHKAa COMOCTaBUMOCTH HE
Tpebyercs.

b.11.6.5. 3menenue Heo6xomumeie | Jlokymentsi u | [lpomenypa

BHYTPHUIIPOU3BOACTBEHHBIX YCIIOBUS JIaHHBIE
UCTIBITAHUNA WJIM KPUTEPHEB
MPUEMIIEMOCTH,
UCIIOJIb3YIOLIUXCS npu
MIPOU3BOJICTBE
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JIEKapCTBEHHOIO Ipenapara

a) y)KeCTOUeHHE
BHYTPHUITPOU3BOICTBEHHBIX
KPUTEPHUEB MPUEMIIEMOCTH

1,2,3,4

1,2

0) mobaBicHNE HOBBIX
UCIIBITAHUA WM KPUTEPHUCB
IPHEMIIEMOCTH

1,2,5,6

1,234,
57,8

B) UCKITFOUCHHUE
HECYIIECTBEHHOTO
BHYTPHUITPOU3BOICTBEHHOT'O
UCTIBITAHHSI

1,2,7

1,2,6

') UICKJIFOUEHHUE
BHYTPHUIIPOU3BOICTBEHHOT'O
UCIIBITAHUSA, KOTOPOE MOXKET
CYIIECTBEHHO TMOBIUITH Ha
COBOKYITHOE KauecTBO
JIEKapCTBEHHOTO Mpenapara

1) paclIMpeHue  O0JI0OPEHHBIX
BHYTPUIIPOU3BOICTBEHHBIX
KpUTEPUEB MIPUEMIIEMOCTH,
KOTOpPbIE MOTYT CYIIECTBEHHO
NOBJIUATH HAa  COBOKYITHOE
Ka4yecTBO JIEKapCTBEHHOTO
npenapara

€) nobaBieHWe WM 3aMEHa
BHYTPHUIIPOU3BOICTBEHHOT'O
UCHBITAaHUA M3 COOOpaKeHUM
0€30MacHOCTH WJIM Ka4eCTBa

1’ 2’ 3’ 4’
5, 7,8

) HE3HAUUTEIIbHOE
H3MEHEHHUEC aHaAJIUTHYECKOMN
METOIUKHU
BHYTPUIPOU3BOJICTBEHHOTO
KOHTPOJIA

4,6,8,9

1,23,

Ycnosusa

1. I3meHenue He ABISICTCS CJIICACTBUEM KaKoro-inoo 06}I3aTeJ'IBCTBa, IIPUHATOTO

10 pe3yJIbTaTaM paHee MPOBEICHHBIX IKCIEPTU3 C LEIIbI0 aHaIu3a KPUTEPUEB
MPUEMJIEMOCTH clienupuKanuy (HampuMep, B XOJ€ PETUCTpalliyd WId
BHeceHus u3meHenuu Il tuna).

2. I3MeHeHHe HE SBISETCS  CJCACTBHEM  HENPEABUACHHBIX  CHTYaIUH,

BO3HUKIIIMX B XOJI€ MPOU3BOJICTBA, HAIPUMEP, HOBasi HEKBAIU(UIIMPOBAHHAS
IIPUMECH, U3MEHEHNE MTPEJEIIOB COAEPKaHUS CyMMBbI IIPUMECEHN.
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3. JIroboe m3MeHeHne TOJKHO YKIIaAbIBaThCS B TUAMA30H TEKYIIUX OJ00pPEHHBIX
KPUTEPUEB MPUEMIIEMOCTH.

4. Merton aHanM3a He W3MEHWICS, a METOAMKA aHaju3a HEe HM3MEHUJIAch WM
U3MEHWIACh HE3HAYUTENIbHO (HAampUMep, U3MEHEHHE JJIMHBI KOJOHKHU WIIU
TEMIIEPATYpPbl, HO HE APYTOM BUJ KOJIOHKH).

5. Hu onuH HOBBI METOJ MCIBITAHHS HE OCHOBAaH Ha HOBOM HECTaHIAPTHOM
METOOJIOTMH WIH CTAaHAAPTHON METO/0JIOIMH, UCIIONIb3yEMOM T0-HOBOMY.

6. HoBbIi1 MeTO HCIIBITAHUS HE SBISETCS OMOIOTHIECKIM (MMMYHOJIOTHYECKUM,
UMMYHOXUMUYECKUM)  WJIM  METOAOM, B  KOTOPOM  MCHOJb3YETCS
OMOJIOTUYECKUI peakTHB JUIsl OMOJOrMYecKOil aKTHBHOH (papmarieBTHUECKOM
cyOcTaHIuu (3a UCKITIOUEHUEM CTaHJAPTHBIX (bapMakoneiHbIx
MUKPOOHOJIIOTHYECKUX METOOB).

7. BHyTpUIIpOM3BOJCTBEHHOE  MCIBITAHME  HE  3aTparuBaeT  KOHTPOJb
KPUTUYECKOTO MapaMeTpa, HalpuMep:

KOJIMYECTBEHHOE OIpE/IC/ICHUE;
npuMecH (€clM TOJIBKO OINpPEENICHHbI pacTBOPUTENh OJHO3HAYHO HE
UCMOJIb3YETCs B IPOU3BOJICTBE);
AI00YI0 KPUTHYECKYI0 (DU3UYECKYI0 XapaKTepUCTHKY (pa3Mep 4YacTul,
HACBIMHYIO IUIOTHOCTBIO J0 U NOCIIe YIJIOTHEHUS U T.1.);
UCTIBITAaHHE Ha TOJUIMHHOCTH (B OTCYTCTBHUE MOAXOJSLIETO albTEPHATUBHOTO
KOHTPOJIs);
MUKpPOOHOJIOTHYECKHIT KOHTPOJIb (€CIM TOJIBKO OH HE TpeOyeTCsi B OTHOLIEHUHU
OTIPEJICIIEHHOM JIEKapCTBEHHOM (OPMBI).

8.B coorBerctBUM ¢ akramu opraHoB Coroza B chepe oOpaieHus
JIeKapCTBEHHBIX CpEICTB poBe/cHa HeoO0XxoauMast BaJIMJIAIMs,
MOJITBEPKIAI0IIAs], YTO OOHOBJIEHHAs aHAJIIMTUYECKAass METOAMKA MO MEHbIIEH
Mepe SKBUBAJIEHTHA MPEABIIYILIEH.

9.Ilpenensl comepkaHus CyMMBbl IpUMeceil HE HM3MEHWINCh, HOBBIC
HeKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

JlokymMeHTauus

1. [TonpaBka K COOTBETCTBYIOLIEMY pas3feny (pasnenaM) pEerucTPallMOHHOTO
JIOChE.

2. CpaBHUTENbHAS Tabauna TEeKYIIUX u npejaraeMbpix
BHYTPUIIPOU3BOJACTBEHHBIX HCIBITAHUM, KPUTEPUEB TMPUEMIIEMOCTH WU
CpaBHUTENbHAS Ta0IUIIa U3MEHEHUNM aHAIUTUYECKOU METOIUKH.

3. [TogpoOHOE ommcaHWe HOBOM AaHANMTHYECKONM METOJUKH W JaHHBIE II0
BaJUJallMM (B COOTBETCTBYIOUIMX CllydasX), C MOATBEpPXKACHUEM (eciu
MPUMEHHMMO) YTO OOHOBJICHHAsI aHAJIUTHUYECKasi METOJMKA 1O MEHbBIICH Mepe
SKBUBAJICHTHA MPEbIIYIICH.

4. JlanHble aHaNM3a JBYX MPOMBIIUICHHBIX CEepUidl (B OTCYTCTBUE JOJIKHBIX
000CHOBaHM /1711 OMOJOTUYECKUX aKTUBHBIX (DapMalleBTUYECKUX CyOCTaHIUN
— TpU CcepuH) JIEKQpCTBEHHOTO TIpemapaTta IO BCEM IMapaMeTpam
cnenupuKaIum.

5. B cooTBeTCTBYIONINX CiIy4Yasx CPaBHUTEIbHBIC TaHHBIC PO PACTBOPEHUS
JIEKapCTBEHHOTO TMpernapara HE MeHee 4YeM Ha | ONBITHO-TIPOMBIIUICHHOM
CepuH, MPOU3ZBEIECHHONM C  HCIOJIb30BAaHWEM  TEKYIIUX U  HOBBIX
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BHYTPUIIPOU3BOACTBEHHBIX UCIIBITAHUM.
6. B oTHOmIEHWH JEKAapCTBEHHBIX PACTUTENIBHBIX TPENapaTOB MOTYT OBITH
JIOCTaTOYHBI JAHHBIE CPABHUTEIIBLHOM PaCIIalaéMOCTH.
[IOATBEPK IAOIINE,
BHYTPUIIPOU3BOJCTBEHHOE HCIIBITAHUE SIBJISIETCS HECYIIECTBEHHBIM WJIU

7. O0ocHOBaHUE (otreHKa

ycTaperno.

PHUCKOB),

qTo

8. O6ocHOBaHHE HOBOTO BHYTPHUIIPOU3BOACTBCHHOI'O HCIIBITAHUA W KPUTCPUCB

IPUEMIIEMOCTH.

b.11.B) KonTpoJib KauecTBa BCIIOMOTaTEIbHBIX BEIIECTB

b.Il.B.1. I3mMenenue
napaMeTpoB clieuuUKanuu u
(unn) KPUTEpUEB
IPUEMIIEMOCTH
BCIIOMOTaTEJIbHOTO BEILIECTBA

HeoOxoanmelie
YCIIOBUS

JIoKyMEeHTBI 1
JAHHbBIE

[Ipouenypa

a) Y)KeCTOUEHUE  KpUTEpUEB
NPUEMJIEMOCTH ClielrPUKAUU

1,2,3,4

1,2

0) mobaBlIcHHE B
crienupuKanuio HOBOT'O
napamMerpa crnenupuKanud M
COOTBETCTBYIOIIETO eMy
METOJa UCIBITAHUHI

1,2,56,7

1,2,3,4,6,8

B) UCKIIIOUCHHUE
HECYIIECTBEHHOTO IapameTpa
cneruukanmuu  (HarpuMmep,
UCKITIOUYCHHE yCTapeBIIETrO
napamerpa)

1,2

1,2,7

') U3MEHEHHE, BBIXOJAIIEE 3a
0J100peHHbIE KpUTEPUU
NPUEMIIEMOCTH CHEIH (UKL

1) UICKJIFOUEHHE rnapamerpa
cnerupuKaimm, KOTOPBIN
MOXET CYILECTBEHHO
MOBJIUATH HAa  COBOKYITHOE
KaueCTBO JIEKapCTBEHHOTO
npermnapara

¢) no0aBjeHue WM 3aMeHa
(uckmrouass ~ OMOJIOTHYECKUU
JIeKapCTBEHHBIN nperapar)
napameTpa crernupuKanua 1
COOTBETCTBYIOIIIETO emMy

1,2,3,4,
56,8




64

MeTo1a HUCIILITAHUN n3
cooOpaxeHud  0€30MaCHOCTH
WJIM KauecTBa

) €CITM Ha BCIOMOTAaTEIbHOE
BEIECTBO OTCYTCTBYET CTaThs
®dapmakonien  Coroza  umm

CTaTbU dapmaxoneu

rocy/apcTBa-uJieHa,

U3MEHEHHE COOCTBEHHBIX

JAHHBIX ~ crenuuKauu Ha B 1,2, 3,4, B
crenudukanuo  dapMakornen 56,8

COTJIaCHO Konuenuuun

rapMOHU3AIINH, a npu

OTCYTCTBUM B HEWM — Ha

crenudukanuo (hapMakoreH,
He BXomsmed B Kounenmwro

rapMOHU3alNn

VcaoBug

1.

[Salr >

\‘

M3meHeHne He BISETCS CIEACTBUEM KaKOT0-IH00 00s3aTeNIbCTBA, IPUHATOTO
[0 pe3yJIbTaTaM paHee MPOBEAEHHBIX dKCIIEPTU3 C LIEIBI0 aHAIN3a KPUTEPUEB
OpUeMJIEMOCTH  cneuupukanuu  (Hampumep, B XOJE€  perucTpanuu
JIEKapCTBEHHOTO Mpenapara Wil BHeCeHUH u3MeHenu 11 tuna).

. I3ameHeHue HC ABJICTCA CJIICACTBUECM HCIIPCABUICHHBIX CHTyaHHﬁ,

BO3HHKIIHUX B XOAC ITPOMU3BOJACTBA, HAIIpUMCED, HOBOM HeKBaHH(bPILII/IpOBaHHOﬁ
MpUMECHU, U3SMCHCHU A MPCACIOB COACPKAHUA CYMMBI HpHMGCCfI.

. JIto6oe u3MeHeHne JOKHO YKIIAIbIBATHCS B JUAMA30H TEKYIIUX OJ00PEHHBIX

KPUTEPUEB MPUEMIIEMOCTH.

. AHaUTHYECKas METOANKA HE N3MEHSIETCS WU U3MEHSIETCS HE3HAUUTEIHHO.
.Hu onuH HOBBIM METOJ HCHBITAHWA HE OCHOBAaH HAa HOBOM HECTAHAAPTHOM

MECTOA0JIOTHHN NN CTaHIIapTHOfI MCTOA0JIOTHUH, HCHOHB3yeMOﬁ IIO-HOBOMY.

. HoBrbIi1 MCTOJ UCIIBITaHUA HE ABJIACTCA OMOJIOrHYECKUM (I/IMMYHOJIOFI/ILIGCKI/IM,

UMMYHOXUMUYECKUM)  WJIM  METOJAOM, B  KOTOPOM  MCHOJb3YeTCs
OMOJOrMYECKUil peakTHB JJsi OMOJIOrMYeCKOM aKTMBHOW (papManeBTUYECKON
cyOcTaHuuu (3a HCKJIFOUEHUEM CTaHJAPTHBIX (apMakoneHbIX
MHUKPOOHOJIOTHIECKUX METOOB).

. I3MeHeHune He KacaeTcs FeHOTOKCUYHOM MPUMECH.
.ITapamerp cmnenmdukamuu HE 3aTparuBaeT KOHTPOJIb KPUTHYECKOTO

napameTpa, HarmpuMmep:
npuMecu (€CIM  TOJNBKO OIPENEICHHBI pAacTBOPUTENh OJHO3HAYHO HE
UCIIOJIB3YETCS B MPOU3BOJICTBE)

TI00YI0 KPUTHYECKYI0 (U3WYECKYI0 XapaKTEpUCTHUKY (pa3Mep 4YacTull,
HACBHITTHYIO IUIOTHOCTHIO JI0 U TTOCJIE YIJIOTHEHUS | JIp.)

UCTIBITAHWE Ha TIOJUTMHHOCTH (B OTCYTCTBHE MOAXOJSIIETO aIbTEPHATUBHOTO
KOHTPOJISL)

MHUKPOOHOIOTHUECKUN KOHTPOIb (€CIH TOJIBKO OH HE TpeOyeTcsi B OTHOIIEHUHU
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OTIpeNIeTICHHOM JIEKapCTBEHHOU (HOPMBI).

JloxymeHnTanus

1.

2.
3.

[TorpaBka K COOTBETCTBYIOIIEMY pa3zeny (paszenaM) perucTpalioOHHOIO
JI0Che.

CpaBHuTenbHas Ta0aMIA TEKYIIUX U MIPeAJIaraéMbIX CielM(pUKaLU.
[TogpobHOEe omucaHue HOBOW AHAIUTHUYECKOWM METOJMKH U JaHHBIE 110
BaJIMJIAIMH (B COOTBETCTBYIOLIMX CIIydasix).

4. JlanHple aHalu3a 2 TPOMBIIUICHHBIX CcepUil (B OTCYTCTBHE JOJDKHBIX
000CHOBaHMI 1711 OMOJOTMYECKUX AKTUBHBIX (papMalleBTUUECKUX CyOCTaHIUMI
— 3 cepun) BCIOMOTaTEJbHOTO BEIIECTBA IO BCEM MapaMeTpam
crienupuKaum.

5. B cooTBeTcTByrOmMX cilydasx JaHHbIE TECTa CPABHUTEIbHON KHHETHKHU
pacTBOpEHUs JIEKapCTBEHHOrO MperapaTa Mo MEHbIIEH Mepe OJHOM ONbITHO-
NPOMBIIIJIEHHOW  CEpUM,  COJAEp)Kallled  BCIOMOTaTeNIbHOE  BEIIECTBO,
COOTBETCTBYIOIIEr0 TeKyllel U mnpeiaraeMoil  cnenuduxanusm. B
OTHOIIEHUM JIEKAPCTBEHHBIX PACTUTEIBHBIX IIPENapaToB MOIYT OBITh
JIOCTaTOYHBI IAHHBIE CPABHUTEIIBHOM paclajacMOCTH.

6. OO0ocHOBaHUSI  HENpEACTaBICHHUsS  PE3yJbTaTOB  HOBOTO  MCCIIEIOBaHMS
OMOPKBUBAJIEHTHOCTM B  COOTBeTCTBUM ¢  IlpaBunmamu  mnpoBeneHUs
UCCIIEIOBaHUN OMOAKBUBAJIEHTHOCTH.

7. O0ocHOBaHUE (OLEHKAa PHCKOB) IMOATBEPIKJIAIOLIEE, YTO MapaMeTp SBISETCS
HECYIIECTBEHHBIM MJIU yCTapell.

8. O0ocHOBaHWME  HOBOTO  MapaMeTpa  CrlenupuKamud W KPUTEPHEB
IPUEMIIEMOCTH.

Bb.11.B.2. U3MeHeHME Heo6xomumeie | Jlokymentst u | [Ipomeaypa

AHAIMTUYECKON METOJIMKH JJIs YCIIOBHUSA JaHHbIE

BCIIOMOTaTCJIIbHOI'O BEUICCTBA

a) He3HAYNMBbIE U3MEHECHUS
0IOOpPEHHON  aHAIUTHYECKOM 1,2,3,4 1,2 1A
METOJTUKH

0) UCKITIOUEHHUE
aHAIIUTHYECKOM METOIUKH,
€CIM  aJlbTepHATUBHAs €U
METOJIMKa YyKe oJ00peHa

B) 3aM€Ha OMOJIOTUYECKOTO
(MMMYHOJIOTHYECKOT0,
MMMYHOXUMHUYECKOT0) METO/Aa
UCTIBITAHWA WM METONa, B
KOTOpOM UCIIOJIb3yeTCS
OMOJIOTMYECKHI peaKkTHB

I) Ipoyue U3MEHEHUS
aHAJIUTUYECKOMN METOJIUKH
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(Bkrouast  00aBIEHUE WM
3aMEHY)

YcnoBug

1. CornacHo COOTBCTCTBYIOIIUM  JOKYMCHTAaM, IIPOBCIACHBI

HE00XO0IUMBIE

BaJIMIAIIMOHHBIC HWCCJICIOBAHUsS, TOJATBEPXKIAIOIINE TO, YTO OOHOBJICHHAS
AHATMTHYECKAss METO/IMKA TI0 MEHBIIIEH Mepe SKBUBAJICHTHA MTPEABIIYIICH.

.IIpemensl comepkaHuss CyMMBI TpUMECEd HE WM3MEHWINCh, HOBBIE
HEKBATM(DUIIMPOBAHHBIC IPUMECH HE OOHAPYKCHBI.

. MeTon aHanmu3a He M3MEHWICS (HampuMep, U3MCHCHHUE JUITMHBI KOJIOHKU HJIU
TEMIIEPATYpPHI, HO HE APYTOH BU KOJOHKU WJIH METON).

. HoBBIif MeTO] UCIIBITAHUS HE SBJISCTCS OMOJOTHYCCKUM (MMMYHOJOTHYCCKUM,
UMMYHOXUMUYECKUM) WM  METOJOM, B  KOTOPOM  HCIOJB3YEeTCs
OMOJIOTUYECKUI peaKkTHB (3a UCKIIOYCHHEM CTaHIAPTHBIX (apMaKOTICHHBIX
MHUKPOOHOJIIOTHYECKUX METOOB).

. AbTepHaTHUBHAs aHAJUTHYECKas MCTOJIWKA JUIS TapaMeTpa CrHelu(puKaun

yke 0J100peHa

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) perucTpalioOHHOrO
J0Che, BKJIIOYas OMHMCaHNe aHAIUTUYECKON METOI0IOTHH, pe3toMe TAHHBIX 110

BaJInganuuy, MNEPCCMOTPCHHBIC

IPUMEHHUMO).

cnenudukanu  Ha  Opumecu  (ecnu

2. CpaBHUTENbHBIE PE3yNbTaThl BaJMJALUUU WM, NPU HAIUYUU OOOCHOBAHUS,
CpaBHUTENBHBIC PE3yIbTAaThl aHANN3A, MOATBEPKIAIOIINE TO, YTO TEKYyIIee U

JanHoe TpeOoBaHUE HE

NPUMEHSIETCS, €CIIA JOOABISIETCS HOBAsI aHAIMUTUIECKAsi METOIUKA.

npeajimaracMoc HUCIIBITAHUC

OKBUBAJICHTHBI.

b.I1.B.3. I3mMeneHune
UCTOYHMKA IIOJTyYEHUs
BCIIOMOIaTEeJIbHOIO  BEILLECTBA
WJIM PEAKTUBA ¢ puckom ['D

HeoOxoanmeie
YCIIOBHS

JIOKyMEHTHI U
JaHHbIE

[Ipouenypa

a) U3 mMaTepuaia ¢ puckom 1D
Ha MaTepuan pPacTUTEIBHOTO
WIH CUHTETHYECKOTO
MIPOUCXOKICHUS

1. s BCIIOMOTaTEIbHBIX
BCIIICCTB WJIM PEAKTHBOB, HE
HCITOJIb3yEeMBIX B
MIPOU3BOJICTBE
OMOJIOTHYECKON AKTUBHOH
(hapMarieBTHYECKOM
cyOcTaHIIH 1500051
OMOJOrHYECKOro
JICKapCTBEHHOTO Mpernapara
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2. lns BCIIOMOTaTEIbHBIX

BEIIECTB WJIH PEAKTHUBOB,

UCIIOJIb3yEeMBIX B

TIPOU3BOJICTBE

OHMOJIOrMYECKOM aKTUBHOM - 1,2 IB
(bapmareBTHIEeCKOM

cyOcTaHIu 1507051

OMOJIOTHYSCKOTO

JICKApCTBCHHOI'O IIpCIiapara

0) I3MEHEHUE WM BBEJICHHUE
MaTepuaiga ¢ puckoM ['D umum
3aMeHa Marepualia ¢ PHUCKOM
'S Ha ppyroil marepuan c — — I
puckom I'D, He wuMerOIHUA
cepTu(UKaT COOTBETCTBUSA IO
IRC’

B) U3MCHEHHE HCTOYHHKA
MOJIYYEHUsI BCIIOMOTATEIHHOTO
BEIIIECTBA C HU3KUM PUCKOM
KoHTaMuHanmu I'D

Yenosus

1. Cneuudukanmyu Ha BBITYCK M KOHEI[ CpOKa TI'OJHOCTH BCIOMOTATEIbHOTO
BEIIIECTBA U JIEKAPCTBEHHOTO MperapaTa He U3MEHSIOTCSI.

2. HeoOxomnMo obecriednTh COONIOCHNE YCIOBHW TI0 MUHHMH3AIMH PHCKA
KoHTamuHamu ['D, yka3aHHbIX B akTax opraHoB Coro3a B cdepe oOparieHus
JICKapCTBEHHBIX CPEJICTB.

JlokymMeHTauus

1. [loaTBepkA€HUE  TPOM3BOJAUTENST WM JIEpXKaTeNs  pa3pelIuTeIbHOTO
JIOKYMEHTa Ha UCIOJb3YEMbI MaTepuall, YTO OH MOJHOCTHIO PACTUTEIHLHOTO
WJIM CUHTETUYECKOTO MPOUCXOXKICHUS.

2. UccnenoBanre SKBUBAJEHTHOCTH MaTepHAIOB W BIHMSHUE Ha MPOU3BOJICTBO
FOTOBOIO Marepuaja U BIUSHHE Ha XapaKTepUCTUKU (HAmpHUMep,
XapaKTePUCTUKHU PACTBOPEHHMS ) JICKAPCTBEHHOTO TIpernapara.

b.Il.B.4. I3menenue cunteza| Heobxomumbie | Joxymentsi u | [Ipomenypa
WIn MOJIy4eHUSs yCJIOBUS JAHHbIE
HedapMaKkoneitHoro

BCIIOMOTaTEeJIbHOTO ~ BEILECTBA

(ecnu onucaH B

PErHCTPAlMOHHOM J0ChE) WIH

HOBOTO BCIIOMOTATEIbHOTO

BELIECTBA

a) HECYLIIECTBEHHOE 1,2 1,2,3,4 1A
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HU3MCHCHHUC CHHTEC3a HJIN

MOJTyYeHUS
HedapMaKkoneitHoro
BCIIOMOTATEIHHOTO  BEIEeCTBA
WIn HOBOT'O

BCIIOMOTI'aTCJIBHOT'O BCIICCTBA

0) U3MEHSIOTCS
crienuPUKaAMK WM HUMEeeTCs
W3MEHEHHUE ¢buzuKo-
XUMHYSCKHUX CBOICTB
BCIIOMOTATEIbHOIO BEIIECTBA,
KOTOpBbIE MOTYT IOBJIMSATH Ha
KauyeCcTBO JIEKapCTBEHHOTO
npernapara

B) BCIIOMOTaTeJIbHOE BEIIECTBO
— OMOJIOTUYECKOE BEIIECTBO

) yIajieHue OJHOTro Ipoliecca

IIPOM3BOJICTBA

HedapMaKkoneitHoro

BCIIOMOTATEILHOIO  BEIIECTBA

(ecm OH oIucaH B 3,4 1,45 1A
PETHCTPAIMOHHOM JIOChE

JICKapCTBEHHOTO  TIperapaTta)

158105 HOBOTO

BCIIOMOI'aTCJIbHOT'O BEIICCTBA

YenoBus

1. Crioco6 cunTe3a u cnenuuKanud UACHTUYHBl U OTCYTCTBYIOT Kaue€CTBEHHBIC
U KOJIMYECTBEHHBIC M3MEHEHUS MPOodUis mpuMecei (MCKITIoYas OCTaTOYHBIC
pPacTBOPUTENH, TMPU YCIOBHU TOTO, YTO WX KOHTPOJb OCYIIECTBISCTCS B
COOTBETCTBUU C TPENETBHBIM COJACpPKAHUEM, YKa3aHHBIM B aKTaX OPraHoB
Coro3a B cdepe oOpalieHusi JIEKApPCTBEHHBIX CPEICTB) WM (U3UKO-
XUMHYECKHX CBOMCTB.

2. BcriomorarenbHOE BEIIECTBO HE SBIISIETCS aTbIOBAHTOM.

3. JlomkeH ocTatbcsi KAk MHHHUMYM OJIMH TIPOM3BOJICTBEHHBIN Ipoliece,
0/I00pEeHHBIN paHee.

4. UckmoueHrne HE JIOJDKHO OBITh CBSI3aHO C KPUTHYECKUMHU HEJIOCTaTKaMU
IPOU3BO/ICTBA.

JloxymeHnTanus

1. ITonmpaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3fesiaM) perucTpaliMoOHHOrO
JI0Che.

2. lannble aHanmu3a cepuil (B ¢opmaTte CpaBHUTEIHHOM TAONMIIBI) IO MEHBIIICH
Mepe 2 cepuid (MO  MeHbIIEH  Mepe  OMBITHO-NPOMBIILICHHBIX )
BCIIOMOTATEIBHOIO BEIIECTBA, MPOU3BEIEHHBIX C MOMOIIBIO CTAPOTO U HOBOTO
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IPOLIECCOB.

3.B COOTBCTCTBYIOIIUX CJy4dasaX OAaHHBIC TCCTa CpaBHHTCHBHOﬁ KHMHCTHUKHU

pacTBOpEHHUs JIEKapCTBEHHOTO Nperapara Mo MeHblled Mepe 2 cepuit (1o
MEHBIIIEl Mepe ONBITHO-IPOMBIIUICHHBIX). B OTHOIIEHHH JeKapCTBEHHBIX
PaCTUTENBHBIX MPENapaToB MOTYT OBITh JOCTATOUHBI JaHHBIE CPABHUTEIHHOM
pacnajgaeMocTH.

4, Konust omoOpeHHOM ¥ HOBOM (eclid  TPUMEHHMMO)  CIienrQpUKaImi

BCIIOMOTI'aTCJIIbHOIO BEIICCTBA.

5. HOI[TBCp)KI[eHI/IC 3as4BUTCIISA, YTO HMCKIIIOYCHUC HC CBA3aHO C KPUTUUCCKUMH

HCAOCTAaTKaMH IIPOU3BOJACTBA

b.11.r) KoHnTpons kauecTBa JIeKapCTBEHHOTO IIpenapara

b.IL.r.1. U3menenune
napaMeTpoB CHEelU(pUKAUN U
(unn) KPUTEpUEB
IPUEMIIEMOCTH
JIEKapCTBEHHOTO IIpenapara

HeoOxonumeie
YCIIOBHUS

JIoKyMeHTHI
JIaHHbIE

[Ipouenypa

a) y’KecToueHue KpUTEpHEB
NPUEMIIEMOCTH CTIeIU PUKAIN

1,2,3,4

1,2

0) y)keCTOYeHHE  KpPHUTEPHEB
PUEMIIEMOCTH
UMMYHOJIOTHYECKOTO
JICKapCTBEHHOT'O  Ipernapara
WIN TpenapaToB, MOTYYeHHBIX
U3 IUTa3Mbl YEJIOBEKAa, CEPHH
KOTOPBIX MOJICKAT BBITYCKY B
oOparieHue oUITATBHBIM
KOHTPOJIbHBIM OpraHoM
rocyJapcTBa-4icHa

1,2,3,4

1,2

[Any

B) 100aBJICHHE B
crienuuKanuio HOBOT'O
napaMmeTpa u
COOTBETCTBYIOIIIETO eMy
MeTroga W (W) METOJHMKHU
HWCHBITAaHUHU

I') UCKIIIOUEHHUE
HECYIIECTBEHHOTO TIapaMmeTrpa
cnemudukammu  (Hampumep,
UCKIIIOYCHUE yCTapeBIIEro
napameTpa)

1,2,7

1,2,4

1) I3BMEHEHHUE, BBIXOMSAIICE 3a
0J100peHHbIe KPUTEPUH
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IPUEMJIEMOCTH clielnpUKanui

€) UCKJIIOUEHHUE napamerpa
crienuuKanum, KOTOPBII
MOKET CYIIECTBEHHO
MOBJIUATH HAa  COBOKYITHOE
KayeCTBO JIEKapCTBEHHOTO
npenapara

) 100aBlieHUE WJIM 3aMeHa
napaMmerpa creuudukanuu u
COOTBETCTBYIOLIETO emMy
METOJIa HUCIILITAaHUN u3
cooOpaxeHuid  0e30MacHOCTH
WJIM Ka4uecTBa

3) OOHOBJIEHHE JOCBC, B TOM

YHUCJIC HOPMAaTHUBHOI'O
JOKyMCHTa II0 Ka4dyeCTBYy, C
OCJIbIO COOTBCTCTBHUA

HOJIOKEHUSIM ~ OOHOBJICHHOM
obmeit crarbn  dapmakonen
Coro3a wmm (B ciyyae
pEerucTpanuy JIEKapCTBEHHOTO
npemnapara B OJTHOM
rocyapcTBe-wIECHE)

dbapmakoren rocyJiapcTBa-
qJieHa (BKIIFOUAS
aKTyaJIu3allio  CChUIOK) Ha
JIeKapCTBEHHBIN Mpenapar <*>

1,2

[Any

1) BBEJICHHE UCTIBITAHUS
cornmacHo cratee Papmakoneun
Coro3a 2.1.9.14
«OIHOPOTHOCTH
JI03UPOBAaHHBIX €AMHUID)
BMECTO paHee OJ00pEHHOTO
3aperucCTPUPOBAHHOIO METOJIA
WIM  WCIBITAHUS  COTJIACHO
cratbe 2.1.9.5 «OnHOpOAHOCTH
Macchl € AMHULIBI
JIO3UPOBAHHOTO
JICKapCTBEHHOTO Mpenapara»

1,2,8

1,2,3

K) COKpaIleHue YaCTOTHI
PYTHHHBIX HCIBITAHHHA BILIOTH
0 WCKJIIOYCHHS] UCIBITAHUS
WK MIEPUOTUICCKUX

1,2,5
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WCTIBITAHU U (Hampumep,
MUKpPOOHOJIOIMYECKHE
UCIIBITAHUSA  JIEKAPCTBEHHOTO
npenapara).

J) I3MECHEHHUE TOKa3aTeled u
(nm) MpEETIOB
crienuuKanum
JIEKapCTBEHHOTO npenapara
st 0oJiee TOYHOIO OITMCAHUS
BHEIITHETO BHJIA
JIEKapCTBEHHOTO TIpermapara.

1,2
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VYcnoBus
1. 3meHeHue He ABISIETCS CIIEICTBUEM KaKOro-In0o 00s13aTeNbCcTBa, IPUHSATOTO

[0 pe3yJpTaTaM paHee MPOBEICHHBIX O3KCIEPTH3 C LEJIbI0 IepecMoTpa
KPUTEPUEB MPUEMIIEMOCTH crenuduKanuu (HampuMmep, B XOJA€ pPEerucTpanuu
JICKapCTBEHHOIO TIperapara Wik BHeCCHUH n3MeHenuit 1 tuma).

. I3MeHeHne He SBIAETCS  CIEACTBUEM  HENPEIBHUICHHBIX  CUTYallUW,
BO3HUKIIIUX B XOJI€ MPOU3BOACTBA (HAIpUMEp, HOBOM HEKBATH(PUIIUPOBAHHON
OPUMECH, H3MEHEHUs TMPEAesiOB COACpKAHUS CYMMBbl TNpUMECEW) WU
WCTIBITAHUH JIEKAPCTBEHHOTO Ipernapara.

. JIro6oe u3MeHeHue TOJDKHO YKJIabIBaThCS B IMANA30H TEKYIIUX 0JI00PEHHBIX
KPUTEPUEB MPUEMIIEMOCTH.

. Metonqnka ocrtaercss 0e3 W3MEHEHWH WA  HU3MEHEHUS  SABISIOTCA
HE3HAUYUTEJIbHBIMH.

. I3MeHeHne He 3aTparuBaeT Kakue-iaubo mpumecH (BKIIOYas TeHOTOKCUYHBIC)
WJIH pacCTBOpPEHUE.

. I3aMeHeHne  3arparuBaeT  OOHOBJIEHME  KPUTEPUEB  IMPUEMIIEMOCTH
MUKpPOOHUOJIOTMYECKMX KOHTPOJEH B IMEIAX COOTBETCTBHUS JICWCTBYIOIIEH
®apmakonee Corosa, a pu OTCYTCTBUU B Hel — B Papmakoriee rocygapcTBa-
YIE€Ha WM NpU OTCYTCTBUU B YKa3aHHBIX (papMakornesx — MHOW (apmakoriee
cornacHo KoHuenmuum rapMoHU3alMM, a TEKYIIUE 3apEeruCTPUpPOBAHHbBIC
KPUTEPUU TPUEMIIEMOCTH MHKPOOHOJIIOTMYECKUX KOHTPOJIEH HE BKIIOYAIOT
KaKhe-Tm00 JOMOJIHUTENIbHbIE KOHTPOJIM, BKJIIOYEHHbIE B cHelu(UKAIHIO,
noMHMO  (papMakonelHbIX TpeOOBaHMNH B OTHOLLEHUU OIpPEICICHHON
JIEKapCTBEHHOU (DOPMBI.

.[Mapamerp crneuudukanuu He 3aTparuBacT KPUTHYECKUI mapamerp,
HanpuMep:

KOJIMYECTBEHHOE OIpEEIICHUE

npuMecH (€ClIM TOJIBKO ONPEJEJICHHBIM pacTBOPUTENb OJHO3HAYHO HE
HCIIOJIb3YETCSl B IPOU3BO/ICTBE JIEKAPCTBEHHOTO Mpenapara)

JTH00YI0 KPUTHUECKYIO (PU3NYECKYIO XapaKTEPUCTUKY (YCTOMUMBOCTH TaOJIETOK
K DPa3laBIMBaHUIO M HCTHUPAEMOCTh TaOJETOK, HE MOKPBITHIX O00O0JIOUKOH,
pa3Mepsl, u JIp.)

710001 3ampoc Ha MPOITYCK UCTIBITAaHUS

. [Ipennaraempiii KOHTPOJb TMOJHOCTHIO COOTBETCTBYeT Tabmuie 2.1.9.14.-1
cratb @apmakonen Coro3a «OIHOPOAHOCTH JAO3UPOBAHHBIX EAUHUID U HE
BKJIIOYAET B ce0s aJbTEpHATHUBHbBIE MPENJIOKEHUS UCTIBITAHUI OJTHOPOAHOCTH
C HUCIOJB30BaHUEM PacUYeTHO-MAacCOBOro croco0a BMECTO Crocoda MpsMOro
OTpeieIeHNs, €CIIU TOCIEeIHUI YKa3aH B BbIllIeyKa3aHHON TaOiHIIe.
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JloxymeHnTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY paslery (pasaenamM) peruCTPalmOHHOTO
J10Che.

2. CpaBHUTENbHAS TAOIUIA TEKYIIMX U MIpearaeMblx crienupuKanui.

3. JlanHple aHanmW3a ABYX NPOMBIIUICHHBIX Cepuil (B OTCYTCTBHE JOJDKHBIX
000CHOBaHMM J1s1 OMOJIOTUYECKUX aKTUBHBIX (papMalieBTHUECKUX CyOCTaHIU
— 3 cepun) JEKapCTBEHHOIO IpernapaTa 1o BCeM MapaMeTpaM CHerUpUKaIIH.

4. O6ocHOBaHKE (OLIEHKA PUCKOB), MOJATBEPXKAAIOIIEE, YTO MapameTp SBIAETCA
HE3HAYUMBIM.

5. O0ocHOBaHUE (OLIEHKAa PUCKOB), MOATBEPXKJIAIOIEE, YTO YACTOTa HMCIBITAaHUIM
10 TapaMeTPy MOXKET ObITh U3MEHEHA.

[Ipumedanue <*> |ecaM B PErUCTPAlMOHHOM J0Che M (WJIM) HOPMATHBHOM

JIOKYMEHTE 10 KauecTBY 3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOTO TIpenapaTa yIOMHHAETCS «TEKyIee u3gaHue
(meicTByrOIIIEE A3IaHUE B COOTBETCTBUH c

3aKOHOJATENIbCTBOM  TOCYAAapCTBa-4iI€Ha)»  OTCYTCTBYET
HEO0OXOJIMMOCTh B YBEJAOMJIEHHH YIOJHOMOYEHHBIX OPraHOB
00 oOunoBinenHoit cratbe @apmakoren Coro3a WU
dbapmakonen TrocymapcTBa-wieHa (B clydae perucTpanuu
JIEKapCTBEHHOTO Mpenapara B OJHOM rocyaapcTse-uiene). B
CBS3M C OTUM TaKO€ U3MEHEHUE MPUMEHSIETCS TpHU
OTCYTCTBUU yIIOMUHAHUS OOHOBIEHHOW (apMaKomeiHon
CTaThbll B PETHCTPAIMOHHOM JI0Ch€ U (MJIM) HOPMATUBHOM
JOKYMEHTE I0 KayecTBY, a M3MEHEHHUE OCYILIECTBIISIETCS B
IEJISIX BKIIFOUEHHUS YIIOMUHAHUSI OOHOBJIEHHOM BEPCHUHU.

b.IL.r.2. U3meHeHue Heo6xomumeie | Jlokymentsl u | Ilpomemypa
AHATUTUYECKOU METOJIUKHU YCIIOBHUS JTaHHBIE
JIEKapCTBEHHOI0 Ipenapara

a) HE3HAYUTEIIbHbIE
A3MEHCHUS YTBEPKJICHHOMN 1,2,3 1 IB
aHAJIUTHYECKON METOIUKHU

0) UCKITIOUEHHUE
aHAIIUTHYECKOM METOIUKH,
€CIM  aJlbTepHAaTUBHAs  €H
METOAMKa yKe 0JI00peHa

B) U3MEHEHUE (3ameHa)

OHMOJIOrHYECKOTO

(MMMYHOJIOTMYECKOTO,

UMM YHOXUMHUYECKOTO) B B I
UCTIBITAaHWST WJIUM METOJa, B

KOTOPOM UCTIONB3YeTCS

OMOJIOTMYECKUI pEaKTHUB, WU
3aMeHa OHMOJIOTUYECKOTO
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npenapara  CpaBHEHUs, HeE
OXBAUYEHHOTO YTBEPKIACHHBIM

MIPOTOKOJIOM
T') IpOYHe U3MCHEHUS

aHAJTUTHICCKOU METOIUKU 1
(BkiIFOUass J00aBIICHUE WU

3aMEHY)

1) OOHOBJICHUE
AHAIMTUYCCKON METOJIUKU B

LENISX COOTBETCTBUS
OOHOBJICHHOM OOIEH cTaTthbeH
®apmakonien  Coroza  win 1,2,3,4 1 1A
dbapmaxormnei rocyaapcTBa-

wieHa (Ipu  pErucTpaluu
JIEKapCTBEHHOIO Ipenapara B
OJTHOM T'OCyJIapCTBE-UJICHE)

e)B HEIAX OTpaKEeHUS
COOTBETCTBHUS dapmakorien
Coroza wnmm  (apmakonen

rocyaapcTBa-ujieHa (mpu

pEerucTpary JeKapCTBEHHOTO

npenapara B OJTHOM 1,2,3,4 1 1A
rocyJIapCTBe-4YJICHE) 151

UCKITIOUCHUS YIIOMUHAHHUS

yCcTapeBIIeit coOCTBEHHOM

AQHATMTHYECKON METOJIUKH U €€

HOMepa <*>

YcnoBust

1. [lpenensl  comepkaHuss CyMMBI TIpUMECE HE HM3MEHIINCh, HOBBIE
HEKBAM(UIIMPOBAHHBIC IPUMECH HE OOHAPYKECHBI.

2. OTCYTCTBYIOT CYIIECTBEHHbBIE U3MEHEHHS, BIUSIONIUE HA BOCIIPOU3BOIUMOCTD
aHAJIUTHYECKON METOIUKH.

3. Meton wucnblTaHusT HE SBISIETCS OHMOJNIOTMYECKUM (MMMYHOJIOTHYECKUM,
UMMYHOXUMUYECKUM)  WJIH  METOJOM, B  KOTOPOM  HCIOJB3YEeTCS
OMOJOrMYECKUIl peakTHB (3a HCKIOYEHHEM CTAHJIAPTHBIX (apMaKONeHHbIX
MUKPOOHOJIOTHYECKUX METOOB).

4. 3aperucTpupoBaHHasi aHAIIMTUYECKAsT METOJIUKA YK€ CChUIACTCS Ha OOIIYIO
cratbto @apmakonen Coro3a win (apMakonen TrocynapcTBa-ujieHa (mpu
perucTpanuu JEKapCcTBEHHOrO Mpernaparta B OJHOM TocyJapcTBe-ujieHe), a
M00bIe WU3MEHEHUS SIBIISIOTCS HE3HAUYMMBIMU M TPEOYIOT TEXHUYECKOTO
OOHOBJIEHMSI PErMCTPALIMOHHOTO JJOChE.
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JloxymeHnTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY paszeny (pas3aenaMm) pEerucTpPaliOHHOTO
J0Che, BKJIOYasi OIMCAaHWE AaHAIUTUYECKOM METONUKH, MEepPecMOTPEHHbIE
crienupuKaIMKy Ha MPUMECH (€CIIU TPUMEHHIMO).

[Tpumeuanue <*> |Eciu B J0Cbe 3aperUCTPUPOBAHHOTO  JIEKAPCTBEHHOT'O
npernapaTta ynoMHUHAETCsl «TEKylllee U3AaHue (IercTByrolee
W3/IaHUE B COOTBETCTBUU C 3aKOHO/IATEIILCTBOM TOCyAapCcTBa-
YJieHa)», HEOOXOAUMOCTh B YBEJOMJIEHUN YIOJHOMOYEHHBIX
opraHoB o0 oOHoBieHHOU cTaThe Papmaxonen Coroza WU
(hapMakorien rocyiapcTBa-ujieHa OTCyTCTBYET.

b.1L.r.3. 3meHeHue, Heo6xomumeie | Jlokymentsl u | Ilpomenypa
3aTparuBaroniee BBCJICHUE YCIOBHUS JTAHHbBIE
BBIITYCKA B p€ajJbHOM BPEMEHHU
WIN BBIIIYCKa IO MapameTpam
npu MIPOU3BOJCTBE
JIEKapCTBEHHOT0 Ipenapara

b.I1.x) Cucrema ynakoBku (YKyHOpPKH)

b.Il.a.1. Usmeuenue Heo6xomumeie | Jlokymentsl 1 | Ilpomemypa
TePBUYHOMN YIIaKOBKH yCJIOBUS JTAHHBIE
JIEKapCTBEHHOTO Mpenapara

a) KAYECTBEHHBIH ©  (WIH)

KOJINYECTBEHHBIN COCTaB
Marepuaja CUCTEMbI yITaKOBKH
(YKyTIOpKH) IIEPBUYHOMN
YIaKOBKHU
1. TBepanie JIEKapCTBEHHBIE
pA P 1,2,3 1,2,3,4,6 IA
(bopMbI
2. Msarkue W HeCTEepPWIbHBIC
JKUJIKHE JIEKapCTBEHHBIC - 1,2,3,5,6 IB

hopMbI

3. CrepuiibHbIE
JIEKapCTBEHHBIC Tpenaparbl |
OMOJIOTHYECKHE
JIEKapCTBEHHBIC MTPETapaThl

4. IameneHue 3aTparuBacT
YIaKOBKY, 001a1aI01TYI0 I
MEHBIIIUMHU 3alTUTHBIMH

CBOMCTBaM npu
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OJIHOBPEMEHHBIX HM3MEHEHUSX
YCIOBUM XpaHeHUuss u (WUIn)
COKpAILIEHUU CPOKa T'OJTHOCTH

0) U3MEHEHHE BUA
NEPBUYHOM  YHNAKOBKHU WM
nmo0aBiIeHHE  HOBOIO  BHIA
IIEPBUYHOMN YIIAKOBKHU

1. Tsepneie, MATKHE 51
HECTEPHUIIbHBIC JKUIKAE — IB
JIeKapCTBEHHBIE (POPMBI

o
o
\l

2. CTepusibHbBIC
JICKapCTBEHHBIC TpenapaThl H
OnoIoruYecKue
JICKapCTBEHHBIC TIPENapaThl

3. Ucximrouenne BHIA
HEPBUYHON YIIaKOBKH,
KOTOPO€ HE NPHUBOIWT K
MOJTHOMY UCKIIOUYEHUIO
JTO3MPOBKHU WU
JIEKapCTBEHHOM (DOPMBI

YcenoBus

1. I3meHeHue 3aTparuBaeT TOJBKO OJIMH U TOT K€ BHJ YINAKOBKU (HAmpUMep,
onuctep Ha OIHCTED).

2. 1o 3HaUYMMBIM CBOWMCTBAM IMpeajiaracMblii yIIaKOBOYHBIM MaTepHall JIOJKEH
OBITH 110 MEHBIIICH Mepe SKBUBAJICHTHBIM OJI00PECHHOMY.

3. Hauatel COOTBETCTBYyIOIIIME HCCIEIOBAHUS CTAOMIBHOCTA W 3asBUTENIEM Ha
MOMEHT BBEJCHHUS HM3MEHEHUN TMpOaHATMU3UPOBAHBl COOTBETCTBYIOIINE
napaMeTpbl CTaOUILHOCTH HE MEHEE YeM Ha 2 OMBITHO-TIPOMBIIUICHHBIX WU
MIPOMBIIIJICHHBIX cepusix, B ero pacnopsKeHUN HaXOJIATCs
YOBJIETBOPUTEIIbHBIC PE3YIIHTAThI 10 MEHBIIIEH Mepe 3-MECSUYHOTO U3YyUCHUS
crabunpHocTH. OfHAKO, €CNM TpeajiaraemMasl ynakoBka Oojiee ycToiumBa 1o
CpPaBHEHHIO C OJOOPEHHOW, TO 3-MeCSuHbIe JAaHHBIE MO CTAOMILHOCTH HE
TpeOyroTcs. VccnenoBanusi MOMKHBI OBITH 3aBEPIICHBI, €CIM UX PE3YJIbTAaThl
HE YKJIQJIBIBAIOTCS B CHENU(DUKAIIMY UIH MOTEHIIMAIBHO MOTYT HE YJIOKHUTHCSA
B cnenuduKauu Ha KOHEI[ CPOKa TOJHOCTH, AEpKaTellb PETUCTPAIIHOHHOTO
YAOCTOBEpeHHsI 00s3aH COOOIINTH YIMOJHOMOYEHHOMY OpraHy Hapsay cC
MPEIIara€MbIM IIJIAHOM JECUCTBUM.

4. OcraBmasics ¢popma ((popmbl) BBITyCKa JIGKAPCTBEHHOTO Mpernapara J0KHA
OBITh JIOCTATOYHA JJIS BBITIOJIHEHUS PEKOMEHJANMA IO JIO3UPOBAHUIO U
MPOJODKUTEIIBHOCTH  JICYCHHUS, YKa3aHHBIX B OOIIEH XapaKTepHUCTHKE
JIEKapCTBEHHOTO TIpernapara.
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JloxymeHTanuus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3aeiiaM) PperucTpalroHHOrO
J0Che.

2. HeoOxonuMble JaHHbIE O HOBOW YIaKoBKE (HAampuUMeEp, CpPaBHUTEIbHbBIE
JaHHBIC TI0 POHHUIIAEMOCTH, HarpuMmep, s O,, CO,, Bnaru u T.1.).

3. B cooTBeTcTByOmMX ciaydasx HEOOXOJIMMO MPEICTABUTH IOITBEPKICHUE
TOTO, YTO B3aMMOJEHCTBUE MEXKIY COACPKUMBIM U  YINAKOBOYHBIM
MaTepHaJoM HE NPOUCXOAUT (HAmpUMEpP, OTCYTCTBYET I€pEMEIIECHUE
KOMIIOHEHTOB IIPEJJIaraéMoro marepuajga B €ro COAEPKUMOE, KOMIIOHEHTHI
JIEKapCTBEHHOT0 TMperapaTa HE IMepexoAsT B  YNAaKOBKY), BKIOuas
NOJTBEPK/ICHHE TOT0, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOLIUM
(hapMakomneiHpiM TpeOOBaHUAM WM akTaMm opraHoB Coro3a 0 06€30macHOCTH
MaTepUaIoB KOHTAKTUPYIOLIUX C MUIIEBOM MPOAYKIIUEH.

4. [lexnapanus Jep)kKatenss PEerucTpalioHHOTO YAOCTOBEPEHHUS, YTO HayaThl
TpeOyeMble UCCIIEAOBaHUsI CTAOMWIBHOCTH (C YKa3aHMEM HOMEpPOB CEpHil) u
9TO0 (B COOTBETCTBYIOIIMUX CIydasiX) Ha MOMEHT BBEICHUS HM3MCHCHHI B
pacmopshDKEHUM  3asBUTENS  HAXOAWIUCh  TpeOyemble  MUHUMAaJbHBIC
yIIOBJICTBOPUTENIbHBIC JaHHBIC 10 CTAOMIBHOCTH; U YTO UMEIOLIUECS JaHHbIC
HE CBHJETEIbCTBOBAIM O Kakou-mumbo mpodbimeme. HeoOxomumo Takxke
MPEICTaBUTh MOJATBEPXKIIEHNUE TOTO, YTO HCCIEAOBaHUS OYIyT 3aBEPIICHbI, U
YTO €ClM pe3yibTaThl He OYyIyT YKIAIbIBAaThCS B CHeUU(UKAIUN WU
MOTEHIIMAJILHO MOTYT HE YJIOXHUThCS B cHeUu(UKAIMM Ha KOHEL CpoKa
TOJHOCTHU, JAEpXKaTellb PErHCTPAIlMOHHOIO yJIOCTOBEpEHUsl 00s3aH COOOLIUTH
YIIOJIHOMOYEHHOMY OpTraHy Hapsiy C MpejiaracMbIM IJIaHOM JIEHCTBUN.

5. Pe3ynbpTaThl uWcclenOBaHUMN CTAOWJIBHOCTH IO 3HAYMMBIM  [apameTpam
CTa0MWJIBHOCTM HE MEHee YeM Ha 2  ONBITHO-IPOMBIIUICHHBIX HIH
MPOMBILIJICHHBIX ~CEpPUSX, OXBaThIBAIOIIMX HE MeHee 3 MecAleB, Hu
MOATBEPKJACHUE TOTO, YTO YKa3aHHBIE HCCIEAOBAHMUS OyIyT 3aBEpIICHBI U
€CIM  pe3ynbTaThl HE OYyIyT VYKIaAbIBaThCA B CHEUU(PUKALNUU WU
MOTEHIIMAJILHO MOTYT HE YJIOXHUThCA B crenuuUKalMM Ha KOHELl CpoKa
TOJHOCTH, JAepKaTeilb PErUCTPALMOHHOTO YAOCTOBEPEHHs 00s3aH COOOIIUTH
YIOJHOMOYEHHOMY OpPTaHy Hapsay ¢ Mpe/jiaraéMbiM IJIaHOM JEHCTBUI.

6. CpaBHEeHHE TEKYUIMX M IpeJjiaraeMbiX creuu@uKalnuii nepBUYHON YMaKOBKH
(ecnu MPUMEHUMO).

7. ITpu HeoOxomuMocTH GoTO U (WIIM) CXEeMAaTUYECKUH PUCYHOK HOBOW CHCTEMBI
YHaKOBKH (YKYTIOPKH).

8. lexnapauus aepxaTess perucTpallMOHHOTO YAOCTOBEPEHHMSI, YTO OCTABIIUMNCS
pasmep (pa3Mmephl) YHNAKOBKH COOTBETCTBYET PEXHUMY JO3UPOBAHUSA W
MPOJOKUTENIBHOCTH ~ JIGYEHHs] W JIOCTATOYHBl  JUJIi  BBINOJHEHUS
pEKOMEHAAIMI M0 J03MPOBAHUIO, MPHUBEACHHBIX B OOIIEH XapaKTepUCTUKE
JIEKapCTBEHHOT 0 IIpenapara.

[Tpumeuanue |[dnsa B.I1.JI.1.6) — ecnu u3mMeHeHHe MPUBOJUT K «OOpa30BaHUIO
HOBOM JICKapCTBEHHOU (HOPMBI», TO TaKoe M3MEHEHue Tpedyer
M0JIa4M 3a5IBJICHUS O PACUIUPEHUN PETUCTPALIUH.

b.II.n.2. U3menenue HeoOxomumeie | Jlokymentsl u | IIpouemypa
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napaMeTpoB crenuuKanuu u
(nnn) KPHUTEpHUEB
IPUEMIIEMOCTH NEPBUYHOMN
YIIaKOBKU JIEKapCTBEHHOTO
npenapara

yCJIOBUS

JTaHHBIC

a) y)KECTOUEHHE  KpUTEPHUEB
MPUEMIIEMOCTH CIIEI(UKAITIH

1,2,3,4

1,2

0) nobaBiieHue B
crienupuKamio HOBOI'O
napameTpa u
COOTBETCTBYIOLIEH eMy
aHAITUTHYECKON METOIUKHU

1,2,5

1,2,3,4,6

B) UCKJIFOUCHUE
HECYIIIECTBEHHOTO TapameTpa
cnenuukanuu  (Hampumep,
UCKITIOUEHUE yCTapeBILIET0
rnapamerpa)

1,2

1,2,5

r) 1oOaBiIeHUE WJIM 3aMEHa
napaMeTpa CrernupuKauy 13
cooOpakeHUH  0E30MMacCHOCTH
WJIM Ka4eCcTBa

1,2,3,4,6

1) pacIIupeHue KpUTEPHEB
MIPUEMIIEMOCTH ISl TapamMeTpa
«oOmras TOJILIIAHA)
onucTepHOn donbru
(MOKPBIBHOM  aJIFOMUHUEBOMU
(GoJIbru) MepBUYHON YIAaKOBKHU
TBEPJBIX JIEKapCTBEHHBIX
¢hop™M, BBI3BAHHOE PA3HUIICH B
KOJIMYECTBE HaHOCHMOTI'O
MaTepuala TPYHTOBKHU

6,7

YcmnoBus

1. U3menenue He SABISICTCS CIICACTBUECM KaKoT0-JIN00 O6H3aTeHBCTBa, IIPpUHATOI'O

[SalE

IO Pe3yJIbTaTaM paHee MPOBEJACHHBIX DKCIIEPTU3 C LIEIbI0 aHAIN3a KPUTEPHUEB
NpUEeMIIEMOCTH  crieuudukanuu  (Hampumep, B XOJ€  perucTpauuu
JIEKapCTBEHHOIO Mpernapara Uiu BHeceHuu n3MeHenui Il tumna).

. I3amenenue HE ABIISICTCA CJIICACTBUEM HCMIPCABUACHHBIX CHTyaHHﬁ,

BO3HHUKIIHX B XO0€ IMMPOU3BOACTBA.

. JIro6oe u3MeHeHne JOJDKHO YKIIAJbIBAThCS B JUAIA30H TEKYIIUX OJ0OPEHHBIX

KpUTEPHUEB MPUEMIIEMOCTH.

. AHamuTH4YecKasg METOAUKA HE U3MEHAETCS WA U3MEHAETCI HE3HAYUTEIIHLHO.
. HoBasg MeToamka WCHBITAaHMS OCHOBaHa Ha OOIMX MeETOoAax aHaJiu3a,

onucanHbix B @apmakonee Coroza min dapmakonee rocynapcrBa-ujieHa (B
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Cllyyae pEerucTpaluy JIEKapCTBEHHOrO Ipernapara B OJHOM TOCYJapcTBe-
wiene) (Hanpumep, BOXKX, cnekrpodoromeTpus, THTpUMETPUS U TIP. ).

6. Matepuan rpyHTOBKH HE U3MEHSIETCS.

/. HauaTbl COOTBETCTBYIOIIME HCCIEAOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C
aktamu opraHoB Coro3a B cepe oOpalieHus JeKapCTBEHHBIX CPEJCTB HE
MEHEE Y€M JABYX OINBITHO-IIPOMBIIUIEHHBIX WJIM IPOMBILUIEHHBIX CEpUil. DTH
UCCIICIOBAaHUSl  JIOJDKHBI  OBITH  3aBEpIICHBI, a JaHHbIE HEMEJJICHHO
MpeACTaBICHBl YIOIHOMOUYECHHBIM OpPTraHaM, €CJIM OHU BBIXOJST 3a MPeebl
cnenuuKkanuii Wi MOTEHIMAIBHO BBIMAYT 3a Mpenenbl creudduranuii B
KOHIIE 0JJOOPEHHOT'0 CPOKa TOJAHOCTH.

JlokymeHTauus

1. ITonpaBka K COOTBETCTBYIOLIEMY pazjeny (pas3aenam) perucTpariOHHOTO
J0ChE.

2. CpaBHHTEIBHAS TAOIUIA TEKYIINX ¥ MIPEAJIAraeMbIX Crienn()UKAINN.

3. IlogpobHoe onucaHue HOBOM aHAJIUTHYECKOH METONMKH M JaHHbBIE II0
BaJIMJIAIMH (B COOTBETCTBYIOLIMX CIIydasix).

4. JlanHble aHaJIM3a ABYX CEpUil YIIAaKOBOYHOIO MaTepHalia Mo BCEM MapaMeTpam
(mokazarensaM) crienupruKaIum.

5. ObocHOBaHuE (OLIEHKa PHCKOB), MOATBEPIKAAIOIINE, YTO MapaMmeTp SBIISETCS
HE3HAYUMBIM.

6. OOocHOBaHME  HOBOTO  MapaMeTpa  CrlenupuKamuid W KPUTEPHEB
IPUEMIIEMOCTH.

7. IlogTBepxieHnEe Hayaja COOTBETCTBYIOLIUX HMCCIENOBaHHM CTaOMJIBHOCTH B
COOTBETCTBUU € akTamH opranoB Coro3a B cpepe oOpalieHus JIeKapCTBEHHbIX
CPEICTB HE MEHEE YeM JIBYX ONBITHO-IIPOMBIIUIEHHBIX WJIN MPOMBIIUIEHHBIX
cepuil.

b.11.x.3. 3meHeHue Heobxonumeie | Joxymentol u | [Ipouemypa
AHAIUTUYECKON METOIUKH IS yCIIOBUSA JTaHHbIE
MIEPBUYHOMN YIIAKOBKH

JICKApCTBCHHOI'O IIpCIiapara

a) HE3HAYUMBbIE U3MEHEHUS
OJIOOPCHHOW  aHAJUTUYECKOU 1,2,3 1,2 1A
METOIUKH
0) mpouwe U3MEHEHUS
QHATUTUYECKOMN METOIUKHU
A 1,3,4 1,2 IA
(BKITIOYast 3aMeHy WIH
n00aBIICHHE)
B) UCKIIIOUEHUE
QHAJIUTUYECKOM METOJUKH, 5 1 IA

ecayM  ajlpTepHAaTHUBHAasA  eu
METOJMKA YXKe 0100peHa
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YcnoBus

1. CornacHo cooTBeTCTBYIOIIMM akTaM opraHoB Coro3a B cdepe oOpamieHus

JICKApCTBCHHBIX CpCACTB,

IIpOBCACHA

HeoOxoaumas

BaJIMIALHA,

MOJITBEPIKIAt01Iast, YTO OOHOBJICHHAs aHAIUTUYECKAas METOAMKA MO MEHbIIEH
Mepe SKBUBAJICHTHA MPEIBITYIICH.
2. Meton aHanu3a He M3MEHWICS (Hampumep, U3MEHEHHE UIMHBI KOJOHKU WU
TEeMIIepaTyphbl, HO HE APYyrasi KOJIOHKA WX METON).
3. Hu onuH HOBBII MeTOJ UCHBITAaHWS HE OCHOBAaH Ha HOBOW HECTAHIAPTHOU
METOJIMKE WM CTAaHAapTHOW METOHKE, HCIIOIh3YEeMOU ITO-HOBOMY.
4. AxtuBHas (apmaieBTHUYECKass cyOcTaHIms (JICKApCTBEHHBIN IIpemapaT) He

SIBJISIOTCSI OMOJIOTHYECKHUMH.

5. AnbTepHaTHBHAs aHAMTUYECKash METOAMKaA JJIs mapamerpa creuudukanuu

yKe 0J100peHa.

JlokymeHTauus

1. IlorpaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3aeiiaM) PperucTpalioOHHOTO

JOCKC.

2. CpaBHI/ITGJIBHBIC PE3YJIbTAaThl BaJlWAAllUW WIIH, IMPU HAJIUIUH O6OCHOB3,HI/I$I,
CPAaBHHUTCIIBHBIC PC3YJIbTAThl aHA/IN34, IMOATBCPIKIAAOMINUE TO, YTO TCKYLICC U

npeajraracMoc¢ HCHLITAHUC OSKBHUBAJICHTHBI.

Hacrosimee TpeOoBanue He

MMPHUMCHACTCA, CCIIN I[O6aBJ'I$ICTC$I HOBas aHAJIUTHYCCKas MCTOJUKA.

b.Il.n.4. Usmenenne  opmbl
WIM  pa3MepoB CUCTEMBI
YIIAKOBKH (YKynopKH)
IIEPBUYHOMN yIIAKOBKHU

HeoOxoanmeie
YCIIOBUS

JIOKyMeHTHI
JTaHHbIE

[Ipouenypa

a) HECTEPUJIbHbBIC
JIeKapCTBEHHBIC MpenapaThl

1,2,3

1,2, 4

0) u3mMeHenue  (GopmMbl  UIHU
pa3MeposB 3aTparuBaeT
KITFOUEBBIC MOKa3aTenu
YIIaKOBOYHOTO MaTepuaa,
KOTOpbIE MOTYT CYIIECTBCHHO
TIOBJIUSITh Ha JIOCTaBKY,
MpUMEHEeHHe,  0e30MacHOCTh
15810 CTaOMIBHOCTh
JIEKapCTBEHHOTO TIpernapara

B) CTepUJIbHbIC
JIEKapCTBEHHBIE MTpeNapaThl

1,2,3,4
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YcnoBus

1. KayecTBEeHHBI U KOJMYECTBEHHBI COCTaB MarepHalla NEPBUYHOM YNAKOBKHU

HC N3MCHUIJICA.

2. I3MeHeHHe He 3aTparuBacT KIIIOYCBBLIC ITOKA3aTC/IM KAa4UCCTBA YIIAKOBOYHOI'O

mMarcpuajia, KOTOPBIC MOI'yT IMOBJIUATHL Ha  JOCTaBKYy, JIIPHUMCHCHHC,
0€301aCHOCTh MJIM CTaOMIBLHOCTD JICKAPCTBCHHOTI'O IIpCIiapara.

3. HpI/I HU3MCHCHHHU CB06OI[HOI‘O IMpOCTPaHCTBa HWJIIM HU3MCHCHHH OTHOIICHHUA

IMOBCPXHOCTH K 06’beMy Ha4daThl COOTBCTCTBYIOIIIHC HCCJIICA0BAaHUA

CTaOUIIBHOCTH; MPOaHaIN3UPOBAHBI COOTBETCTBYIOIIUE napaMeTpsl
CTaOMJILHOCTH HE MEHee 4YeM Ha 2 OINbITHO-NPOMBINUICHHBIX (s
OMOJOTUYECKUX  JICKAPCTBEHHBIX  IpemaparoB — 3 cepusx) WIU

MPOMBINIICHHBIX ~ CEPUSAX; B  PACTIOPSIKCHUM  3asBUTENST  HAXOJSATCS
yIIOBJIETBOPUTEIIbHBIC PE3YJIbTATHI 10 MEHBIIEH Mepe 3-MeCAYHOTO M3yUeHUs
CTAaOMIBHOCTH (111 OMOJIOTMYECKUX JICKAapCTBEHHBIX IMpernaparoB — 6-
MecsigyHoro). [lonTBepkaeHne TOro, YTO MCCIEIOBAaHUS OYAyT 3aBEepIICHBI U
€CJIM Pe3yNbTaThl He OYIyT YKIAABIBAThCS B CHEIMUPUKANMHA WIA MOTYT
MOTEHIIMAJILHO HE YJIOXKUTbCA B CHEIU(UKAIMM HA KOHEIl CPOKa T'OJHOCTH,
JepXKaTelb  PETUCTPAIMOHHOTO  YAOCTOBEpEeHHs  00si3aH  COOOIIUTH
YIIOJTHOMOYEHHOMY OpTraHy Hapsiay ¢ mpeiara€MbIM IJTAHOM JICMCTBUM.

JoxymeHTanus
1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3aesiaM) PperucTpalroOHHOrO

J0Chbe, BKJIIOYAs OMHMCaHWe, NOAPOOHBIM YepTeXK M COCTaB MaTepuaia
MEPBUYHON YMAaKOBKM WJIHM YKYIMOPKH, a Takke MepecMoTp HH(opMmanuu o
JIEKapCTBEHHOM IIpenapare.

2. [Tpu HeoOxoaumMocTH GOTO U (W) CXeMATUYECKUI PUCYHOK HOBOHM YITAKOBKU

(YKYyTIOpKH)

3. HpOBG}IGHBI IMOBTOPHBIC BAJIMAAIIMOHHBIC HuccijieaoBaHuAa CTCPUIIbHBIX

Mpenaparos, TOIBEPraroLInuXCst (buHUIITHON CTEpWIN3ALIAH. B
COOTBETCTBYIOIIMX  CIy4asX HEOOXOAMMO  yKa3aTh HOMEpa Cepui,
HCIIOJIb30BAHHBIX B BAJIMIALMOHHBIX UCCIIECIOBAHUSX.

4. [Ipu n3MeHeHUH CBOOOJHOTO MPOCTPAHCTBA MM OTHOIIEHHS] MOBEPXHOCTH K

o0beMy JeKiIapanus JAepiKareisi PErucTPAlMOHHOTO YIOCTOBEPEHHUS, YTO
HayaThl TpeOyeMbIe HCCICAOBaHUS CTaOMIBHOCTH (C yKa3aHHEM HOMEpPOB
cepuil); U 4YTo (B COOTBETCTBYIOIIMX CIIy4yasix) HAa MOMEHT pealu3aluu
yBenomiieHus: 00 nu3meHnenuu [A Tumna u mojgayu yBenoMJeHUs 00 U3MEHEHUU
IB Tuna B ero pacnopspKEHUHM HAXOIATCS YJIOBJIETBOPUTEIbHbBIC PE3YyJbTaThl
M3y4YeHHUs CTaOMILHOCTH; M UTO UMEIOIIHMECS JaHHbIC HE YKA3bIBAIOT HA KaKue-
60 npobiemsl. HeoOxoanmo Takke MpecTaBUTh MOATBEPHKACHUE TOTO, YTO
uccleoBaHusl OyAyT 3aBepIICHbl, M €CIH pPe3yJdbTaThl HE OyayT
VKJIQIBIBaThCA B CHEIU(PUKANNNA WIH MOTYT MOTCHIIMAIBHO HE YJIOXKHUTHCS B
cnenuduKanuy Ha KOHEI[ CPOKa TOAHOCTH, JACp)KaTellb PErUCTPAIMOHHOTO
yIOCTOBEpEHUsI O00s3aH COOOIUTH YIMOJTHOMOYEHHOMY OpraHy Hapsay cC
MpeJIaracMbIM IUIAHOM JEHCTBUM.

b.ILn.5. U3menenne  ¢opmbr| Heobxonumere | Jloxymentsi u | Ilponemypa

BBIITYCKa JICKAaPpCTBCHHOT'O YCJI0BHA JaHHBIC
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rpernapara
a) I3MCHCHHE KOJINUECTBA
€INHUI] JIEKapCTBEHHOM

dbopmbl (Hampumep, TaOJIETOK,
aMITyJ U T. [I.) B YITAKOBKE

1. I3meHeHne yKJIaJpIBaeTCs
B OJIOOpCHHBIM  JHWANa3oH

KOJIMYECTBA  JIEKAPCTBEHHOMU 1,2 1,3 [Any
dbopmel  (umcima  703) B

yITaKOBKE

2. IsMmenenne HE

YKJIQIBIBACTCS B OJI0OPCHHBIN

JHaITa3o0H KOJIMYECTBA 1,2, 3 IB
JICKapPCTBECHHOM bopMbI

(urcna 103) B yaKoOBKe

0) uckroueHre (popM BBITTyCKa 3 1,2 [Any

B) HU3MCHCHHUC HOMMHAaJIbHOM

MAacChI (HOMHHAJBLHOTO

o0Bbema) CTEPUIIbHBIX

MHOT0/I03HBIX (mmm

OJTHOJIO3HBIX C  YaCTHUYHBIM

W3BJICUCHHUEM ) — — 1
MapeHTEePATBHBIX

JIEKAPCTBEHHBIX IIpEnapaToB U
OMOJIOTUYECKUX MHOTOJIO3HBIX
MapeHTEPAIbHBIX
JIEKApCTBEHHBIX MTPENapaToB

I') ©3MEHEHHE  HOMUHAJIbHOU

MaCCBI (HOMUHATBHOTO
o0bemMa)  HemapeHTepaTbHBIX
MHOT'0JTIO3HBIX (mmm — 1,2, 3 IB

OJHOJIO3HBIX € YAaCTUYHBIM
W3BJICUCHUEM) JIEKAPCTBEHHBIX
MpEenaparoB

YcnoBus

1. HoBeIil pa3mep ymakOBKHU JIOJDKEH COOTBETCTBOBATH PEXXUMY JO3UPOBAHUS U
MPOJOJKUTEIILHOCTH  JICUCHHUs, YKa3aHHBIM B OOIIEW XapaKTEepPUCTHKE
JIEKapCTBEHHOT 0 Ipenapara.

2. Marepuan nepBUYHOMN yIMaKOBKH HE U3MEHSIETCH.

3. OcraBmmecss (GopMbl BBITYCKa TO3BOJSIOT BBHIMOJHUTH PEKOMEHIAIUU TIO
JO3UPOBAHUIO W  JJIUTEIIBHOCTH  JICYCHMs, yKa3aHHble B  oOmiei
XapaKTEPUCTUKE JIEKApCTBEHHOTO Mpenapara.
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JloxymeHTanuus
1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pa3fenaMm) perucTparioHHOTO

A0CBC, BKIIKOYAA IMICPCCMOTP I/IH(i)OpMaI_II/II/I 0 JICKapCTBCHHOM IIpCIiaparec.

2. O6ocHOBaHUE, YTO HOBBIE (OCTAIOMIMECs) pa3Mephbl YIIaKOBOK COOTBETCTBYIOT

PEXUMY JO3UPOBAHUS U MPOJOJKUTEIBHOCTH JIEUEHUs], YKa3aHHBIM B 00ILEH
XapaKTEPUCTUKE JIEKApCTBEHHOTO IIpenapara.

3. ,Z[eKnapauH;I, qTO CCJIN OXXHMAACTCA BINIAHHUC HA CTa6I/IJ'II)HOCTB, COIIaCHO aKTaM

opranoB Coro3a B cdepe oOpallieHus JIeKapCTBEHHBIX CPEJICTB OyAyT HAadaThl
uccineoBaHus cTabwibHOCTU. JlaHHBIE HEOOXOAMMO TIPEACTaBUTH (C
npeajiaraeMbIM TUIAHOM JCHCTBHIA), B cllydae €ClId OHU HE YKJIQJBIBAIOTCS B
crienpuKanum.

[Ipumeuanue |ns b.ILa.5.B u b.IL.p.5S.:r — ecnum u3MeHeHHWE TPUBOIUT K

HU3MCHCHHUIO «AO3UPOBKM» JICKAPCTBCHHOI'O IIpCriapara, TO TAaKOC

HU3MCHCHHUC Tp€6y€T nmoaa4vu 3asiBJICHUA O paCIIUPCHUN.

B.11.1.6. U3menenue kakou-iamdo
COCTAaBJISIOILIEH YIaKOBKHU
(YrmakoBOYHOTO Marepuana),
HETMOCPEACTBEHHO HE
compuKacarouiencs c
JIEKapCTBEHHBIM npenapaTom
(Hampumep,  IBET  ChEMHBIX
KOJIIAYKOB, IIBETHBIE KOJIOBHIC
KOJIblla Ha aMIlyjaX, U3MEHEHUe
KOJIIIayKa, 3alllUIIA0NIero UIrIy
(ucmonb30BaHue JIPYroro
MJaCTUKA), W3MEHEHHE au3aiiHa
(1BeTa) MAaKeTOB
MPOMEKYTOYHON WM BTOPUYHOMN
YOAKOBKH, HAHECEHHE IITPUX
koga (2D, 3D), mHaHeceHue
mpudTa bpatins)

HeoOxoanmeie
YCIIOBHUS

JloKyMeHTBI
U JIaHHbIE

[Ipouenypa

a) U3MEHEHHWE,  3aTParuBarollee
MH(OPMALIMIO O JIEKaPCTBEHHOM
rpenapare, yKa3aHHYI B ITyHKTE
1.6.1 mnpunoxenuss Ne 19 «k
[IpaBunam perucrpanumu.

1Ay

0) U3MeHeHue, HE
3arparuBaroniee mHGpoOpManuoo o
JIeKapCTBEHHOM npermnapare,
yKa3aHHyr0 B ImyHkre 1.6.1
npwioxkerust Ne 19 k Ilpasunam
peTUCTpaIuH.
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VYcnoBus

1. 3meHenue He 3aTparuBaeT 4acTH YIMAKOBOYHOIO MaTepualia, KOTOPbIe MOTYT
MOBJIMAT, Ha JIOCTaBKy, IpPUMEHEHHE, OE30MacHOCTh WM CTaOWUIBLHOCTH
JIEKapCTBEHHOTO TIperapara.

JlokymeHTanus
1. ITonpaBka K COOTBETCTBYIOLIEMY pa3zfeny (pas3aenam) perucTparmoHHOTO
JI0ChE, BKIIFOYAsl MepecMOTp MH(OpMaAILIUK O JIEKapCTBEHHOM Ipernapare.

b.1l.a.7. U3menenue Heo6xomumeie | HoxymenTtsl | IIpouemypa
IPOU3BOTUTEIS KOMITOHEHTOB yCIIOBUSA U JIaHHbIE
CHUCTEMBl YNAKOBKH (YKYIIOPKH)
MIEPBUYHOMN YITAKOBKH WITH
JIOTIOTHATEIILHON TPOAYKIHNH (B
TOM qiuclie YCTpOICTBa,
KOMIUIEKTYIOIIETO CpeJCcTBa),
(ecnu yKa3aHo B
PETUCTPAIMOHHOM J0ChHE)

a) UCKJIIOUYCHHE POU3BOIUTEIIS 1 1 IA
0)3ameHa  WiIH o0OaBJieHHE

) A 1,234 1,23 A
TIPOU3BOIUTEIIS
B) II000€ M3MEHCHHUE
MIPOM3BOIUTENSA crieficepoB — — ]
J03UPOBAHHBIX WHTAIATOPOB
') I3MEHEHHE HAaUMEHOBaHUS
TIPOU3BOTUTEIISI KOMITOHCHTA

p A 5 1 1A

CUCTEMBbl YMaKOBKHU (YKYIOPKH)
MEPBUYHON yIaKOBKHU <*>.

Ycnosus

1. UcknroyeHre KOMIIOHEHTA YIIaKOBKU WM U3/EUs HE TIPOUCXOIUT.

2. KauecTBeHHBIN W (MJIM) KOJMYECTBEHHBIN COCTaB MAaTepUaioB KOMIIOHEHTOB
CUCTEMBI YMAKOBKHM (YKYMOPKH) NMEPBUYHOM YMAKOBKU WU JOMOIHUTEIbHON
IPOAYKIMU (B TOM 4YHUCIE YCTPOMCTBAa, KOMIUIEKTYIOLIETO CpEACTBa) U
cnenuuKaluy 3CKU3a He U3MEHSIOTCS.

3. Cneuudukanumm ¢ METOIbl KOHTPOJS KadyecTBa IO MeEHbLIeH Mepe
9KBHUBAJICHTHBI.

4. Meton cTepuIn3ally U €€ YCIOBUS HE U3MEHSIOTCS (€CIM IPUMEHNMO).

5. U3meHeHne mNpou3BOAMTENST KOMIIOHEHTA CHUCTEMbl YHNAKOBKH (YKYMOPKH)
MEePBUYHON YNAKOBKM WM JOIMOJHUTEIBHOM NpPOAYKIMH (B TOM 4YHCIE
YCTPOMCTBA, KOMIUIEKTYIOIIErO CPEACTBA) HE MTPOUCXOIUT.
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JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pa3zfeny (pas3aenam) perucTparmoHHOTO
JIOCKE.

2. JIOKyMEHTBI M CBEICHHS O MEIUIIMHCKOM W3JACINM, TIpUjiaraeMmple K
JIEKapCTBEHHOMY TIpEnapary, B COOTBETCTBUM ¢ IyHKTOM 187 IlpaBun
perucTpalii U JKCHEPTU3bl JICKAPCTBEHHBIX CPEJCTB [JII MEIUIIMHCKOTO
MIPUMEHEHUS

3. CpaBHUTEBHAS TAOJIMIIAa TEKYINIUX W TIpeyIaraeMbiX crenudukanui (eciu
MIPUMEHHMO).

[Ipumeuanue <*> |[Ipy HeoOXoauMoOcTH JaHHAas HMHPOpMALUs MOIJIEKUT
yIQJIEHUI0O M3 PErUCTPALMOHHOTO JO0ChE JIEKaPCTBEHHOT'O

npernapara.
Bb.11.1.8. JloOaBicHue nin | Heobxomum | Jlokymentsl 1 | Ilpomemypa
U3MEHEHHE KAICHAAPHOM | bI€ YCIOBHS JaHHEBIE
YIIaKOBKHU I yKe
3apEeruCTPUPOBAHHOM hopMbI
BBIITYCKa JIEKapCTBEHHOTO
npemnapara
1 1,2,3,4,5 [Any
YcaoBus

1. Marepuan mnepBUYHON YMNAKOBKM OCTAETCS MPEKHUM, (YHKIMOHAIbHbBIE
XapaKTepUCTUKH (3alIUTHBIE CBOMCTBA) MaTeprasa OCTAI0TCS MPEKHUMHU.

JoxymeHTanus
1. ITonpaBka K COOTBETCTBYIOLIEMY pa3zaeny (pa3fenam) perucTpaluoHHOTO
JOCBE.

2. HeoOxouMpble JaHHBIE O HOBOW YIaKOBKE.

3. CpaBHEHUE TEKYLIUX U MpeajaraeMbix crelupuKauuii nepBUYHON YMaKOBKU
(ecnu MPUMEHUMO).

. B cooTBeTcTByIOMUX Cllydasx U300pakeHusi HOBOro KOHTeHHepa (YKYIOpKH).

. [lonTBepxaeHue, yTo GopMa BbIITyCKa COOTBETCTBYET PEKUMY JT03UPOBAHUS U
MIPOJOJIKUTEIIBHOCTH JICYEHHSI U TOAXOJUT JUISl BBIIIOJIHEHUS PEKOMEHIalui
MO JI03UPOBAHUIO, PUBEICHHBIX B OOIIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara.

[SalFN

b.11.e) CtabunbHOCTH

b.Il.e.1. UI3meHenue cpoka| Heob6xomumeie | Jlokymentsl u | [Ipouemypa
TOAHOCTH WJIA YCIIOBUM XPaHECHUS YCIOBHUS JTAaHHbBIE
JIEKapCTBEHHOI0 Ipenapara

a) COKpalCcHUEC CpOKa TOAHOCTH
JICKApCTBCHHOTI'O IIpfriapara

1. YnakoBaHHOTrO BO 1 1,2,3 1ALy
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BTOPUYHYIO YIIAKOBKY

2. [1ocnie mepBOro BCKPHITUS

1,2,3

|Any

3.Ilocne  pa3BeneHHWs  WIH
BOCCTAHOBJICHUS

1,2,3

|Any

0) yBeJIMYEHUE CPOKA TOAHOCTH
JIEKapCTBEHHOI'O TIpernapara

1. YnakoBanHOro BO
BTOPUYHYIO YIAKOBKY
(monTBEepKIEHHOE JTaHHBIMH B
peaIbHOM BPEMEHH)

1,2,3

2.Ilocne mepBOro BCKPBITHUS
(MONTBEpPXKIEHHOE [TaHHBIMU B
peaIbHOM BPEMEHH)

1,2,3

3.Ilocie  pa3BenacHWS WU
BOCCTaHOBJICHUS
(ToATBEepXKIICHHOE TaHHBIMU B
peajbHOM BPEMEHH)

1,2,3

4. YBenudeHue cpoka rogHOCTU
MyTeM SKCTPANOJISALNNN JaHHBIX
no  cTaOWIbHOCTH, HE B
COOTBETCTBUU C aKTaMH
opranoB Cor3a B  cdepe
oOpaiteHus JIEKapCTBEHHBIX
cpeacT <*>

5. YBennueHue cpoka XpaHEHUs
OHMOJIOTUYECKOTO
JICKapCTBEHHOTO TIperapara B
COOTBETCTBUU C OJ0OPEHHOM
MporpaMmon U3YUYCHUS
CTaOMJIBHOCTH

1,2,3

B) U3MEHEHUE YCJIOBUI XpaHEHUs
OMOJIOTMYECKUX JIEKapCTBEHHBIX
IpernaparoB, €CIM HCCIeT0BaHUS
CTaOMJIBHOCTH TPOBEJCHBI HE B
COOTBETCTBHM C  OJIOOpPEHHOM
porpamMMon U3yUCHUS
CTaOMIIBHOCTH

') U3MEHEHHUE YCIOBUN XPAHEHUS
JIEKapCTBEHHOI'0 IIpernapara Win
JIEKapCTBEHHOTO npernapara

1,2,3
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nocie pa3BeneHus

(BocCTaHOBJICHUS )

1) ”3BMEHEHUE 0/100peHHO

porpaMMBbI W3y4YeHUS 1,2 1,4 1A
CTaOMIBHOCTH

Ycnosus

1. I3meHenrne He AOMKHO OBITh CIEICTBHEM HENPEABUIACHHBIX CHUTYaIlUH,
BO3HUKIIIUX B XOJI€ TPOU3BOJICTBA, WU U3MEHEHHUS CTAOUILHOCTH.

2. I3MeHeHHsT HE TMPHUBOAAT K PACHIMPEHHUIO KPUTEPUEB MPUEMIIEMOCTH
HCIIBITYEMBIX TapaMeTpoOB, HCKIIOUYCHHIO TapaMeTpa CTaOMIBHOCTH, WU
CHIDKEHHIO YaCTOTHI MCITBITAaHUI.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) perucTpanoHHOrO
nocke. OHa  JOMKHA  coIEpXkaTh  PE3yibTaThl  COOTBETCTBYIOIIMX
UCCJIEIOBAaHUN CTAOMJIBHOCTH B peajJbHOM BpEeMEHH (OXBaTHIBAIOIIUX BECh
CPOK TOJHOCTH), IPOBEJCHHBIX B COOTBETCTBUH C akTaMu opraHoB Coro3a B
chepe oOpaiieHHs JEKAPCTBEHHBIX CPEJCTB MO MEHBIIEH Mepe Ha JABYX
OTBITHO-TIPOMBIIIUIGHHBIX ~ cepusix  <1>  jekapcTBeHHOro  mpemapara,
YIIaKOBAaHHOT'O C MOMOIIBIO 3apErMCTPUPOBAHHOIO YIIAaKOBOYHOTO MaTepuasa
U (MIM) COOTBETCTBEHHO IIOCIE MEPBOrO BCKPBITHS WM pa3BelCHUS; B
COOTBETCTBYIOUIUX  Cly4yasXx HEOOXOJMMO  MPEACTaBUTh  PE3YIbTAThI
MUKPOOHUOIOTUYECKUX UCTIBITAHHM.

2. IlepecmoTpenHas nHGOpMAIHS O JIEKAPCTBEHHOM TIperapare.

3. Kommu yTBepkIeHHBIX crenuUKai Ha KOHEN CpPOKa TOJAHOCTH H, €CIH
NPUMEHUMO, crienu(pUKaluy Mocie pa3BeeHus (BOCCTAHOBICHUS) WU MOCIIEe
NEPBOrO0 BCKPBHITHS (B BUAE CCHUIKM Ha COOTBETCTBYIOIIMA JOKYMEHT B
MOCJIEZIOBATEIbHOCTH  JIOCh€ WJIM TPUJIOKEHUS K COIMNPOBOJUTEIHHOMY
MUCHMY).

4. OG0CcHOBaHUE TIpeIaraéMbIX U3MEHEHUH.

[Tpumedanue <*> |B oTHOIIEHWH OMOJIOTUYECKOTO JICKAPCTBEHHOIO Ipernapara
AKCTPAIOJISAIMA HEMPUMEHUMA.

<1> [Tpu Hanmuumu 00s3aTENBCTBA MPOBEPUTH CPOK TOJHOCTH HA
IIPOMBIIIJICHHBIX cepusix JIOITYCTUMBI OIIBITHO-
IIPOMBIIIJICHHBIE CEPHU.

b.I1.x) [IpoekTHOE TOJNIE W  MPOTOKOJ  MOCTPETUCTPALIMOHHBIX
W3MEHECHUN

b.Il.>x.1. Beenenue HoBoro | Heo6xonumeie | Jlokymentst u | [Iponemypa
MPOEKTHOTO TOJIA WITH YCJIOBUS JTaHHBIE

pacipeHue 0JI00pEHHOTO

MIPOEKTHOTO TOJIA

JIEKapCTBEHHOTO TpemapaTta (3a
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HCKJTIOUCHHEM OHMOJIOTHYECKOTO),
3aTparuBaroIIee:

a) oMHy uiau OoJiee OTIEIbHbIE

orepaiuu mporecca
MPOM3BOJICTBA  JICKAPCTBEHHOTO
npernapara, BKJIIOYast 1923 I
COOTBETCTBYIOILIHI T
BHYTPHUITPOU3BOICTBCHHBIN
KOHTPOJIb U (mm)
AHAITUTHYECKHE METOINKU
0) aHATUTUYECKHNE METOJIUKHU ISt
BCIIOMOTaTEIbHBIX BEIIECTB
- 1,2, 3 I

(IPOMEXKYTOUHBIX MTPOAYKTOB) M
(M) TeKapCTBEHHOTO TIpemnapara

JlokymMeHTauus

1. Pe3ynbTarhl uccrneqoBaHUN pa3paOOTKU Mpemapata U Tpolecca (BKIrouas
OIICHKY pPHCKOB W  MHOTOMEpPHBIC HCCIICIOBAHUS  COOTBETCTBEHHO),
MOJTBEPKAAIOIINE TO, YTO JIOCTUTHYTO IIEJIOCTHOE MEXaHHCTUYECKOE
MOHUMAHUE TOKa3aTelell KayecTBa MaTEpHalOB U TMapaMeTpoB Mpolecca u
KPUTHYECKHUX MTapaMeTPOB KauecTBa JICKaPCTBEHHOTO MTpernapara.

2. Onucanue TMPOEKTHOrO TMOoJii B TAaOJMYHOM BHUJE, BKIIOYas IEPEMEHHBIE
(cBoiicTBa MaTepHaJioB W TapaMeTphl IMpolecca MPOU3BOJACTBA) U UX
npesiaraeMbie JUana3oHbl.

3. [TompaBka K COOTBETCTBYIOIIEMY pa3zely (pasfenaM) pPerucTPariOHHOTO
JI0ChE.

b.I1.x.2. Beenenue Heobxonumeie | lokymentsl u | [Ipouenypa
MTOCTPErUCTPALIMOHHOTO YCIIOBHUS JIaHHbIC
IIPOTOKOJIA yIIpaBJICHUS

M3MEHEHUSIMH, 3aTparuBarOlIIMU
JIEKapCTBEHHBIN IIpernapar

- 1,2,3 ]

JoxymeHnTanus

1. TTogpoGHOE onMcCaHue MpeIaraeMoro H3MEHEHUSI.

2. [IpoTokon ympaBieHUsT W3MEHEHUSMH, 3aTPAardBaIONIMMU JICKAPCTBEHHBIN
npemnapar.

3. [TompaBka K COOTBETCTBYIOIIEMY pa3zeny (pasfenaM) pPerucTparioHHOTO
JI0ChE.

b.I.x.3. Uckimouenne Heo6xomumeie | Jlokymentsl u | [Ipoueaypa
YTBEPIKIEHHOTO POTOKOJIA YCIOBUS JTAHHBIC

yTIpaBJICHUS U3MEHEHHSIMH,

3aTparuBaroMMU

JIEKapCTBEHHBIN IIperapar




89

1 1,2 1Ay

YcnoBus

1. UckiroyeHue moCcTperucTpaliiOHHOTO MPOTOKOJIA YIpaBiICHUS U3MEHEHUSIMU,
3aTparuBalOIIMMM  JIEKQPCTBEHHBIM TMpemnapar, HE SBIAETCS CIIECACTBUEM
HETMPEABUICHHBIX CUTYallMd WM HECOOTBETCTBHUS CHENU(PHUKAIMU B XOJC
BBEJICHHSI M3MCHEHWI, ONMCAHHBIX B IPOTOKOJE, U HUKAaK HE BIHIET Ha
YTBEPKICHHBIE CBEICHUS, BKIIFOUEHHBIE B PETUCTPALIMOHHOE JOCHE.

JoxymeHnTanus

1. ObocHoBaHME MpeTaraéMoro UCKIOYEHUS.

2. [TompaBka K COOTBETCTBYIOIIEMY pa3zfeny (pasfenaM) perucTparioHHOTO
JI0ChE.

b.11.x.4. U3meHenus Heo6xomumeie | [lokymentsl u | [Ipouenypa
YTBEPKICHHOTO MPOTOKOJIA YCIOBHUS JTAHHbIE
YIpaBJICHUSI U3MEHEHUSMU

a) 3HaYUMBbIe W3MEHEHUSA

MPOTOKOJIA yIpaBICHUS — — ]
U3MCHCHUSMH

0) HEe3HAYUMBIE W3MEHEHHUS

POTOKOJIA yIpaBiIeHUs

U3MEHEHUsMHM,  KOTOpBIE  HE — 1 1B
U3MEHSIIOT CTpaTeruio,

OIMMCAaHHYIO B ITPOTOKOJIC

JlokymMeHTauus

1. [loaTBepkACHUE AEpIKATENsT PErUCTPALMOHHOTO YIOCTOBEPEHUs, YTO Jt0boe
W3MEHEHUE JOKHO YKIIAIbIBATHCSA B JUANA30H JCHCTBYIONMIUX YTBEPKICHHBIX
KputepueB mpuemsieMocTd. I[lomMmuMo 93Toro, mMOATBEpXKACHHUE, YTO B
OTHOIIIEHUH OWOJOTUYECKUX JIEKAPCTBEHHBIX TMpernapaToB He Tpedyercs
OIICHKA COMOCTAaBUMOCTH.

B.I1.x.5. Peanuzamus usmenenuit,| Heooxonumsie | Jlokymentsi u | [Iponenypa
MPEAYyCMOTPEHHBIX yCJIOBUS JTAHHbIE
YTBEPKACHHBIM MIPOTOKOJIOM
yIpaBJICHUS U3MEHEHUSIMHU

a) peanu3anusi U3MEHEHUs He
TpedyeT JIOTIOJTHUTEJILHBIX 1 1,2, 4 1Apy
BCIIOMOTaTEIbHBIX JaHHBIX

0) peanu3anus U3MEHEHUS
TpeOyeT JIOTIOJIHUTEIJILHBIX - 1,2,3,4 IB
BCIIOMOTaTENbHBIX JTaHHBIX

B) peasin3anus W3MEHEHHUS - 1,2,3,4,5 IB
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OMOJIOTHYECKOT0 JIEKAPCTBEHHOTO
nperapara

YcnoBus

1. [IpemyioxkeHHOE W3MEHEHHUE OCYIIECTBICHO B TIOJHOM COOTBETCTBUHU C
YTBEPKJACHHBIM  TIPOTOKOJIOM  YyIMPABJICHHS HW3MEHEHUSAMH, TpeOyroiee
HEMEJIJIEHHOTO YBEJOMJICHUS TIOCJIE €T0 pealin3aluu.

JlokymMeHTanus

1. Ccpuika Ha yTBEpKAECHHBIN IPOTOKOJ YIPABICHHUSI U3MEHEHUSIMU.

2. llogTBepxaeHnEe  Nep)KaTelss  PErHCTPAllMOHHOTO  YAOCTOBEPEHHS, 4TO
U3MEHEHHE COOTBETCTBYET  YTBEPKICHHOMY IIPOTOKOJIY  YINpaBICHUS
WU3MEHEHHUSAMM U YTO PE3YJIBTATHI UCCIEAOBAHMS YAOBIETBOPSAIOT KPUTEPUAM
IPUEMIIEMOCTH, OTOBOPEHHBIE B ITpOTOKOJIE. [loMUMO 3TOrO0, MOATBEPKAEHUE
TOTO, YTO B OTHOUIEHHHM OMOJIOTMYECKUX JIEKapCTBEHHBIX IIpernapaToB He
TpeOyeTcs OlleHKa COMOCTABUMOCTH.

3. Pe3ynpTaThl MCCeqOBaHNH, POBEICHHBIX B COOTBETCTBHH C YTBEPKIACHHBIM
IPOTOKOJIOM YIPaBI€HUS N3MEHEHUSMHU.

4. ITorpaBKka K COOTBETCTBYIOIIEMY pa3Jieny (pa3zesnaM) perucTpaluoOHHOTO
JI0ChE.

5. Konust yTBepkJIeHHBIX crienu(uKanuil Ha JEeKapCTBEHHBIN mpemnapat (B BUIE
CCBUIKM Ha COOTBETCTBYIOIIMM JOKYMEHT B IIOCJIENOBATEIBHOCTH OChE WU
IIPUJIOKEHUSI K COITPOBOIUTENIBHOMY ITUCHMY).

b.11.3) bezonacHOCTh B OTHOLIEHUHU ITOCTOPOHHUX areHTOB

b.I1.3.1. O6HOBNEHUE Heobxonumeie | lokymentsl u | [Ipouenypa
uH(pOopMauu «Onenka yCJIOBUS JTAHHbIE

0€30MacCHOCTH  JIEKapCTBEHHBIX

IIpenaparoB OTHOCHUTEIIBHO

HaJU4Usl MMOCTOPOHHUX areHTOB»

(paznmen 32.A2

PETUCTPAIIMOHHOTO 10CHE)

a) UCCJIeIOBaHMUS,
3aTparuBaroIe
PON3BO/ICTBEHHbBIE JTarbl,
W3yYeHHBIC BIIEPBBIC HA MPEIMET
OJIHOTO WJIK 00Jiee MOCTOPOHHUX
areHTOoB

0) 3ameHa yCTapeBLINX
WCCIICIOBAHUM, 3aTPAruBarOIINX
MPOU3BOJCTBEHHBIC  JTambl U
MIOCTOPOHHUE  areHThl, paHee
BKJIFOYEHHBIE B PETUCTPALIUOHHOE
JI0OChE




91

1.C wusMeHeHHEM  OIEHKH
PHUCKOB

2.be3 wu3MeHeHus  OLIEHKH
PHUCKOB

— 1,2,3 IB

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3ieiiaM) perucTpalnuoHHOTO
JI0Che, BKIIIOYAst BBEJCHUE HOBBIX MCCIICAOBAHMIM, HAIIPABICHHBIX HA U3yYEHUE
CIOCOOHOCTH MPOM3BOACTBEHHBIX ATAllOB MHAKTUBUPOBATH (SJIMMUHUPOBATSH)
MOCTOPOHHUE areHTHI.

2. O60CcHOBaHUE TOTO, YTO UCCIIEIOBAHUS HE U3MEHSIIOT OLIEHKY PUCKOB.

3. [TompaBka k nHbOpMANHH O JICKAPCTBEHHOM TIperapate (€ciau IPUMEHHUMO ).

B.1II. Ceptuduxar coorBerctBusi EBpomneiickoit ®dapmakorniee (CEP)
(mpu  Hamuuwmu), u (wm) [D, wu (WIKM) UBMEHEHUST aKTUBHOU
dbapmaneBTHUECKOM CyOCTaHIIMM W BCIIOMOTATEIbHBIX BEIIECTB B LEIAX
cootBercTBUs Dapmakonee Coro3a, (hapmakoree rocyaapcTBa-wieHa WU
npyruM (apmakomnesim corjacHo KoHuenuuu rapMoHU3aum

B.III.1. [Tonaua  HOBoro  wmnu| Heob6xomumeie | Jlokymentsl u | [Ipomemypa

O0OHOBJIEHHOTO ceptudukara YCIIOBHSA JaHHBIE
COOTBETCTBUSA EBponerickoin
dapmakornee WIM HUCKIIOYEHUE
ceprudukara COOTBETCTBHSI
EBponeiickori @apmakornee Ha:
(bapMaleBTHIECKYIO
CcyOCTaHIHIO;

UCXOJHBIA MaTepuas (peakTus,
IIPOMEKYTOUHBIN OPOIYKT),
UCITOJIb3YEMBII B rporecc
IIPOU3BOJICTBA

dbapmareBTH4EeCKOM CyOCTaHIINY;
BCIIOMOTaTEIbHOE BELIECTBO

a) ceptudukat COOTBETCTBUS
EBporneiickoit @apmakonee

1. HoBsrit cepTudukar ot paHee 1,2, 3,4, 123,45 Ay
0J100pEHHOTO IPOU3BOIUTEINS 56,9

2. OOHOBNEHHBI  cepTU]UKAT

OT paHee omobpennoro| 1,2,3,4,6 1,2,3,4,5 1A

MMPONU3BOAUTCIIA

3. Hosrrit ceprudukat OT 1,2, 3,4, 1,2,3,4,5 1ALy
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HOBOI'0 IIPOM3BOJUTENS (3aMEHa
W T0OaBJICHHE)

56,9

4. VckmoueHue cepTUu(UKATOB
(ecru K MaTepuany
pUJIarajivuch HECKOJIbKO
cepTu(UKaTOB)

5. HoBeiti  cepruduxar  Ha
HECTEPHIILHYIO AKTUBHYIO
(bapMaIreBTHIECKYIO
CyOCTaHIIHIO, TIOJITeIKATITYIO
WCIIOJIb30BAHUIO B CTEPUIHBHOM
JIEKapCTBEHHOM IIpemnapare, mpu
UCTIOJIb30BAaHUUA  BOJIBI Ha
MOCTICTHEM dTare CHHTEe3a, a B
OTHOIICHWH  MaTepuaia  He
3asgBJICHO OTCYTCTBHE B HEM
9HIOTOKCHUHOB

1,2,3,4,5,6

0) cepTudukat COOTBETCTBHUS
Esponenckorn ®dapmakonen 1o
IS Ha AKTUBHYIO
(dhapMareBTHIECKYIO CYOCTaHIIUIO
(ucxomHbIi MaTepuan (peakTuB,
IIPOMEKYTOUHBIN OPOIYKT),
BCTIOMOTATEILHOE BEIIECTBO)

1. HoBblit  cepTudukar  Ha
aKTUBHYIO (hapMaIleBTUYECKYIO
CyOCTaHIIMIO OT HOBOTO WU
paHee 0J100pEHHOTO
TIPOU3BOAUTEIIS

3,59

1,2,3,4,5

[Any

2. HoBwiit  cepruduxar  Ha
(bapmareBTHIECKYIO
cyOcTaHIIIO (ucxomHbIN
MaTepuall, pCaKTuB,
MIPOMEKYTOUHBIN MPOJIYKT,
BCIIOMOTATEILHOE BEIIECTBO) OT
HOBOTO WK paHee
0JIOOPEHHOTO TIPOU3BOTUTEIIS

3,6, 7

1,2,3,4,5

3. OO6HOBIIEHHBIN  cepTUdUKAT
oT panee 0JJ00pEHHOTO
MIPOU3BOAUTEIS

1,2,3,4,5

4. UckiroueHne cepTU(UKaTOB
(ecnu K Marepuany
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MIPUJIATAIACH HECKOJIBKO
cepTu(UKaTOB)

5. HoBriit (0OHOBIIEHHBIH)
ceprtuduxat oT paHee
0JI00OPEHHOTO (HOBOTO)
MIPOU3BOIUTES,

WCITOJIb3YIOIIIETO MaTepHaIbI
YeJIOBEUYECKOr0 WIIN KHUBOTHOI'O - - 1
IIPOUCXOXCHHS, B OTHOIICHUHU
KOTOpBIX TpeOyeTcsl OllEHKa Ha
peIMEeT pUcKa MOTCHITUATIBHOMN
KOHTaMHUHAIIUH TIOCTOPOHHUMU
areHTaMH

VcaoBug

1

2.

. Cnenudukanum Ha BBITYCK M HA KOHEL CpPOKa TOJHOCTU JIEKAPCTBEHHOTO

nperapara He U3MEHSIOTCA.
HeunsmeHnennble (MCKIIIOYAs YKECTOUEHHUE) MOMOTHUTENbHbIE (K EBponeiickoit
dapmakoniee) cnermuduKaUuu HA OpUMECH  (MCKJIIOYas  OCTaTOYHBIE
pacTBOpPUTENH, IMPH YCIOBUU HX COOTBETCTBUS TpeOOBaHUSIM DPYKOBOJCTB
MexayHapoJHOTO COBETa IO TapMOHM3AIMU TEXHUYECKUX TpeOOBaHUU K
pETHCTPalUK JICKAPCTBCHHBIX IMPEMapaToB Il MEIUIIMHCKOTO TPUMCHEHUS)
NPOAYKT-crienupUUHbIe TpeOOBaHUs (HarpuMmep, NpoQuiiv pa3MepoB YacTull,
nosimMopdHBIEe (HOPMBI), €CITi TPUMEHHUMO.

.IIportecc  mpou3BojACTBa aKTHBHOW  (papMalleBTHUECKOW  CyOCTaHIuH,

MCXOJHOTO MaTepuaja (peakTHBa, MPOMEXYTOUYHOTO MPOIYKTa) HE BKIFOYACT
UCTIOJIb30BaHNE MaTepHajoB YeJI0BEUECKOTO WA KHUBOTHOTO
OPOUCXOXKICHUS, A KOTOPBIX TpeOyeTcsl MpOaHAIM3UPOBATh JAHHBIE O
BHUPYCHOM 0€30MaCHOCTH.

. UcxnrounTenbHO 171 aKTUBHOM (papMarieBTUUeCKol CyOCTaHIMU: OHA OyneT

HCTBITAHA HEIMOCPEACTBEHHO IE€pel]  MCIOJb30BAaHUEM, €CIIM  MEPUOJT
MOBTOPHOTO HWCIIBITAHUS HE BKIIOYEH B CepTU(PUKAT COOTBETCTBUS
EBponeiickoii ®dapmakonee WM JaHHBIE, OOOCHOBBIBAIOIINE TMEPHOJ
MMOBTOPHOI'O UCIBITAHHUS, YK€ HE BKIIOUEHBI B JOCHE.

. AkTuBHas (apmaiieBTHUECKasi CyOCTaHIMs (MCXOMHBIN Marepuan (peaKTuB,

MPOMEXKYTOYHBIN MPOAYKT), BCIOMOTAaTEILHOE BEIIECTBO) HECTEPUIIHHBI.

. PactutenbHble ¢apmanieBTHUECKHE CYOCTaHIIMM: CIOCOO MPOU3BOJCTBA,

dbusznueckoe COCTOSHUE, SKCTPArHPYIOUIUN pacTBOPUTENh U KOIPPUIIUEHT
AKCTPAKIIUU JICKAPCTBEHHOT'O CPEJICTBA HE U3MEHSIOTCSI.

. Ecnu B cocTaBe JICKAPpCTBCHHOI'O IIpCriapara JJIA MapCHTCPAIbHOTO0 BBCACHUA

HCIIOJIB3YCTCA IKCJIATUH, HpOHSBC}I@HHBIﬁ n3 KOCTGI‘/JI, €ro Ipou3BOJACTBO
JOJDKHO OCYHICCTBIIATHCA UCKIIHOYUTCIBHO B COOTBECTCTBHU C Tpe6OBaHI/I$[MI/I
CTpaHbI IPOU3BOAUTCIIA.

.B PETUCTPALNMOHHOM AOCHEE OCTACTCA IO MEHbIIICH MCPE OAWH ITPOU3BOJUTECIIb

ATOU CyOCTaHIIUN.

.Ecnu aktuBHas (QapmaneBTuueckas CcyOCTaHIUS HeCTepHIbHA, HO OyaeT
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HCII0JIb30BAThCS B COCTaBE CTEPUIILHOTO JIEKAPCTBEHHOTO Mpernapara, Torjaa, B
cootBerctBun ¢ CEP, Ha mocimegHem sTame CHHTE3a HEJNb3sl UCIONIb30BaTh
BOJAY WM, €CIIM TaKoe IMPOUCXOJUT, HE0OXOIUMO O0OeCreyuTh OTCYTCTBHUE
OaKkTepuaIbHBIX YHIOTOKCUHOB B aKTUBHOM (papMalleBTHUECKON CyOCTaHIIUH.

JlokymMeHTanus

1. Konus  peiictByromero  (OOHOBJIEHHOr0)  cepTU(PUKATA  COOTBETCTBUS
EBponenckon Papmakoree.

2. Ilpn noGaBieHUH MPOU3BOJCTBEHHOM IUIOLIAJKU — B 3asBICHUU O BHECEHUH
W3MEHEHHH, a TaKKe JOINOJHUTEIBHO B COINPOBOJUTENBHOM IIMCBHME,
HEO0OXO0IMMO Y€TKO 0003HAaYUTh TEKYILUX U MPEAJIaraéMbIX IPOU3BOIUTEIEH.

3. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (paszenaM) perucTpanyvoHHOrO
JI0ChE

4. Ecnu nmpuMeHUMO, JOKYMEHT, COJEp)KAIllUi CBEJEHUS O BCEX MaTepuaiax,
BXOIAIMX B cdepy mnpumeHeHuss crtatbu @Papmaxonen Coro3a WU
EBponerickoii ®dapmakoren N0 MUHUMH3AIMUA PHUCKA TMEpeJayd arcHTOB
ryouaTol  SHIedalonaTUd  KUBOTHBIX  IOCPEACTBOM  JIEKapCTBEHHBIX
IpernapaToB Uil MEIULIMHCKOTO W BETEPUHAPHOTO TNPUMEHEHUs, BKIOYas
UCMOJb3yeMble B NPOM3BOJICTBE AKTHBHBbIE (hapMalleBTUUYECKON CyOCTaHIIUU
(BcioMoraTenpHOro BelecTBa). /[l Kakooro Takoro poaa maTepuaia
HEO0OXOJIMMO MPEICTAaBUTh CIIEAYIOIIME CBEACHUS: HAa3BaHUE MPOU3BOJIUTEINS;
BUJ JKMBOTHBIX M TKAaHM, M3 KOTOPBIX TMOJy4YyeH MaTepuan; cTpaHa
IIPOUCXOKIECHUS )KUBOTHBIX U €r0 UCIIOJIb30BAHMUE.

5.B oTHoumleHMH aKTUBHOW (hapMalleBTUUYECKOM CyOCTaHIMM: JeKIaparus
YIOJHOMOYEHHOTO JIMIA KaXJO0ro JMIEH3UPOBAHHOTO IPOU3BOIUTEIS,
YKa3aHHOTO B 3asBJICHHUM, HCIOJB3YIOIIET0 aKTHBHYIO (apMarieBTHUECKYIO
CyOCTaHLIMIO B KauyeCcTBE MCXOJHOTO Marepualia, ¥ YINOJHOMOYEHHOTO JUIa
Ka)KJOTO JIMIEH3UPOBAHHOTO MPOU3BOAUTENS, YKAa3aHHOTO B 3asBJICHUU B
KayecTBE OTBETCTBEHHOI'O 3a BBINYCK cepuil. B neknapauusax HeoOxoaumo
yKa3aTh, YTO IPOU3BOJIUTENh AKTHBHOM (apMaleBTHUECKO CyOcTaHIINH,
YKa3aHHbBIN B 3asBJICHUH, OCYILECTBISET CBOIO ACSITEIBHOCTh B COOTBETCTBUU
¢ IlpaBumamMu nPOU3BOJCTBEHHON TMPAKTUKKM B OTHOLIEHUU HCXOAHBIX
matepuasioB.  [Ipm  ompeneneHHBIX — OOCTOSATENBCTBAX  JIOIYCKaeTCs
MPEJICTAaBIATh OJHY JeKiapanuio (cM. mpuMmedanue Kk maMmenenuto b.I1.6.1).
Ecnu 3aTparuBarorcst kakue-mub0 OOHOBIIEHHS CepTU(UKATOB HAa aKTUBHBIE
dapmalieBTHUECKHE CYOCTaHIIMM W NPOMEXKYTOYHBIE TPOAYKTBI, OT
NPOU3BOANUTENEH MPOMEKYTOUHBIX MPOJAYKTOB TakKe TpeOyeTcs NeKapanus
YIOJHOMOYEHHOTO JIMIA; JAeKjIapanus YIOJHOMOYEHHOIO JIMIAa HYXKHA,
TOJIKO €CIM 10 CPAaBHEHUIO C paHee 3aperucTpUpPOBAHHON Bepcuen
cepTuduKaTa UMEETCs M3MEHEHHE JCHCTBYIOIINX, BKIIOYCHHBIX B MEPEUYCHb
IIPOU3BOJICTBEHHBIX IIIOIIA0K.

6. Hagnexarniee moATBep>KIAeHUE, CBUIETEIbCTBYIOIIEE O COOTBETCTBHM BOJIbI,
UCIOJIb3yeMOM Ha TOCIIETHEM JTare CHHTe3a aKTUBHOM (papManeBTHUYECKON
CyOCTaHLIMM, COOTBETCTBYIOUIMM TpeOOBaHUSAM KauecTBa JJIi BOJBI JUIS
dbapmaleBTH4eCKOro MPUMEHEHUSI.

B.111.2. U3menenus aktuBHOU | HeoOxoaumeie | Jlokymentsl u | [Ipouenypa
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dbapmaneBTHYECKONW CyOCTaHITUU YCIIOBUS TTaHHBIC
U BCIIOMOTATEJIPHOTO BEIIECTBA B
HEJsIX COOTBETCTBUSA
dapmakoriee Coro3a,
dapmakoriee ToCymapcTBa-dIIeHA
wii  apyruMm  (apmakomnesm
COTJIaCHO Konueniuun
rapMOHU3AIUN
a) UI3MCHCHHUE crienupuKaum
(cneruuxanuii) paHee
HedapMakoneitHON cyOCTaHITUN B
HEJsIX COOTBETCTBUSA
dapmakoriee Coroza W
dapmaxoree rocyaapcTBa-4icHa
1. AKTUBHO#
(hapMareBTHICCKOM 1,2,3,4,5 1,2,3,4 1ALy
cyOcTaHIIH
2. BcriomorareiabHOTO
BEIIECTBA (mcxomaHOTO
Marepuaia) AKTHUBHOM 1,2, 4 1,2,3,4 1A
(bapmareBTHIeCKOM
cyOcTaHIIHu
0) U3MEHEHHUSI B EJSIX
COOTBETCTBUSA 0OHOBJICHHOMU
COOTBETCTBYIOIIIECH CTaThe
®dapmakonen Coro3za, 1,245 1,23 4 A
dapmakonee TrocymapcTBa-diieHa
WIn IPYrux dapmaxkomneit
COIJIaCHO Konuenuuun
rapMOHU3AIUN
B) U3MEHEHUEe crenudukanui ¢
dbapmakorien rocyaapcTBa-4icHa 1,4,5 1,2,3,4 1A
Ha @apmakornero Corosza
T') UI3MEHEHHE C IIeJIbI0 3aMEHBI
METOJIUKH UCTIBITAHUN
MPOU3BOJUTENSI HA  METOJIUKHU
dapmakornien Coro3a,
dapmakornen TocyaapcTBa-4ieHa 1234 IA

u (unm) apyrux Qapmakornen
COTJIaCHO Konuenuun
rapMOHU3alMM B  OTHOILICHUU
AKTUBHOU bapmarieBTHUECKOM
cyOCTaHLIMM, BCIOMOTATEIBHOTO
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BELIECTBA, UCXOJAHOI0 MaTepuaia
u (WId) maTepuana MepBUYHON
YIaKOBKH

1) I3BMEHEHUE  KJIacCU(UKAIUN
BCIIOMOTaTeILHOIO BEIIECTBA C

«HOBOTO BCIIOMOTATEIBLHOTO
BEIIIECTBA (3.2.P.4.6) Ha
«BCIIOMOTaTEIbHOE Bemectso| 6,7,8,9, 10 1,2 1A

cornacHo ®dapmakonee Corosa u
(umm)  npyrux  (apmakonein
COTJIaCHO Konueniuun
rapmonuzanun» (3.2.P.4.1)

Yenosus

1. I3MeHeHune OCyIecTBISAETCS UCKIIFOUUTEIBHO B LIEJSAX TOJHOTO COOTBETCTBUS
¢dapmakonee. Bce ucnbiTaHus B crnenMpuUKaludyd JOJKHBI COOTBETCTBOBATH
(dapMakoneifHOMy CTaHIapTy IOCJI€ W3MEHEHUs, 3a HCKIIOYEHHEM JIIOOBIX
JIOTIOJTHUTEIIBHBIX BCIIOMOTaTEIbHBIX UCIIBITAHUI

2. JlononauTeNbHBIE K (apMmakonee crenu(uKanuu Ha MPOTYKT-CIeHu(UIHbIE
CBOIICTBA HE M3MEHAIOTCS (Hampumep, MNpoQuid pa3MepoB YaCTHII,
noauMopdHast popma UM, K IpuMepy, OM0JIOrHYecKue METOIUKH, arperaThl).

3. 3HauMMble W3MEHEHHUs Ka4eCTBEHHOTO W KOJIWYECTBEHHOTO Mpoduie
IpUMECe OTCYTCTBYIOT (32 UCKIIOUEHUEM YKECTOUEHUS creUpUKALIHI).

4. JlomoIHUTENbHAS BaduJallds HOBOM WM HW3MEHEHHON ¢dapMaKoIeiHoMl
METOAMKH HE TpeOyeTcsl.

5. PactutenbHble  (apmanieBTHUYECKHE CYOCTaHIMM: CIOCOO TMPOU3BOJICTBA,
¢usznueckoe COCTOSIHUE, OSKCTPareHT U KO3(PQPUUUEHT  SKCTPAKIMU
JIEKapCTBEHHOT'O CPEACTBA HE U3MEHSIOTCS.

6. BcmomorarenbHOe BEIIECTBO IMOJIHOCTBIO COOTBETCTBYIOT TpPEOOBAHMSIM
MOHOrpauu  COOTBETCTBYIOLIEH  (apMakomew, U  BCE  HCIBITAaHUSI
COOTBETCTBYIOT (papMaKOIEHHBIM CTaHJapTaM

7. JlonoiaHUTENbHBIE MapaMeTpsl crienupuKaluy, Kacalouecs CHeupuuecKux
CBOICTB, HE U3MEHSIOTCS (HalpuUMeEp, paclpelesieHUe YacTUll M0 pa3Mepam,
nosmMmopdHas ¢dopma WM, HAOPUMEP, KOJIUYECTBEHHOE OIpe/ecHue
OMOJIOTHYECKHM METOJIOM, arperarsbl)

8. BcriomorarenbHOE BEIIECTBO JI0JKHO OCTaBAThCSl HEU3MEHHBIM

9. JlononHuTENbHAS BalUJAlMsl HOBOTO WJIM W3MEHEHHOIo (papMakornenHoro
MeTo/a He TpeOyeTcs

10. BcnomorarensHOe BEHIECTBO YyXKe OBLIO OJ00pPEHO  YIMOJIHOMOYEHHBIM
OpraHoM JiJIsl MPUMEHEHHS B JIEKAPCTBEHHOM IMpernapaTe ¢ KOHKPETHBIM ITyTeM
BBEJICHUSI.

JlokymMeHTanus

1. ITonmpaBka K COOTBETCTBYIOIIEMY pa3jaeny (pasgesiaM) PperucTpaniioOHHOrO
J0Che.

2. CpaBHuTeNbHAS TaOIUIA TEKYIIUX U MPEAJiaraeMbIX CrielU(pUKaLU.

3. lannbpie ananu3a cepuii (B hopmaTe CpaBHUTEIHHOW TAOIMIIBI) IO MEHBIICH
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Mepe 2 MPOMBIIUICHHBIX CEPUIl COOTBETCTBYIOIIEH CyOCTaHIMU (BEIIECTBA) 110
BCEM HCHOBITAHMSM HOBOM creuuPUKAlUu U, JOMOJHUTEIbHO, €CIU
MPUMEHHUMO, Pe3yJbTaThl TECTa CPABHUTEIHHOW KHHETHKH PACTBOPEHHUS IO
MEHBIIIEH Mepe OJIHONW OIBITHO-NPOMBINIICHHOW CEepUU JIEKapCTBEHHOTO
npenapara. B OTHOIIEHUH JIEKAPCTBEHHBIX PACTUTENBHBIX MPENapaToB MOTYT
OBITh TOCTATOYHBI JaHHBIC CPABHUTEIHFHOM pacmaaeMOCTH.

4. JlaHHBIE, TOJATBEPIKIAIOIINE TMPUTOJHOCTh CTaThU JJII KOHTPOJS KadecTBa
cyOCTaHIIMK, HANpUMEp, CPaBHEHHE MOTCHIHAIbHBIX MpPUMECEed C HHBIMHU
crieuuPUIUPOBaHHBIMU U ompeaensieMbiMu npuMecaiMu B ADC, ucxoaHoMm
MaTepuase WIH BCIIOMOTAaTeIbHOM BEIIIECTRE.

[Ipumeuanue |He TpeOyercss yBenOMIJIATH YHNOJIHOMOYEHHBIE OpTraHbl 00
oonoBinenun cratbu @Papmaxoren Coroza win (apmakoneu
rocyjJapcTBa-wieHa B Cjlydae BHEIpPEHUsA crenudukanuu
COOTBETCTBYIOIIEH OOHOBIICHHOW CTaThe B TE€UCHUE 6 MECSIIEB
nociie ee OnyOJUMKOBaHMS M HAJIMYUU CCHUIKH Ha «TEKYyIlee
u3naHve  (AeicTByrolllee  HU3JaHUE B COOTBETCTBUU  C
3aKOHOJIaTE€IbCTBOM T'OCY/IapCTBA-UJICHA)» B PErUCTPAIMOHHOM
JIOChE 3apETrUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara.

b.IV. MeauuuHckue u3Aenuss WIM HHAs NOpOayKiusi (yCTpOWCTBO,
KOMIUIEKTYIOIIEE  CPEACTBO),  BXOASAMIAsd B  KOMIUIEKT  YHAKOBKH
JIEKAPCTBEHHOIO IIpenapara

b.IV.1. U3meHnenue Heo6xomumeie | [lokyments! u | [Ipouemypa
KOMIUIEKTYIOIIETO CpeacTBa s YCJIOBUS JTAaHHBIE

JIO3UPOBAHUS BKJItOUast

MEIUIMHCKOE  M3Jenue s

BBEJICHUS

a) n1o0aBleHUE UK 3aMEHA
YCTPOWCTBA, KOMIUIEKTYIOILIETO
CpEeJICTBa, BKIIIOYAsl MEIUIIMHCKOE
U3JIeNNeE, HE ABISAIOLIErocs
YacThbIO IEPBUYHOMN yITaKOBKU

1. Mequimackue A37CTINA,
3apEeruCTPUPOBAHHbBIC B
COOTBETCTBUU [IpaBuiamu

pPErUCTpallMl W DKCHEPTHU3bI
0e30IMacHOCTH,  KadecTBa U
3G (HEKTUBHOCTH MEIUIIMHCKUX
W3J1eNui, YTBEPKICHHBIMU
Pemenuem CoBerta
EBpa3uiickoi  3KOHOMHYECKOU
komuccuu ot 12 ¢espansa 2016
r. No 46 unu B COOTBETCTBHM C
3aKOHO/IaTEJIbCTBOM

1,2,3,5,6 1,2,3 1Ay
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rocy/1apcTBa-4jieHa WiIn
pa3pelieHHble K 0OpallleHuI0 B
TPEThUX CTPAHAX

2. MemuuuHCKUEe W3ACTUS WIIH
WHasi TPOIYKIMs (YCTPOWUCTBO,
KOMILIEKTYIOIIEe CPEACTBO),

KOTOpbIE MOTYT OKa3aThb
CYIIECTBEHHOE  BIMAHME  Ha B B I
JIOCTaBKY JEHCTBYIOIIETO
BEIIECTBA JIEKapCTBEHHOTO
npernapara (manpumep,
creiicepbl JO3UPYIOIIUX

WHTAJISITOPOB, HEOyIaii3ep)

0) HCKITIOYCHWE  WJIM  3aMEHa
MEIUIIMHCKOTO  M3JCHUS WU
MHOW TpoAyKuuH (yCTpOMCTBa,
KOMILJIEKTYIOIIETO CpencTBa),
BXOJISIIIEH B KOMIUICKT yITaKOBKH
JIEKapCTBEHHOTO Ipernapara

B) J00aBliecHMEe WX  3aMeHa

YCTPOWCTBA 158105
KOMILJICKTYFOIIIETO Cpe/ICTBa, — — 1
SBJISIFOLIMXCSL YaCThIO TMEPBUYHON
YIaKOBKH
YcnoBus
1. llpennaraemoe w3aenue ¢ wu3Mepstonieil ¢QyHkuer (yCcTpoHCTBO IS

(G2l

JO3UPOBAHMA)  JIOJDKHO  TOYHO  OTMEpPHBATh  HEOOXOAMMYIO  J03Y
paccMaTpUBaeMoOro JIEKapCTBEHHOTO IpernapaTa COIVIACHO OJ0OpEHHOMY
cnoco0y mnpuMeHeHHUs. Pe3ynbratbl TakuX HCCIEIOBAHMM UMEIOTCS B
HaJIM4YUU.

. HoBoe m3nenue c¢ usmepsromen ¢pyHkuuend (yCTpOHCTBO Uil AO3UPOBAHUS)
COBMECTHUMO C JIEKAPCTBEHHBIM MPETAPATOM.

. I3MeHeHne He JOHKHO MPHUBOJUTH K 3HAYMMOMY U3MEHEHHIO MH(OPMAIUH O
JIEKapCTBEHHOM IIpenapare.

. JIlekapCTBEHHBIN pENapaT MOKHO MPOJOJKATh TOYHO J03UPOBATH.

. MenuuuHCcKOe H3AENMEe HE UCIONb3YeTCd B KAadyeCTBE PACTBOPUTEIS
JIEKapCTBEHHOTO Mpenapara.

. Ecniu nmpegycMoTpena ¢GyHKIUS TOYHOTO JO3UPOBaHUA, MHQOpMaIus O Hel
JOJKHA OBITh BKJIIOYEHA B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOI'O
npernapara.

JlokymMeHTanus

1

. ITonpaBka K COOTBETCTBYyIOLIEMY pa3zAeiy (pa3fenaMm) pErucTpauoHHOIO
JI0ChE, BKIJIIOYAsi CXEMY KOMIUICKTYIOIIEr0 CpeACTBa WM MEIUIMHCKOTO
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U3JIENNs, a TAaKKE COCTaB UX MATEpPUAIOB, WH(OOPMAIMIO O MPOU3BOAUTEIIE,
€CIM MPUMEHUMO, a TaKXK€ COOTBETCTBYIOIIMI mepecMoTp HHGPOpMAIUU O
JIEKapCTBEHHOM Ipenapare.

2. JIOKyMEHT, TOATBEPKIAIOUIUN PEruCcTpaluio MEAUIIMHCKOTO HW3JAeNus B
Coro3e WM B COOTBETCTBHHM C 3aKOHOJATEIILCTBOM TOCYJapCTBa-ujeHa WU
paspelnieHne K 00palleHuIo B TPEThUX CTpaHax (eciii MPUMEHUMO)

3. IOKyMEHTBl W CBEACHHUS, TMOATBEPKIAIOIIME TOYHOCTh JO3UPOBAHUS U
COBMECTUMOCTh KOMILIEKTYIOIIETO CPEJCTBA WIM MEAUIIMHCKOTO HW3JENUs C
JIEKApCTBEHHBIM MPETAPaATOM.

4. OG0CHOBaHHE HCKIIIOUEHUS WM 3aMEHbl MEIUIIMHCKOTO W3JEIHS WIH HHOU
OPOAYKINH (YCTPONCTBA, KOMIUIEKTYIOIIETO CPEICTBA).

[Ipumeuanue |[na B.IV.1.B — ecniu u3MeHeHWE NPHUBOAMT K OOpa30BaHUIO
HOBOM JIeKapCTBEHHOW ()OpMBI, TO TaKOE€ H3MEHEHUEe Tpedyer
ITOJA41 3as1BJICHHSI O PACIIMPEHUH PETUCTPALUN.

b.V. Buecenusa NU3MEHCHUU B PETUCTPALIMOHHOE JIOChE,
00yCIIOBJICHHBIE UHBIMU PETYJISITOPHBIMU MIPOIIEAYyPAMHU
b.V.a) M®IT (M®BA)
b.V.a.l. Bxitouenue HoBOTO, | HeoOxonumeie | JlokymenTsl u | [Iponemypa
OOHOBIJIEHHOTO 1581051 YCJIOBUS JTAHHBIE

UCIIPABICHHOTO  MacTep-(daiina
asMbl B PETUCTPAllMOHHOE

J0Che JIEKapCTBEHHOTO
npenapata (mpomeaypa MOII
2-T0 JTarna)

a) IepBO€  BKJIIOYEHHUE HOBOTO
mactep-daiina J1a3MBbl,
BJIHSIIOILIETO Ha CBOICTBA
JIEKapCTBEHHOTO TIpernapara

0) mepBoe BKJIIOYEHHE HOBOTO

Macrtep-Qaiiia I1JIa3MBbI HE

p-b - : 1,2,3 4 1B
BITUSIIOIIETO Ha CBOIICTBa

JICKapCTBEHHOTO Mpernapara

B) BKJIFOUEHHUE O0OHOBJIEHHOT'O

(uctpaBiieHHOT0) MacTep-daiina

IUIa3Mbl: W3MEHEHHUSI BIIMIIOT Ha - 1,2,3,4 IB
CBOICTBa JIEKapCTBEHHOI'O

npenapara

I') BKJIIOUYEHUE 0OHOBJICHHOT'O

UCIIPABJICHHOTO) MacTep-daiiia

(ucrp ) - 1 1,2,3,4 |Agy

iasMbl: USMCHCHHUSA HC BJIUAIOT
Ha CBOIiCcTBa JICKApCTBCHHOT' O
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nperapara

VYcnoBus

1. Ha oGHoBieHHbIN nnu u3MmeneHnHsldi M®II Boiano 3akimouenue (ceprudukar,
cBunetenbetBo) Coroza Ha MOII, B cooTBercTBUU ¢ mpuioxeHueM Ne 1 k
[IpaBuinam peructpanuu 1 SKCHEPTU3HL.

JlokymMeHTanus

1. IlonTBepkaeHue, 4To 3akiroueHue (ceprudukar, cBuaeTenbcTBo) Coro3a Ha

M®II u 3kcnepTHBIN OTYET NOJHOCTHIO TPUMEHUMBI K 3aPETUCTPUPOBAHHOMY
JeKapcTBeHHOMY Tipenapary. Jlepxkarens MO®II mnpencraBun aepxkareiro
PETHCTPAIMOHHOTO YAOCTOBEPEHUsI (eCiu JAepiaTellb PErucTpaluoOHHOro
ynoctoBepenust u aepxarenb M®II He SBASIOTCS OJHUM U TEM KE JIUIIOM)
3akntoueHue (ceprudukar, cBugetenbcTtBO) Coroza Ha MO®II, skcnepTHBIN
otueT U nocke HAa MOII. 3akmouenue (ceprudukar, cBuaerensctBo) Corosa
Ha M®II u sKkCnepTHBIA OTYET 3aMEHSIOT MPEABIAYIIYI0 JOKYMEHTALHI Ha
M®II ni1is maHHOTO JIEKAPCTBEHHOIO Mpenapara.

2. 3axmouenue (ceptudukar, cBugerenbctBo) Coroza Ha MOII u sxcnepTHBIN

OTYCT.

3. Jlexmapanusi ynoJHOMOYEHHOTO JIMIA, XapaKTepU3YIOIlas BCE BBOAUMBIE C

nomoitpio ceptudunpoBanHoro MOII u3MeHeHHUS M OlEHHMBAIOIIAs MX
MOTEHIIMAJIbHOE BJIMSHUE Ha JIEKAPCTBEHHBIE IpENapaThbl, BKIIOUYas OLEHKHU
MPOYKT-CIIEIIU(UIHBIX PUCKOB.

4. B ¢opme 3asdBiIeHHS O BHECEHUM HM3MEHEHUN HEOOXOJMMO YETKO OTPa3UTh

«IeicTByrolee» M «IIpeajaraeMoe»  3akioueHue  (ceprudukar,
ceuzerenbeTBo) Coro3a Ha M®IT (Homep Kojla) B PETUCTPAILIMIOHHOM JOChE.
Eciu npumenumo, B ¢Gopme 3asBICHHMS O BHECEHUM HM3MEHEHUN TaKke
cienyer 4eTko nepedncauTb Bce npoune MOII, Ha koTopsle comep:karcs
CCBUIKM B PErHCTPAllMOHHOM J0ChE JIEKAPCTBEHHOI'O IpEIapara, Nake €cld

5t M®II He ABIAIOTCSA MPEAMETOM 3asIBICHUS.

b.V.a.2. Bkimouenue HOBOTO,
O0OHOBIJICHHOTO W
UCIIpaBJIEHHOTO  MacTtep-daiina
BaKIIMHHOTO aHTHUTCHA B
PETUCTPAIIMOHHOE JI0Che
JIEKapCTBEHHOTO npenapara
(npouenypa M®BA 2-ro sTana)

HeoOxoanmeie
YCIIOBHUS

JloKyMeHTBI 1
JTAaHHBIE

IIpouenypa

a) MepBo€  BKIIIOYEHHE HOBOIO
macrtep-daiina BaKIMHHOIO
aHTHTeHA

0) BKJIIOUEHUE O0OHOBJICHHOTO
(uctpaBiieHHOT0) MacTep-daiina
BaKIIMHHOTO AQHTHUTCHA!
W3MEHEHHUS BIIUSIOT HA CBOWCTBA
JICKapCTBEHHOTO TIperapara

1,2,3,4
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B) BKJIIOUEHUE OOHOBJIEHHOTO

(uctpaBiieHHOr0) Mactep-daiina

BaKIIMHHOT'O aHTHUTCHA!

1 1,2,3,4 1Ay

U3MEHEHHUS He  BIUSIOT Ha

CBOMCTBA JIEKapCTBEHHOT' O

npernapara

VYcnoBus

1. Ha oOHoBieHHBIIT wWiIM wu3dMeHeHHbIH M®BA BbhIIaHO 3aK/IIOUYEHHE
(ceptudukar, cBugerensctBo) Corwo3a Ha M®PBA B COOTBETCTBUHM C
npunoxxenneM Ne 1 k [IpaBritam peructpanuu U SKCIIEPTU3BI

JloxymeHnTanus

1. lexnapamusi, uyto 3akitoueHue (ceprudukar, cBuuerenbcrBo) Coro3a Ha
M®BA u SKCIEPTHBIN OTYET MOJIHOCTBIO NIPUMEHUMBI K
3apEeTUCTPUPOBAHHOMY JIEKAPCTBEHHOMY npenapary. J[lepxkarens MOBA
NPEICTaBUI JEPKATENI0 PETUCTPAIIMIOHHOIO YA0CTOBEPEHMS (€CIIN Iep KaTehb
PETUCTPALIMOHHOTO yI0CcTOBepeHus U aepxkarenb MOBA He sSBIAIOTCS OJHUM
U TeM e JIMIOM) 3akitoueHue (cepTudukar, cBuaetrenbcTtBo) Coro3za Ha
M®BA, skcnepTHbiif 0oT4eT U Aochbe Ha M®BA. 3akmouenue (cepruduxkar,
ceunerensctBo) Coro3za Ha M®DBA u  SKCHEpTHBIM OTYET 3aMEHSIOT
NpeAbIAYIIYI0 JTOKyMeHTaluio Ha M®PBA miig 1aHHOrO J€KapCTBEHHOTO
npernapara.

2. 3akmoyenne (cepTudukar, cBuaeTenscTBo) Coroza Ha MOBA 1 sKCcriepTHEIA
OTYET.

3. Jlexmapanusi yHoJHOMOYEHHOTO JIMIA, XapaKTepU3yIollas BCE BBOAMMBIE C
nomoipio ceprudunupoBannoro MOBA u3MeHeHUsT U OLICHHBAIOIIAS HX
NOTEHLIMAJILHOE BIIMSHHUE Ha JIEKAPCTBEHHBIE MpernapaThl, BKIIOUas OLICHKU
MPOIYKT-CIIEIIU(PUIHBIX PUCKOB.

4. B ¢dopme 3asdBieHHS O BHECEHUM HM3MEHEHUN HEOOXOJMMO YETKO OTPa3uTh
JIEUCTBYIOIIEE W TpeajiaraeMoe 3akitoueHue (cepTudUkaT, CBUJIETEIHCTBO)
Corw3a Ha M®BA (HOMep KOJa) B pErucTpallMOHHOM jocbe. Ecmu
OpUMEHUMO, B (hopMe 3asBIIEHUS O BHECEHHUM H3MEHEHMH TakXe CIeAyeT
YETKO NepeuuciauTs Bce nmpoune M@®BA, Ha KOTOpBIE COEPKATCSA CCBUIKHU B
PETUCTPALIMOHHOM J0ChE JIEKAPCTBEHHOT0 Mpenapara, gaxe eciu 3tu MOBA
HE SBJISAIOTCS IPEIMETOM 3asIBJICHUS.

b.V.6) O6HOBNEHNS B pe3yibTaTe 3alpoCOB  YIIOJTHOMOYCHHBIX
OpraHoB (3KCIIEPTHBIX OPraHU3aIHii), B TOM YHCJIC TI0 HTOraM PacCMOTPCHUS
BOIIPOCOB DKCIIEPTHHIM KOMHTETOM

b.V.6.1. O6noBnenne nocke mo| HeobOxomumsie | Jlokymentsi u | [Iponemypa

KauecTBY, HAIPaBIEHHOE  Ha YCIIOBUSA JTaHHbIE
pean3auio 3aKJIFOYEHHUS
3ampoca YIIOJIHOMOYEHHOT' O
opraHa (aKcTepTHOM

opraHuzanuu)  (peKoMeHAaluu
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DKCNEPTHOTO KOMUTETA)

a) U3MEHEHUE peauzyer
3aKITIOYCHHE 17001 3arpoc
YIOJIHOMOYEHHOT'O oprasa
N 1 1,2 1Ay
(3KCTIepTHOM OpraHu3aIin)
(pexoMeHaauu DKCHepTHOTO
KOMHTETA)

0) rapMoHM3alUsl  JIOCbE€ IO
KayecTBY HE SBIIAJIACH YACThIO

3aKTIOYECHUS WIH 3arpoca
YIOJHOMOYEHHOTO oprasa

(axcniepTHOM OpraHu3aIuun) - - ]
(pexomeHaau DKCHepTHOTO

KOMHUTETA), u OOHOBJICHHE

HaIpaBJICHO Ha ero

rapMOHH3AIUIO

YcnoBus

1. Pe3ynbTrar He TpeOyeT naabHEHUIIeH SKCIIEPTH3HI.

JlokymMeHTauus

1. IlpunoxkeHHOE K COMPOBOJAUTEIBLHOMY IHCHbMY 3asBICHUS O BHECECHUU
W3MEHEHUN: CChUIKA Ha paccMaTpUBaeMOE 3aKIIOUYEHHE WM Ha 3ampoc
YIOJHOMOYEHHOTO oOpraHa (SKCHEpTHOM oOpraHu3anuu) (PEeKOMEHIAIHIO
DKCIEPTHOTO KOMUTETA).

2. B nocbe HEOOXOMUMO YETKO O0OO3HAYNUTHh W3MCHCHHS, BHECEHHBIC B XOJIC
mpouenypsl  oOpamieHuss B YINOJHOMOYEHHBIH  OpraHn  (SKCHEPTHYIO
OpraHU3aIuIo).

B pasnene B TaGnuiisr:
noapazaensl B.l.1 — B.1.8 u310uTh B cieayromnien peaakinu:

«B.I. JIekapcTBeHHbIE NpENapaThl Aj1s MEAUIIUHCKOTO TPUMEHEHUS

B.1.1 U3menenue obmreti| Heooxonumsie | Jlokymentst u | [Iponenypa
XapaKTEPUCTUKH JIEKAPCTBEHHOTO YCIIOBUS JTAaHHBIE

npenapara, MaKeTOB YHNAaKOBOK

WIH UHCTPYKLUH 1o

METUIITUHCKOMY MIPUMEHEHUIO

(JIMcTKa-BKIIAIBIINIA),
HAIPaBJICHHbIE Ha pealn3aluio

TpeOOBaHNUH, YKa3aHHBIX B
3aKIH0YCHUH WIIH 3arpoce
YIOJIHOMOYEHHOT O opraHa

(3KCIIEpPTHOM OpraHu3aIimn)

»;
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a) peTUCTPALMOHHOE JOChE
JIEKapCTBEHHOTO npenapara
IPOXOIUT AKCIIEPTUIY B
YIOJTHOMOYEHHOM oprase
(9KCTIEpPTHOM OpraHu3aIim)

1,2,3

|Any

0) perucTpairoHHOe JOCBhE
JIEKapCTBEHHOIO0 TMpernapaTra He
MOJIaBaJioOCh Ha JKCIEPTH3Y B
YIOJTHOMOYEHHBIN opras
(9KCIIEpPTHYIO OpraHu3aIuio), HO
U3MEHEHHUS peanu3yroT
TpeOoBaHus, yKa3aHHbIE B
3aKJIFOYEHUHU WIH 3arpoce
YIOJIHOMOYEHHOIO oprasa
(aKCTIEpTHOM OpTaHu3alvn),
HOBBIE JIOTIOJIHUTEIbHBIE JaHHBIC
JIepKaTeleM PEerucTpalioOHHOTO
yIIOCTOBEPEHHUS HE TIPEICTABIICHBI

1,2,3

B) U3MEHEHUS peanu3yroT
TpeOoBaHus, yKa3aHHbIE B
3aKITI0YEHUH WIH 3arpoce
YIOJIHOMOYEHHOIO oprasa
(aKCTIEpTHOM OpTaHu3alvn),
JepKaTenb  PEerucTpalliOHHOTO
YI0CTOBEPEHUS MpeACTaBUI

HOBBIC JOITIOJIHUTCIIBHBIC JaHHBIC

VcaoBug

1. 3meHnenue peanusyeT (GOpPMYIHUPOBKY, 3aTpeOOBAaHHYIO YIOJIHOMOUYEHHBIM
opraHoM, ©u He TpeOyeT Toaa4Yu JOMONHHUTEIbHBIX CBEJACHUA U (WIH)

JabHENIIEH DKCIIEPTU3BI.

JoxymeHnTanus

1. 3asBIeHNMEe O BHECEHHMM H3MEHCHHUM: CCBhIJIKA Ha 3aKJIIOYCHUE WIIN 3a1pocC

YIIOJTHOMOYEHHOTO OpraHa (3KCIEePTHOM OpraHu3aluu) ¢ MOPUOOIIEHHON
oOmieil XapakTepUCTUKOW JEKapCTBEHHOrO Ipenapara, MakeTaMu YIaKOBOK
WM JTUCTKOM-BKJIABILIEM.

2. Jlexmapanusi, 4YTO COOTBETCTBYIOIIME pa3leibl TNpeiaraeMblx 00Ien

XapaKTepUCTUKHU  JIGKAPCTBEHHOI'O Ipenapara, MakKeTOB YIAaKOBOK U
UHCTPYKLIMA 1O  MEOUIMHCKOMY  TNPUMEHEHUI0  (JIMCTKa-BKIJIAJIbIIIA)
UJICHTUYHBI MPHOOIIEHHBIM K 3aKITIOUYEHHUIO WM 3alpOCy YMOIHOMOYEHHOTO
oprasa (3KCIepTHOW OpraHu3alnn).

3. [lepecmoTpenHas nHpopMalus o JIeKapCTBEHHOM Ipernapare.

B.1.2. Usmenenue oOrmeit
XapaKTEPUCTUKH JICKAPCTBEHHOTO

HeoOxonumeie
YCIIOBHUS

JIoKyMeHTBI 1
JTAHHbIE

[Ipouenypa
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npernapara, MaKeTOB YHNaKOBOK

WITH WHCTPYKIIHH 1o
MEUIIUHCKOMY NPUMCHEHUIO
(JTMCTKa-BKIIABIIIIA)
BOCIIPOU3BEICHHOTO, WA
THOPUTHOTO, 1507051
OMOaHAJIOTUYHOTO
JICKapCTBEHHOTO npermapara
mocjie  OIEHKH  TOTO K€
U3MCHCHHUSI pedepeHTHOTO

JICKaApCTBCHHOTI'O ITpCIiapara

a) peanu3anus W3MEHEHUS
(u3MeHeHuil), B  OTHOIICHUU
KOTOpPOTO oT JeprKaTest
PErHCTPAIMOHHOTO

yIOCTOBEpEHUsST He Tpedyercs
MPEACTABIATh HOBBIE

JOITOJIHUTCIJIbHBIC NJaHHBIC

1,2

0) peanuzanus W3MEHEHUS

(M3MEHEHMH), TPEOYIOIINX

MIPEICTaBIICHUS JepKaTeIeM

PETHCTPAITMOHHOTO

YIOCTOBEPCHHS HOBBIX — — ]
JTOTIOTHUTENbHBIX JTAaHHBIX,

000CHOBBIBAIOIINX TaKue

M3MEHEHUS (mampumep,

CONOCTaBUMOCTb)

JlokymMeHTauus

1. IlpunoxxeHHOE K CONPOBOAMTEIBHOMY IIMCBMY 3asBICHUS O BHECEHHUHU
W3MEHEHUH: 3aIPOC YIIOJIHOMOYEHHOTO OpraHa (€Ciau MPUMEHUMO).
2. [lepecmoTpeHHast HUHpOpMaIus O JIEKapCTBEHHOM Ipernapare.

B.1.3. U3menenue  (M3MEHEHHUS)
oOmei XapaKTEPUCTUKH
JIEKApCTBEHHOTO npemnapara,
MaKeTOB YIaKOBOK Win
WHCTPYKIIMA TI0 MEIUIIMHCKOMY
MIPUMEHEHHUIO (JucTka-
BKJIAJIBIIIIA) JIEKapCTBEHHOTO
mpenapara s MEIUIIMHCKOTO
NPUMCHEHMsI, HAMpaBJIEHHOE Ha
peanu3aiuio pEe3ynbTaTOB
MOCTPETUCTPAITMOHHOTO

uccaeaoBaHus 6€30MacCHOCTH WU
3aKJIIOUYCHUS W TIpeJjlaraeMbIxX

HeoOxonumeie
YCIIOBHS

JIoKyMeHTHI u
JaHHbIE

[Ipouenypa
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MIOCJIEIYIOLIHUX JNEUCTBUN
NEPUOJUYECKOTO OOHOBIIIEMOIO
oTYeTa Mo 6e30MacCHOCTH

a) BHECCHHE hopMyITHPOBKH,
COIJIaCOBAaHHOM 1 1,2 1ALy
YIIOJTHOMOYEHHBIM OPTaHOM

0) BHECeHHUE W3MEHEHUH,

TpeOyroUmx IpeICTaBICHUS

JepKaTeieM PEerucTpalioHHOTO

YIOCTOBEPCHHS HOBBIX — — ]
JTOTIOTHUTEITbHBIX JTAHHBIX,

000CHOBBIBAIOIINX TaKue

W3MEHEHHUS

Yenosus

1. I3MeHeHue HampaBiIe€HO Ha BHECEHHE (HOPMYIHPOBKH, COTJIACOBAHHOM
VIOJHOMOYEHHBIM OpTraHoM, M He TpeldyeT MoAauu JOMOTHUTEIbHBIX
CBEJICHUM U (WMJTN) HaIbHEUIIIEeH SKCTIEPTU3HI.

JoxymeHnTanus

1. Cchuika Ha coracue (OLEHKY) YIOJHOMOYEHHOro opraHa B (dopme
NPWIOKEHUSI K CONPOBOAUTEIBHOMY IHCbMY 3asBJICHHSI O BHECEHUU
W3MEHECHUM.

2. [lepecmoTperHast HHGOPMAITUS O JISKAPCTBEHHOM Ipernapare.

B.1.4. U3meHenus, Heo6xomumeie | Jlokymentsl u | [Ipouemypa
3aKIIIOYAIOIIUECS B 3HAYUMOM YCIIOBHUS JIaHHbIE
U3MEHECHUU oOrmeit

XapaKTEPUCTUKHU JIEKAPCTBEHHOTO
mpernapara, MakKeTOB YIMaKOBOK
WITH UHCTPYKIIMH o
MEIUIITHCKOMY IPUMEHEHHUIO
(JIucTKa-BKIJIAJbIIIA) BCIEJCTBUE
HOBBIX JIaHHBIX IO KadecTBy,
JTOKJIMHUYECKUM, KIMHHUYECKUM

JTAHHBIM WIn JTAHHBIM
dbapmakoHa3opa

— — ]
[Ipumeuanue DOTO W3MEHEHHE HE TPUMEHSCTCS, €CIM HOBBIC JaHHBIC

MOoJaHbl B cOOTBeTCTBHMH ¢ u3MeHeHueM B.I1.13. B Ttakux
Cllyyasix U3MEHEHHE O0IIeil XapaKTepUCTUKH JIEKAPCTBEHHOTO
npemnapara, MakKeTOB YIMAaKOBOK W (WJIM) HWHCTPYKIUU TIO
METUITUHCKOMY MIPUMEHEHHIO (JTMCcTKa-BKIIAIBIIIA)
kiaccuuuupyercs kogom n3menenus B.1.13.
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B.1.5. U3menenue ycioBuii | Heobxomumeie | [lokymentsl u | [Ipouenypa
OTITyCKa JIEKapCTBEHHOTO YCIIOBUS JTaHHBIC

npernapara

a) BOCIIPOU3BEJCHHBIX WIH

THOPUTHBIX 1507051

OMOaHAIOTUYHBIX

JIEKapCTBEHHBIX npenaparon — 1,2 IB
nociie  WU3MEHEHHUs  YCJIOBUU

OTITyCKa pedepeHTHOrO

JIEKapCTBEHHOTO TIperapara

0) MHBIE TPUYMHBI HM3MEHEHUs B B I
YCIIOBUH OTITYCKa

JoxymeHnTanus

1. IlonTBepxkneHue U3MEHEHHUS yCIIOBUI OTITyCKa pedepeHTHOro
JIEKapCTBEHHOTO TIperapaTta (Hampumep, CChUIKA Ha COOTBETCTBYIOIIEE
pelieHre yMoJIHOMOYEHHOTO OpraHa rocyAapcTBa-uieHa), MPUIIOKEHHOE K
COMPOBOIUTEILHOMY MTUCHEMY 3asIBJICHUSI O BHECCHUH U3MEHECHHUIA.

2. [lepecmoTpenHast nH(GOpMAIUs O JIEKapCTBEHHOM Ipernapare.

B.1.6. U3meHeHue nokazanus | Heobxomaumeie | Jlokymentsl u | [Iporieaypa
(mokazaHuil) K TPUMEHEHUIO U yCJIOBUS JTAaHHBIE
(unn) pexuma 103UpOBaHUS

a) BKJIIOYEHHE HOBOT'O MOKa3aHUs
K MPUMEHEHUIO U (WIH) pexumMa
JO3UPOBAaHUSA WIM H3MEHEHHE
paHee 0J00pPEHHBIX

0) UCKJTFOYEHUE  TIOKa3aHud K
OPUMEHEHHIO U (WJIM) pekuMa — — IB
JI03UPOBaHUS

[Ipumeuanue |Ecium y  BOCHPOM3BENEHHOTO, WJIM  TUOPUIHOTO, WU
OMOaHAJIOTMYHOTO JICKapCTBEHHOTO TMpernapara J100aBIeHUE WU
W3MEHEHUE T[I0Ka3aHWs K NPUMEHEHUI0 U (WiM) pexuma
JIO3UPOBAHUS MPOUCXOAMUT BCIEJACTBUE pealln3aliui TpeOOoBaHUi,
YKa3aHHbIX B 3aKJIIOUYEHUU WIM 3alpoce YINOJIHOMOYEHHOTO
oprana (dPKCIepTHON OpraHU3alliy) WA U3MEHEHUH nHpopMaIuu
0 JIEKAPCTBEHHOM IMpenapare IMOCjie 3KCHEPTU3bl aHATOTUYHBIX
U3MEHEHUI y peQepeHTHOro JIEKAPCTBEHHOTO IMpernapara, Takue
u3MeHeHus:  kimaccuumupyotes komamu Bl w  B.12
COOTBETCTBEHHO.

B.1.7. Uckmrouenue: Heo6xomumeie | Jlokymentsl u | [Ipouenypa
YCIIOBUSA JTaHHbIE
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a) JeKapCTBEHHOU (POPMBI U — 19 B
(umm) hOpMBI BEITTyCKa ’
0) 103UPOBKU — 1,2 IB

JloxymeHnTanus

1. Jlexnaparusi, 9TO OCTaBIIascs JiekapcTBeHHast popma u (wim) dpopma (hopmbl)
BBIITYCKa JJOCTATOYHA Il BBIIOJHEHMsS] PEKOMEHJALUUH IO JAO03UPOBAHUIO U

JIUTCIIBHOCTHU

JICUCHMUAI, OIIMCaHHBIX B 0611161\/'1 XaApaKTCPUCTUKE

JIEKapCTBEHHOTO Mpenapara.
2. [lepecmoTpenHast “H(pOpMAaIUs O JIEKapCTBEHHOM Ipernapare.

[Ipumeuanne

Ecnin  paccmarpuBaemasi — JekapcTBeHHas  Qopma WU
JO3UpOBKa ObLIa 3aperucTpUpoBaHa B BHJIE OTAEIHHOTO
JEKapCTBEHHOrO0  Ipemapara, TO  HCKIIOYEHHE  TaKoi
JIEKapCTBEHHOM (POPMBI WIIM JTIO3UPOBKU OYIET CUMTATHCS HE

BHCCCHUCM HBMGHGHHﬁ, a OTMEHOM e¢ perucCTpau.

B.1.8. BBenenne wim mu3sMeHeHHe
KpaTKOM XapaKTePUCTUKH
CHUCTEMBI (dhapmakoHaa3opa
JepKaTensl  PEerucTPalMOHHOTO
YIIOCTOBEPEHUS JIEKaPCTBEHHOTO
nmpernapara Uil MEIUIUHCKOTO
NpUMEHEHHs <*>

HeoOxonumeie
YCIIOBHUS

JIOKyMeHTHI
JTaHHbIE

[Ipouenypa

a) BBEJCHUE KpaTKo
XapaKTEePUCTUKHU CUCTEMBI
dbapmakonamzopa JepIKaTest
PErUCTPALIMOHHOTO
YIOCTOBEPEHUSI JIEKAPCTBEHHOTO
npenapara, M3MEHEHUHN
YIOJHOMOYEHHOTO  JiMla 1O
dbapmakoHaI30py (BKITFOUAS
KOHTaKTHYI0 HH(oOpManumo) u
(nnn) U3MEHECHHUE
MECTOPaCIOJIOKEHUS MacTep-
daiina cucremsl papmakoHag30pa
(MDCD)

1,2

|Any
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JloxymeHnTanus

1. Kpatkass ~ xapakTepucThka  cUCTeMbl  (apMakoHaa30pa  JAeprKarens
PErUCTPAlIMOHHOTO  YJOCTOBEPEHHUSl  JIEKAPCTBEHHOI'O  Ipenapara  MWIH
O0OHOBJICHHE 3HAYUMBIX 3JIEMEHTOB (COOTBETCTBEHHO):
MOATBEPXKJICHUE TOrO, YTO 3asABUTEIb HMMEET B CBOEM paCHOPSHKECHUU
YIIOJTHOMOYEHHOE JIUII0, OTBETCTBEHHOE 32 (papMaKOHA30p, U YTBEPKACHHE,
MOAMUCAHHOE 3asABUTEJIEM, UYTO YNOJHOMOYEHHOE /MO, OTBETCTBEHHOE 3a
dapmakoHaa3op obiagaeT HEOOXOIUMBIMH CIIOCOOAMHU BBIMOJHEHUS 3a71ad U
o0s3aHHOCTEN, TepeuucieHHblXx B llpaBuiax Hamuexamed NpPaKTHKA
dbapmakoHa30pa;
KOHTakTHass MHopManus o0 YIMOJIHOMOYEHHOM JHIE Mo (papMakoHaI30py,
rocyJapcTBa-4JIeHa, B KOTOPOM PacIoJIaraeTcs U BBIIIOIHSAET CBOU 3aJ1ay 3TO
YIOJIHOMOYEHHOE JIULIO;
Mectopacnoiioxenne MOCO.

2. Homep MOC® (nipu Hanu4auu)

noapasnaen B.1.9 npusHaTe yrpatuBImuM cuiy;

noapazaenasl B.1.10 — B.1.13 u3m0kuTh B CIIEIYIONICH peTaKIIiM:

B.1.10. smenenne wactotel u| HeoOxomumelie | Jlokymentst u | [Iporeaypa
(nnn) JAThI noJavyu YCIOBHUS JTAHHbIE
NEPUOUIECKOTO OOHOBIIIEMOTO
otueta o 6ezonacHoctu (ITOOB)
JIEKapCTBEHHOTO Mpemnapara

1 1,2 1Ay

YenoBus

1. 3menenre 4acToThl U (MJIM) JAThl TOJAYU MEPUOAUYECKOTO OOHOBIISIEMOTO
oryeta 1O 0€30MacHOCTHM  COIJIACOBAHO  YIMOJIHOMOYEHHBIM  OPraHoM
rocyJapcTBa-4JieHa.

JoxymeHnTanus

1. Cchlmka Ha OTBET YIOJHOMOYEHHOTO OpraHa, B ¢GopMe NPHIOKEHHS K
COINPOBOJUTEIILHOMY IMMUCHMY 3asIBJICHUS O BHECEHUU U3MEHECHUH.

2. [lepecmoTpennass 4yactora U (WiaW) Jara M[OJa4yd  MEPUOJUUYECKOTO
OOHOBJIIEMOTO OTYETA IO OE30ITaCHOCTH.

[Tpumeuanue |JlaHHOE W3MEHEHHME TPUMEHSCTCSA, B Cjlydae €CJIM 4YacToTa
OOHOBJICHHS  TICPUOJAMYECKOTO0  OOHOBISIEMOTO OTYETa  TIO
0€30MacHOCTH yKa3aHa B PETUCTPAIMOHHOM JIOChE CIIOCOO0aMH,
OTJIMYHBIMU OT YKa3aHUS CCBHUIKM Ha TIEPEeYeHb OTYETHBIX JaT B
COOTBETCTBUU ¢ akTtamu opraHoB Coroza B cdepe oOparieHus
JICKAPCTBEHHBIX CPEJICTB, W TMPU HEOOXOJUMOCTH TOJaYH
MEPUOUIECKOTO OOHOBIIIEMOTO OTUETa 10 O€30MaCHOCTH.
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B.1.11. Beenenue wiu uzmenenusi| Heooxonumsie | Jlokymentst u | [Iponenypa

00s3aTeNbCTB
perucTpaum,
yIpaBlICHUS PUCKAMHU

u YCJIOBUU YCIOBHUS JTAHHbIE
BKJIIOYasl  IUIAH

a) peanuzanus
COTIACOBAaHHOU
YIIOJTHOMOYEHHBIM OPTaHOM

hopMyITHUPOBKH,
c 1 1,2 |Any

0) peanuzanus W3MEHEHUH,
TpeOyromux IPECTaBIICHUS
JiepXKaTeaeM PerucTpanvoHHOIO
YIOCTOBEPEHHUS HOBBIX — — ]
JIOTIOJTHUTEIBHBIX TAHHBIX,
HYXKJAOIUXCd B JKCIEPTHU3E

YIIOJIHOMOYEHHBIM OPraHoM <*>

VYcnoBug

1. 3meHenue peanusyeT IeUCTBUE, 3aTPeO0OBAHHOE YIIOJIHOMOYEHHBIM OPTaHOM,
U He TpeOyeT Mojayu JOMOJHUTEIBHBIX CBEICHUM W (WIM) AalbHEHIICH

OKCIICPTHUILI.

JlokymMeHTauus

1. HpI/IJ'IO)KeHHOG K COIIPOBOOUTCIIBHOMY IIMCbMY 3as4BJICHHA O BHCCCHHUU

U3MEHEHUU:

oprasa.

CChbIJIKaA Ha COOTBCTCTBYIOHICC PCIICHHUC YIIOJHOMOYCHHOI'O

2. [lepecmoTpenHast nH(GOpMAIUs O JIEKapCTBEHHOM Ipernapare.

[Ipumeuanue

OTO W3MEHEHHE OXBAaThIBACT TOJIBKO CHUTYAaIlUlO, B KOTOPOWU
BBOJIMMOE H3MEHEHHE 3aTparuBacT MCKIIOUYMTEIBHO YCIOBUS U
(nn) 00s3aTeNbCTBA PETHCTPALMM, BKIIIOYAS TUIAH YIPABICHUS
pUCKaMU M ycJoBUS W (WIM) 00S3aTeNbCTBAa perucTpauuil B
UCKJTIOUUTENBHBIX CIIy4asix U YCIOBHON PErHCTPaLHH.

<*>

BBenenue 1uiaHa  ympaBieHHS — pUCKaMu, 3aTpeOoBaHHOE
YIIOJTHOMOYEHHBIM OPTaHOM, BCETJa TPeOyeT AKCIEPTHU3HI.

B.1.12. Bxitouenue wi | Heooxogumeie | JlokymenTst u | [Iponienypa

UCKIIIOYCHUE CHMBOJIA YEPHOIO yCIIOBUSA JTAHHBIE
TPEYTrOJIbHUKA
MOSICHUTEIIBHBIX ~ YKa3aHWM B

OTHOLIEHUH
NpenapaTos,

JIOTIOJTHUTEIIBHOMY MOHHUTOPHUHTY
B COOTBETCTBUU c
pEKOMEHIaIuen DKCIEPTHOTO

KOMUTETA

nIn

JIEKapCTBEHHBIX
HOJIEXKAIUX




«

110

VYcnoBug

1. JlekapcTBEeHHBIN mpenapar MOMJIEKHUT JONOJHUTEIBHOMY MOHUTOPUHTY B
COOTBETCTBUH C PEKOMEH1aluel DKCIIEPTHOTO KOMUTETA.

JlokymMeHTanus

1. Cchuika Ha peKOMEHAANNUIO DKCIEPTHOTO KOMHUTETa B (popMe MPUIOKEHUS K
CONPOBOJIUTEILHOMY ITUCHMY.
2. IlepecmoTtpennas uHGOpMAaIHs O JIEKAPCTBEHHOM IIperapare.

[Ipumeuanue |/laHHOE HW3MEHEHHWE OTHOCUTCS K CHTYyallud, NOPU KOTOPOU
BKJIIOUEHHE WJIM UCKJIIOYEHHE CHMBOJA YEPHOrO TPEyrojbHUKa
WIK TOSCHUTENBHBIX YyKa3aHUW HE MPOU3BOJAUTCA B paMKax
JIPYroil mpoueaypbl, CBA3aHHON C peructpanuei (Hampumep,
MpOLIeAYpPhl TMOATBEPKACHUSI pPErucTpauuu (MepeperucTpaiym)
WIM TPOIENypbl BHECEHUS HW3MEHEHMI, 3aTparuBarolInX
“H(pOpMAIIUIO O TEKAPCTBEHHOM IIpenapare).

B.1.13. Ilpoune wusmenenus, He| Heobxommmeie | Jlokymentsl u | [Iporeaypa

OMHMCAHHBIE B JPYTHX pasjaeiiax YCJIOBUS JTAaHHBIE

HACTOSIIETO JlononHeHnus,

BKJTFOUYAIOTIIAX nojavyy

pe3ynbTaToB KIIMHUYECKUX

UCCIIEN0BAaHUN

YIOJHOMOYEHHOMY OpTaHy <*>

[Ipumeuanne

Ecnu skcnepTusa ynoJIHOMOUYEHHBIM OPIaHOM IMOJAAHHBIX TaHHBIX
HPUBOJIUT K WU3MEHEHHUIO o0rei XapaKTEpUCTUKU
JIEKapCTBEHHOI0 MperapaTa, MakeTOB YIaKOBOK MM MHCTPYKIMU
0 MEIUIMHCKOMY MPUMEHEHHUIO0 (JIMCTKAa-BKJIAbIIIA), JaHHBIM
M3MEHEHHEM OXBaThIBAIOTCS COOTBETCTBYIOIIME IONPABKH K
o0miell XapakTepUCTUKE JIEKapCTBEHHOro IpernapaTa, MaKeTOB
YIaKOBOK WJIM HWHCTPYKIMH MO MEAMIMHCKOMY IPUMEHEHUIO
(JIMCTKY-BKIIABIITY).

<*>

JlaHHOE M3MEHEHUE HE NPUMEHSETCS K U3MEHEHUSIM, KOTOPBIE
MOryT OBbITh NPUHATHI B KadecTBe u3MeHeHud IB Tuma mno
YMOJYAHUIO B COOTBETCTBUU C JIIOOBIM JAPYTUM pPa3ieiaoM
Hacrosiero Jononxnenus.

AOIIOJIHUTD IMOAPA3ACIIOM B.1.14. CJIICAYIOUICTO COACPKAHUA:

B.1.14. YTouHenue ycnouii | HeoOxogumeie | Jlokyments! u | [Ipouenypa

XpaHCHUA pu IMPUMCHCHUHU YCJIOBHUA JaHHBIC
JICKApCTBCHHOI'O npemapara B

paznene

XapaKTEPUCTUKH JIEKAPCTBEHHOTO

4.2 oomen

»;
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npermapata W paszunene 3
WHCTPYKIIUA TIO MEIUIIHHCKOMY
MPUMCHCHHIO (;mucTKe-
BKJIAJBIIE) I 0OecTieueHHs
OpaBWIBHOIO  oOpamieHus ¢
JICKAPCTBECHHBIM IPEIapaToM

— 1,2,3 IB

JloxymeHnTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pazjeny (pas3aenam) pPEerucTpariOHHOTO
nocee. IlompaBka [OMKHA cCoIep)KaTh PeE3yJbTaThl  COOTBETCTBYIOIINX
UCCIIEIOBAaHUN CTAaOWJIBHOCTH B PEAJIbHOM BPEMEHM (OXBaTHIBAIOLIUX BEChH
CPOK T'OJTHOCTH, €CJIM MPUMEHUMO), IPOBEAEHHBIX B COOTBETCTBUHU C AKTaMHU
opranoB Coro3a B cdepe oOpalleHusl JIEKAPCTBEHHBIX CPEACTB IO KpailHen
Mepe Ha OJHOM ONBITHO-IIPOMBIIIJIEHHON CEPUU JIEKAPCTBEHHOIO IpEIapara,
YIAKOBAHHOTO C IMOMOUIBIO 3aPErUCTPUPOBAHHOTO YIIAKOBOYHOIO Marepuania u
(W) COOTBETCTBEHHO IIOCJIE IIEPBOTO BCKPBITUS WIH pa3BeleHus. B
COOTBETCTBYIOIIMX  CIIydasx  HEOOXOIUMO  MPEICTaBUTh  PE3yJbTaThl
MUKpPOOHUOIOTMYECKUX UCTIBITAHUM.

. IlepecmoTpenHast uUHpopMaIuUs O JEKAPCTBEHHOM Ipernapare.

. Konmuu yTBepkeHHBIX crenupuKanuii Ha KOHEl CPOKa TOAHOCTH M, €CIU
NPUMEHHUMO, CTIeHU(DUKALIUU TTOCNE pa3BeAeHUs (BOCCTAHOBIICHUS) WIH TIOCTIE
NEPBOTO BCKPBITHS (B BUAE CCHUIKM Ha COOTBETCTBYIOIIMA JOKYMEHT B

MOCJICIOBATEILHOCTH  JIOChE WJIM TNPWIOKCHHUS K  COMPOBOJUTCIHLHOMY
MIACHMY).

pazzaen [ TabnuIsl U3JI0KUTh B CICAYIONICH peIaKIINM:

«. M®IT (M®BA)

['.1. Usmenenue Ha3Banus u| HeoOxomumbie | [Joxymentsl u | [Ipouemnypa
(nnn) azpeca JepKaTes YCIIOBUS JTAaHHBIE
ceptudpukata MOBA
1 1 l1Agy

YcnoBus
1. lepxxarens ceptudukara MOBA nomkeH oCTaBaThCS TEM ke IOPUAHMUECKUM

JIALIOM.
JloxymeHnTanus

1. OpuumanbHBI TOKYMEHT OT COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO OpraHa
(HammpuMep, HaJOrOoBOIO OpraHa), B KOTOPOM YyKa3aHO HOBOE Ha3BaHHE WM

azpec.
['.2. Usmenenne Ha3Banus u| HeoOxomumsie | Jlokymentsi u | [Iponemypa
(nn) agpeca JeprKaTelIs yCIIOBUSA JAHHBIE

ceprudukara MOII

»;
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1 1 1Ay

Ycnosus
1. lepxxarens ceptudpukara M®PII noykeH ocTaBaThCA TEM ke IOPUIMUYECKUM
JULIOM.

JoxymeHnTanus

1. OdunmanbHBIE TOKYMEHT OT COOTBETCTBYIOIIETO YIMOJHOMOYEHHOTO OpraHa
(HampuMep, HAJIOTOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE WIIH
azapec.

['.3. Usmenenue wiu Tpanchep| Heobxonumsie | Jlokymentsi u | [Ipouenypa
ceptudpukata MOII ot Texymiero YCIIOBUSA JTaHHbIE
Jiep>KaTessi HOBOMY JIEpXKATEIIO
(IpyroMy 10pUINYECKOMY JIUILY)

2,3, |Any

JoxymeHnTanus

1. loxymenT, BKIOYas wuACHTHUUKAIMIO (Ha3BaHUE U aApec) TEKYIIEero
nepxkarenst M®IT (mpaBootuyxpaarens) ¥ wuaeHTudukanuio (Ha3BaHHE U
aZpec) Iluia, TpUHHUMArONIero TpaHcdep (mpaBompuoOpeTarens), a TaKkKe
MpeasiaraeMylo J1aTy CACNIKH, MOAMUCAHHON 00eMMU KOMIIaHUSMH.

2. Konust mocnemnedt crpaHuIpl 3aKiarodeHus (cepTtudukaTta, CBUACTEIHCTBA)
Coro3za Ha M®II.

3. [lonTBepxkaeHUE pErUCTpalldd HOBOTO JeprkaTens (BBITMCKA W3 peecTpa
IOpUIMYECKUX JIUI[ U TIEPEBOJ] €€ Ha PYCCKUHU S3BIK), MOJMUCAHHOE O0CUMU
KOMITAaHHSIMHU.

4. TlontBepxkaenue TpaHcdepa Beeir gokymeHtammu MOII ¢ mepsoit
ceprudpukaiun  M®OPII  mpaBompuoOpeTaTento, MOAMUCAHHOE  OO0CUMU
KOMITaHHSIMHU.

5. JloBEpeHHOCTh, BKJIIOUasi KOHTAKTHBIE CBEIEHUS JMIA, OTBETCTBEHHOTO 3a
CBSI3M MEXK]ly YIIOJITHOMOYEHHBIM OopraHoM u aepsxkarenem M®II, nognucannas
npaBorpuoOpeTaTeneM.

6. [TuceM0-0053aT€ILCTBO  BBIMOJTHEHHUSI BCEX OTKPBITBIX M OCTaBIIUXCS
00s13aTeNnbCTB (TP HATTUYHH ), TIOJIITMCAHHOE MTPABONIPUOOpETATEIEM.

['4. Usmenenune Ha3Banus u| HeoOxomumbie | [Jloxymentsl u | [Ipouenypa
(unmu) azapeca yUpEeXACHUH 110 yCIIOBUS JTaHHbIE
3a00py  (mpoBepke) KpPOBHU,
BKJIFOYAsl LEHTPHI AJIs 3arOTOBKHU
KpOBU (T71a3Mbl)

1,2 1,2,3 1A

Ycenosus
1. Yupexnenue mo 3abopy (mpoBepke) KPOBH JOKHO OCTAaBAThCA TEM IKe
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IOPUANYECKAM JTUIIOM.

2. I3MeHeHHe JODKHO OBITh  aAMUHUCTPATUBHBIM  (HampuMep, CIUSHUE,
TIOTJIOIICHUE ); N3MCHEHUE Ha3BaHUS YUPEKIACHUS 110 3a00py (IIPOBEPKE) KPOBH
(meHTpa 1T  3arOTOBKM  KpOBH  (TUTa3Mbl)), TIPH  COXPAaHEHUH  €T0
OpTraHu3aIMOHHO-TIPABOBOM (HOPMBI COOCTBEHHOCTH M MECTA HAXOXKICHHUSI.

JloxymeHnTanus

1. [lognucanHas nekiapanus TOTO, YTO W3MEHEHHE HE BKIIOYACT HU3MEHEHHUE
CHUCTEMBI KauecTBa yUpeKACHHUA 10 3a00py (ITPOBEPKE) KPOBHU.

2. [lonnucanHas Jekjapanusi TOrO, YTO HM3MEHEHHUs IEepEYHsl LIEHTPOB st
3aroTOBKH KPOBH (ILJIa3Mbl) HE MMPOUCXOIUT.

3. OGHOBIIEHHBIE COOTBETCTBYIOIINE pa3/ieibl U AOMOJHEHUS K 1ocke MDII.

I'.5.3amena  wmm  nob6asienue | Heo6xomumeie | Jlokymentsl u | [Ipomemypa
IIEHTpa JJIsl 3aroTOBKH KpPOBH yCJIOBUS JTaHHBIE
(T1a3Mbl) B paMKax Y4YpekICHHS
no 3abopy (IpoBepKe) KpOBH,
BKJIIOYEHHOT0 B MDII

- 1,2,3 IB
JoxymeHnTanus
1. DnmpemMuoIorHYecKre JaHHBIE O BUPYCHBIX MapKepax, 3aTparuBaroniie eHTp
il g 3arOTOBKH KpPOBH (ma3mel), OXBaTELIBAIOIIHE 3 roja.

B oTHoOIeHNHM BHOBBH OTKPBITOrO IEHTpa (LEHTPOB) ISl 3arOTOBKH KPOBHU
(mma3mbl) WKW B Clly4ae OTCYTCTBUS JaHHBIX, MOATBEPXKIEHUE TOTO, YTO
AIHUIEMHUOJIOTHYECKUE JaHHbBIE OYYT MPEACTABICHBI B OUYEPETHOM €KETOTHOM
OOHOBJICHUH.

2. YKazaHue, 4TO IIEHTp JJIS 3aTOTOBKU KpOBHU (IJIa3Mbl) (PYHKIIMOHUPYET B TeX
K€ YCIOBUSIX, YTO WU JIpyTM€ LEHTPbI, MPUHAMIEKANIUE YUPEKICHUIO IO
3a00py (TIpOBEpKE) KPOBH, COTVIACHO TOJIOKEHHUSM CTaHJAPTHOTO JIOTOBOpa
MEXIy yupekJeHueM 1o 3abopy (mpoBepke) KpoBH U aepxkareiaem MOII.

3. OOGHOBIIEHHBIE COOTBETCTBYIOIINE PA3/IENIbl U TONOTHEHUs K Joche MDIT.

I'.6. Uckimouenue wii | Heooxogumeie | Jlokymentst u | [Iponiemxypa
U3MEHEHHE craTyca yCIOBUS JTAHHBIE
(pyHKUMOHUPYIOIIHIA W

HEe(DYHKITUOHUPYIOTIIHIN)

YUpeXKICHUN o 3abopy

(mpoBepke) KpoBH, (ILIEHTPOB MJIS
3aroTOBKM  KpoBHU  (TJIa3mbl)),
UCIOJIb3YEMBIX JJI1 cOOpa KpOBHU
(ma3mMbl) WM JJIs UCTBITAHUS
KpOBO- W IUJa3MojJauy U IyJIOB
M1a3MBbl

1,2 1 1A
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Ycenosus
1. [TpuunnbI

00yCJIOBJICHBI MPOOJIEMaMH,

IMIPpOBCACHUA

dapmareBTHIECKUX

HUCKIIIOYCHUA WM HU3MCHCHHA CTAaTyCa HC JOJIKHBI

OBITH

CBS3aHHBIMU C COONIOZICHHMEM TpeOOBaHUMA
[TpaBui Mpou3BOACTBEHHON MPAKTUKH.
2. Yupexaenus 1no 3abopy (mpoBepke) KpoBH (LEHTPHI IJIs 3aTOTOBKH KPOBH
(r1a3mMel)) JTODKHBI COOTBETCTBOBaThH akTam opraHoB Coro3za B cdepe

WHCIIEKIINH u

3aKOHOJATCIbCTBY

rocynapcTa-4jieHa B 4acTH, HE yperyJaMpOBaHHOM akTamu opraHos Coro3a,
IpU U3MEHEHHUH CTaTyca C HE(PYHKIIMOHUPYIOMIMX Ha PYHKIIMOHUPYIOIIHE.

JloxymeHnTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIINE Pa3/ieibl U JOMOJHEHHS K Joche MOIT.

I'.7. Bknrouenue HOBOT'O
YUPEKICHHUS o 3abopy
(mpoBepke) KpoBU B LIETsAX cOopa
KpOBU (nna3zmsl), HE
BKJIIOUeHHOTO B MOII

HeoOxonumeie
YCIIOBHUS

JIoKyMeHTHI n
JTaHHbIE

[Ipouenypa

['.8.3amena WM  BKJIIOYCHHE
HOBOTO IIEHTpa JJIsi 3aroTOBKU
KpoBM  (TJIa3Mbl) B IENAX
WCTIBITAHUSL JIOHAIIMM KpPOBU U
m1a3Mbl ¥ (WIK) MyJI0B TUIa3MbI B
paMKax ydpexiaeHus 1o 3adopy
(mpoBepKe) KPOBH, BKIIOUEHHOI'O
B MOII

HeoOxonumeie
YCIIOBHUS

JIOKyMeHTHI
JTaHHbIE

[Ipouenypa

1,2

1B

JoxymeHnTanus

1. Yka3aHue, 4TO HCHBITAHUS TPOBOJATCS COTJIACHO TEM K€ YTBEPKICHHBIM
CTaHJAPTHBIMU ONEPALIMOHHBIMU MPOLEAYPaMHU U (MJIM) METOJIaM UCTIBITAHUM.
2. OOHOBIIEHHBIE COOTBETCTBYIOIINE PA3/IENIbl U TONOTHEHUs K Jochbe MDIT.

I'.9. Bxirouenue HoBoro| Heobxoaumeie | lokymentsl u | [Iponeaypa
YUPEKICHUS 1o 3abopy yCIOBUS JTAHHBIE
(mpoBepke) KpOBHU, JUTSt
WCTIBITAHUN JOHAMM KpPOBU U
I1a3Mbl U (UJIM) MYJIOB IUIa3MBbl,
HE BKIIIOUeHHbIX B MDII

— — ]
[.10. 3amena wnmu BrmodyeHue | Heooxonumeie | Jlokymentsi u | [Iponemypa
HOBOTO YYPEXKJICHUS IO 3a00py yCJIOBUS JTAHHBIE
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(mpoBepKe) KpOBU WM LIEHTpa B
KOTOPOM XpaHHUTCS IJ1a3ma

- 1,2 1B

JloxymeHnTanus

1. YkazaHue, 4TO LEHTP XpaHEHUs IJIa3Mbl (YHKIIMOHHPYET B COOTBETCTBUU C
TEMU K€ CTaHJAAPTHBIMH OINEPAIMOHHBIMU MPOLEIYpPaMU, YTBEPKICHHBIMU B
YUpeKISHUHU 110 3a00py (ITpoBEPKE) KPOBH.

2. OGHOBIIEHHBIE COOTBETCTBYIOIINE PA3/IENbl U JOMOJIHEHUS K 1oche MDII.

['.11. Uckmouenne yupexaenus| Heooxonumsie | Jlokymentst u |[Iponenypa
1o 3a0opy (IpoBepKe) KPOBU WIIN YCIIOBUSA JTaHHbIE
LEHTpa B KOTOPOM XPAaHUTCS
mia3ma

1 1 1A
VYcnosue

1. IlpyunHa wuCKIIOYEHUS HE [JOJDKHA ObITh OO0ycloBiIE€HAa MpoliemMami,
CBSI3aHHBIMU C coOmtofieHueM TpeboBaHuit [lpaBuia Mpou3BOACTBEHHOM
MPaKTUKH.

JoxymeHnTanus
1. O6HOBNIEHHBIE COOTBETCTBYIOIINE PA3ACIbl U JOMOIHEHHS K Joche MOIIL.
[.12. 3amena wnu  Brimouenue | Heooxomumbie | JJoxymentst u | [Ipouenypa
YUpEKICHUS, MIPUHUMABIIIETO YCJIOBUS JTAaHHBIE
y4acTh€ B  TPaHCIIOPTUPOBKE
TJ1a3MbI

— 1 IB
JoxymeHnTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIIUE pa3eiibl U JOMONHEHUs K jgocke MOII,
BKJIFOYAsl BCE YUPEXKIACHUS 1O 3a00py (IMpoBEpKe) KPOBH, MCIOIB3YIOMIUE 3TO
yUpeXJICHUEe, MPUHUMAIOIIEE YY4acTHE B TPAHCIIOPTHPOBKE IUIA3MBI, PE3IOME
JEHCTBYIOIICH CHCTEMBI, 00CCIICUMBAIOIICH TPAHCIIOPTUPOBKY B HAJJICKAIINX
YCIIOBHUSX (Bpems, TeMIIeparypa u COOTBETCTBHE [TpaBuam
MIPOM3BOJCTBCHHONW TMPAKTUKHW) W TOATBEPXKIACHUE TOTO, YTO YCIOBHS
TPAHCTIOPTHUPOBKH BAJTUIUPOBAHEI.

I'.13. Uckmrouenne yupexaeHus,| Heooxonumeie | Jlokymentsl u |[Ipomenypa
MIPUHUMABIIETO y4acTue B YCIIOBUSA JTaHHBIE
TPaHCIIOPTUPOBKE ILJIA3MBI

1 1 1A

VYcnosue
1. [lpyurHa WCKIIOYEHUS HE JOJDKHA OBITh OO0ycCJOBIEHa MpoOiieMamy,
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CBSA3aHHBIMHU ¢ coOtofeHreM IIpaBui mponu3BoICTBEHHON NPAKTHKHU.

JlokymMeHTanus
1. OGHOBJIEHHBIE COOTBETCTBYIOILIUE Pa3/ieibl U JONOJHEHUS K Jocke MOII.

['.14. Bximouenue tect-cuctemsl,| HeoOxonumsie | Jlokymentsi u | [Ipouenypa
3apeructpupoBaHHoil B Coro3e B YCIIOBUS JTAHHBIE
KauecTBe MEJIULUHCKOTO
V3AENUS, B LENSIX MCIBITAHUS
OTHAENbHBIX JOHAllUd KpOBU U
I1a3Mbl B KQYECTBE HOBOW TECT-
CHCTEMBI

1 1,2 1A

VYcinoBug
1. HoBas Tect-cuctema 3apeructpupoBana B Cor3e B KaueCTBE MEIUIIMHCKOTO
U3 IETUS.

JoxymeHnTanus

1. [TepedyeHp HCHBITATETBHBIX IUIOMIAZIOK, B KOTOPBIX MCIOJIB3YEeTCS TeCT-
cHCTEMA.

2. OOHOBIIEHHBIC COOTBETCTBYIOIIME pa3aeibl M JOMONHECHHS K jgocbe MODII,
BKJIFOYAsT OOHOBJICHHBIE CBEJICHHS 00 HMCIIBITAHUSIX B COOTBETCTBHH C aKTaMH
opranoB Coro3a B cdepe oOpalieHus JeKapCTBEHHBIX CPEACTB.

['.15. Bxmouenue Ttect-cuctemsl, | Heooxomumeie | [lokymentsl u | [Ipouenypa
He 3apeructpupoBaHHoi B Corosze YCIIOBHUS JIaHHbIE
B Ka4yeCTBE MEJIMIIUHCKOTO
M3AENUsl, B MEJNSIX MCIHBITAHUS
OTACNBHBIX JIOHAIMA KpPOBU U
IJI1a3Mbl B KaUECTBE HOBOW TECT-
CHUCTEMBI

a) HOBasg TECT-CUCTEMa paHee He
obma omoopeHa B M®II uvu s
OJIHOTO WEHTpa [JIsl 3aroTOBKHU
KpoBu  (TIa3mbl) B IEIAX
UCTIBITAaHUS JIOHAIIM KPOBH U
J1a3Mbl

0) HoBasi  TecT-cucTeMa  Obuia
onobpena B M®II mns apyrux
LEHTPOB JUIsl 3aroTOBKH KpPOBH - 1,2 1A
(1a3Mbl) B TENSX HUCHBITAHUS
JIOHALIMK KPOBH U TUIa3MBI
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JloxymeHnTanus

1. [lepevyeHp ucCHbITATEIBHBIX LIEHTPOB, B KOTOPHIX MCIOJIB3YETCSI TECT-CUCTEMA,
U TIepeYeHb UCTBITATEIbHBIX [IEHTPOB, B KOTOPBIX OHA OYJIET UCTOIb30BaATHCA.

2. OOHOBIIEHHBIE COOTBETCTBYIOIIME pa3ieibl M JOMOJHEHUs K aocke MOII,
BKJIIOYasi OOHOBJICHHBIE CBEJICHUSI 00 MCHBITAHUSX B COOTBETCTBUM C aKTaMU
opranoB Cotro3a B cepe oOpalieHus JeKapcTBEHHBIX CPECTB.

I'.16. I3menenue Ttect-cuctembl| HeoOxonumeie | Jlokymentsl u | [Iponemypa
(MeTona), HCIONB3YEMOIrO ISt YCIIOBUS JTAHHBIE
UCIIBITAaHUSL TYJIOB (UCIBITAaHUE
Ha AaHTUTEJa, AaHTUT€Hbl WU
aMIUTMpUKaldg  HYKICHMHOBBIX
KHCJIOT)

— — ]
['.17. Beenenue nnu pacumpenue | Heooxonumeie | Tpebyemas Bun
MPOLETYPBI KapaHTUHHOTO YCIOBHUS JOKYMEHTALHUS | IPOLIEAYPhI
XpaHEHHUs

1 1 1A
Ycnosue

1. Ilpoueaypa KapaHTUHHOTO XpaHEHMs SBJISETCS OoJjiee CTporoi (Hampumep,
BBIIYCK JIMIIB TIOCJIE ITOBTOPHON MPOBEPKU TJOHOPOB).

JlokymMeHTauus

1. OGHOBJICHHBIC COOTBETCTBYIOIINE pa3Aeiibl M JIOMONHEHUS K jgocke MOII,
BKJIIOYAsi OCHOBAHMS BBEICHUS WJIM PACIIMPEHUS MPOLEAYPbl KaPaHTUHHOIO
XpaHEHHUs, IUIOAJKH, B KOTOPBIX OCYIIECTBIISIETCS KAPAHTUHHOE XPAHEHUE, U
W3MEHEHMUS MPOLIEAYPHI, IEPEBO PEIICHUM, BKIIOYasi HOBBIE YCIIOBUA.

I'.18. Ucknrouenue nepuoga | Heobxonumeie | Jlokymentst u | [Iporeaypa
KAPaHTUHHOTO XPaHEHUS WIU yCJIOBUS JTAHHbIE
COKpallleHue ero
MIPOJIOKUTEIIBHOCTH

- 1 1B
JoxymeHnTanus

1. O6HOBNEHHBIE COOTBETCTBYIOIIKE pa3zeibl jocke MOII.

['.19.3amena wiu nob6asnenue | Heobxonumeie | Jlokymentsi u | [Iponemypa
KOHTEIHEPOB JUISI KpOBU yCJIOBUS TTaHHBIC
(HampuMep, MEIIKOB, (DITAKOHOB)

a) HOBbIE KOHTEHHEPHI JJIs1 KPOBU
3apeructpupoBanbl B (Coroze B 1,2 1 1A
KaueCTBE MEAUITMHCKUX U3CTHI
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0) HOBbIE KOHTEMHEPHI ISl KPOBU
He 3aperucTpupoBanbsl B Corose B - - ]
Ka4eCcTBE MEAMLMHCKUX U3/1ETHH

Ycnosus
1. Konreiinep 3apeructpupoBa B Coro3e B Ka4eCTBE MEAULIMHCKOTO U3/1ETHSL.
2. Kpurepun kauecTBa KpOBH, 3aKIIOUEHHON B KOHTEHWHED, HE H3MEHSIOTCSI.

JlokymMeHTauus

1. OGHOBJIEHHBIE COOTBETCTBYIOIIUE pa3Aeiibl U JOMONHEHUS K jocke MODII,
BKJIIOYAasT HAaWUMEHOBaHUWE KOHTEWHEpa, MPOU3BOIUTENS, CHEHUPUKALINIO
pacTBOpa aHTUKOATYJISHTA, MNOATBepxkAcHUEe peructpanuun B Coro3e win
rocyJapcTBe-4ICHE M Ha3BaHHE YUPESKICHHS 10 3a00py (MpoBEpKe) KPOBH, B
KOTOPOM HCIIOJIb3YETCA KOHTEUHED.

I'.20. U3menenue xpanenusi| Heo6xonumeie | JlokymenTsl u | [Iponemypa
(TpaHCTIOPTUPOBKH) YCIIOBUSA JTAHHBIE

a) yCIOBUM XpaHeHUs U (WJIM) 1 1 IA
TPaHCIIOPTUPOBKHU

0) MaKCUMaJbHOTO CpoKa 1,2 1 IA

XpaHCHHUA ITJIa3MbI

YcnoBust

1. I3MeHeHre ODKHO YXKECTOYaTh YCIOBHUS M COOTBETCTBOBATH TPEeOOBAHMSIM
dapmakonen Coro3a, a Ipu OTCYTCTBUU B HEW — TpeOoBaHUAM (hapMakormeit
FOCyIapCTB-WIEHOB, MPEIBABISIEMbIM K IUIa3ME KpPOBH YEJIOBEKA IS
bpakImOHUPOBAHUSI.

2. MakcuMaabHBIN CPOK XpaHEHHsI KOpPOUe TPEABIIYIIETO.

JlokyMeHTauus

1. OOGHOBNIEHHBIE COOTBETCTBYIOIIME pa3leibl U JOMOTHEHUS K jnocke MOII,
BKJIFOYAsi TTOJAPOOHOE OMHMCAaHUE HOBBIX YCIOBHUM, MOATBEPXKACHHUE BaluIalluu
YCIIOBUW XpaHEHUs (TPAHCHOPTUPOBKH) U HA3BAHHE YUPEXKACHUS IO 3a00py
(mpoBepke) KpOBH, B KOTOPHIX MPOUCXOJAUT U3MEHEHHE (€CIIU TPUMEHHUMO).

['.21. Beenenue wucneitanus Ha| HeoOxomumbie | [Joxyments u | [Ipouemnypa
BUPYCHBIE MApPKEPhI, €CIIM TAKOE YCIOBUS JTAHHbIE
BBEJICHHE OKAXXET 3HAYUTEIIbHOE
BIIUSIHUE HA OILIEHKY BHUPYCHBIX
PUCKOB

['.22. I3menenue npurotosneHus | Heooxonumere | Jlokymentst u | [Iponenypa
nyJia 1jaa3Msl (HapuMmep, MeTo1a YCIIOBUSA JTaHHbIE
IIPOM3BOJCTBA, pa3Mmepa IyJa,
XpaHeHUs 00pasIoB myJa
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TJ1a3MBbl)

JlokymMeHTanus
1. O6HOBNEHHBIE COOTBETCTBYIOIIKE pa3zaeibl jocke MOII.

['.23. U3meHneHune Mmep, | Heobxomumeie | lokymentsl u | [Ipouemypa
NPUHUMAEMBIX npu yCIIOBUSA JaHHbBIE
PETPOCIIEKTUBHOM OOHAPYKEHUH,
YTO JOHAIIMA KPOBH U TUIA3MBI
NOJJIEKAT  HMCKIIOYEHHIO U3
00paboTKu (mpouierypa
PETPOCIIEKTUBHOI'O aHAJIHN3A)

B) B onoiHeHuu VI:
nogpazaensl A.1 — A.7 U3JI0KUTh B CIEAYIONIEN peAAKIUN:

«A. AIMUHHCTpaTUBHbIE U3MEHEHUS

A.l. U3smeHeune nepxkarens | Heooxogumele | lokymenTsl u | [Iporienypa
PEruCTPaliMOHHOTO yCJIOBUS JTaHHEBIE
YAOCTOBEPEHHUS

a) UI3MECHCHUE Ha3BaHUS W (WJIN) 1 1,3 lAny
azpeca JiepxKaTeIns

PETUCTPALIMIOHHOTO

YAOCTOBEPEHMUS

0) Tpancep perucTparmoHHOTO 2 1,2,3,4 |Any
YAOCTOBEPEHHUS oT OJIHOT'O

IepKaTenss  PErucTPalrOHHOTO

YAOCTOBEPEHMUS JPyromy

FOPUIAYECKOMY JTUILY

YcnoBus

1. Jlep>xatenb perucTparidOHHOTO YIOCTOBEPEHHS JOJDKEH OCTABaThCA TEM Ke
OPUTAYECKUM JIUIIOM.

2. JlepxaTenb ~ PETHCTPAIMOHHOTO  YAOCTOBEPEHHSI  SIBISIETCSI  JIPYTUM
OPUJIMYECKUM JIULIOM.

JloxymeHTanus

1. Kommus 10KyMEHTa, BBIJAHHOTO COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM
OpraHOM  CTpPaHbl  PETUCTpPAIlMUd  IOPUIUYECKOTO  JIMIAa  JIepKaTens
PErUCTPALIMOHHOTO YJIOCTOBEpPEHUs] (HAampuMep, HaJOroBOro oOpraHa), B
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KOTOPOM YKa3aHO HAaMMEHOBAaHHME U aJpec IOPUAUYECKOrO JIMLA HOBOIO
JiepKaTeNsl PETUCTPALMOHHOTO YIOCTOBEPEHUS WJIM HOBOE Ha3BaHHWE U (WIIH)
ajipec JeprKaTesisi PEerucTPaliOHHOTO YI0CTOBEPEHHUS.

2. JIokyMeHTbI, 000CHOBBIBAIOLIHE TpaHC(Ep PErUCTPALIIOHHOTO YAOCTOBEPEHHUS
(ynocroBepeHMil) M NOATBEPXKAAIOIIME BO3MOXKHOCTH HOBOTO J€pKaTeis
PETUCTPALMOHHOTO yJIOCTOBEPEHUsI 0OecreunBaTh HaJyIeXKallee BBIIIOJTHEHHE
BceX 00s13aHHOCTEN AepKaTessi peruCTPallMOHHOTO YIOCTOBEPEHUS;

KONUSL  JIOKYMEHTa, [OATBEPKAAIOUIEr0 TpaHCPep PErucTparioOHHOIO
YIOCTOBEPEHHS OT OIHOIO IOPUIAMYECKOTO JHIA APYroMy HOPUIMYECKOMY
ULy,

IepeCMOTPEHHAsl KpaTKas XapaKTepUCTHKAa CHCTEMBbl (papMaKoHaa30pa WM
NEPECMOTPEHHBIN MacTep-(ailsl cuCTeMbI (hapMaKOHAA30pa, €CIU OH BKIIFOYEH
B PETHCTPALIMOHHOE J0CKE;

CBelleHUs1 00 OpraHu3alvu, OTBETCTBEHHOH 3a paboTy ¢ pekiiaMalusMH B
EBpa3suiickoM 3KOHOMHYECKOM COO3€.

3. IlepecmoTpeHHass B COOTBETCTBYIOIIMX  pas3fenax uHbopMmamus O
JIEKapCTBEHHOM ITpernapare.

4. JIOKyMeHT (JOKyMEHTHI), IpeCTaBICHHbIE IOPUIUYECKUM JIMIIOM, KOTOPOMY
NEPENAlTCsl MOJIHOMOYMS JIepKaTellsl pPEruCTPalMOHHOIO yIOCTOBEPEHUH,
MOJTBEPKAAIOIUN OTCYTCTBUE U3MEHEHUH B MH(GOPMAIMH O JIEKAPCTBEHHOM
mpernapare, He  OTHOCAIIMXCS K  TpaHcdepy  PerucTpaliOHHOTO
YIIOCTOBEPEHHS.

A.2. I3meHeHnue (toproBoro) | Heooxomumeie | lokymentsl u | [Iporieaypa
HAaNMCEHOBAaHUS JIEKapCTBEHHOTO YCIIOBUSA JAHHBIE

npenapara

a) IEKapCTBEHHBbIE  IIpenapaThl, 1 1,2 |Any
3apErUCTPUPOBAHHBIC B

coorBercTBun ¢  [IpaBunamm
PErUCTPALIMM U SKCIIEPTU3BI

0) TeKapCTBEHHBIE  TIpemaparsl, — 1,2 IB
3apETUCTPUPOBAHHBIC TOJBKO B
pedepeHTHOM ToCyIapcTBe, B
TOM YHCJC B COOTBETCTBHU C
3aKOHOJATEIIbCTBOM
rocyJlapcTBa-4jicHa

YcnoBus

1. IToaTBEpKI€eHHE YIMOJIHOMOYEHHOTO OpraHa (SKCHEPTHOM OpraHu3alvu)
pedepeHTHOTO  TocyAapcTBa  MPUEMJIEMOCTH  HOBOTO  (TOPTOBOIO)
HalMCHOBaHUSI.

JlokymeHnTanus
1. OGocHOBaHME 3asIBUTENS MPUEMIIEMOCTH HOBOTO (TOPTOBOT0) HANMEHOBAHHSI.
2. IlepecmoTtpenHas nHpoOpMaIHs O JIEKAPCTBEHHOM Tpenapare.

A.3. U3menenne HaumenoBanus| Heooxoaumeie | Jloxkymentst u | [Ipouexypa




121

AKTUBHOM (bapmareBTHIeCKOI YCIOBHUS JAHHBIE
cyOcTaHIIUN Wi
BCIIOMOTaTEJILHOTO BEIIECTBA

1 1,2 Ay

YcnoBus
1. AxtuBHas (apmareBTHUYecKas cyOcTaHIHS (BCIIOMOTaTelIbHOE BEIIECTBO) HE
U3MEHSETCS.

JlokymeHnTauus
1. OO6ocHOBaHME U3MEHEHHS HAMMEHOBAHMS AaKTUBHOM (hapMaleBTUUYECKOM
cyocranmmu  BO3. Jlnsgs BcrmoMoraTenbHOTO BelllecTBa — OOOCHOBaHUE

M3MEHEHUS CIIpaBOYHMKA (KiIaccu(ukaTropa) BCIOMOTATEIbHBIX BEIIECTB
Coroza. TloaTBepkaeHne TOro, YTO M3MEHEHHE COOTBETCTBYeT PDapmakoriee
Coro3a (ecnu NpUMEHHMMO), a MNpuU OTCyTcTBUM B Heil — ®apmakonee
rocyaapcrBa-ujieHa. Jlekimapamus, 4UYTO HAaMMEHOBAHHE JIEKAPCTBEHHBIX
pacTUTENBbHBIX MpenapaToB COOTBETCTBYeT akTam opraHoB Coro3a B cdepe
oOpalieHus JeKapCTBEHHBIX CPEJICTB.

2. IlepecmoTtpennas nHGOpMAIHS O JIEKAPCTBEHHOM IIpemapare.

A.4. U3menenne Ha3Banus 1| HeoOxomumbie | Jlokymentsl u | [Iponeaypa

(wnu) ampeca: TMPOU3BOIUTENS YCIIOBUSA TaHHBIC
(BkrOYasi, ecid  MPUMEHHMO,
TIJTOTIAIKT o KOHTPOJIIO
KauecTBa), WM JIep)KaTelst

MOADC, wuam  1OCTaBIIUKA
aKTUBHOM  (papMaleBTHYECKOU

cyOcTaHImH, UCXOTHBIX
MaTepuajgoB, PEaKTHBOB  WJIU
MTPOMEKYTOUHBIX MIPOJIYKTOB,

UCIIOJIb3yEMbIX B IPOU3BOJICTBE
aKTUBHOM  (papMaleBTHUECKOU
cyOcTaniuu (eciu yka3aHO B
PETUCTPALMOHHOM JIOChE), €CIIU B

PETHCTPAITMOHHOM J0Che
OTCYTCTBYIOT cepTU(UKATHI
COOTBETCTBUS EBpomneiickoit
dhapmakoree, W
MIPOU3BOIUTES HOBOTO
BCIIOMOTATEIHHOTO BEIIECTBA
(ecnu yKa3aHo B

PETUCTPAIIMIOHHOM JIOCHE)

1 1,2,3 1A

Ycnosug
1. ITpou3BOACTBEHHAS TIJIOMIAKA M HU OJHA U3 MPOU3BOACTBEHHBIX OMEpalvii He
U3MEHSIETCH.
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JloxymeHTanus

1. OpunmanbHplii  TOKYMEHT OT YIOJIHOMOYEHHOIO OpraHa (Hampumep,
HAJIOTOBOT'0 OpraHa), B KOTOPOM yKa3aHO HOBOE Ha3BaHHeE U (WJIH) aapec.

2. [TonpaBka K COOTBETCTBYIOLIEMY pa3/iely PETUCTPALIMOHHOTO J0ChE.

3.1lpy  wW3MeHeHWM  Ha3BaHHMS  Jep)Karenss  Mactep-Qaiila  aKTUBHOM
dhapmanepTudeckoi cyocranuun (MPADC) — 0OHOBIIEHHOE pa3pelicHUEe Ha
JOCTYII.

A.5. U3menenne Ha3Banmsa u| HeoOxommmbie | JlokymenTsl u | [Ipomeaypa

(unu) agpeca  MPOM3BOIUTENS yCIIOBUSA JaHHbBIC
JIEKapCTBEHHOTO npernapara,
BKJIIOYast BBIITyCKAIOIIUE

IUIOMIAAKH W  IUIOIMAAKUA  IIO
KOHTPOJIIO KauecTBa

a) ICHCTBUS, 3a KOTOpbIE 1 1,2 ALy
OTBEYaET TIPOU3BOIUTEI

(uMmopTep), BKIIOYAIOT BBIMYCK

cepuit

0) nericTBus, 3a KOTOpBIS 1 1,2 1A
OTBEYaET TIPOU3BOIUTEI

(ummopTep),  HE  BKIIOYAIOT

BBIINIYCK CEpUU

VYcnoBus
1. Ilpou3BoACcTBeHHAs IUIOIIAQJKA, Ha3BaHWe W (WIHM) aapec KOTOpou
W3MEHSIOTCS, M HU OJIUH U3 TIPOLIECCOB MPOU3BOICTBA HE U3MEHSIOTCS.

JlokymeHTauus

1. Konust nuueH3MM Ha NPOU3BOACTBO (MIPU HAIMYUHU) WIA OQULHATBHBINA
JOKYMEHT OT COOTBETCTBYIOUIETO YIOJIHOMOYEHHOrO0 OpraHa (HampuMmep,
HaJIOrOBOI'0 OpPraHa), B KOTOPOM yKa3aHO HOBOE Ha3BaHUE U (MJIM) ajipec.

2.Ecniu  npuMmeHMMO, ~ TONpaBKa K  COOTBETCTBYIOUIEMY  paszfeny
PETUCTPAIMOHHOIO JI0ChE, BKIIIOYas MEPECMOTPEHHYI0 HMHGPOpPMALUI0 O
JIEKapCTBEHHOM IIpenapare.

A.6. 3menenue koma ATX Heo6xomumeie | [Joxkymentsl u | [Iponienypa
yCJIOBUS JTaHHBIC

a) U3MEHEHHE BCJICJICTBUE 1 1 1A

YTBEPKACHUS WM U3MEHEHUs

BO3 koma ATX

0) U3MEHEHHE 10 WHHUIIMATHBE — 1 IB

3asIBUTEIIS Koja, HE

SIBJISIFOLLIETOCS KOJIOM,

npucBoeHHbIM BO3
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YcnoBus
1. U3menenue BeieacTBUE yTBEpKAeHUs uiu n3Menenns BO3 koga ATX.

JloxymeHTanus
1. IlepecMoTpenHas uH(OpMaIKs O JeKapCTBEHHOM Ipenapare.

A.7. Uckmtouenue Heo6xomumeie | Joxymentsl u | [Iponenypa
NPOU3BOJICTBEHHON  IUIOIIAJKU yCIIOBUSA JaHHbIC
(B TOM wuwWcne AN aKTUBHOM
(hapMarieBTHUYECKON CyOCTaHIUH,

IPOMEKYTOUHBIX MPOJYKTOB,
JIEKapCTBEHHOTO npernapara,
YOAKOBIIHMKA,  MPOU3BOAUTES,

OTBETCTBEHHOI'O  3a  BBIMYCK
cepuu, KOHTPOJIS KauecTBa cepuit
WU TIOCTaBIIMKA  HCXOJHOTO

MaTepuana, peakThBa W
BCIIOMOTATEIBHOTO BEIIeCTBa
(ecru yKa3aHbI B

PETUCTPALIMIOHHOM JIOChE))

1,2 1,2 1A

YcnoBus

1. JlomxHO oOcTaThcsi HE MeHee | paHee OJOOPEHHOW MPOU3BOJACTBEHHOM
IJIOMIAAKH  (TMIPOU3BOJIUTENS), OCYIIECTBISAIOMICH Te ke (QYyHKUUH, YTO U
IO IEKAIIHE UCKITIOUEHHUIO.

2. UckmioueHne HE JOJDKHO OBITh CJIEJACTBHEM KPHUTHYECKHX HEIOCTaTKOB
MIPOU3BO/ICTBA.

JoxymeHnTanus

1. B nyHKTE O BHOCHUMBIX HM3MEHCHHSIX 3asBJICHUS O BHECEHUU H3MECHEHUI
HEOOXOIMMO YEeTKO O0003HAUUTh pPaHee OJIOOPEHHBIX M IMpeaiaraeMbIX K
yAaJEHUIO MPOU3BOAUTENEH, KaK YKa3aHO B pa3jene 2 GopMbl 3asBICHUS.

2. IlonpaBka K COOTBETCTBYIOIIEMY pa3zzaeny (pasfenaMm) perucTparloHHOTO
J0Cbe, BKJIIOYAsl TEPEeCMOTPEHHYI HWHMOpPMAIMIO O JIEKAPCTBEHHOM
npenapare.

noapaszaen A.8 Npu3HaTh YTPATUBIIUM CHILY;

pasaen b TabnuIel M3710KUTH B CIICIYIONICH PeIaKIINN:
«b. I3mMeneHnus kauecTBa

b.1. AktuBHas papmarieBTU4YECKasi CyOCTaHIIMS

b.1.a) IIpousBoacTBO

b.l.a.1. I3meHeHue HeoOxonumeie | Jlokymentsl u | [Ipouenypa

»;
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IIPOU3BOIUTEIS HCXOJHOTO
Marepuana (peakrtuBa,
MPOMEXYTOYHOTO TPOIYKTa),
UCIIOJIB3YEMOIO B  TIpoliecce
IIPOU3BOACTBA AKTUBHOMN
dbapmareBTHUECKON
CyOCTaHIIMU WJIM H3MEHEHUe
IIPOU3BOIUTENSA AKTUBHOU
dbapmareBTHIECKOM
cyOcTtaHIuu (BKJIIOYAsi, €CIH
NPUMEHUMO, IUIOHIAAKA IO
KOHTPOJIIO Ka4yecTBa), €CJIH B
PErUCTPALIMIOHHOM J0ChE
OTCYTCTBYET ceptuduxat
COOTBETCTBHs  EBpornenckoit
dapmakornee

yCJIOBUS

a) mpeaaracMblit
MPOU3BOJUTENL PUHAIIEKUT
K TOU xKe rpymie
(bapMaleBTHIECKUX
KOMIIAaHUH, YTO U OJOOPEHHBIN
MIPOU3BOIUTEID

1,2,3

[N

N

&
w
©o P>

(o]
~

| Ay

0) BHECCHUE HOBOT'O
TIPOU3BOIUTEIIS AKTUBHOMU
bapmareBTH4IeCKOM

cyOcTtaHiuu, O0OOCHOBAHHOM
MOADC <*>

B) IIpe/AJiaraeMbli

MPOU3BOJIUTENH  UCIOJIB3YyeT
PE3KO OTJIMYAIOIINICS CIOCO0
CHHTE3a WK YCIIOBUS
MPOU3BOJICTBA, KOTOPHIE MOTYT
U3MCHUTH BaXKHBIC MTOKA3aTEIN

Ka4yecTBa AKTHUBHOM
dbapmarneBTHIECKON

cyOcTaHIuH, TaKue KaK
Kau€CTBEHHBIN u (unn)
KOJINYECTBEHHBIH npo b
pUMeceH, TpeOyromuit
KBaJIM(UKAIIMHU, WU (PUIUKO-
XUMHUYECKUEC CBOICTBA,
BIIHSIIOIIINIC Ha

OMOOCTYMHOCTD <*>

') HOBBIN MIPOU3BOAUTEID
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Martepuana, TpeOyoIIero
OLICHKU BUPYCHOM
O6e3omacHOCTH W (WJIM) pHUCKA
IRC

1) I3BMCHEHUE 3aTparuBaeT
OMOJIOrMYECKYIO aKTUBHYIO
(bapMaleBTHIECKYIO

cyOCTaHITHIO (BKITFOYAs

VCXOJHBIA MaTepHas, peakTus,
IIPOMEKYTOUHBIN MPOAYKT,
VCIIOJIB3YIOIUICS B
IIPOU3BOJICTBE
OMOJIOrM4YECKOro
JIEKapCTBEHHOTO Mpenapara)

€) U3MEHEHHE nopsika
KOHTPOJISi KayecTBa aKTHUBHOM
(bapMareBTHYEeCKOM
cyOCTaHIIMU:  CMEHa W
no0aBjICHHE IUIOMIAAKH, Ha
KOTOPOH OCYILIECTBIISIETCS
KOHTPOJIb (MCIIBITAHHUE) CEPUId

2,4

1,5

’K) BHECCHHE HOBOTO
MIPOU3BOUTETSA AKTHUBHOU
dbapmareBTH4IeCKOM
cyOCTaHIIMM, HE HUMEIOIICH
MOADPC u  Tpedyromeit
oObHOBIIeHMsT pazzmena 3.2.S
PErUCTPALIMIOHHOTO J0ChE
JIEKapCTBEHHOTO  IIpermapara
<*>

3) BKJIIOUEHHUE
aNbTEPHATUBHOM MIIOIIAJIKH 110
CTEPUIIN3ALUU AKTUBHOU
dbapmareBTHIECKON
cyOcTaHIu c
HCIOJIb30BAHUEM MeToaa
®apmakonen Coroza, a mnpu
OTCYICTBUM B HEeHW — ¢
HCIIOJIb30BAHUEM METOJIOB
IPYTuxX bapmakomneii B
coorBercTBUM ¢ KoHuenmnuen
rapMoHu3anuu  (hapmakonei
rocyaapcTB - YJIEHOB
EBpa3suiickoro

1,2,4,5,8
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HKOHOMMYECKOIO CO03a,
YTBEPKACHHOU Pemrennem
Konneruun EBpa3zuiickon
HKOHOMUYECKOW KOMHCCUHU OT
22 centsa6ps 2015 r. Ne 119
(mamee — Koumnenmnus
rapMOHHU3AIHHN )

1) BHECCHHE HOBOM IUIOIIAIKH
10 MUKPOHU3AIMH <*>

2,5

1,4,5,6 1A

K) U3BMEHEHUS nopsiIKa
KOHTPOJIS KauecTBa
OMOJIOTUYECKOM AKTUBHOMN
dbapmarieBTHUECKON
cyOCTaHIIMU:  3aMeHa WU
BKIIFOUCHHE TUIOMIAJKH, Ha
KOTOPOi OCYIIECTBIISIETCS
KOHTPOJIb (MCTIBITAHUS) CEPHUIA,
BKJTIOYAS OMOJIOTUYECKUN
(MMMYHOJIOTMUECKH,
UMMYHO-XUMHYECKHI) METO/T

J) HOBasI TUTOIIIA KA o
XpaHCHHUIO TJIABHOTO OaHKa
KIEeTOK # (wid) pabouero
OaHKa KJIETOK

YcnoBust
1. Cnenudpukanuy  HUCXOJTHBIX

MaTepuasoB

U  PEaKkTUBOB  (BKJIOUas

BHYTPHUIIPOU3BO/ICTBEHHbBIE KOHTPOJIH, METO/IbI aHanM3a BCEX
MaTepUaoOB) UIEHTUYHBI paHee 0J00peHHbIM. Crnenudukanuu (BKIOYas
BHYTPUIIPOU3BOICTBEHHBI KOHTPOJIb, METO/bl aHAJIM3a BCEX MaTepHalioB),
crocoObl MPUTOTOBIEHUS (BKJIIOYas pa3Mep Cepuu) M MOAPOOHBIM crocod
CHUHTE3a MPOMEXKYTOUYHBIX MPOAYKTOB U AaKTUBHBIX (hapMaleBTUYECKUX
cyOcTaHIMi UACHTUYHBI paHee 0JI00PEHHBIM.

2. AxtuBHas (apmarieBTUUYECKass CyOCTaHIIUS HE SBISIETCS OMOJIIOTMYECKON WITH

CTEpPUIIBHOM.

3. Ecou B nmponecce Mporu3BOACTBA HCIIOJIB3YIOTCA MAaTCPHAJIBI YCJIOBCUYCCKOTO

WIM  KUBOTHOTO  TMPOUCXOXKJEHHUS M  TPOU3BOJAUTENH  AKTHBHOU
(dapmMarieBTHUIECKOH CyOCTaHIIUN:

HE HKCMOJb3yeT HOBOTO TOCTaBIIMKA, B OTHOIICHHH KOTOPOTO TpedyeTcs
OIICHKa BHUPYCHOW O0€30MacHOCTH M OlleHKa cooTBeTcTBUsA Ddapmakornee
Coroza wunu  apyruM__ (apmakoressM B cooTBercTBuM ¢ KoHuenmuen
rapmonusanuu hapmakoneil u rnase 24 IlpaBun npoBeaeHus uccaeqoBaHUN
OMOJIOTUYECKHUX JICKAPCTBEHHBIX CPEJICTB, IO MUHUMHM3AIIMU pPUCKa TIepeaadn
areHTOB T'y0uaToi HHIe(aTONaTHH )KUBOTHBIX MTOCPEACTBOM JICKAPCTBEHHBIX
npenapaToB AJi1 MEIUIIMHCKOTO U BETEPUHAPHOTO MPUMEHEHUS;
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HCIIOJIb3YET HOBOI'O IOCTABIIMKAa B OTHOLIEHHMM KOTOPOrO Takas OLEHKa
IIPOBEJICHA.

4. Tpancdep MeToa co cTapoii Ha HOBYIO IIOIIA/IKY MPOU3BECH YCIEIIHO.

5. Cnenudukanus pasMepa 4acTHI] aKTHBHOHN (hapMalleBTUICCKON CyOCTaHITUN
Y COOTBETCTBYIOIINN aHATUTUYECKUI METO]I HE H3MEHSFOTCHL.

JloxymeHnTanus

1. Ecniu npumeHuMoO, TOMpaBKa K COOTBETCTBYIOLEMY paszieny (pasaenam)
PErUCTPALIMIOHHOTO 10ChHE.

2. [lonTBepxaeHue JAepxKaTess PETUCTPAIlMOHHOTO — YIAOCTOBEPEHHS WU
nepxarenst MOADPC cooTBETCTBEHHO, YTO MPOLEAYpPhl KOHTPOJIS KayecTBa
crocoba cuHTe3a (WM JUIsl JIEKAapCTBEHHBIX PACTUTENBHBIX IMpEnapaTroB —
METOJla TPUTOTOBJICHUS, TeOorpad)UuecKoro HCTOYHHUKA MPOUCXOKICHUS
pacTuTenbHOM  (papmalrieBTUUYECKOW — CyOCTaHIIMM M Tpoliecca  €e
IIPOU3BOJCTBA (COOTBETCTBEHHO)) u cnenupuKau aKTUBHOMN
dbapmaneBTHUECKOW CYOCTaHIIMM W HCXOJIHOTO MaTepuala, peakTHBa,
MPOMEXYTOYHOTO MPOJAYKTa B  MPOLECCEe MPOU3BOACTBA AKTUBHOMN
dbapMaleBTHYECKON CyOCTaHIIMU (€CId TPUMEHHUMO) HE OTIUYAIOTCS OT
paHee 0JJ0OpEHHBIX.

3. Ceptudukar coorBerctBus EBpormelickoir @apmakoriee o ['D miast mo6oro
HOBOTO MCTOYHHKA Martepuaia, Ju0o (ecii MPUMEHUMO) JOKYMEHTaIbHOE
MOATBEPKJICHUE TOTO, YTO UICTOYHUK MAaTepHaja, MOJABEPKEHHBIA pUCKY [,
paHee UCCIIeIOBANICS YIIOJTHOMOYEHHBIM OPTaHOM U OBLIO TIOJITBEPHKICHO €TI0
coorBerctBUue Dapmakornee Coro3a win  JpyruM_ dapmakonesMm B
cootBercTBUU ¢ KoHueniued rapMonusanuu ¢dapMakonet u riaBe 24
[IpaBun mpoBeAeHHUS HUCCIENOBAaHUNA OHMOJNIOTUYECKUX JIEKAPCTBEHHBIX
CpPEeICTB 1O MHUHMMM3AIMUM pHCKa TMepeladyd areHToB TyOdaToit
sHIE(DATIONATUN KUBOTHBIX TMOCPEICTBOM JIEKAPCTBEHHBIX IMPENapaToB i
MEJIUIIMHCKOTO  TpuMmeHeHus. [lpu  3ToM, Takoe JOKYMEHTaIbHOE
MOJTBEPKICHUE JOJDKHO BKJIIOYATh B ceOS B TOM YHCIE CIEAYIOIUE
CBEJICHUSI: Ha3BaHUE MPOU3BOAMTEINS, BUJ XUBOTHOTO M €ro TKaHU, U3
KOTOpPBIX TIOJIy4eH MaTepuajl; CTpaHa [POUCXOXKIEHUS MaTepuana,
MCII0JIb30BaHKE IAaHHOTO MaTepHalia B MPOILIOM U €ro MPUeMIIEMOCTb.

4. Jlannbie aHanuza cepuit (B popmate cpaBHUTEIHHON TaOIUIIBI) 110 MEHbIIICH
Mepe NIBYX cepuil (M0 MEHBIIEH Mepe, OMBITHO-TIPOMBIIIUICHHBIX) aKTUBHON
dbapManeBTUUYECKON  CyOCTaHIIMM  OT  TEKYIIUX H  IpeajiaraeMbIX
npousBoAuTENEH (TJIOMIAT0K).

5.B 3asgBneHMH O BHECEHHMM W3MEHEHHUM HWB COMPOBOJUTEIHLHOM MHCHME
HEOOXOJIMMO YETKO YyKa3zaTh paHee OJOOpPEHHBIX M IpeasiaraeMbIX
MIPOU3BOAUTENEN.

6. Ecnu aktuBHas (apmarieBTHUecKass CyOCTaHIIUS HCIIONB3YETCS] B Ka4eCTBE
UCXOJHOTO MaTepuana, JAeKJapalus YIOJIHOMOYEHHOrO JIMIA KaKJIoro
JepKaTensl JUUEH3MM Ha MPOM3BOJCTBO JIEKAPCTBEHHOrO Ipemnapara,
YKa3aHHOTO B 3asIBJICHUU, WA YIIOJHOMOYEHHOTO JIMIIAa KaXKJIOTO AepKaTens
JUIEH3UM  Ha  MPOU3BOJACTBO,  YKAa3aHHOTO B  3asABJIEHUU  KakK
OCYIIECTBIISIFOIIIETO ~ CTAJMI0  TPOBEJCHUS  BBITYCKAIOLIErO0  KOHTPOJIS
KauecTBa JIEKAPCTBEHHOTO TpernapaTa. B neknmapanusx HeoOX0oauMo yKa3aTh,
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YTO MPOU3BOIUTENb AKTUBHOM (papMarieBTHUECKO CyOCTaHINH, yKa3aHHBINA
B 3asBJICHUHM, OCYLIECTBISAET CBOK JEATEIBHOCTH B COOTBETCTBUU C
[IpaBuiiamu HaJIJIeKaIIen MIPOX3BOJICTBEHHOU MPAKTUKH. IIpu
OIIpe/IEJICHHBIX 00CTOSATENIBCTBAX AONYCKAETCs MPEACTABIATh | AeKnapaiuio
(cM. mpumedanue K usmeHenuto b.11.6.1).

7. O0s3aTenbCTBO (P HEOOXOAMMOCTH)  MPOU3BOJAUTENS  aKTUBHOMU

dbapMaleBTHIECKON CyOCTaHIIMN OIMOBEIIATh JEpKaTes PErUCTPAIIHOHHOTO
YAOCTOBEpEHUsI O JIIOOBIX  HU3MEHEHUsX  Ipollecca IPOU3BOACTBA,
crienuPuKail 1 aHAIUTHYECKUX METOJMK aKTHUBHOM (apMaleBTHYECKON

cyOcTaHIIH.

8. [loaTBepxacHueE,
JUICH3UPOBaHA

OIICpanuu.

4yTo MpeajaraeMas IUIOINAAKa JIOJDKHBIM — 00pa3oM
B OTHOLICHUM pPACCMaTpUBACMOM IPOU3BOACTBEHHOU

9. JIoKyMEeHTBI, OATBEPKAAIOLINE TPUHAIIEKHOCTh TPOU3BOAUTENS aKTUBHOM
dapmarnieBTHUECKOW CyOCTaHIMM K OJHOW Tpymme (apManeBTUYECKUX
KOMIaHUH (HarmpuMmep, MUCbMO TOJITBEPKICHUE).

[Tpumeuanue <*>

B npumeHHMBIX chaydasx NOpeACTaBIAETCS TaKXKe TECT
CPaBHUTEIbHON KMHETUKH PACTBOPEHUS HA JIEKAPCTBEHHBII
mpernapar ¢ aKTHUBHOW ¢apMarieBTUUYECKOW CyOCTaHIIHEH,
MPOU3BEICHHON HA MPEKHEN IUIOIIANKE, U IBYMS CEPUIMU
JIEKapCTBEHHOTO Mpernapara, IPOU3BEAECHHOIO C AKTUBHOM
(dbapMaleBTHYECKON CyOCTaHIIMEW, TPOU3BEICHHON Ha
HOBOU IIPOU3BOACTBEHHON IIJIOMIAJIKE.

b.l.a.2. Usmenenns mpounecca| Heooxomumeie | Jlokymentsl u | IIpomenypa

TIPOU3BOJICTBA AKTUBHOM YCIIOBUS JAaHHBIC
bapmareBTHIECKOM
cyOcTaHIu
a) HECYILIECTBEHHOE
U3MEHEHUE nporecca
. 1,2, 3,4,
MPOU3BOACTBA aKTUBHOU 5 6.7 1,2, 3 1A
bapmarneBTHUECKON P
cyOcTaHIu
0) 3HAUMTEIIPHOE  W3MEHEHHE
nporecca MIPOU3BOJICTBA

AaKTUBHOM (apMalieBTHUECKON
cyOCTaHIIMU, KOTOPOE MOXKET

OKa3aThb CYIIECTBEHHOE — — I
BIIUSTHHAE Ha Ka4yecTBo,

0€e30I1aCHOCTD WIH

3¢ HEeKTUBHOCTD

JICKApCTBCHHOT'O IIpcIiapara

B) U3MEHEHUE

3aTparuBaeT
OMOJIOTMYECKYI0 CYOCTaHIIHIO
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WIH HWCIOJIH30BAHUE JPYTrOTO
BEIIIECTBA, MIOJIYYCHHOTO
NyTeM XHMHYECKOTO CHHTE3a,
pH MIPOU3BOJICTBE
OMOJIOTHYSCKOTO

JICKapCTBEHHOIO0  Iperapara,
KOTOpO€  MOXET  OKa3aTh
CYIIECTBEHHOE BIUSHUE HAa
KayecTBO, 0O€30IacHOCTL WJIH
3¢ (PEeKTUBHOCTH

JICKapCTBEHHOT'O TIperapara Hu
HE CBSI3aHO C MPOTOKOJIOM

yIpaBJeHUs
HOCTPETUCTPALIIOHHBIMU

U3MEHEHUAMHU

I') U3MEHEHHE 3aTparuBaeT

JIEKapCTBEHHBIN

pacTUTENbHBIM  Ipemapar, a

UMEHHO reorpapuiecKkuii

VCTOYHUK IIPOUCXOKIACHUS — — I
JIEKapCTBEHHOTO

PACTUTENIBHOTO CBIPBSI, CIOCO0

POU3BOJICTBA WIn

IPUTOTOBIIEHUS

1) HECYIIIECTBEHHOE

W3MEHEHUE 3aKpbITOM YacTu — 1,2,3,4 IB
MOADC

YcnoBus

1. HexenaTenbHOE M3MEHEHHE KaueCTBEHHOTO HIIM KOJTMYECTBEHHOT'O TTPOQHIISL

2.

npuMeced uiu GU3NKO-XUMUYECKUX CBOMCTB OTCYTCTBYET.

Crocob cuHTe3a OCTaeTcsl TeM K€, TO €CTh IMPOMEXKYTOYHBIC MPOAYKTHI HE
M3MEHSIOTCS U B ITPOLECC HE BBOJSTCS HOBBIE PEAKTHUBBI, KaTaJIU3aTOPhI UIH
PaCTBOPHUTEIU. ['eorpaduueckuit HUCTOYHUK MIPOUCXOXKICHUS
JIEKapCTBEHHOTO PACTUTENIBHOTO ChIPbs,, MPHUTOTOBJICHUE JIEKAPCTBEHHOIO
pPaCTHTENLHOTO  CHIpbsI W CIOCOO  MPOM3BOJACTBA  JIEKAPCTBEHHBIX
PACTUTENBHBIX IPENAPATOB HE U3MEHSAIOTCH.

. Cieunduxanuun AKTHUBHOM bapmalieBTHUECKOM cyOcTaHIuu "

MPOMCIKYTOUHBIX ITPOAYKTOB HC NU3MCHAIOTCA.

. I3MeHeHre TIOJHOCTBIO  ONHCHIBACTCS B OTKpBITOﬁ qaCTHu (‘IaCTI/I

3asButens») MOADC (eciu mpUMEHUMO).

. AxTuBHas (apmaneBTHUecKas CcyOCTaHLMS He SBIsIeTCS OMOJIOTMYECKON

cyOcTaHIueH.

. I3MeHeHne He 3aTparuBaeT reorpauyecKkuii MCTOYHUK IMPOUCXOXKICHUS

JICKAPpCTBCHHOI'0  PACTUTCJIBHOI'O  ChIPbA, crnoco0 IMPpONU3BOJACTBA HIIHA
IMMPUTOTOBJICHUA JICKAPCTBCHHOT'O paCTUTCIILHOTO IIpCIiapara.
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7. I3aMeHeHue He 3aTparuBaeT 3akpbiTyto yactb MOADC.

JlokymMeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3ieny (pasaenaM) perucTpalmOHHOTO
JI0Che, BKITFOYAs IPSIMOE CPAaBHEHHUE TEKYIIETO U HOBOTO IPOIIECCOB.
2. Jlannble aHanu3a cepuil (B popMare CpaBHUTEIBHOW TAOIHIIBI) IO MEHBITICH

3. Kommun  yTBepkIeHHBIX

4. TlonTBepKaeHNE

Mepe 2 cepuid (IO MeHbIIEH Mepe, OMNBITHO-NPOMBINIJIEHHBIX),
MIPOU3BEJICHHBIX C TOMOIIBIO OJJOOPEHHOT0 U MPEIJIaraeMoro MpoIecCcoB.
cnenuduKkanuii aKTUBHOW apMaleBTHIECKON
cyOoctannuu (B BHJE CCBUIKM Ha COOTBETCTBYIOIIMH JOKYMEHT B
MOCJIEA0BATEIIBHOCTH  PETUCTPALIMOHHOTO JOChE WM TMPUIOKEHUS K
COTIPOBOIUTEILHOMY MTUCHMY).

JepKaTenss PErucTPAllMOHHOIO  YJIOCTOBEPEHUS  WIIH
nepxarenss MOADC cOOTBETCTBEHHO, YTO U3MEHEHUE KAYECTBEHHOTO U
KOJJMYECTBEHHOTO Mpoduiist mpumeced Ui (U3HKO-XUMUYECKUX CBOMCTB
OTCYTCTBYET, CIIOCO0 CHHTE3a, CIIeIM(PUKAIIMN aKTUBHOUN (hapMaIieBTHIECKON
CyOCTaHITMU ¥ IPOMEKYTOYHBIX IIPOTYKTOB HE H3MEHSIFOTCS.

[Ipumeuanue

ITox 3HAYUTEIIbHBIMU W3MEHEHUSIMU AKTHUBHBIX
(dbapMaleBTHYECKUX cyOcTaHIui, MOJTYYEHHBIX MMyTeM
XUMHUYECKOT0 CHUHTE3a, MOJAPa3yMeBalOTC M3MEHEHHUs crocoba
CHUHTE3a WJIH YCIOBUH TMPOU3BOJCTBA, KOTOPbIE CIOCOOHBI
M3MEHHUTh  Ba)KHbIE€  IIOKA3aTe€IM  KAayecTBa  AKTUBHOM
(dbapManeBTHUYECKON CyOCTaHIIUM, TaKU€ KaK KauyeCTBEHHBIM W
(W) KOMMYECTBEHHBIH mTpoduiIb TpuMecel, TpeOyromun
KB (pUKAIIH, UK HU3HKO-XUMUYECKUE CBOMCTBA, BIUSIOIINE

Ha OMOJOCTYIHOCTb.

b.l.a.3. Usmenenne  pasmepa| Heobxomumeie | Jloxkymentsl u | [Ipouenypa
cepuM (BKJIIOYas JAHana3zoHbl yCIIOBUS JTaHHbIE

pa3Mepa cepuM) aKTHUBHOM

dbapmareBTHIECKON

cyOcTaHIu WIn

IPOMEXYTOYHOTO  MPOAYKTA,

UCIIOJIb3YEMOTO B  IIpoLEecce

IIPOU3BOJACTBA AKTUBHOMN

bapmareBTH4IEeCKOM

cyocTaHIn

a) yBEJIMYEHUE pa3Mepa Cepuu

no 10 pa3 mo cpaBHEHUIO C 1,2, 3,4, 125 IA
3aperucTpUpPOBAHHBIM 5,6,7,8 T

pazMepom

0) yMeHbIIIEHHE pazmepa

cepur 1o 10 pa3 1o 1,2.3 4.5 1,25 IA
CPaBHEHUIO C

3aperucTpUpPOBAHHBIM
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pa3Mepom
B) H3MECHEHHUE TpeOyer

aHanm3a COIIOCTaBUMOCTH

OMOJIOTHUUYECKOM AKTHUBHOM — — I
(dapMareBTHIeCKOH

cyOcTaHIu

I') YBEJIUYCHHE pa3Mepa Cepuu
bonee wem B 10 pa3 mno
CpaBHEHHUIO c - 1,2,3,4 IB
3aperuCTPUPOBAHHBIM
pazMepom

1) yBEIMYEHNE (YMEHBIICHHE)

Macitada MIPOU3BOJICTBA
OUOJIOTHYECKOM AKTUBHOU
apMaleBTUYECKON
(papmar - 1,2,3,4 IB
cyOctaniuu 0e3 H3MEHEHHs
npouecca MIPOU3BOJICTBA
(Hampumep, nyOIupoBaHue
JIUHUN)
VYcinoBug

1. Bce u3MeHeHHsI METOAOB NMPOU3BOJACTBA 3aTPArMBalOT JIUMIIbL HEOOXOJUMBIE
NPOLECCHl JJI YBEJIMYEHHUS WM YMEHBIICHHS pa3Mepa CepHuH, Hampumep,
UCIIOJIb30BaHKNE 000PYI0BAaHUE APYTOTO pa3Mepa.

2. Heobxomnmo MPEICTaBUTh PE3yNIbTAThI UCIIBITAHUN COTJIaCHO
cnenuuUKalMsIM He MEHee 2 cepuil peJiIaraeMoro pa3Mepa cepuu.

3. PaccmarpuBaemblif IeKapCTBEHHBIN Mpenapar He SBISETCS OMOIOTHYECKUM
JIEKapCTBEHHBIM IIPENApaTOM.

4. I3MeHeHHe HE BIUAET HEXKeNaTeIbHBIM 00pa3oM Ha BOCIPOU3BOJAUMOCTD
nporecca.

5. I3MeHeHHe HE AOKHO OBITh CJEJICTBHEM HENPEIBUACHHBIX CHUTYyalluH,
BO3HUKILIKX B XOJi€ MPOU3BOACTBA, UM HAPYIIEHUS CTAOUIbHOCTH.

6. Cneundukanuun AKTUBHOM bapmarieBTHUECKON cyOcTaHIu
(IpOMEXKYTOUHBIX MPOIYKTOB) HE U3MEHSIOTCSI.

7. AxTuBHas QapMarieBTHUECKasi CyOCTaHIINA HE SIBISIETCS CTEPHIIBHOI.

8. Pasmep cepun HaxoasTcs B npenese 10-kpaTHOro [uanazoHa pa3Mepa cepuu,
NPEeyCMOTPEHHOTO MPU PETUCTPALIMK UITU TIOCIIE TTOCTAEAYIOIIEr0 U3MEHEHUS
pa3Mepa cepuu, He sBIISIBIIErocst usmMmeHeHueM [A tuma.

JloxymeHnTanus

1. ITonmpaBka K COOTBETCTBYIOLIEMY paszzeiy (pas3iesiaM) perucTpalioOHHOIO
JI0ChE.

2. Homepa cepuii UCTIBITAHHBIX CEpUN UMEIOT MpeajiaraeMblii pa3Mep Cepuu.

3. Jlanubie aHanu3a cepuil (B popmare CpaBHUTENBHON TAaOIUIIBI) IO MEHBIICH
Mepe OJHOM NPOMBIIUIEHHOW CcepuM akTUBHOM (apManeBTUYECKOMN
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cyOcTaHIun WA MIPOMEKYTOYHOTO MPOIYKTa COOTBETCTBEHHO,
MIPOM3BEJCHHON B YTBEP)KIECHHOM M TpemiaraeMoM pasmepe. [lo 3ampocy
HEOOXOAMMO TMPEJACTABUTh JaHHBIE 110 CJICAYIOMIUM JBYM TIOJHBIM
MIPOMBIIIJICHHBIM CEPHAM; Jep)KaTeslb 00s3aH COOOIIUTh, €CIH Pe3yJabTaThl
aHaJu3a HE YKJIQJbIBAIOTCS B CIICHU(PUKAIMIO U MPEUIOKUTD IIJIaH JEHCTBUIMA.

4, Komuu  omoOpeHHBIX  crnenuduKaluidi  aKTUBHOM  (hapMarieBTHUYECKOU
cyOcTaHuu (M MPOMEXKYTOUHBIX MPOIYKTOB, €CIM NPUMEHHUMO) (B BHJIC
CCBUTKHA Ha COOTBETCTBYIOIIUI TOKYMEHT B ITOCJIEIOBATEIHLHOCTH JOChE WU
MPIIOKEHHSI K COITPOBOIUTEIIHHOMY THCHMY ).

5. [loaTBepxkacHUE JAepiKaTelass PETUCTPAIIMOHHOTO  YAOCTOBEPEHUS WU
nepxarens M®DADC CcoOTBETCTBEHHO, YTO BCE HW3MEHEHHUS METOJ0B
MIPOU3BOJICTBA 3aTPArHBAIOT JIUIIIh HEOOXOAMMBIC IPOIIECCHI IS YBEITUICHHUSI
WIM  yMCHBIIEHUS  pa3Mepa cepud  (HampuMep,  HCIOJb30BaHUE
000pyIOBaHMS JIPYyroro pasMepa), U3MEHEHHE HE BIUSICT HEXeIaTeIbHBIM
o0pa3oM Ha BOCIPOU3BOJUMOCTh TIPOIECCa; HM3MEHEHUE HE SBISETCS
CJICICTBUEM HETIPEBUICHHBIX CUTYAIlHid, BO3HUKIIUX B X0JI¢ MPOU3BOICTRA,
WA HapyIICHUS CTaOMJIBHOCTH, cnienuuKanum aKTUBHO
dbapMaleBTHYeCKOl  cyOcTaHIMHU  (MMPOMEKYTOUHBIX  MPOAYKTOB)  HE
M3MEHSIOTCSL.

b.l.a.4. U3menenune Heo6xomumeie | Jlokymentsl u | [Ipouenypa
BHYTPHUIIPOU3BOACTBEHHBIX YCJIOBUS JTaHHBIE
WCIIBITAHUNA WJIM KpPUTEpPHEB
MIPUEMIIEMOCTH,
HCIIOJTB3YIOIIUXCS npu
MIPOM3BOJICTBE aKTUBHOH
bapMareBTHIeCKOM
cyOcTaHIu

a) Y)KEeCTOUeHHUE
BHYTPUIPOU3BOICTBEHHBIX 1,2,3,4 1,2 1A
KPUTEPUEB MPUEMIIEMOCTH

0) mobasieHue HOBBIX
BHYTPHUIIPOU3BOICTBEHHBIX
UCTIBITAHUNA WM  KPUTEPHUCB
IPUEMIIEMOCTH

1,2,5,6 1,2,3,4,6 1A

B) UCKIIFOYCHUE HE3HAUYUMOTO
BHYTPUIPOU3BOJICTBEHHOTO 1,2, 7 1,2,5 1A
HCIILITAHUS

) pacuIMpeHue  OJOOPEHHBIX
BHYTPHUIIPOU3BOICTBEHHBIX

KPUTEPHECB IPUEMIIEMOCTH,
KOTOPBIE MOTYT CYIICCTBEHHO
NOBIUSATH HAa  COBOKYITHOE
Ka4yecTBO AKTUBHOMU
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bapmaneBTHIeCKON
cyOcTaHIu

1) UCKJTFOUCHHE
BHYTPHUIIPOU3BOJICTBEHHOTO
UCTIBITAHUSI, KOTOPOE MOKET
CYIIECTBEHHO MOBJHATH HA — — I

COBOKYITHOE Ka4eCTBO
aKTHBHOM (papMaIieBTHUECKOM
cyOcTaHIu

¢) m1obaBjeHHe WM 3aMEHa
BHYTPHUITPOU3BOJICTBEHHOT'O
UCHBITAaHUA M3 COOOpaKEHUU
0€30I1aCHOCTH WJIN KavuecTBa

- 1,2,3,4,6 IB

’K) HE3HAUUTEIBLHOE
W3MEHEHNE AHAIIUTHYECKON
METOIUKHU 8,9, 10,11 1,7,8 1A
BHYTPHUITPOU3BOJICTBEHHOT'O
KOHTPOJIS

VYcinoBug
1. Ismenenne He ABIAETCS CIEACTBHEM  KaKoro-aubo 00s3aTelIbCTBa,

IPUHATOTO IO pE3yJbTaTaM paHee MPOBEACHHBIX OSKCIEPTU3 C LEJbI0
aHalM3a KPUTEPUEB MPUEMIIEMOCTH crnenuukanuu (Hampumep, B XOJe
PETUCTPAIMH WM BHECEHUS M3MeHeHwui 1] Turma).

. I3menenue He sBISETCS CJICACTBUEM HENPEIBHUACHHBIX CHUTYyalluH,
BO3HUKIIIUX B XOJI€ TPOU3BOJICTBA, HAIPUMEDP, HOBAsI HEKBaTU(UIIMPOBAHHAS
MPUMEChH, U3MEHEHHUE MPEEIOB COJIEPKAHUS CYMMBI IPUMECEH.

. JIroboe w3MeHeHue MOJDKHO YKJIQAbIBaThCS B JIMANA30H JICUCTBYIOIINX
0JI00pEHHBIX KPUTEPHUEB MPUEMIIEMOCTH.

. AHanmuTHYEeCKass METOANKA HE U3MEHSETCS WJIM U3MEHSETCS HE3HAUUTEIBHO.

. Hu onuH HOBBI METOJ WUCIHBITAHWS HE OCHOBAH HA HOBOW HECTaHJApTHOMU
METOAOJIOTUH WJIA CTaHIaPTHON METOI0JIOTUH, UCTIOIB3YEMOM ITI0-HOBOMY.

. HoBprit METOJT WCIIBITAHUS HE SABJISICTCS OMOJIOTUYECKUM
(MMMYHOJIOTUYECKUM, HUMMYHOXMMHUYECKHM) HWIM METOJAOM, B KOTOPOM
UCTIONIb3YeTCST OMOJIOTUYECKUH PEaKTUB I OUOJIOTUYECKON aKTUBHOM
dbapmaneBTHUECKON  cyOcTaHMM (32  UCKIIOUYEHHEM  CTaHJApTHBIX
bapmakoneMHbIX MUKPOOHUOIOTUYECKUX METOIOB).

.[Mapamerp crnemudukanmu HE 3aTparuBaeT KPUTHYECKUN Tapamerp,
HanpuMep, J00i U3 CleaYIOINX: KOJIUYECTBEHHOE ONpeesieHue, MIPUMECH
(ecnu TOJNBKO OMPEEIICHHBIH PACTBOPUTEh OJHO3HAYHO HE MCHOJB3YETCS B
NPOM3BOJICTBE  AKTHUBHOW  (papMalleBTUUECKOM  cyOcTaHIuu), Jro0as
KpuUTHYecKas (u3MdecKkas XapaKTepUCTUKA, HANpUMEpP, pa3Mep YacTHIl,
HACBITTHAS TUIOTHOCTH JI0 U TOCJE YIUIOTHEHUsI, UCTIBITAHUE Ha MOJIJIUHHOCTD,
BOJIa, JTI000€ M3MEHEHHE YaCTOThI UCTIbITAHUM.

8. B coorBerctBum ¢ aktamum opraHoB Coro3a B cdepe oOpameHus




134

JEKapCTBEHHBIX  CpPEACTB,  IpOBEJE€HAa  HeoOXoaumas  BalMaalus,
MOJTBEPKIAI0IAsL, YTO OOHOBJIEHHAS aHAIMTUYECKAs METOAMKA TI0 MEHbIIEH
Mepe SKBUBAJIEHTHA NPEAbIAYIIEH.

9.Ilpenensl copepkaHus CyMMBbl IpUMeced HE U3MEHWINCh, HOBBIE
HEKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

10. Metox aHanu3a He M3MEHWJCS, a METOJMKa aHalIW3a W3MEHUIIAch
HE3HAUYNUTENbHO (HapUMep, U3MEHEHUE JUIMHBI KOJOHKU WM TeMIepaTyphl,
HO HE JPYroi BUJ KOJIOHKH).

11. Merox wucnbiTaHus HE SBISAETCA OUOJIOTMYECKUM (MMMYHOJOTHYECKUM,
UMMYHOXUMHUYECKMM) HWJIM  METOJAOM, B  KOTOPOM  HCIIOJIb3YEeTCs
OMOJIOTMYECKUI PEaKTUB i1 OMOJIOTHYECKON aKTUBHOM (papMarieBTHUECKOM
cyOctaHuu (32 MCKIIOYEHHMEM  CTAaHIApTHBIX  (apMaKONEHHBIX
MHUKPOOHOJIOIMUECKUX METO/IOB).

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3feny (pa3jelaM) perucTpalioHHOTO
JIOChE.

2. CpaBHUTETBHAS Tabnuma TEKYIIUX u MpeaJiaraeMbIX
BHYTPUIIPOU3BOACTBEHHBIX UCIIBITAHUI.

3. [Togpo6HOE ommcanne HOBOW HedapMaKONEHHON aHATUTHYECKOW METOJIMKH
Y JIaHHBIE 10 BaJUAALMH (B COOTBETCTBYIOIIUX CIIydasx).

4. JlanHbple aHanM3a JBYX IPOMBINUIEHHBIX CepUil (s OMOJOTHYECKUX
AKTUBHBIX (papMaleBTHUECKHX CyOCTaHIIMHA, B OTCYTCTBUE JOJDKHBIX
000CHOBaHM, — TPU MPOMBIIUICHHBIE CEPUHN) aKTUBHOU (hapMarieBTUYECKOM
cyOCTaHIIMU IO BCEM MapaMeTpaM clrielupuKkanuu.

5. O6ocHOBaHUE (OIIEHKAa PUCKOB) CO CTOPOHBI JEpKaTeNsl PEeruCTPaIMOHHOTO
YAOCTOBEPEHHUS Wi JepKaTelis MOADC COOTBETCTBEHHO,
MOATBEPKIAIOIINE, YTO BHYTPUIIPOU3BOIACTBEHHBIC IMapaMETPhbl SBISIOTCS
HE3HAYMMBIMH WJIM YCTAPEBIIUMH.

6. O0OocHOBaHUE CO CTOPOHBI JAEpXKaTeNsl PErHCTPALMOHHOTO YAOCTOBEPEHHS
WU JepKaTens MOADC COOTBETCTBEHHO HOBBIX
BHYTPHUITPOU3BOJICTBCHHBIX UCIIBITAHUHN U TIPECIIOB.

. CpaBHuTeNbHAS TAaOIUIA K3MEHEHUH aHATUTUYECKON METOUKH.

8. [TonpoOHoe ommcanre HOBOW HedapMaKoNelHON aHAIUTUYECKOW METOJAUKHU
U JJaHHbIE 10 BaJMJAIUH (B COOTBETCTBYIOIIUX CIy4asiK) MOATBEPKIAIOIINE,
YTO OOHOBJICHHAs AaHAJIMTHYECKas MeETOJMKa IO MEHbLIeH Mepe
SKBUBAJICHTHA MPEbIIYIICH.

\‘

b.l.a.5. U3menenue aktuBHOM | Heobxomumeie | [loxymentst u | [Iponenypa

dbapmarneBTHIECKON yCJIOBUS JTAHHBIE
cyOcTaHIu CE30HHOM,
npenaHaeMUYECKON W

IIaHJEMHUYECKOW BaKLUHBI IS
npoUIAKTUKH TPUIITA

a) 3aMeHa mTamMMa (IITaMMOB)
CE30HHOH, MpenaHAEMHYECKON — — 1
WM TMaHJAEMUYECKON BaKIMHBI
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JUTA TPO(UITAKTHKY TPHIIIIA

b.1.6) KonTpomap kauecTBa akTUBHOMU (papMalieBTUUECKOM CyOCTaHIIMU

b.1.0.1. U3meneHue Heo6xomumbie | Jlokymentsl u | IIpouenypa
napamMeTpoB crnerupukanuu 1 yCJIOBUS JTaHHBIE

(unn) KPUTEpUEB

MIPUEMIIEMOCTH aKTHUBHOH

dbapmareBTH4IECKOM

cyOcTaHIuy, UCXOIHOTO

Marepuaia (TIPOMEKYTOYHOTO

MIPOJIYKTa, peaKkTHhBa),

UCIIONB3YEMBIX B  IIpoliecce

IIPOU3BOACTBA AKTUBHOM

dbapMareBTHIeCKOM

cyOcTaHIu

a) Y)KeCTOUCHHUE KpUTEpHEB

MPUEMIIEMOCTH CrielupUKanm

OMOJIOTHYECKOT'O

JIEKapCTBEHHOTO TIpemnapata (B

COCTaB  KOTOPOTO  BXOAMUT 1,23 4 1,2 TAny
akThBHas (apMaleBTUUYECKas

cyOcTaHIus),  IMOIJICKAIIETO

BBITTYCKY cepuii 0(hUIHaTBHBIM

KOHTPOJIbHBIM OpraHom

rocyJapcTBa-4ieHa

0) y’)KeCTOUeHHEe  KpUTEpHEB 1,23 4 1,2 IA
MPUEMIIEMOCTH CHIEIH (PUKAIHH

B) 100aBieHHE B

crienupuKauio HOBOI'O

napaMmeTpa ul 1,2,56,7 1,2,3,4,7 1A
COOTBETCTBYIOIIETO emy

METO/Ia UCIILITAHUS

') UCKJIIOUEHUE

HE3HAYUTEJIBHOTO IapameTrpa

cuenudukamy  (Hanpumep, 1,2,8 1,2,6 1A
HCKJIIOUEHHE yCTapeBIIETO

napameTpa)

1) UCKJIFOUYEHUE napamerpa

cnenupuKaInm, KOTOPBIN

MOXET CYILIECTBEHHO — — I
MOBJUATH HAa  COBOKYITHOE

Ka4eCTBO aKTUBHOU
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bapmaneBTHIeCKON
cyOcTaHIu U (nnn)
JICKapCTBEHHOTO TIperapara

€) I3MCHEHHE, BBIXOSAIIEE 3a
0JI00PCHHBIH JIHAaIa3oH
KPUTEPUCB MPUEMIIEMOCTH
crienuuKanuii AKTUBHOU
dbapMareBTHIeCKOM
cyOcTaHIu

)K) pacliupeHrue OoJ00pESHHBIX
KPUTEPUCB PHEMIIEMOCTH
cnenupuKau Ha WUCXOIHBIC
MaTepuasibl  (TIPOMEKYTOYHBIC
MPOJYKTBI), KOTOPBIE MOTYT
CYIIECTBEHHO TMIOBJIHUATh HA

COBOKYITHOE KauecTBO
aKTHBHOUM (apmMarieBTHIECKOM
cyOcTaHIu u (nnn)

JICKApCTBCHHOTI'O IIpriapara

3) mo0aBJIeHNE WM 3aMeHa
(uckmrouass ~ OMOJOTHYECKYIO

CcyOCTaHIIHIO) napamerpa
crienupuKam u

AL - 1,2,3,4,57 IB
COOTBETCTBYIOIIETO emMy
MeToa UCTIBITAHUS u3
cooOpaxeHuid  0€30MacHOCTH
WJIH Ka4ecTBa
1) eciu Ha AKTUBHYIO
(bapMaleBTHIECKYIO
CcyOCTaHIUIO OTCYTCTBYET
cratbgs Papmakonen Corosa
I MHOU apMakoIeu

bap - 1,2,3,4,5,7 1B

COIJIaCHO Konuenmuu
rapMOHHU3AIINH, U3MCHECHHE

coOCTBEHHOHN crenuuKanuu
NPOM3BOJUTENS Ha  CTaThiO
¢dapmakonen TpeTbel CTpaHbl

K) 100aBjeHUEe WM 3aMeHa B

cnenupuKaum HOBOI'O
[oKa3aresst u
COOTBETCTBYIOIIETO emMy

MeTOoa UCHBITAHUSA IUTS
OHOJIOTHYECKOI




137

(MMMYHOJIOTMYECKOM )
AaKTUBHOM (apMalieBTHUECKON
cyOcTaHIu

VYcnosus

1. I3MeHeHue He SBISIETCS CIEACTBUEM JIO0OTO 00s3aTENbCTBA, MPUHATOTO 110
pe3ylibTaTaM paHee MPOBEIEHHBIX OJKCIEPTHU3 C LEJIbl0 IepecMoTpa
KPUTEPUEB NMPUEMIIEMOCTH cHEU(PUKALNU (HAIpUMEpP, B XO/€ PErHCTpalluu
JIEKapCTBEHHOTO Mpernapara Wil BHeceHUH u3MeHnenuit Il tuna).

2 3meHenne He SBIsETCS CIEACTBHEM  HEIMPEABUICHHBIX  CHUTYaIluH,
BO3HUKIIIUX B X0J1e MIPOU3BOJICTBA, Hanpumep, HOBOM
HEKBAIM(UIIMPOBAHHOW MpPHUMECH, U3MEHEHUS TMPENesiOB COACpKaAHUS
CYMMBI ITIPUMECEH.

3. Jlroboe wW3MEHeHHWe JODKHO YKIAABIBaThCS B JAMANA30H  TEKYIIUX

0J100pEHHBIX KPUTEPHUEB MPUEMIIEMOCTH.

. AHanmuTHYecKass METOAMKA HE U3MEHSETCS WIIM U3MEHSETCS] HE3HAUUTEIIBHO.

. HoBBIif MeTO1 MCTIBITaHMSI OCHOBAH Ha OOIIMX METO/aX aHajIn3a, OMMCAHHBIX
B dapmakonee coro3a, a IpU OTCYTCTBUU B HEHl — Ha OCHOBaHUHU METOJIOB,
ONMHMCAHHBIX B WHBIX (apmakomnesx B cooTrBeTcTBUM ¢ KoHuenuei
rapMoHu3anuu (Hanmpumep, BOXKX, cnexkrpodoromerpusi, TUTPUMETPUS U
Jp.).

6. HoBprid METOJT WCTIBITAHUS HE ABIIIETCSA OMOJIOTUYECKUM
(MMMYHOJIOTHYECKHM, WMMYHOXUMHUYECKMM) WM METOJOM, B KOTOPOM
UCTIONIb3YeTCsl OMOJIOTUYECKUN pPEaKTUB Mg OHOJIOTUYECKON aKTUBHOM
dbapmaneBTHYECKON  cyOcTaHMM (32  UCKIIOUYEHHEM  CTaHIapTHBIX
bapmMakoneHbBIX MUKPOOHUOIOTUYECKUX METO/IOB).

7. I3ameHeHne mo00Tr0 MaTepuaia HE 3aTparuBaeT T'€HOTOKCHUYHYIO MPUMECH.
Ecnu m3MeHeHue 3aTparvBaeT aKTHUBHYIO (papMalleBTHUECKYIO CYOCTAHIIMIO
(32 UCKIIOYEHHMEM OCTATOYHBIX PACTBOPHUTENEH, KOTOpbIE JIOJKHBI
COOTBETCTBOBATh IpEJeNaM, YKa3aHHbBIM B COOTBETCTBYIOLIEH CTaThe
®apmakorien Coro3a), KOHTPOJIb JIFOOOM HOBOW MPUMECH JOJKEH
coorBeTcTBOBaTh dapmakonee Coro3a, a mpu OTCYTCTBUM B HEW — HWHOU
dbapmaxornee B cooTBeTcTBUH ¢ KoHIlenuel rapMOHU3aIINH.

8. [Mapamerp crnenudukanmy HEe 3aTparuBaeT KPUTUYECKUW MapameTp,
HanpuMep, J00M U3 ClIeayIOMMX: KOJIUYECTBEHHOE ONpeesieHue, IPUMECH
(ecnu TOJNBKO ONPEJIEIICHHBIN PACTBOPUTEIh OJHO3HAYHO HE MCIIONB3YETCS B
MPOU3BOJICTBE  AKTUBHOW  (hapMmaneBTUYECKON  cyOcTaHIMM), Jro0as
KpuTHYecKas (u3nueckas XapaKTepUCTUKA, HANpUMEp, pa3Mep YacTull,
HACBIMHAS MIOTHOCTh JI0 ¥ TIOCTIE YIUIOTHEHHS], UCIIBITAHUE Ha MOJAJIMHHOCTD,
BOJ1a, JII0OOW MPOMYCK UCIIBITAaHUSI.

o

JlokymeHTauus

1. ITonmpaBka K COOTBETCTBYIOLIEMY pa3zeiy (pas3iesiaM) perucTpalioOHHOIO
JIOChE.

2. CpaBHUTENbHAS Ta0IUIA TEKYIIUX U MPeJiaraeMbIX CrielupuKaIui.

3. [TonpoOHoOe onucanue TH000M HOBOM aHATUTUYECKON METOJUKH U JJAHHBIC 110
BallMJalMU (B COOTBETCTBYIOIIUX CIYyYasix).
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4. JlaHHble aHaNIM3a JBYX MPOMBINUICHHBIX Cepuid (B OTCYTCTBHE OOOCHOBAHUS
o0paTHOro J1s1 OMOJIOrMYECKMX aKTUBHOW (papMalieBTUUECKUX CyOCTaHLIUN —
3 cepun) COOTBETCTBYIOIIEH aKTUBHOU (hapMalieBTHUECKON CyOCTaHIUH TI0
BCEM MapamMeTpam CrenrHuKaIiH.
5. B cooTBeTCTByIOmMX CIy4yasX JIaHHBIE TECTa CPAaBHUTEIbHOW KHHETHKH

pacTBOpEHHUsl  JIEKapCTBEHHOIO
dbapmaleBTHUECKYI0 CyOCTaHIIUIO  T10
COOTBETCTBYIOLIYIO

IIPOMBIILIJIEHHON cepuy,

npeasiaraéMbiM  CHeIU(DUKAIIUIM. B

PAaCTUTCIIbHBIX IIpCIiapaToB MOI'yT OBITH

CPaBHUTEJIbHOM pacnaiaeMoCTH.
6. O6ocHOBaHuE (OLIEHKAa PUCKOB) CO CTOPOHBI JIEpKATeNsl PETUCTPALMOHHOTO
MOADC COOTBETCTBEHHO,
HOJATBEPKAAIOIIME, YTO BHYTPUIPOU3BOJICTBEHHBIH NapaMeTp SBIISETCS
HE3HAYNMBIM WJIH YCTAPEBIIHNM.
7. OO0OCHOBaHUE CO CTOPOHBI JAEPXKATENsI PETUCTPAIMOHHOTO YAOCTOBEPCHHS

YAOCTOBCPCHUA nin

ACPKATCIIA

npernapara,

COZIEpXKALIET0  aKTUBHYIO
MEHBIIIEH Mepe

U3  OIIBITHO-

JEUCTBYIOIIUM u

OTHOILICHUH JICKApPCTBCHHbBIX

JOCTAaTOYHBI JaHHBIC

unn  aepxarenss  M®OADC  COOTBETCTBEHHO  HOBBIX  Mapamerpa
crienupUKaAUKY U KPUTEPUEB TPUEMIIEMOCTH.

b.1.6.2. U3MeHneHue Heo6xomumeie | Jlokymentsl u | IIpouenypa

aHAJUTUYECKOMN METOJIMKH YCJIOBUS JTaHHBIE

AaKTUBHOM (apMalieBTHUECKON

CyOCTaHIIMM WJIM HCXOJHOTO

Mareprana (IPOMEKYTOYHOTO

IIPOJYKTA, peakTuBa),

UCIIOJIb3YEMBIX B MpoOIIEcce

MPOU3BOCTBA AKTUBHOU

bapmareBTHIECKOM

cyOcTaHIu

a) HE3HAYNMBbIe A3MEHEHUS

0JIOOPCHHOM  aHAJIUTHYECKOM 1,2,3,4 1,2 1A

METOJIMKH

0) HCKITFOUEHHUE

aHAJIUTHYECKOU METOIUKH

aKTUBHOM (apMalieBTHUECKON

CyOCTaHIIMM WJIH HCXOJHOTO

Marepuaia (IpOMEKYTOUHOTO 7 1 1A

MpOJyKTa, PpEaKTHUBa), €CIU

ajbTEepHATUBHAS e

AQHAJIUTUYECKAs] METOJUKA YKe

o100peHa

B) IIpoune U3MEHEHUS

AHAITNTUYECKON METOIUKH 1,2, 35,6 1,2 1A

(BKITIOYAst 3aMeHYy WIH

J00aBIICHHUE) peaKkTuBa,




139

KOTOpas HE OKa3bIBACT
3HA4YUMOIo BJIUSHUA Ha
COBOKYIITHOC Ka4yCCTBO

aKTHBHOUM (papMarieBTHUECKOM
cyOcTaHIu

) CYLIECTBEHHOE HM3MEHEHUE
WIM 3aMcHa OMOJIOTHYECKOTO
(MMMYHOJIOTHYECKOTO,

UMMYHOXUMHUYECKOT0) METO]1a
WCHOBITAHUS WM METOaa, B

KOTOpPOM UCIIOJIb3yeTCs

OMOJOTMYECKUIl peakTHB st

OMOJIOTUYECKOM aKTUBHOMN

dbapmareBTH4IeCKOM

cyOcTaHIN

1) Ipouune U3MEHEHHUS

AHATMUTUYECKOMN METOJIUKH

(Bkirouass 00aBIICHUE  WIJIH

3aMeHy) AKTUBHOM B 19 B

dbapmarieBTHUECKON ’

CyOCTaHIIMM WM HCXOJHOTO

MaTepuana (MpoOMEXYTOUHOTO

MPOYKTA)

YcnoBus

1.B coorBerctBuu ¢ akramu opraHoB Coro3a B cdepe oOpamieHus
JEKapCTBEHHBIX  CPEACTB,  NPOBEACHA  HeoOXoaumas  Bajaujaius,

MOJTBEPKAAI0IAsL, YTO OOHOBJIEHHAS aHAIMTUYECKAs METOIMKA IO MEHbIIEH
Mepe SKBUBAJICHTHA MPEAbIAYIICH.

.Ilpenensl comepkaHus CyMMBbl [pUMecell HE U3MEHWINCh, HOBBIC
HEKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

. MeTon aHanu3a He U3MEHWJICS (HampuMep, U3MEHEHHUE JITMHBI KOJIOHKH WU
TeMIepaTyphbl, HO HE JPYToil BUJI KOJIOHKU MITU METOJ).

. MeTton wucnbITaHUS HE SBISETCS OWOJOTMYECKUM (MMMYHOJIOTHYECKHUM,
UMMYHOXUMUYECKUM)  WJIH  METOJOM, B  KOTOPOM  HCHOJb3YEeTCs
OMONOTUYECKUI pPEeaKkTUB Ui OMOJOTUYECKON aKTUBHOU (hapMalleBTUIECKOM
cyocTaHumum (32 HUCKJIIOYEHHWEM  CTaHJIApTHBIX  (hapMaKomeHHBIX
MUKPOOHUOJIOTMYECKIX METOJIOB).

. HoBBIif MeTO/1 HCIIBITAHMSI OCHOBAH Ha OOIIMX METO/AX aHajiu3a, OMMCAaHHBIX
B ®dapmakornee cow3a, a IpU OTCYTCTBUM B Hed — B Papmakonee
rocy/apcTBa-ujeHa WM IPU OTCYTCTBHH B YKa3aHHBIX (hapMaKonesX — MHON
dapmakonee cornacHo Konnenmuu rapmonuzauuu (Hanpumep, BDXKX,
CHEKTPO(POTOMETPHS, TUTPUMETPHS U JP.).

. AxTuBHas papMareBTHUECKas CyOCTaHIIUS HE SIBISIETCS OMOIOTMYECKOil.

. AnbTepHaTUBHAs aHATUTUYECKas METOJMKA JJIsl MoKaszarens creuudukaiiu
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yKe 0100peHa.

JlokymMeHTanus

1. IlompaBka K COOTBETCTBYIOLIEMY paszzeny (pas3gesiaM) perucTpalioOHHOIO
JI0Ch€, BKIIIOYAs OMHCAHHE aHAJUTHUYECKOW METOJIOJIOTHH, PE3IOME JaHHBIX
0 BalUJallMM, TIEPECMOTPEHHBbIE creuuuKanuu Ha M[OpuMecu (eciu

IPUMEHHUMO).

2. CpaBHUTENBHBIC PE3YNBTATHl BAIHIANMN WIM TPU HATHMYAA OOOCHOBAHUS
CpPaBHUTEJBHBIE PE3yJIbTAaThl aHAJN3a, IOATBEPKAAIOIINE, YTO TEKyIlee U
npeajaraeMoe HUCIBITaHWE SKBUBaJeHTHBL. Hacrosimee TtpeboBaHue He
MPUMEHSETCS, €CIIU 100aBIsSeTCA HOBasl aHAIMTHYECKAs METOIUKA.

b.1.B) YakoBouHO-yKynopo4Has cuctema

b.I.B.1. U3meHeHue Heo6xomumeie | Jlokymentsl u | [Ipouenypa
MEePBUYHOM YIaKOBKH yCJIOBUS JTAaHHBIE

aKTHBHOUM (papMaIieBTHUECKOM

cyOcTaHIN

a) KAYeCTBCHHBIM W (WJIN)

KOJINYECTBEHHBIN COCTaB

(M3MeHeHue coCTaBa

MaTtepuana yIaKOBKH, 1,2, 3 1,2,3,4,6 1A
U3MEHEHNE Martepuana

VIAKOBKM  WJIM  CTaHJapTa

KauecTBa MaTepHaia)

0) kKauecTBEHHbIH U (WIH)

KOJINYECTBEHHBIN COCTaB

(M3MeHeHue cocTaBa

MaTtepuana YIaKOBKH,

U3MEHEHNE Martepuana

VOAaKOBKM WM  CTaHJapTa B B 1
KauecTBa  maTepuana) s

CTEPHIHHBIX WIn

HE3aMOPOKEHHBIX

OMOIOTHYECKIX AKTUBHBIX

(dbapMareBTHYECKUX

cyOcTaHImit

B) KQUECTBEHHBIH ©  (WiIH)

KOJINYECTBEHHBIN COCTaB

(M3MeHeHue cocTaBa

MaTtepuana YIaKOBKH, B 12356 B
U3MEHEHUE Marepuana

VIIAaKOBKH  WJIM  CTaHJapTa
KauecTBa  maTepuana) s
KUTKAX aAKTHUBHBIX
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bapmareBTHIECKIX
cyOcTaHIuil (HECTEpUIIbHbBIC)

YcnoBug
1. [To COOTBETCTBYIOLIMM CBOMCTBaM IIpejJiaraeMblii YIaKOBOUYHBINH MaTepHual

110 MEHbIIICH MCPC JOJIKCH OBITH YKBUBAJICHTHHIM O,Z[O6peHHOMy.

2. Hauater COOTBCTCTBYIOIIHUEC HCCIICIAOBAHUSA CTaOMIIBHOCTH B COOTBETCTBHUH

¢ aktamu opranHoB Coro3a B cdepe oOpalieHus JEKapCTBEHHBIX CPEACTB U
3asBUTEJIEM Ha MOMEHT BBEICHMsS HW3MCHEHUW IpOaHATHM3UPOBAHBI
COOTBETCTBYIOIIIME TapaMeTPhl CTAOMJIHPHOCTH HE MEHEe 4YeM Ha 2 OMBITHO-
MPOMBIIIJICHHBIX WJIM TPOMBIIUICHHBIX CEPUsIX, B €ro pacrnopsbKeHUU
HaxoJATCS  YIOBJICTBOPHUTEIbHBIC PpE3yJbTaThl IO MEHBIICH  Mepe
3-MecSYHOro H3y4eHHs cTaOuiabHOCTH. B ciywae, eciu mpeayaraeMas
ynakoBka Oojiee yCTOMYMBA 10 CpPaBHEHUIO C 3apErMCTPUPOBAHHOM,
TO 3-MecsuHbIEe JaHHBIE MO CTAOMWIBLHOCTH HE TpeOyroTcs. Ilo 3aBeprieHuun
TaKUX UCCJIEAOBAHUM, €CIIM PE3YNIbTaThl HE YKIIAIBIBAIOTCS B CHICIU(UKAIIAN
WJIN TIOTCHITHAIBHO MOTYT HE YJIOXKHUTHCSA B CHEIU(UKAIIMA Ha KOHEI[ CpoKa
TOJHOCTHU (TIepUOo/a TMOBTOPHOT'O MCHBITAHMS), UX HEOOXOIUMO HEMEIJICHHO
MPEACTaBUTh YIOJHOMOYCHHOMY OpTaHy Hapsay ¢ IpeajiaraéMbIM IIJIaHOM
NEUCTBUHN.

3. Uckmroyas CTCPHIILHBIC, KHUIKHUEC u OMOJIOTHYECKHE AKTHUBHBIC

dbapmareBTHYECKHE CYOCTaHIUH.

JoxymeHnTanus
1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzeny (pas3zieliaM) perucTparmoHHOrO

JIOCKE.

2. HeoOxomuMble IaHHBIE O HOBOW YIIAKOBKE (HANpUMEpP, CPaBHUTEIBHBIC

JaHHBIE 110 TPOHUIIAEMOCTH, HanpuMep, 11 Oy, CO,, Biaru u ap.), BKIoYas
HNOJATBEPXKACHUE TOro, YTO MaTepual COOTBETCTBYET (apMaKONeHHBIM
TpeOoBaHUsAM MM akTaMm opraHoB Coro3a 0 0€30MaCHOCTH MaTepHalioB
KOHTaKTUPYIOIIKUX C MUIIEBOW MPOAYKLIMEW, a MPU OTCYTCTBUU B HUX —
3aKOHOAATENBCTBY TOCYJapCTB-UJI€HOB B YacTH, HE YpPEryJIupOBAHHOMN
aktamu opraHoB Coro3a.

3. B cooTBeTCTBYIOMIMX Clydasx HEOOXOAMMO MPEACTABUTH MOATBEPKIACHHUE ,

YTO B3aMMO/ICHCTBHE MEXIY COJACPKUMBIM M yITAaKOBOUYHBIM MATEPHUATIOM HE
OPOUCXOMUT  (HAampUMep, OTCYTCTBYET IEepeMElIeHHEe KOMIIOHEHTOB
npeUIaraeMoro Marepuajga B €ro COACPKHMOE, KOMIIOHEHTHI aKTHBHOMN
(dapMareBTHIECKON CYOCTaHIIMM HE TMEPEeXOAAT B VYIIAKOBKY), BKIOYAS
HNOATBEPXKACHUE, YTO MaTepHal  COOTBETCTBYET  COOTBETCTBYIOIIUM
dbapmakoneitHpIM TpeOOBaHUSM WK akTaMm opraHoB Coro3a 0 6e30MacHOCTH
MaTEPHUAJIOB KOHTAKTUPYIOIIUX C IMUAIIEBON MPOAYKIIMEH, & TPH OTCYTCTBHH B
HUX — 3aKOHOJAATEIbCTBY TOCY/IaPCTB-WICHOB B YaCTH, HE YPETYJIHMPOBAHHON
aktamu opraHos Coro3a.

4, HO)ITBep)KJleHI/Ie ACpKATCIA  pCTUCTPAMOHHOIO  YAOCTOBCPCHUSA WA

nepxkatenst MOADC, yro TpeGyemble HcclieJOBaHUsI CTa0OMIBHOCTH HavaThl
B COOTBeTCTBUM C akTamu opranoB Coroza B cdepe oOpameHus
JIEKapCTBEHHBIX CPEACTB (C yKa3aHHEM HOMEpPOB cepui); U 4To (B
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COOTBETCTBYIOIIMX CJIydasX) Ha MOMEHT peaJM3aldd H3MEHEHUH B €ro
pacnopsKeHUN HaXOJIUITUCH Tpedyemble MUHHUMAJIbHbBIE
yIIOBJIETBOPUTEIbHBIC JIaHHBIE TI0 CTAOMIBHOCTH U, YTO UMEIOIINECS TaHHbIE
HE CBHUJETEIHCTBOBAIM O Kakoh-nmubo mpobieme. Heobxoammo Takxke
MPEACTaBUTh MOJATBEPKIACHUE, YTO HCCIECIOBAHUS OyIyT 3aBEPIICHBI, U UYTO
€ClId pe3ynbTaThl He OyayT YKIAAeIBaThCsl B CHEeUU(UKAIUU WK
MNOTEHIIMAJTFHO MOTYT HE YJOXKHUTbCS B CHEIU(UKAIMU HAa KOHEIl CpOoKa
TOJHOCTU (TI€pUO/ia TMOBTOPHOTO HCIBITAHUSA), UX HEMEIJICHHO MPEACTaBST
YIOJIHOMOYEHHOMY OpTaHy Hapsy C MpejjiaraéMbIM MIaHOM JEHCTBUM.

5. PCSYJ'II)TaTI)I HUCCIICIOBAaHUI CTa6I/IJ'IBHOCTI/I, IMPOBCACHHBIX B COOTBCTCTBHHU C

aktamu opraHoB Coro3a B cdepe oOpalieHHs JIEKapCTBEHHBIX CPEJACTB, IO
3HaYUMBIM TIapaMeTpaM CTa0WIBHOCTH HE MEHee YeM Ha 2 OIBbITHO-
MIPOMBIIIJIEHHBIX WM MPOMBILIJIEHHBIX CEpUAX, OXBAThIBAIOIIUX HE MeHee 3
MecsilleB, W TOATBEPXKICHUE, YTO yKa3aHHbIE UCCIENOBaHUS OyIyT
3aBEepIIEHBbl U €CIIM Pe3yJbTaThl HE OyAyT YKIIaJIbIBaThCs B CleUU(PHUKATUU
WIHM TOTEHIIMAIIBHO MOTYT HE YJIOXKHUThCS B clielu(UKaIMK Ha KOHEIl CpoKa
roJHOCTH (TIepHoja MOBTOPHOTO HCIBITAHMS), UX HEMEIJICHHO MPEACTaBST

YIIOJTHOMOYEHHOMY OpraHy BMECTE C IpeIaraéMbIM IIAHOM JIE€UCTBHIA.
6. CpaBHEHHE NEHCTBYIOIIMX U TpEAJaraeMbIX CIEMUPUKAUN [TePBUIHON

YIAKOBKH (€CJIU TPUMEHUMO).

b.1.B.2. U3meHeHue Heo6xomumeie | Jlokymentsl u | [Ipouenypa
napaMeTpoB crenudukanum u YCIIOBUSA JTaHHBIC

(nm) KpUTEPUEB

IIPUEMIIEMOCTHU IIEpBUYHOMN

YIIaKOBKH aKTUBHOMN

dbapmarieBTHUECKON

cyOcTaHIu

a) y)KeCTOUeHHEe  KpUTEpHEB

NPUEMJIEMOCTH crielrPpUKauu 1,2,3,4 1,2 A
0) mobasieHue B

crienuuKanmio HOBOT'O

napaMmeTpa u 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOLIEMY emMy

METOJa UCIBbITAaHUI

B) UCKJIIOYEHHE

HECYIIIECTBEHHOTO TapameTpa

cnenupuKaum (mampumep, 1,2 1,2,5 1A
UCKJTIOUEHHE ycTapeBUIETO

napamerpa)

r) fo0aBIeHUE WM 3aMeHa

napaMmerpa crneuupukanuu Hu3 B 12346 B
cooOpakeHUd  0e30mMacHOCTH e

WM KauecTBa
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VYcnoBug

1.

HN3meHeHne He SBIISIETCA CJIEACTBHEM KakKoro-jinOo o0s3aTennCcTBa,
INPUHATOTO MO pe3ylbTaTaM paHee MPOBEACHHBIX 3KCIEPTU3 C LEJbI0
aHanM3a KpUTEPUEB MpUEMIIEMOCTH crnenudukanuu (Hampumep, B XoJe
perucTpanuy JEKAPCTBEHHOTO Ipenapara Wid BHeCeHUs wu3MeHeHuil [l
TUIIA), €CIM TOJBKO OHO paHee HE PAacCCMOTPEHO U OJ0OpPEHO B KayecTBE
Mepbl OCIEAYIOMIEro HaOII0CHHUS.

. I3MeHeHne He sABISETCS CIEACTBHEM  HENPEABUICHHBIX  CUTYyallUU,

BO3HUKIIUX B XOJI¢ MPOU3BOJCTBA YIMAKOBOYHOIO MaTepualia WIu MpHU
XpaHEeHUU aKTUBHOM (apMalieBTUUEeCKOW CyOCTaHIIUN.

3. Jtoboe u3MEHEeHHE JOHKHO YKIAIbIBAaThCS B  JIMANA30H  TEKYIIUX
0/100pEHHBIX KPUTEPUEB MPUEMIIEMOCTH.

4. AHanuTH4YecKasi MeTOJMKa HE U3MEHSETCS WU U3MEHSIETCSl He3HAUUTENbHO.

5. HoBplif MeTO] HCIIBITAHMSI OCHOBAH Ha OOIIMX METO/aX aHajan3a, OMMCAaHHBIX
B (dapmakomee corw3a, a IpU OTCYICTBUM B Hed — B Papmakonee
rocyJapcTBa-4ieHa WiIu MPU OTCYTCTBUU B YKa3aHHBIX (apMaKkomnesx — HHOU
dapmakonee cornacHo Konnenmuu rapmonuzanuu (Hampumep, BDXX,
CHEKTPOPOTOMETPHUS, THTPUMETPUS U JP.).

JlokymMeHTauus

1. IlompaBka K COOTBETCTBYIOLEMY pa3aeny (pas3iesiaM) perucTpalioOHHOIO
JI0ChE.

2. CpaBHuTeNbHAS TaOIUIA TEKYIUX U MIPEAJIaraeMbIX CTICIIH(PUKAIIAN.

3. [TonpoOHoe ornrcanue Jr000M HOBOM aHATUTUYECKON METOUKH U TAHHBIE 110
BaJIMAALMHU (B COOTBETCTBYIOLIUX CIyUasix).

4. JlanHble aHanM3a 2 Cepuil YIMaKOBOYHOTO MaTepuaia 1o BCEM MapaMerpam
crienupuKamum.

5. O6ocHOBaHUE (OIIEHKAa PUCKOB) CO CTOPOHBI JEprKaTeNsl PEruCTPAllMOHHOTO
yaoctoBepenuss wiam  Aepxkarenss MOADC, noarBepxkAarnme, 4YTo
BHYTPUIIPOU3BOACTBEHHbI  MapaMeTp  SBJISIETCS  HE3HAYUMBbIM  WJIU
YCTapeBLIUM.

6. O60cHOBaHUE CO CTOPOHBI JEpKaTessl PErUCTPALMOHHOTO YIOCTOBEPEHUS
win nepxarensi MOADC HoBoro mapamerpa crnenu(uKauu U KpUTEPUEB
MPUEMIIEMOCTH.

b.1.B.3. I3menenue Heobxonumeie | lokymentsl u | [Ipouemnypa

AHAIUTUYECKON METOIUKU YCJIOBUS JTAaHHBIE

UCTIBITAaHUS MEePBUYHOMN

YIIAaKOBKU AKTUBHOMU

dbapmarneBTHIECKON

cyOcTaHIu

a) HE3HAYNTEeIbHbIE

W3MEHEHUS YTBEPKJICHHOMN 1,2,3 1,2 1A

aHAJIUTUYECKON METOIUKHU

0) mpouue U3MEHEHUS
aHAJIUTUYECKOMN METOJIUKH

1,3,4 1,2 1A
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(Bkrouast 0OaBJIEHUE WU
3aMEHY)

B) UCKIIIOUCHUE
AHAIMUTUYECKOMN METO/IUKH,
eclii  ajmbTEepHATUBHas  ei
METOJMKA YK€ YTBEpK/IeHa

VYcnoBus

1. Cornacno aktam opranoB Coro3a B cdepe oOpalleHus JIeKapCTBEHHBIX

CpPEACTB TMpoBeJeHAa HeoOXoaumas BaldWAallus, IMOATBEPXKIAIONIAs, YTO
OOHOBJICHHAs] aHAJIUTHYECKass METOJMKA 1O MEHBIICH Mepe SKBHBaJICHTHA
MPEABIAYIICH.

. Meroa ananuza He U3MEHWICS (HapUMep, U3MEHEHUE JJIMHBI KOJIOHKU WU
TeMIepaTyphbl, HO HE IPYTOol BUJ KOJIOHKHU WU METOI).

. Hu oguH HOBBIM METOJ MCHBITAHWI HE OCHOBAH HA HOBBIX HECTAHAAPTHBIX
METOJIaX WM CTAHAAPTHBIX METOAAX, HCIIOJIb3YEMBIX ITO-HOBOMY.

. AkTuBHas (apmarieBTHUeCKas CyOcTaHIMS (JIEKapCTBEHHBIN mpemapar) He
SIBJISIFOTCST OMOJIOTHYECKHUMU.

. B oTHomeHunm mapameTpa cHeuM(pUKAIUU COXpaHSIETCA aHaUTUYECKas

METOJIHKA.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pazzieny (pas3zieliaM) perucTparmoOHHOrO
JI0Ch€, BKIIIOYAs OMHCAHHE aHAJUTHUYECKOW METOJIOJIOTHH, PE3IOME JaHHBIX

10 BAJIMIALIAH.

2. CpaBHUTENBHBIC PE3YJIBTATHl BAIHIAIMN WM, MPU HATHYAKA O0OOCHOBaHWS,
CpPaBHUTEJBHBIEC PE3YJIBTATHI aHAIN3A, TOATBEPKIAIOIIME TO, YTO TEKYLIEE U
mpeajiaraéMoe HUCTbITAaHWEe OJKBUBAJeHTHBI. Hacrosimiee TpeboBaHue He
MIPUMEHSETCS, €CIIU T0OaBISETCs HOBasi aHAIMTHYECKAs METOIUKA.

b.I.r) CrabunbHOCTD

b.IL.r.1. U3menenne  mepuoja
JI0 TIOBTOPHOTO  HCIBITAaHUS
(mepuoga  XpaHeHHs)  WIH
YCJIIOBUM XpaHEHMS] aKTHUBHOMN
dbapmarneBTHIECKON

cyOcTaHIuH, eciu B
PETUCTPAITMOHHOM J0Che
OTCYTCTBYET cepTuUKaT
cooTBeTCTBUA  EBpomnenckoi
dapmaxoriee, OXBaTHIBAIOIIHUIA

HeobOxoanMeie
YCIIOBHUS

JIoKyMeHTBI 1
JTAHHBIE

[Ipouenypa

MepuoJI MTOBTOPHOTO
UCIIBITaHUS
a) mepuo IIOBTOPHOTO

HUCIIBITAHUSA (mepuog
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XpaHEHUs)

1. Cokpamenue nepuoaa Jo
MOBTOPHOTO UCIIBITAHUS

1,2,3

2. YBenW4eHHE TMepuoaa Jio
MTOBTOPHOTO UCTIBITAHUS
nyTeM AKCTPANOJISALUN
JTaHHBIX IO CTAOMIBHOCTH, HE
B COOTBETCTBUU C aKTaMH
opranoB Coro3a B cdepe
oOpallleHuss JIeKapCTBEHHBIX
cpeacTp<*>

3. YBenuueHnue nepuojaa
XpaHeHuss  OMOJIOTMYEeCKOM
AKTUBHOU
(bapmareBTHIEeCKOM
cyOcTaHIuwy, HE
HPEIYCMOTPEHHOE 0100pCHHOIH
MPOrpaMmmMoit M3y4YeHUs
CTaOMIIBHOCTH

4, YBenuueHue Ui BBEICHUE
nepuoaa MTOBTOPHOTO
UCIBITAHUSA (mepuona
XpaHeHus),
MTOATBEP)KICHHOTO JTAHHBIMH
€CTECTBEHHOT'O XpaHEHHUs

1,2,3

0) ycloBus XpaHCHHS

1. U3menenue YCJIOBUM
XpaHEeHUs AKTUBHOMU
(hapMarieBTHYECKON
cyOcTaHIH Ha Ooree
CTporue

1,2,3

2. Usmenenue yCIOBUI
XpaHEHUS OMOIOTHYECKUX
aAKTUBHBIX
(bapMareBTHIEeCKUX
cyOcTaHIuH, eciu
HUCCIEeNOBaHUI CTAaOMIILHOCTH
MIPOBEJICHBI HE B
COOTBETCTBUU C  TEKYIIUM
YTBEPKJIEHHBIM TTPOTOKOJIOM
CTaOUIILHOCTH
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3. U3menenne YCIIOBHA
XpaHeHUS AKTUBHOI
P . - 1,2,3 1B
(bapmareBTHIECKOM
cyOcTaHIu
B) U3MCHCHUE YTBEPIXKIACHHOU
POrpaMMBbl U3Y4YEHUS 1,2 1,4 1A
CTaO0MJIBHOCTH
VYceaoBus

1. I3meHeHrne He AOKHO OBITh CIICJICTBHEM HENPEIBUACHHBIX CHTYyaIlUH,
BO3ZHHKIITUX B XOJI€ TPOU3BOJICTBA, WU U3MEHEHHUS CTaOUIILHOCTH.

2. I3MeHEeHHsT HE TPHBOIAT K PACIIUPCHHUIO KPHUTEPUEB MPUEMIIEMOCTH
UCIIBITYEMBIX TapaMEeTpPOB, MCKIIOUCHUIO MapameTpa CTaOUIbHOCTU WU
CHIDKEHHUIO YaCTOTHI UCIIBLITAHUIH.

JlokymMeHTauus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zaeny (pas3zieliaM) perucTparmoOHHOrO
nocke.  HeoOxoammo  mpeacTaBUTh — pe3yJbTaThl  COOTBETCTBYIOIIUX
UCCIEAOBaHUN CTAaOMJIBHOCTH B pEaJbHOM BPEMEHHU, TMPOBEICHHBIX B
COOTBETCTBUU C COOTBETCTBYIOIIMMH PYKOBOJICTBAMHU IO CTaOMIBHOCTU HE
MeHee 4eM Ha 2 (Isi OMOJIOTHYECKHMX JIGKAPCTBCHHBIX IpernmapaToB — 3)
OTBITHO-TIPOMBINIUICHHBIX ~ WJIW  TPOMBINIJICHHBIX  CEpUAX  aKTUBHOUN
dbapmareBTHUECKON cyOcTaHIuH, yIaKoBaHHOU c MTOMOIIBIO
3apEruCTPUPOBAHHOTO YMAKOBOYHOI'O MaTepuana, WU OXBATHIBAIOIINX BECh
MpeasiaraeMbli Iepro TOBTOPHOTO UCTIBITAHUS WU TIPEJiaraeMble yCIOBHS
XpaHEHUSI.

2. [TonTBepxaeHHEe TOTO, YTO WCCIEIOBAHUS CTAOMIBHOCTH TIPOBEIEHBI B
COOTBETCTBUM C Tekyled oao0peHHol mporpammoi. PesynbTarhl
UCCIIE0OBaHUs JOJKHBI MMOATBEPKAATh, YTO COOTBETCTBYIOIIHNE OA00OpPEHHBIE
crienupUKaIuK MPOAOJDKAIOT COOTIOATHCS.

3. Konuu ytBep)aeHHBIX creruduKanuii Ha akKTHBHYIO (apMareBTHIECKYHO
CcyOCTaHIIMI0O  WJIM  CChIJIKA  HAa  COOTBETCTBYHOIIMH  JOKYMEHT
PErUCTPAIIMIOHHOTO 10ChHE.

4. OG0CcHOBaHUE TIpeIIaraéMbIX U3MEHEHUH.

[Tpumeuanue <*> |Ileprog TOBTOPHOTO HCIHBITAHUS HE TNPUMEHUM K
OMOIOTUYECKIM AKTUBHBIM dbapmareBTHIECKUM
CcyOCTaHIIMSIM.

b.I.n) IlpoektHOoe  1moJIe W MPOTOKOA  MOCTPETHCTPALMOHHBIX
U3MEHEHUU

b.I.n.1. Beenenue HoBoro | HeoOxomgumeie | Jloxkymentst u | [Iponenypa
IPOEKTHOTO TOJISt 17001 YCIIOBUS JaHHBIC
pacumpenue 0JJ00pEHHOTO

MPOEKTHOTO TIOJISI AKTHUBHOU
bapmareBTHIeCKOI
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cyOcTaHIUy, 3aTParuBaoIIee:

a) OJIHY OTIEPAIIMOHHYIO

CIMHUILY mporecca

TIPOM3BOJICTBA AKTUBHOMU

(dapMareBTHIeCKOH

cyOcTaHImy, BKJIIOYAst - 1,2,3 I
COOTBETCTBYIOIIUE

BHYTPHUIIPOU3BOJICTBEHHBIN

KOHTPOJIb (vnn)

AHAJIUTUYCCKHUC MCTOAUKHU

0) aHATUTUYECKUE METOJUKHU

HCXOJIHBIX MaTepHaIOB

(IPOMEXYTOUHBIX MPOTYKTOB) B 123 I
u (nnn) AKTUBHOM T
dbapmareBTH4IeCKOM

cyOcTaHIu

JoxymeHnTanus

1. IlpoekTHOE TOJIE pa3pabOTaHO HA OCHOBaHHH akTOB opraHoB Coro3a B cdepe
oOpalieHHusT JICKapCTBEHHBIX CPEACTB W MEXKAYHAPOIHBIX  HAYYHBIX
PYKOBOACTB. Pe3ynbraTsl uccieaoBanuii pa3paboTKu MPOIYKTa, Mpolecca u
AQHAIMUTUYECKON METOJIOJIOTHH (HallpuMep, B3aMMOJCUCTBHE Pa3IMYHBIX
napaMeTpoB, (GOPMHUPYIOMIUX TOJJIEKAINIee H3YYCHHIO IPOEKTHOE TIoJie,
BKJTFOYAsl OIICHKY PUCKOB H MHOTOMEPHBIC UCCIICIOBAHUS COOTBETCTBCHHO), B
COOTBETCTBYIOIIMX CIYYasX MOATBEPAAIONINE, YTO JOCTUTHYTO HEIOCTHOE
MEXaHHCTUYECKOe TIOHMMaHWE T[IOKa3aTesied KayecTBa  MaTepUalioB,
MapaMeTpoB MpOIECcCa M KPUTHYECKUX MOKA3aTelie KadyecTBa AKTUBHOM
dbapMareBTHYECKON CyOCTaHITHH.

2. Onucanue TPOEKTHOTO ToJis B (opMe TaONuUIbl, BKJIIOYAs TEPEMEHHbBIE
(cBOlicTBa MaTepHaJIOB W TapaMeTphl IMpollecca MPOU3BOJACTBA) U UX
npejIaraeMple Tuana3oHbl.

3. [lompaBka K COOTBETCTBYIOIIMM pa3zeiiaM pPEeruCTPAMOHHOTO JI0ChE.

b.1.n.3. UcknroueHue Heobxonumbie | loxymentsl u | [Ipouenypa
HNOCTPErUCTPALMOHHOTO YCIIOBHUSA JaHHbIE
IPOTOKOJIA yIIpaBJICHUs
U3MEHEHUSIMH,
3aTparuBalOUMMU  aKTUBHYIO
(bapMareBTHIECKYIO
cyOCTaHIINIO
1 1,2 Ay
Ycenosus
1. Ucknrouenue NOCTPErUCTPALUOHHOTO MIPOTOKOJIA yIpaBlIeHUs
U3MEHEHUSIMH, 3aTparuBarOLIMu aKTHUBHYIO bapmalieBTHYECKYIO

CyOCTaHIMIO, HE SBISICTCS CJEJACTBHEM HENPEABUACHHBIX CUTYAIlMi WU
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HECOOTBCTCTBUA CHe]_[I/I(bI/IKaI_II/II/I B X0J€ BBCACHUA H3M€HCHHI>1, OIIMCaHHBbIX B
IMMPOTOKOJIC, U HUKAK HC BJIMACT HAa YTBCPIKIACHHBIC CBCACHM S, BKIITOUCHHBIC B
PETUCTPATNOHHOC TOCHE.

JlokymMeHTanus
1. OGocHOBaHUE TIpeAIaraeMoro HCKIIOUEHHUS.
2. [TompaBKa K COOTBETCTBYIOIIUM pa3jieliaM PETUCTPAIMOHHOTO JIOCKE.

b.1.n.4. Usmeneuus Heo6xomumeie | Jlokymentsl u | [Ipouenypa
YTBEPKICHHOTO MPOTOKOJIA YCIOBHUS JTaHHBIE
yIpaBJICHUSI U3MEHEHUSIMU

a) 3HAYMMBbIC W3MEHEHMUS
MPOTOKOJIa yIpaBiICHUS — — I
U3MCHCHUSMHA

6) HC3HAYUMBIC HN3MCHCHUA

IPOTOKOJIA yIpaBiIeHUs
U3MEHEHUsAMH, KOTOpBIE HE — 1 IB
U3MEHSIOT CTpaTeruto,

OIMMCAaHHYIO B ITPOTOKOJIC

JlokymMeHTauus

1. lexnaparusi  yIOJTHOMOYEHHOTO JIMIIA MPOW3BOJAUTENS, YTO JH00OE
M3MEHEHUE  JOJDKHO  YKJIAAbIBaTbCi B JMANA30H  JACHCTBYIOIIUX
YTBEPKJICHHBIX KpUTEPHUEB MpuemiieMocTd. [loMumo 3Toro, Aekiiapamus 4To
B OTHOIICHHH OHMOJOTMYECKUX JICKAPCTBEHHBIX NpPEMapaTtoB HE TpeOyeTcs
OIICHKA COITOCTaBUMOCTH.

b.I.a.5. Peanuzanus Heo6xomumeie | Jlokymentsl u | [Ipouenypa
W3MEHEHUH, YCJIOBUS JTAaHHBIE
MPEAYyCMOTPEHHBIX

YTBEPXKACHHBIM  IIPOTOKOJIOM
YIPABJICHUS U3MEHEHUSMU

a) peanuzaius M3MEHEHUs He
TpeOyeT JTIOTIOJTHUTEIIbHBIX 1 1,3 |Any
BCIIOMOTATEJIbHBIX JIAHHBIX

0) peanu3anus M3MEHEHUS
TpeOyeT JOTIOJTHUTENbHBIX — 1,2,3 IB
BCIIOMOTATEIbHBIX JIAHHBIX

B) peanu3auus U3MEHEHHUS
OHMOJIOTUYECKOTO - 1,2,3,4 IB
JIEKapCTBEHHOTO Mpemnapara

YcnoBug
1. [IpensioxkeHHOE M3MEHEHUE OCYILIECTBICHO B IOJIHOM COOTBETCTBUU C
YTBEPKACHHBIM MPOTOKOJIOM YIPaBICHUS U3MECHEHUSIMU.
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JloxymeHnTanus

1. [loaTBepka€HHE, UYTO  HW3MEHEHHE COOTBETCTBYET  YTBEPKICHHOMY
NPOTOKOJIY YIPABICHUS W3MEHEHHSIMU U, YTO PE3yJbTaThl HCCIEIOBaHUS
YIIOBIETBOPAIOT KPUTEPUSM IPUEMIIEMOCTH, OTOBOPEHHBIE B IPOTOKOJIE.
[loMmuMo »3TOrO, aEKiIapanus TOTO, YTO B OTHOIICHUH OHOJIOTHYECKUX
JIEKapCTBEHHBIX MperapaToB HEe TPEOYETCs OLIEHKAa COMTOCTABUMOCTH.

2. Pe3ynbTaThl Hccae10BaHUM, TPOBEICHHBIX B COOTBETCTBUU C YTBEPIKICHHBIM
MIPOTOKOJIOM YTIPABIICHUS U3MEHEHUSIMH.

3. IlompaBka K COOTBETCTBYIOIIEMY pa3/ielly pErHCTPALMOHHOTO I0ChE.

4. Komus yTBEp)KICHHBIX CHENM(PHUKAIUMNA Ha aKTHUBHYIO (hapMaleBTUUYECKYIO
CyOCTaHIIMIO WJIM CChUIKA HAa COOTBETCTBYIOWIMN pa3fied PEerUCTPallMOHHOTO
JI0ChE.

b.11. JIekapcTBEeHHBIN Ipenapar

b.11.a) BHenHuii BUI 1 COCTaB

b.11.a.1. U3meHeHue win | HeoOxomumeie | Jlokymentsl u | [Iponemypa
noOaBieHue HaJIMEYaTKH, yCIOBUSA JTAHHbIE
OTTHCKOB, TPaBUPOBKU WIH
WHBIX 3HAKOB, BKJIIOYAsi 3aMEHY
Win  J00aBleHUE  YEpHUII,
HCIIOJIb3YEMBIX IS HAHECECHUS
TaKMX 3HAKOB

a) U3MCHCHUS HaJIIeYaTKH,
OTTHCKOB, TPaBUPOBKH WM 1,2,3,4 1 1A
MHBIX 3HAKOB

0) U3BMEHEHUE PUCOK (JTMHHIMA
paszioMa), MpeaHa3HAYCHHBIX
JUIS  pa3lieiCcHusT Ha pPaBHBIC
JI03bI

— 1,2,3 IB

Ycenosus

1. Cneuuduxanmm nekapcTBEHHOIO Mpenapara Ha BBITYCK M Ha KOHEIl CPOKa
TFOJTHOCTH HE U3MEHSIIOTCS (32 UCKIIIOUYEHUEM BHEIIHETO BUAA).

2. Bce YepHUJIA JIOJKHBI COOTBETCTBOBATh JIEUCTBYIOLIEMY
(bapMareBTHIECKOMY 3aKOHO/IaTEIbCTBY.

3. Puckn (uHMM pa3iioma) HE TpeIHa3HAYEHbl JJIA pa3/ieJieHUusl Ha paBHbIE
JTO3BbI.

4.3Haku JIEKQpCTBEHHOI'O IIpernapaTa, HCIOJIb3yeMble ISl pas3InyeHUs
JIO3UPOBOK, MOJIHOCTHIO HE Y/JAJICHBI.

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOILEMY pa3zfeny (pa3iesiaM) perucTpalioOHHOTO
Ioche, BKJIKOYas moapoOHoe rpaduyueckoe WM TOBECTBOBATENIbHOE
OMMCaHUE TEKYIEro ¥ HOBOIO BHEIIHEro BUJA, 4 TAKXKE COOTBETCTBYIOIIUMA
nepecMoTp UH(pOpPMAIUU O JIEKaPCTBEHHOM Ipernapare.
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2. ITlo cormacoBaHUI0 C DKCIEPTHOW OpraHU3AIMer OOpas3Ilbl JIEKAPCTBEHHOTO
npenapata u (WIM) UX BU3yalIbHOE U300pakeHUE AJI1 BOSMOKHOCTH OIICHKH
BHEIIHETO BUJA.

3. PesynbpTaThl cooTBeTcTBYIOMMX UcHbiTaHuid o ®apmakornee Coro3a, a npu
OTCYTCTBUU B Hell — B Dapmakonee rocyapcTa-uieHa Uiu Mpu OTCYTCTBUU
B yKa3zaHHbIX (apmakoresx — HMHOM (¢apmakonee cornacHo KoHuenmuu
rapMOHH3AIUH, MOJITBEP K IAI0IIIH e HKBUBAJIEHTHOCTh CBOICTB
(MpaBUIBLHOCTH TO3UPOBAHMUS).

b.Il.a.2. U3menenue GpopmMbl Heo6xomumeie | Jlokymentsl u | [Iporeaypa
WJI Pa3MEPOB JIEKAPCTBEHHOMN YCIOBUSA JTAHHbIE
dbopmbI
a) TabJIeTKH, KarcyJbl,
CYNIO3UTOPUM M TECCapUU C
1,2,3,4 1,4 1A
HEMEJICHHBIM
BBICBOOOKIEHUEM

0) nexkapcTBeHHbIE (POPMBI  C
OTCPOYEHHBIM,
MOIU(PUIIMPOBAHHBIM WIN
MPOJIOHTUPOBAHHBIM
BBICBOOOXKIIEHUEM M TaOJIETKU
C PHUCKOHM, NpeaHa3HAYECHHON
JUISL pa3delieHus] Ha pPaBHBIC
JT03bI

- 1,2,3,4,5 1B

B) 100aBJIeHHE HOBOTO Habopa
Ul paguodapMalieBTHUECKOro
JIEKapCTBEHHOTO IIpernapara ¢ — — ]
IpYTUM 00BEMOM 3amOJHEHUS
<*>

YcnoBus

1. [lpoduns  pacTBOpeHHsS  JICKAPCTBEHHOTO  Mpemapatra ¢  HOBBIMU
JeKapcTBEHHOW (opMOM WM ee pa3MepaMH COIMOCTaBUM C Tpoduiem
pacTBOPEHHUsS JIEKAPCTBEHHOI'O IIpernapara CO CTApbIMU JIEKAPCTBEHHOMN
dbopMoil uinM ee pa3MepaMH, €ciIM TNpUMEHUMO. [ JeKapCcTBEHHBIX
PaCTUTENBHBIX NPENapaToB HPHU HEBO3MOYKHOCTH IPOBEJICHUS HCIBITAaHUS
TCKP Bpemsi pacmnanaeMocTd H3MEHEHHOIO JIEKapCTBEHHOTO Ipenapara
CONIOCTABUMO C BPEMEHEM paclaJaeMOCTH HEU3MEHHOI'O JIEKaPCTBEHHOIO
npenapara.

2. Cnenudukanuy JeKapcTBEHHOTO IMpernapara Ha BBITYCK W Ha KOHEI[ CpoKa
FOJHOCTH HE HU3MEHUJIUCH (32 MCKIYEHHEM pa3MEpOB JIEKApCTBEHHOMN
dbopmbI).

3. KauecTBeHHbII 1 KOJTMYECTBEHHBIN COCTAB U CPEAHSISI Macca He U3MEHUIINCh.

4. I3MeHeHWe He 3aTparuBaeT TaOJETKH C PHCKOW, NMpeAHAa3HAYECHHOW IS
pazienieHust JIEKapCTBEHHOM (POPMBI Ha paBHBIE J103bI.
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JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3aeny (pas3aesiaM) perucTpalioOHHOIO

JIOCheE, BKJIFOYAst noJipoOHOe rpaduyeckoe n300pakeHue
3aperuCTPUPOBAHHON M TpejuiaraeMoil JIeKapCTBEHHOW (OpMBI, a Takxke
nepecMoTp UHPOPMAITUU O JIEKAPCTBEHHOM IIpenapaTe COOTBETCTBEHHO.

. CpaBHUTENbHBIE [1aHHBIE PACTBOPEHUST KaK MHUHHUMYM |  ONBITHO-
MPOMBILIJIEHHONM CEepUM C TEKYIIMMHU U TMpelaraéMbIMH pa3MepaMu
(OTCYTCTBHME 3HAYUTEIBHBIX PA3TUYUM C TOUKH 3PEHHS] COMOCTABUMOCTH B
COOTBETCTBUH C [TpaBunamu MPOBECHUSA HCCIIeI0BaHUN
OMOIKBHUBAJICHTHOCTH). B  OTHOIIEHWH JICKAPCTBEHHBIX PACTHUTEIBHBIX
npernapaToB  MOTYT  ObITh  NpUEMJIEeMbl  JaHHBIE  CPAaBHHUTEIHHOMU
pacnasiaeMocTH.

. O0G0oCHOBaHUSI HEMpPEICTaBICHUS pe3yJIbTaTOB HOBOTO  HCCIEIOBAHUS
OMOPKBUBAJIIEHTHOCTH coryiacHo [IpaBuiam mnpoBeaeHHs] HCCIEIOBaHUIMA
OMOSKBHUBAJICHTHOCTH.

. OGpa31ibl IeKapCTBEHHOTO Mpernapara U (MIu) ero BU3yalibHOE N300pakeHre
pv HEOOXOAUMOCTH TI0 COTIIACOBAHUIO C IKCIIEPTHOM OpraHu3aIue.

. Pesynbprarsl cooTBeTcTBYtOUMX UcnbiTaHuii o ®apmaxonee Coro3a, a mpu
OTCYTCTBUM B HEW — Pe3ynbTaThl HCNbITaHUN 10 dapMakonee rocyaapcraa-
YJieHa WU TIPH OTCYTCTBUU B YKa3aHHBIX (papMakoriesx — UHOH (hapmakomnee
cornacHo KoHuenuuu rapMoHHM3aldH, MOATBEPKAAIOLINE YKBHUBAJIECHTHOCTh
CBOMCTB (MMPaBUJIBHOCTH JIO3UPOBAHMS).

[Tpumeuanue <*> | [{ns b.Il.a.2.B moboe W3MEHEHUE JIO3UPOBKHU
JIEKapCTBEHHOTO Ipenapara TpeOyeT Moaauu 3asBIICHUS O
pacUIMPEHUN PETUCTPALUU, 32 UCKIIIOUEHUEM MPUBEIACHUS
PETUCTPAIIIOHHOTO JIOChE B COOTBETCTBUE C TPEOOBAHUSIMHU
Coro3a, B ciydae, ecim HOBas JIO3UPOBKA
3apETrUCTPUPOBaHa B COOTBETCTBUHU C 3aKOHOJATEIBCTBOM
roCy/1apCcTBa-4i€Ha TOJBKO B OJHOM W3 3asBJICHHBIX B
paMKax IPUBEACHUS B COOTBETCTBUE IOCYAAaPCTB-UJICHOB.

b.Il.a.3. U3menenue cocraBa| Heobxomumeie | lokymentsl u | [Ipouemypa
(BcrioMOTaTENbHBIX  BEIECTB) YCIIOBUS JTAHHbIE
JIEKapCTBEHHOTO TIpernapara
a) U3MEHEHUe cocTasa
BKYCOBBIX n00aBOK
(apomMatu3aTopoB) 17007
Kpacuresnen
1. lo6aBnenne, uckmouenue| 1,2,3,4,5,
1,2,4,5,6 1A
WIN 3aM€eHa 6,7,9, 10
2. YBeauueHne WA
1,2,3,4,10 1,2,4 1A
YMEHBIIIEHUE COACPKaHUS
0) mpoune BCIIOMOTAaTEIbHBIC
BEIlleCTBA
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1. JIrobas  He3HauWTEILHAS
KOPPEKIIHS KOJMYECTBEHHOTO
COCTaBa  BCIOMOTaTeIbHBIX
BEIECTB JICKapCTBEHHOTO
mpenapara

1,2,7

2. KauyecTtBeHnnie WTH
KOJIMYECTBEHHBIE HW3MEHEHMS
OJHOTO WIIH Oouee
BCIIOMOTaTENILHBIX BEIECTB,
KOTOpHIC MOTYT
CYIISCTBEHHO IOBJIUATh Ha
Ka4yecTBO, 0€30IMacHOCTh WU
3¢ pexkTUBHOCTH
JICKapCTBEHHOTO Mpernapara

3. U3menenue,
3aTparuBaroIee
OMOJIOTMYECKUI
JIEKApCTBEHHBIN Npenapar

4. JIroboe HOBOE
BCIIOMOTATEIFHOE BEIIECTBO,
MIperoJiararoiee
HCIIOJIb30BaHUE MaTEPHAIIOB
YEIIOBEYECKOTO WITH
KUBOTHOTO TPOUCXOXK/ICHUS,
TPEOYIOIIUX OICHKH JAaHHBIX
BUPYCHOM 0€30MacHOCTH U
(unn) pucka I'D

5. I3meHeHue,
000CHOBaHHOE pe3yJbTaTaMu
HCCIIeIOBAHUS
OMOSKBUBAJICHTHOCTHU

6. 3ameHa OJIHOT'O
BCIIOMOTaTEILHOTO BEIIECTBA
CXOJHBIM BCIIOMOTaTeIbHBIM
BEIIECTBOM C TEMHU K€
(GYHKITMOHATEHBIMU
XapaKTePUCTUKAMHU B
AHAJOTMYHOM KOJIMYECTBE

ok
~w
oo P~

o

Ycnosusa

1. U3meHenus (QyHKIMOHATBHBIX XapaKTEPUCTHK JICKAPCTBEHHOW (OPMBEI,
HaIrpuMep, BpEMEHHU pacragaeMoCTH, TPo(Isi pacTBOPEHUsI, OTCYTCTBYIOT.

2. He3HauuTeNnbHYI0 KOPPEKIHUIO COCTaBa Il MOJAEpXaHus oOuieil macchbl
HEOOXOJIMMO OCYIIECTBIATh BCIIOMOTATEIbHBIM BEUIECTBOM, COCTABIISIFOIIINM
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B HACTOSIIIEE BPeMsI OCHOBHYIO 4aCTh TOTOBOM JIEKAPCTBEHHOU (DOPMEI.

3. Crienuukarust JeKapCTBEHHOTO TpernapaTa OOHOBJICHA B YacTH OTHMCAHMS
BHEIIHETO BHJa (3amaxa, BKyca) U, NPU HEOOXOAMMOCTH, HCKIIOUYEHO
UCIIBITAHUE HA MTOJAJIMHHOCTb.

4. HauaTbl COOTBETCTBYIOIIME HCCIEAOBAHUS CTAaOWIBHOCTH (C yKa3aHUEM
HOMEpPOB CEpHUii); MPOAHATU3UPOBAHBI COOTBETCTBYIOIIME MapaMeTphl
CTaOMJILHOCTH HE MeEHee 4YeM Ha 2 OIBITHO-MPOMBIIUICHHBIX WU
MPOMBIIIJICHHBIX ~ CEpUSX; B  PACHOPSHKEHUM  3afABUTENS]  HAXOIATCS
YAOBJIETBOPUTENbHBIE PE3YyJbTaThl MO MEHbIIEH Mepe 3-MecsyHOTO
U3Y4YEeHHs] CTaOWJIBHOCTH (Ha MOMEHT peaiu3aluu u3MeHeHuit [A tuma u
MOMEHT yBeJoMJIeHHsS 00 m3MeHeHusx IB Tuma); mpodunb cTaOMIBHOCTH
CXOX C YTBEpPXKIEHHBIM B HacTosiiee Bpems npoduneM. [loarsepxkaenue
TOTO, YTO MCCIEJOBaHMS OyAyT 3aBeplICHBbl, U YTO €CIU PE3yJIbTAaThl Ha
KOHEI[ CPOKA TOJTHOCTH HE OYAYT YKIAJbIBAThCS B CEIUPUKALIMYA UITA MOTYT
MOTEHIIMATBPHO  HE  YIOXKHUThCA B coenudukanuu,  JIepiKaTelb
PETUCTPAIIMIOHHOTO YAOCTOBEPEHHsI 00s3aH COOOIIUTH YINOTHOMOYEHHOMY
OopraHy HapsAay C IpejaraéMblM IJIaHOM aeiictBuil. Kpome TOro, B
COOTBETCTBYIOLIMX  CIy4asX  HEOOXOAMMO  TPOBECTH  HCIIBITAHUE
($hOTOCTAOMIIBHOCTH.

5.Bce HOBble KOMIOHEHTHI JOJDKHBI  YAOBIETBOPATH  TPEOOBAHHSIM
HOpPMAaTUBHBIX akTOB (Cor03a, KacarolIUXCAd KPAacUTENel, HCIOJb3yeMBbIX B
MUIIEBON MTPOMBIIIJIEHHOCTH, U BKYCOBBIX 100aBOK.

6. Hu ogwH HOBBI KOMIIOHEHT HE TPEIOoJaracT MUCIOJIb30BAHHE MAaTEPHAIIOB
YeJIOBEYECKOTO WM YKHUBOTHOTO MPOUCXOXKICHUS, TPEOYIOIMUX OLEHKH
JMAHHBIX BHUPYCHOW O€30MaCHOCTH WJIM COOTBETCTBHUSL JICHCTBYIOIIUM
TpeboBanusiM Papmakonen Coroza u (uiu) Apyrux (papmakomned cOriacHo
KoHuenuuu rapMoHM3alluM MO MHUHHMMH3allMM PHUCKA TIE€peladd areHTOB
ryouaroii  dHIe(aNonaTUH >KUBOTHBIX  IOCPEJICTBOM  JICKAPCTBEHHBIX
MpenapaToB AJisi MEIUIIMHCKOTO IPUMEHEHHS.

7. B COOTBETCTBYIOIIMX CIydasX HM3MEHEHHS HE BIHSIIOT Ha BO3MOXKHOCTH
pa3iuyeHus T03UPOBOK U HE OKA3bIBAIOT HETaTUBHOI'O BJIMSHUS Ha BKYCOBBIE
CBOMCTBA JIEKaPCTBEHHBIX MPENAPATOB, MPEIHAZHAYCHHBIX ISl I€TEH.

8. [Ipodune pacTBOpeHHs HE MEHEE 4YeM 2 OIBITHO-TPOMBIIUICHHBIX CEepUi
JIEKapCTBEHHOIO IpernapaTta ¢ HOBbIM U CTapbIM COCTABOM COIOCTaBUM, €CIU
NPUMEHUMO (OTCYTCTBYIOT 3HAQUMUTENIbHbIC PAa3Ju4YUsi C TOYKUA 3pPEHUS
COTMIOCTaBUMOCTH Tpoduiisi pacTBOpeHUss B cooTBeTcTBUU C [IpaBmmamu
MPOBEACHUSI KCCIICIOBAHUI OMOPKBUBAJICHTHOCTH). [Ipy HEBO3MOXXHOCTH
MPOBEACHUSI UCIBITAHUSI PACTBOPEHUS C JIEKAPCTBEHHBIMH PACTUTEIIbHBIMU
npenapaTaMud  BpeMSl  paclallaéMOCTH  W3MEHEHHOI'O  JIEKapCTBEHHOTO
npernapara COlocTaBUMO C HEM3MEHEHHBIM BPEMEHEM PACIIalaeMOCTH.

9. I3MeHeHHe He SBIAETCS CIEACTBHEM HAPYIICHHUS CTaOWIBHOCTU W (WJIH) HE
JOJDKHO  CKa3bIBaThCsl Ha 0e30macHOCTH  (BO3MOXKHOCTH — Pa3lIMUuCHUS
JTIO3UPOBOK).

10. PaccmaTpuBaemblii JIeKapCTBEHHBIN Mpenapat He SBIACTCS OUOIOTHUYECKUM
JIEKAPCTBEHHBIM MPETAPATOM.

JloxymeHnTanus
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1. IlonmpaBka K COOTBETCTBYIOLIEMY pa3zeily (pas3fesiaM) perucTpalioOHHOTO
J0Cb€, BKIIOYas METOAbl HCHBITAHWS HA NOJJIMHHOCTh BCEX HOBBIX
Kpacutene (ecaum NPUMEHHMO), a TaKXkKe IepecMoTp HH(pOpMauu o
JIEKapCTBEHHOM IIpenapare COOTBETCTBEHHO.

2. lloaTBepxaeHne AeprKaTeNst pETUCTPALMOHHOTO YOCTOBEPEHHS, YTO HAYAThI
TpeOyeMble HccaeloBaHus CTAOMIIBHOCTH (C yKa3aHHEM HOMEpPOB Cepuil); U
4TO (B COOTBETCTBYIOLIUX CIIy4asx) Ha MOMEHT pealu3allid U3MEHEHUH B
paclopsKEHUM  3adABUTENs  HaXOIWINCh  TpeOyemble  MHUHHMAJIbHBIE
YIIOBJIETBOPUTEIbHBIE TaHHBIE IO CTAOMIBHOCTH U, YTO UMEIOIIHMECS JAHHbIE
HE CBUJETEIbCTBOBAIM O Kakoh-mubo npobireme. Heobxoaumo Takxke
IPEJCTaBUTh MOATBEPKACHUE, YTO HCCIeA0BaHUs OyIyT 3aBEPIIEHBI U €CIIH
pe3yNbTaThl HE OYAyT YKJIAJIbIBaThCS B CHELM(PHUKALMU WIA NOTEHIMAIBHO
MOTYT H€ YJIOXHUThCS B cHeUM(UKALIMKM Ha KOHEL CpOKa TOJIHOCTH,
JiepXKaTeab ~ PEruCTPALlMOHHOIO  YAOCTOBEpEHHs  00s3aH  COOOIIUTH
YIOJTHOMOYEHHOMY OPTaHy BMECTE C IIpEejIaracMbIM IUIAHOM JICMCTBUM.

3. PesynbpTaTel wWccienoBaHWN CTAa0WIBHOCTH, IO 3HAYMMBIM IapaMeTpam
CTaOMJIBHOCTH HE MEHee YeM Ha JBYX ONBITHO-IPOMBIIUICHHBIX WU
IPOMBIIIJIEHHBIX CEpUSAX, OXBATHIBAIOIIMX HE MEHee 3 MecileB, WU
NOJTBEPKICHNUE, YTO YKa3aHHbIE HCCIIEOBaHUS OYyIyT 3aBEpIIEHBbl U €CIU
pe3yabTaThl HEe OyAyT YKIaJIbIBaThcsi B CleUM(UKALMU WU MMOTEHLIHUAIBHO
MOTYT HE YJIOXHUThCS B cHeUM(UKAIMKM Ha KOHEL CpOKa TOJIHOCTH,
JepKaTelb  PErUCTPAlMOHHOTO  YAOCTOBEpPEHHs  00s3aH  COOOLIUTH
YIOJTHOMOYEHHOMY OPTaHy BMECTE C IIpejIaracMbIM IUIAHOM JICHCTBUM.

4. OOpa31bl JIEKApCTBEHHOTO IpernapaTa U (WIM) ero BU3yallbHOe N300pakeHne
pU HEOOXOAUMOCTH IO COTIACOBAHUIO C SKCIIEPTHOM OpraHu3aiuei.

5. JIubo cepruduxar coorBercTBUA EBpomneiickoit ®apmakonen mno ['D Ha
a000i  HOBBIM  UCTOYHUK  Marepuana, Jubo (ecam  MPUMEHHUMO)
JNOKYMEHTAJIbHOE IOATBEPXKAEHHE TOrO0, YTO HCTOYHHUK MaTepuana,
NOABEP)KEHHBIM pUCKY ['D, paHee MpOBEPEH YNOJIHOMOYEHHBIM OPraHOM; M
ObLIO MOATBEPXkACHO €ro COOTBETCTBHE JEUCTBYIOLIEH cTaThe DapmMakoren
Coro3a mwin apyrux (apmaxomneil corsnacHo KoHuenuuu rapMoHH3alMU MO
MUHUMM3AIMM ~pHCKa T[epeladd areHToB TIyOuaToil »Huedanonatuu
KUBOTHBIX MOCPEACTBOM JIEKAPCTBEHHBIX MPEMApaTOB IJs MEAMIIMHCKOTO
npuMeHeHus. s Kaxaoro Takoro poja MaTepuasa  HeoOX0IUMO
NPEICTaBUTh CIEAYIOIIUE CBEICHUSA: Ha3BaHWE IPOU3BOAUTENS; BUJ
KUBOTHBIX M TKaHHU, M3 KOTOPBIX TMOJYy4YyeH MarTepuan; cTpaHa
MPOUCXOXKICHUS )KMBOTHBIX U €r0 UCIOJIb30BAHHUE.

6. B cooTBeTcTBYIOIIMX Cly4asX JaHHBIE, MOJTBEPXKIAIOIINE TO, YTO HOBOE
BCIIOMOTraTEeJIbHOE BELIECTBO HE BIMSAET HA AHAIUTUYECKUE METOJIUKH
cnenuuUKaluK JEKapCTBEHHOT O Mpernapara.

7. HeoOXxonuMo MOCpeACTBOM HaJyIekalend ¢papManeBTHIECKONH pa3paboTKu
(BKITIOUAs BOIIPOCHI CTaOMIILHOCTH u MPOTUBOMUKPOOHOTO
KOHCEPBUPOBAHHUSA, €CJIH MPUMEHUMO) MPEACTaBUTh OOOCHOBAHUE CMEHBI
(BpIOOpA) BCIIOMOTaTeNIbHBIX BEIIECTB U T.JI.

8. CpaBHUTENBbHBIE NAaHHBIE TPOQMIS PACTBOPEHUS TBEPABIX JEKAPCTBEHHBIX
¢dopM He MeHee YeM Ha 2 OMBITHO-IPOMBILIUIEHHBIX CEPUAX JIEKAPCTBEHHOTO
npenapara HOBOTO M CTapoOro COCTaBOB. B OTHOLIEHMM JI€KapCTBEHHBIX
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pPaCTHTENbHBIX  TIpernapaToB  MOTYT  OBITb  JIOCTAaTOYHBI  JIaHHBIE
CPaBHUTEIBHON PacnagacMOCTH.

9. OGocHOBaHUS HEMPEJICTABJICHHUS PE3YJIbTAaTOB HOBOTO  HMCCJICAOBaHUS
OMOSKBHUBAJICHTHOCTH B  COOTBEeTCTBHMU ¢ IlpaBuimamMm  mpoBeaeHUS
HCCJICIOBAHNHN OMO3KBHBAJICHTHOCTH.

b.11.a.4. I3meHnenue Maccel | Heo6xonumeie | Jlokymentsl u | [lpouenypa
000J104KH JIEKapCTBEHHBIX yCJIOBUS JTAaHHBIE
dbopM aiia mpriemMa BHYTPh WU
U3MEHEHHE MacChl 000JI0YKU
KarCyJbl

a) TBepAbIC JIEKapCTBEHHBIE

dbopmbl 15 IprieMa BHYTPh 1,2,3,4 1,2 1A

0) nekapcTBeHHbIE (OPMBI C
OTCPOYEHHBIM,
MOJUGPUIIPOBAHHBIM WIn
IIPOJIOHTUPOBAHHBIM — — ]
BBICBOOOX/ICHHUEM, B KOTOPBIX
000J10YKa SIBIISIETCS KITFOUEBbIM
(bakTOpOM BBICBOOOKICHUS

Yenosus

1. [Ipoduns pacTBOpeHUsT HE MEHEE 4YeM 2 OIBITHO-TPOMBIIUICHHBIX CEepUi
M3MEHEHHOTO JIEKAPCTBEHHOTO IIpernapaTa COMOCTaBUM cO cTapbiM. [lpu
HEBO3MOXXHOCTH TPOBEJICHUSI WCIBITAHUS PACTBOPEHUS C JIEKAPCTBEHHBIMU
pacTUTEIBHBIMU  TIpemapaTaMud  BpeMs  pacnagaeMOCTH  M3MEHEHHOTO
JIEKapCTBEHHOTO TIpernapaTa B CPAaBHEHUU CO CTaAPBIM.

2. O6onouKa He SBIAETCS KIIFOUEBBIM (PaKTOPOM MEXaHU3Ma BBICBOOOKICHUSI.

3. Cnienudukarnus JeKapcTBEHHOTO Mpenapara 0OHOBIIEHA JIMIIb B YACTH MACChI
U pa3MepoB (€CIM MPUMEHUMO).

4. Hauatbl COOTBETCTBYIOIINE UCCIEIOBAHUS CTAOMIHLHOCTH HE MEHEE YeM Ha 2
OTIBITHO-TIPOMBIIIUICHHBIX WM TMPOMBIIICHHBIX CEPHUSX; B PACIOPSKECHUU
3asIBUTEIS Ha MOMEHT  peajn3aluu U3MEHEHUN HaXOJIATCS
YVAOBJICTBOPUTEIbHBIE TI0 MEHBIIEH Mepe 3-MecsiuyHble JaHHbIE 10
CTaOMIILHOCTH; TIOJATBEPKACHUE TOTO, UTO UCCIIEIOBAHUS OyAyT 3aBEPILCHBI.
Ecnu pe3ynbraThl HE yKJIaAbIBAIOTCS B CleNU(DUKAIIMN WM TMOTCHIIMAIBHO
MOTYT HE VJIOXHUThCA B chenuduKalud Ha KOHEI[ CpoKa TOIHOCTH,
JepKaTellb  PETUCTPALlMOHHOTO  YIAOCTOBEPEHHS  00si3aH  COOOIIUTH
YIIOJTHOMOYEHHOMY OpTaHy Hapsiy C MpeiaraeMbIM IJIAHOM JISHCTBU.

JloxymeHnTanus

1. ITompaBka K COOTBETCTBYIOLIEMY pa3feily (pa3fesiaM) perucTpalioOHHOTO
JI0Che.

2. Jlexnapanusi AeprKaTelsl PerucTpalliOHHOIO YAOCTOBEPEHHUS, YTO HAdaThl
TpeOyeMble HCCaeoBaHus CTAOMIBHOCTH (C yKa3aHHEM HOMEPOB CEpHii); U
YTO (B COOTBETCTBYIOLUX CIy4asx) HA MOMEHT BBEJECHUS M3MEHEHHH B €ro
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pacTtopsKEeHUN HAXOJUIIACH Tpebyembie MHHHUMAaIbLHBIE
YIIOBJIETBOPUTEIBHBIC TAHHBIC TI0 CTAOMIBHOCTH; U YTO UMECIOIIHECS JTAHHBIE
HE CBHJICTCILCTBOBAIM O Kakoi-mOo mpobiaeme. HeoOxomaumo Takxke
MPEJICTaBUTh MOJATBEPIKICHNUE TOTO, YTO MCCIICOBAHUS OYIyT 3aBEpPIICHBI, U
YTO €CJIM Pe3yJbTaThl HE OYIyT YKJIQAbIBaThCA B CHEIU(GUKAINN WU
MOTCHIIMAJTLHO MOTYT HE YJIOXKHTBCS B CHEIU(UKAIIMM Ha KOHEI CpoKa
TOJTHOCTH, JIep)KaTellb PEruCTPAllMOHHOTO YIOCTOBEPEHHUs 00s3aH COOOIIHTh
YIIOJTHOMOYEHHOMY OpTaHy Hapsay C TpeiaraéMbIM IUIAHOM JEHCTBUH.
Kpome Toro, B COOTBETCTBYIONIMX CIydasx HEOOXOAMMO IPOBECTH
UCIbITaHNEe (DOTOCTAOMITHBHOCTH.

b.11.a.6. Uckntouenue Heo6xomumbie | [lokymentol u | Ilpouemypa
KOHTEWHEpa C PacTBOPUTEIIEM YCIIOBUS JAHHBIE
(pa3baBuTeIEM) U3 YIAKOBKU

- 1,2 1B

JlokymMeHTauus

1. ObocHOBaHME UCKIIOYEHUS, BKIIOYas YKa3aHUE Ha aJlbTepHATUBHBIC
crocoObl MONy4eHHUsT pacTBOpuUTens (paz0aBuTens) B EIAX 0€30MacHOr0 U
3¢ (HEeKTUBHOTO MPUMEHEHUS JIEKapCTBEHHOTO Mpemnapara.

2. IlepecmoTpenHas nHGOpMAIHS O JIEKAPCTBEHHOM TIperapare.

b.1l.a.7. I3meHenus, Heo6xomumeie | JlokymeHnTtosl u | Ilpouemypa
ABJSIIOIIMECS  PACIIMPEHUEM YCIIOBHUS JTAHHbIE
perucTpauuy 1Mo JO3HPOBKE
JIEKApCTBEHHOTO
npenapara<i>

1,2,3 1,2,3 IB
YenoBus

1. JloGaBnsiemble WM BBOAMMBbIE B3aMEH paHee 3aperuCTPUPOBAHHBIX
JO3UPOBKH, JOJKHBI, Ha MOMEHT IOJaud 3asBICHHUS O MpPHUBEACHUMU B
COOTBETCTBUE PETUCTPALMOHHOTO J0ChE, OBITh 3apErUCTPUPOBAHBI XOTS OBI B
OJIHOM M3 TOCY/1apCTB-YJICHOB.

2.Ha MoMeHT mojaud 3asBI€HHMS O TPHUBEJACHHMM B COOTBETCTBHUE
PETUCTPAIIMOHHOTO J0Che, B pe(PEepeHTHOM TOCYAapCTBE JOJDKHBI OBITh
3aperucTpUpPOBaHbl HAMMEHbIIAs M  HauOoJbIIas JO3UPOBKH, JHOO
JO3UPOBKA, ONpe/ieJIeHHass HAa OCHOBAHMM aHajiu3a PHUCKOB, B OTHOIICHHUU
KOTOPBIX MPOBEIEHBI COOTBETCTBYIOIINE HUCCIEI0BaHMs OMOIKBUBAIEHTHOCTH
WIM KJIMHUYECKHE HCIBITaHUS, pPE3ylbTaThl KOTOPBIX MOTYT OBIThH
9KCTPaNOIUPOBAHbI HA OCTAJIbHbBIE TO3UPOBKH.

3. JomxHbl OBITH COONIOACHBI KpUTEpUHM OuOBelBepa Ui JOMOJTHUTEIbHBIX
JO3UPOBOK, omucaHHble B [lpaBunax  mNpoBeACHHUS]  HCCIEIOBAHUIMA
OMOAPKBUBAJICHTHOCTH.

JloxymeHnTanus
1. Konuu perucTpaimoHHbIX YJOCTOBEPEHHI, MOATBEPKIAIOIMINX PETUCTPAIIUN
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BHOBbB 3asIBIISIEMBIX JIO3HPOBOK.

.Moayne 3 perucTpaliMoOHHOTO JOChE€ Ha KaXAyK0 HOBYKO JIO3UPOBKY B
cooTBeTCTBUU ¢ TpeboBanusMu uvactu | mpunokenus Ne 1 k IlpaBunam
perucTpan U SKCHEPTHU3bl JICKAPCTBEHHBIX CPEICTB I MEAUIIMHCKOTO
npuMeHeHus. Bo3MoxxHa MoAMQUKANUS —CYIIECTBYIOIIMX Pa3leloB C
no0aBJIeHUEM B HUX HH(POpPMAIMU O JIO3UPOBKAX B COOTBETCTBYIOLIUX
CIIyJasix.

. ObocHOBaHME BO3MOXXHOCTH SKCTPANOJSIHHA PE3yIbTaTOB HCCIEAOBAHUI
OMOPKBUBAJICHTHOCTH WCIBITAHWNA HA HOBBIE JO3UPOBKH, 3asBIICHHBIC Ha
OwoBeiliBep. B cinydae OwoBeliBepa Ha OCHOBaHMM OwodapmareBTHUECKOM

KJacCU(UKAIMOHHON CHCTeMBbl yClIOBUsS OuoBelBepa JODKHBI  OBIThH
BBITIOJTHEHBI B OTHOIIIEHUHU KaXKJI0M JO3UPOBKH.
[Ipumeuanue <*> | Jlioboe  HU3MEHEHHE  JO3UPOBKU  JIEKAPCTBEHHOTO

npenapata TpeOyeT Mojayu 3asBICHUS O PaCHIUPEHUHU

pEeTUCTpaIIHH.

b.11.6) [IpousBoacTBO

B.I1.6.1. 3amena WIH
nobaBieHne HOBOH
MIPOU3BOJICTBEHHOH TIIOMIAIKA
TUTSE 4acTH WA BCEX
IIPOIIECCOB MIPOM3BOJICTBA
JICKapCTBECHHOTO Mpernapara

HeoOxonumelie
YCIIOBHUS

JIoKyMeHTBI U
JAHHBIE

[Ipouenypa

a) IUIonagka 10 BTOPUYHOM
yIaKOBKe

1,2

1,3,8

| Ay

0) Iionazka Mo TEPBUYHON
YITAKOBKE

1,2,3,4,5

1! 2! 3! 4! 8’ 9’
10

B) IUIOIIAJIKa, HAa
OCYIIECTBIIAIOTCS
IIPOU3BOJCTBEHHBIC OIEPALUU
JUIS OMOJIOTUYECKUX
JIEKAPCTBEHHBIX  IIpPENapaToB
WIH JIEKapCTBEHHBIX  (OpM,
IIPOU3BEICHHBIX C IIOMOLIBIO
CJIOKHBIX TPOWU3BOACTBEHHBIX
IIPOLIECCOB, 3a WCKJIIOUYECHHEM
BBIIIYCKA  CEpUH, KOHTPOJIA
Ka4yeCcTBa CEpU U BTOPUYHOU
YIaKOBKHU

KOTOpOU

T) IJIOIIA/IKA, TpeOyrotas
MPOBEJICHUST TICPBUYHON WIIN
IPOAYKTCIEITU(PUIHON
WHCTICKIIUN
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I) TIoLajKa, Ha  KOTOpOH

OCYIIECTBIISIOTCS To0bIe

IIPOU3BOJICTBEHHBIE ONEPALINHI

JUISL HECTEPUIIbHBIX

JIEKAPCTBEHHBIX  IIPEIapaTos, — é ’72 ’g ’g ’ f i IB
32 HMCKJIIOYEHHEM  BBITyCKa AR
cepui,  KOHTpOJs  CEepHil,

IIEPBUYHOM W BTOPUYHOU

YIaKOBKHU

€) IUIoNIaIKa, Ha  KOTOPOHU

OCYIIECTBIIAOTCS GOSE

IIPOU3BOJICTBEHHBIE ONEPALINHI

co CTEPUIHLHBIMU

JIEKapCTBEHHBIMHU

npenaparamy,

TIPOU3BOIAIITUMUCS c B 1,2, 3,4, B
MCIIOJIb30BaHUEM 57,81
aCeNTUYECKUX METOJ0B

(uckmrouas OuoJoTrNYecKue

JIEKapCTBEHHbIE  IpENaparsl),

32 HCKIIOYEHUEM  BBIITYCKa

cepuil, KOHTpOJII KauecTBa

CEepHil U BTOPUYHOU YIAKOBKHU

Yenosus

1. VnoBneTBopuTenbHasi  MHCHOEKIMS B TEUEHUE  MOCIEIHUX 3 JIeT
MHCIIEKTUPYIOIIMMHU OPTaHAMH T'OCYJApCTB-WICHOB, WIM CTPAHOWU, C KOTOPOH
3aKJII0YEHO  JEHCTBYIOINEE  COlJIAlleHWe O  B3aUMHOM  IIPU3HAHUU
cepTU(PHUKATOB COOTBETCTBMSI MpaBWJIaM HaJJIeXkKallel ITpOU3BOJCTBEHHON
IIPaKTHKH.

2. Ilnomaaka JUIEH3UPOBAaHA B YCTAHOBJIIEHHOM MOpSIKE (I MPOU3BOICTBA
paccMaTpHuBaeMoil IeKapCTBEHHOM (DOPMBI MITH JIEKAPCTBEHHOT O MpernapaTa).

3. PaccMatpuBaeMblil IeKapCTBEHHBIH Mpenapar He sSBISETCS CTEPUIIbHBIM.

4. B COOTBETCTBYIOIIMX CiIy4asiX, HalpuUMeEp, B OTHOILIEHUU CYCIECH3UH WU
OMYJIbCUM, HMMEETCS IUIaH BalWJAlMUA IIpoliecca IPOU3BOJACTBA HIU B
COOTBETCTBUM C TEKYIIUM IIPOTOKOJIOM YCIICIIHO TNPOBEICHA BaJIUJALMS
IIPOM3BOJCTBA HA HOBOM IUIONIAJAKE C HE MEHEe 4eM 3 IPOMBINUICHHBIMHU
CEpUAMU.

5. PaccmaTpuBaemblii JIEKapCTBEHHBIN TMpenapar He SBISIETCS OMOIOTHYECKUM
JIEKAPCTBEHHBIM MPETIAPATOM.

JlokymMeHTauus

1. IlonTBepkaeHHe TOrO, 4TO MpejuiaraeMas IUIONIaJiKa JIMIEH3UpOBaHa
YIIOJHOMOYEHHBIM OPraHOM CTpaHbl MECTOHAXOXKIEHUS JUIsl IPOU3BOJICTBA
JeKapCTBEHHOU (POPMBI UM pacCMaTPUBAEMOTr0 JIEKAPCTBEHHOTO Tpernapara.

2. B coOTBeTCTBYIOIIMX clydyasXx HEOOXOJAMMO YKa3aThb HOMEpa Cepui,
COOTBETCTBYIOIIME pa3Mep CEpUU M JaTy NpPOM3BOACTBA cepuit (= 3),
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4.

5.

UCIIOJIb30BaHHBIE B BAJIMJAIIMOHHOM HCCIEIOBAHUU, U MPEACTABUTH JAHHBIE
M0 BaJIUAAIMHU WIH MPOTOKOJ (CXeMY) BaTuAalluu, OAJIEkKAIIUN o1aue.

. B 3aABNE€HUU O BHECEHUU MU3MEHEHWN HeobXoAMMO YeTKO YKasaTb paHee

04,06peHHbIX M NpeanaraeMbix MPOU3BOAUTENEN.

Konuu yTBep)kIeHHBIX crenu@uKanuii Ha BBITYCK U KOHEILl CpOKa FOJHOCTH
(ecyii MPUMEHHMO).

JlaHHplE aHanu3a OJHOM IPOMBINUICHHOW CEpUM M JIBYX  OIIBITHO-
IPOMBIIUIEHHBIX CEpUN, MMUTHPYIOMIMUX IPOLECC MPOU3BOACTBA (WM JBE
IPOMBIIIJIEHHBIE CEPUM) U CPABHUTENbHBIE JaHHBIE (B TOM 4YHUCIE TECT
CPABHUTEJIbHOM KUHETUKHU DPACTBOPEHHUS B NPUMEHUMBIX CIIy4asiX) C TpeMs
CEpUsIMM, TIPOU3BENCHHBIMU HA MPEIBbIAYIIEH NPOU3BOICTBEHHOMN IIIOMIAIKE.
ITo 3ampocy HEOOXOUMO MPEICTABUTh JaHHBIE TI0 CJIEIYIOIUM JIBYM IOJIHBIM
IPOMBIIIJIEHHBIM CEPHSIM; HEOOXOAUMO COOOIINTD, €CIIN Pe3yIbTaThl aHAIN3A
HE YKJIa/IbIBalOTCs B ClieUU(UKALUIO, U TPEIIOKUTH IJIaH JEHCTBUMA.

. COOTBGTCTBYIOI_LII/IG JaHHBIC 10 Baianganuu, BKJIrO4asa PE3YIbTAThI

MUKPOCKONHMH paclpeaesieHuss M0 pa3MepaM 4YacTHIl MU HX MOpQojoruu
MATKAX W JKUJIKHX JIEKAPCTBEHHBIX (OpPM, B KOTOPBIX (apmarieBTHUECKas
cyOCTaHLIMsI HAXOUTCS B HEPACTBOPEHHOM COCTOSIHUU.

.Ecim Ha HOBoOH HpOI/ISBO,Z[CTBeHHOﬁ IJIomaakKe B Kad4C€CTBC HMCXOIHOIO

MaTepuajga HCIOJIb3yeTCsd aKTUBHAas (QapmalneBThueckas cyOcTaHuus, -
JIeKIapals yrnoJHOMOYEHHOTO JIMIIA TUIONIaJAKU, OTBETCTBEHHOI'O 3a BBIITYCK
cepuii, 4Yro akTWBHas (QapmarieBTUUeCKas CyOCTaHIIMS TIPOM3BEICHA B
cooTBeTrcTBUU C [IpaBuiamMu Hajiexaie Tpou3BOACTBEHHON MPAKTUKU IS
HCXOJIHBIX MaTEPHAJIOB.

. [lompaBka K COOTBETCTBYIOIIEMY pa3zely (pa3fenaM) perucTparioHHOTO

JIOCKE.

.Ecnim  mpousBoAcCTBeHHas — IUIoOmaKa M IUIONIQJKa, HA  KOTOPOH

OCYILIECTBIISIETCS IEPBUYHAS YIIaKOBKA, Pa3IHyaloTCsi, HEOOXOIUMO OIUCaTh U
BAJIMIUPOBATh YCJOBHSI TPAaHCIOPTUPOBKM W XpaHEHHUs Hepac(hacOBAHHOTO
npenaparta (bulk).

10. JleiicTByronuii TOKYMEHT, TOJTBEPKIAIOIINI COOTBETCTBUE TPEOOBAHUSIM

HaJIJIe)KaIe MPOU3BOJICTBEHHOW TMpakTuku (Coro3a, MPOU3BOJICTBEHHOM
IJIOIIAKH (IpOM3BOACTBEHHBIX IJI0ILAI0K), OCYILECTBIISIOIIEH
MPOU3BOJICTBO TOTOBOW JIEKAPCTBEHHOU (POPMBI.

[Ipumeuanusa: |/lexmapanuu  yIOJIHOMOYEHHOIO — JIMIA,  3aTParduBarolIMe

aKTUBHYIO (papMalieBTUYECKYIO CyOCTaHIUIO

Brnanenbipl IUIEH3UH Ha MPOM3BOJCTBO 00S3aHBI B KayeCTBE
UCXOAHBIX  MAaTEpHAJIOB  HCIOJIb30BaTh  MCKIIOYUTEIBHO
aKTUBHbIE (hapMaleBTUYECKUE CYOCTAHIIMM, NMPOU3BEJICHHBIC B
coorBeTcTBUU ¢ [IpaBunamMm Hamiexamed NpOU3BOJICTBEHHOM
MPaKTUKHA, TIO3TOMY KaXKIbIM  Blajesell JIMIEH3UU Ha
IIPOU3BOJCTBO JIEKapCTBEHHOMN bopmbI 00s13aH
IIPOJICKJIApUPOBATh, YTO OH B KA4e€CTBE MCXOJHOI0 Marepuaia
UCTOJB3YEeT AaKTUBHYIO (hapMaleBTUUYECKYI0 CyOCTaHIIHUIO,
MPOU3BEICHHYID B cOOTBEeTCTBUM C [IpaBunamu Hamiexauiein
IPOU3BOJICTBEHHON mpakTUku. Kpome TOro, moCKOJIbKY
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YIOJHOMOYEHHOE JIMIIO, OTBETCTBEHHOE 3a BBIMYCK CEpUH,
OepeT Ha cebs OOILYI0 OTBETCTBEHHOCTh 3a KaXKIYIO CEpHIO,
€CIM IUIONIIaJKa, BBIMYCKAIOUIAsA CEPUI0, OTIMYAETCS OT
MIPOU3BOJUTENS  JIGKAPCTBEHHOH (POpPMBI, YIOJTHOMOUYEHHOE
JUI0, OTBETCTBEHHOE 3a CEepTUPUKALNIO CEpUU, JIOTHKHO
MPEJCTaBUTh JOMOJTHUTEIbHYIO JEKIAPAIIHIO.

Bo mMHOTHX ciy4asix BOBJICUEH JIMIIb OJUH BJAJEICI JUIECH3UN
Ha TPOU3BOACTBO, IIO3TOMY TMOTpeOyeTcs JUIIb  OJHA
nekyapanusa. OJHAKO €Clid BOBJIEUEHBI HECKOJIBKO BIIAJIEIIBIEB
JUIEH3UM Ha TMPOU3BOACTBO, BMECTO I0JIa4d HECKOJIBKHX
JeKJIapaluid  JIonycKaeTcss  mojaTh  OJHY  JeKjiapaluio,
MOAMUCAHHYIO  OJIHUM  YIOJHOMOYEHHBIM  JHUIIOM.  OJTO
JIOITYCTUMO MPU YCIOBUH TOTO, YTO:

B JICKJIapallii YE€TKO YKa3aHO, YTO OHA IMOJIKUCaHa OT JIUIla BCeX
BOBJICYEHHBIX YITOJTHOMOYEHHBIX JIUIL;

JIOTOBOPEHHOCTH  CKPEIUICHBl TEXHUYECKHM  COTJIAIICHUEM,
OINKCaHHBIM B TyiaBe 7 [IpaBuil HajuIexkalien nponu3BOJCTBEHHON
MPaKTUKHU, U YIOJHOMOYEHHOE JIMIIO, MOJIalolee ACKIapaliuio,
yKa3aHO B TaKOM COTJAllleHUHu Kak Oepyimiee Ha celd
00513aTeILCTBO 10 COOTBETCTBHIO MIPOU3BOIUTES
(TIpou3BOAMTENCH) aKTUBHOM (apMalleBTHUYECKON CyOCTaHITUU
[IpaBunam  Hamiexamed  MPOU3BOACTBEHHOM  MPAKTUKH.
[IpuMeuanue: yka3aHHBIE COTJIAIICHHS SIBJISIOTCS MPEIMETOM

HHCIICKIHWH YIIOJTHOMOUYCHHBIX OPraHOB.

b.11.6.2. U3menenue
IIPOU3BOJUTENS 10 KOHTPOJIIO
KauecTBa JIEKAPCTBEHHOTO
npenapara U BBIITYCKY CEpHUM
JIEKapCTBEHHOTO Ipenapara

HeoOxonumelie
YCIIOBHUS

JIoKyMeHTBI U
JAHHBIE

[Ipouenypa

a)3amMeHa unu Jgo0aBieHue
ILJIOLIAJIKY, Ha KOTOpOH
OCYIIECTBIISIETCA KOHTPOJIb
KayecTBa (MCIbITaHUE) Cepuit

1,2,3

3,4

0)3ameHa wuiaud J00aBlIEHUE

ILJIOLIAJIKY, Ha KOTOpOH
OCYLIECTBIISIETCS KOHTPOJIb
KayecTBa (MCHbITAaHUE) cepuit
OMOJIOTUYECKOTO

JIEKapCTBEHHOTO IIpernapara u
JIOOBIX METOJOB HCIBITAHHUH,

OCYIIECTBIISIEMBIX Ha
TJIOIAJIKE, SIBJISTFOIIUXCS
OMOJIOTUYECKUM
(MMMYHOJIOTHYECKUM,

UMMYHOXUMHUYECKIM)
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METOIOM

B) 3aMeHa WU J00aBIICHHE

MIPOU3BOIUTES,
OTBETCTBEHHOTO 32 BBIITYCK
cepuit
1.3a HUCKJIIOYEHUEM
KOHTPOJIS KauecTBa 1 1,2,3 1Any
(ucnblTaHus) cepuit
2. Bximrouas KOHTPOJIb
P 1,2 12,3 | Any

KauecTBa (MCIBITAHUE) CEPUi

3. Brurrouas KOHTPOJIb
KayecTBa (uctipITaHuC)
OHMOJIOTUIECKOTO

JIEKapCTBEHHOTO  Ipenapara
U OIMH U3  METOJOB
HUCIIBITAaHUMH,

OCYILIECTBIISIEMBbII Ha

TIJIOIIAIKE, SIBJISICTCS

OMOJIOTUYECKUM

(MMMYHOJIOTHYECKHM,

MMMYHOXUMHUYECKUM )
YcnoBus

1.

2.

HperapaToMm.

IMPOU3BCACH YCIICIIHO.

[Imomagka AMUEH3UpPOBAHA B YCTAHOBJICHHOM MOPSAJKE YIOJIHOMOYEHHBIM
OpraHoOM CTpaHbl MPOU3BOJICTBA.
JlexapCTBeHHBIN TMpenapar He SBISIETCS OWOJIOTHYECKHM JIEKapCTBEHHBIM

. Tpancdep aHaMUTUUECKUX METOAMK Ha HOBYIO HCIBITATEIbHYIO J1a00paTOPUIO
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JloxymeHnTanus

1. B conpoBoauTENHHOM NMHCbME U B (POpME 3asBJICHUS O BHECEHUH MU3MEHEHUMN

HCO6XOI[I/IMO YEeTKO 0003HAYHTH paHEeC OI{06peHHBIX H IpeiiaracMbIX
HpOHSBOI{HTCHeﬁ.

2. Jleknapanusi yIoJIHOMOYEHHOTO JIMIA, OTBETCTBEHHOTO 32 BBIMYCK CEPHH, B

KOTOpPOM yKa3bIBaeTCs, 4YTO MPOU3BOIUTENH (IIPOU3BOAUTENN) AaKTUBHON
dapmainieBTHUECKOW CYOCTaHIIMM, YKa3aHHOW B PErHUCTPALlMOHHOM JIOChE,
pabotaer B coorBeTcTBUM C llpaBunamu Hajiexaileld NTPOU3BOICTBEHHOU
MPaKTUKHU JJISI UICXOAHBIX MaTtepualoB. [Ipu omnpeneneHHbIX 00CTOSTENHCTBAX
JIOTIyCKAeTCAd MPENCTABIATh OJHY JEKIapalui (CM. MpHUMEYaHHE K
n3menenuto b.I1.6.1).

3. [lompaBka K COOTBETCTBYIOIIEMY pa3neiy (pasienam) perucTpaliOHHOTO

J0Che, BKJIIOYAass HH(OpPMAIMIO O JIGKAPCTBCHHOM TIperapare |, TIpu
HEOOXOJMMOCTH, JaHHBIC IO BadUAalUU (BEpUPHUKAINK) aHATATHICCKUX
METOJMK, TIEPEHECEHHBIX CO CTapod Ha HOBYIO IUIOIIAIKY, COTIACHO aKTaM
opranoB Coro3a B cdepe TpaHcepa TEXHOIOTUN U aHATTMTUYECKUX METOTUK.

4. JIeWiCTBYIOIIMN JTOKYMEHT, IOATBEPKIAIONMINNA COOTBETCTBUE TPEOOBAHUSAM

[IpaBun Hammexamield MNPOU3BOJACTBEHHON MPAKTHKHA, TMPOU3BOACTBEHHOMN
IoMAaK  (TUIOMIAZ0K),  OCYIIECTBISIONICH  MPOU3BOACTBO  TOTOBOM
JIEKapCTBEHHOMW ()OPMBI U BBIITYCKAOITNH KOHTPOJIh KaueCTBa JIEKAPCTBEHHOTO

npernapara.

b.11.6.3. 3menenue mporiecca
MPOU3BOACTBA
JIEKapCTBEHHOTO Ipernapara,
BKJTIOYAs] TPOMEXKYTOUHBIHN
MPOAYKT, UCIIOJIb3YEMbIN B
MPOU3BOJCTBE
JIEKapCTBEHHOTO Ipernapara

HeoOxonumelie
YCIIOBHUS

JIoKyMeHTBI U
JAHHBIE

IIpouenypa

a) HE3HAYNMBbIe U3MEHEHUS
npoliecca Mpou3BOICTBA

1,2,3,4,56,7

1,3,4,5,
6,7,8

0) 3HAaUNMBIC U3MEHEHUS
nporecca MIPOM3BO/ICTBA,
KOTOphIE ~ MOTYT  OKa3aTh
CYIIECTBEHHOE BIIUSHUC HA
Ka4yecTBO, 0€30IacCHOCTh U
3¢ (PEeKTUBHOCTH

JICKApCTBCHHOTI'O IIpriapara

B) JICKAPCTBCHHBIM  Mpemnapar
SIBIISICTCSI OHMOJIOTHYECKUM
JIEKapCTBEHHBIM IIperapaToM,
U M3MEHEHHE TPeOyeT OICHKH
COIMOCTaBUMOCTH

') BBEJICHHE HECTaHJapTHOTO
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METO/1a (uHUITHON

CTEepWIN3ALUU

1) BBEJICHUE WU YBEJIUYCHUE

u30bITKa, HCIOJIb3yeMOro B

OTHOIIICHUH aKTHUBHOM — — I
dbapmareBTH4IECKOM

cyOcTaHIu

€) HECYILIECTBEHHOE

U3MEHEHUE nporecca

MIPOU3BOJICTBA BOJHOMU

CYCIIEH3UH JJIs IPUeMa BHYTPb - 1,2,4,6,7,8 IB
u TPYTHX

CHEIUATM3UPOBAHHBIX

JIEKapCTBEHHBIX (OpM

) U3MEHEHHE nporecca

MIPOU3BOJICTBA

JIEKapCTBEHHOTO  Tpemapara: B B 1
nepeMeIneHme sTana

CTepUu3yIole ¢QuiIbTpauuu

u3 30861 A/B B 300y C

3) U3MEHEHHE Marepuana

BTOPUYHOU YIIAKOBKU

HepacacoBaHHOTO

JIEKapCTBEHHOTO  Mperapara,

HETOCPEICTBEHHO HE 8 1 1A
CONPUKACAIOIIETOCS C

JIEKapCTBEHHBIM  TPETapaToM

(BKITIOYAst 3aMeHy WIH

J00aBJICHHE)

YcnoBus

1. I3MeHeHus Ka4eCTBEHHOTO WIIM KOJWYECTBEHHOTO MpOQUisS MpUMECEH WiIH

(U3UKO-XMMUYECKUX CBOUCTB OTCYTCTBYIOT.

2. NIsMeHeHue kacaercs:

TBEPJIOM JIEKApCTBEHHON (OPMBI C HEMEIJICHHBIM BBICBOOOXKICHUEM IS
npueMa BHYTPb WIM HAPYKHOTO IPUMEHEHHS;

KUJKUX JIGKapCTBEHHBIX (OPM B BUJIE PAaCTBOpPA, MIATKUX JIE€KapCTBEHHBIX
dbopM, CYIMO3UTOPUEB, KOTOPhIE HE OTHOCATCS K CIHENHATU3UPOBAHHBIM
JIEKapCTBEHHBIM (hopMam, MPOU3BOJAMMBIM HECTAaHJAPTHBIMH IPOIIECCAMH B
COOTBETCTBUU C akTamu opraHoB Coro3a B cepe oOpalieHus JeKapCTBEHHBIX
cpenctB. Ilpm »TOM H3MEHEHHWE OTHOCUTCS K MapaMerpaMm Ipolecca
MPOU3BOJICTBA, KOTOPHIE CUMUTAIOTCA HE BIMUSIONMMU Ha Ka4eCTBO
JIEKapCTBEHHOT0 Mpenapara (He3aBUCMMO OT BHJIA JIEKAPCTBEHHOI'O Mpernapara
U (WIM) JEeKapCTBEHHOW (OpPMBI), U paccMaTpPUBAEMbIH JICKAPCTBEHHBIN
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npernapaTr He SBISETCS OMOJOTHYECKUM WIIH JIEKAPCTBEHHBIM PACTHUTEIIBHBIM
IpernapaToMm.

3. [IpyHIIMN MPOM3BOJCTBA, BKJIIOYAs OTIEIbHBIE €ro JTambl, HE H3MEHsETCH,
HanpuMmep, 00paboTKa MPOMEKYTOUHBIX MPOIYKTOB, OTCYTCTBYIOT U3MEHEHUS
KaKUX-1100 pacTBOPUTEIIEH, UCIIOIb3YEMBIX B ITPOLIECCE TPOU3BO/ICTBA.

4. 3aperucTpupoBaHHBIA B  HACTOsSIIIeE BpeMsl  MpOIleCC  MPOU3BOJCTBA
MoJIBepraeTcsi mporeccaM BHYTPUIPOU3BOJICTBEHHOTO KOHTPOJIS U U3MEHEHHUE
IPOLECCOB TAaKOTO KOHTPOJSA (paclIMpeHue WIA HUCKIIOYEHHE KpPUTEpPHEB
MPUEMIIEMOCTH) HE TpeOyeTcsl.

5. Cnenudukanuu JeKapcTBEHHOTO MpernapaTa Uil MPOMEKYTOYHBIX MPOTYKTOB
HE U3MEHSIOTCS.

6. [To pe3ympraraM HOBOTO TIpOIlECCa OJDKEH OOPa30BBIBATHCS WICHTHUYHBIN
JICKapCTBEHHBIM TMpemapaT ¢ TOYKM 3pEHUsI BCEX aCMEeKTOB KaudecTBa,
6e3omacHOCTH ¥ 3P (HEKTUBHOCTH.

7. CornacHo COOTBETCTBYIOIIUM JIoKyMeHTaM Cor03a HayaThl COOTBETCTBYIOLINE
WCCIENOBaHUA CTAaOMJILHOCTA HE MeEHee 4YeM Ha | OIBITHOH Wi
NPOMBIIIJIEHHOW ~ CepuM; B PACHOPSHKEHUU  3asBUTENS  HAXOISATCS
yIIOBJIETBOPUTEIbHBIC PE3YJbTATHI 110 MEHBIIIECH Mepe 3-MEeCSYHOro M3y4deHUs
crabunpHoCcTH. [loaTBEpKIEHNE TOrO, YTO MCCIEN0BaHUS OyIyT 3aBEPIICHBI,
U €CIU pe3yibTaThl He OYIyT YKJIaAbIBaThCA B CHEHU(PUKANUUA WIH MOTYT
MOTEHIIMATFHO HE YJIOXKUTHCSA B CIENM(PHUKANUN HAa KOHEI[ CPOKa TOAHOCTH,
JepKaTelb  PErUCTPAllMOHHOTO  YJAOCTOBEpPEHHs  00si3aH  COOOILIUTh
YIOJHOMOYEHHOMY OpTaHy Hapsay C MpejiaraéMbIM MIaHOM JeHCTBUH.

8. Bropuunasi ymakoBka He sBIfeTcS (YHKIMOHATBHOW Mg obecreyeHus
CTaOMIIBHOCTH, WM TI0O 3HAYMMBIM CBOWCTBAM [0 MEHbBIIEH Mepe
HKBHUBAJICHTHA OJI00PEHHOM.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3gesiaM) PperucTpalnoHHOrO
JI0ChE.

2. B OTHOIIEHUH MSTKUX U KUIKUAX JEKAPCTBEHHBIX (POPM, B KOTOPBIX aKTHBHAs
dbapmarieBTHUECKass CyOCTaHIIMS HAaXOJHUTCS B HEPACTBOPECHHOM COCTOSHHH:
HaJylexallasi Baauganus U3MEHEeHUs], BKIII0Yasi MUKPOCKOIIUIO YaCTHI] B LIEIAX
MPOBEPKU BHJIUMBIX HM3MEHEHUH MOP(OJIOTHH; CPaBHUTEIbHBIE JIAaHHBIE O
pacnpeleieHuy MO0  pa3Mepy dYacTHll (AMCIEPCHOCTH), TMOJy4YEHHbIE
HaJJIeXkKAIIUM CIIOCOOOM.

3.B oTHomieHWM TBEpABIX JIEKAPCTBEHHBIX (OpM: JaHHblE Tpodums
pacTBOpPEHUsT OAHOM  pENpPE3CHTAaTUBHOM  IPOMBILUIEHHOM CEpUM W
CpaBHUTENBHBIE JAHHBIE TPEX MOCIEIHUX CEPHM, MPOU3BEIECHHBIX C TTIOMOIIBIO
npeasiayiero npouecca. [lo 3anpocy HE0OXOAUMO MPEACTABUTH JAHHBIE IO
CIEAYIOIIUM JBYM MOJHBIM MPOMBIIIICHHBIM CEPUSIM WU COOOIIUTH, €CIU
pe3yabTaThl HE YKIAIbIBAIOTCS B CHEHUGUKANUIO W TPEAIOKUTh TUIaH
JeHCcTBHUI. B OTHOIIIEHWN JICKAPCTBEHHBIX PACTUTEIIBHBIX MPEMapaToB MOTYT
OBITH TOCTATOYHBI JaHHBIE CPABHUTEIBHOM pacnaaeMOCTH.

4. O00CHOBaHUS  HENPEJCTABICHHUS]  pPE3yJbTaTOB  HOBOTO  HCCIIEOBaHUS
OMOSKBUBAJICHTHOCTY B COOTBeTCTBMM ¢  [lpaBuimamMu  mpoBeaeHHS
Hccaen0BaHni Onod’kBuBaneHTHOCTH COro3a.
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. IIpu u3mMeHenun napamerpa (mapameTpoB) MPOIECCa, KOTOPbIE CUUTAOTCS HE
OKa3bIBAIOIIMMHU BJIMSHUE Ha KadyecTBO JIEKApCTBEHHOI'O Ipernapara,
JeKIapanysi, 4To 3TO JOCTUTHYTO B XOJ€ paHee MPOBEIECHHOW 0100peHHOMN
OLICHKHU PUCKOB.

. Konuu cnenugukanuii Ha BBITYCK U KOHEIl CPOKA TOJHOCTH (B BUJIE CCBHUIKU
Ha COOTBETCTBYIOIIMN JOKYMEHT B IIOCIEJOBATEIBHOCTH JOChE HIIHU
IPUIIOKEHHSI K COIIPOBOIUTEILHOMY MHCHMY).

. JlanHble aHanmu3a cepuil (B popmaTte CpaBHUTEIBHON TaONMIIBI) 110 MEHbIIEH
Mepe OJHOW Cepuu, TMPOU3BEJACHHOM C TIOMOIIBIO OJOOPEHHOTO U
npeuiaraemMoro mnpouecca. ITo 3ampocy He06XoAMMO MpenCTaBUTh JaHHbIE 110
CJIEYIOIUM JIBYM IOJHBIM HPOMBILIUIEHHBIM CEPUSM; CIENYyeT COOOIIUTS,
€CJIM PE3yJIbTAaThl AHAJIM3A HE YKJIa/IbIBAIOTCS B CHELM(PUKALNIO U TPEIJIOKHUTD
IJIaH JEUCTBUMN.

. ITonTBepxkaeHne nepkarens perucTpalliOHHOIO YAOCTOBEPEHMSI, YTO HayaThl
COOTBETCTBYIOLIUE HCCIENOBAaHUA CTaOUIBHOCTH (C yKa3aHHEM HOMEpOB
cepuil) U M3y4eHbl HEOOXOAMMBIE MapamMeTpbl CTAOUIBHOCTH MO MEHbIIEH
Mepe Ha OJHOM ONBITHO-NPOMBIIUIEHHON WJIM NPOMBIIUIEHHON CEpUM U Ha
MOMEHT  yBEIOMJIEHMS B  DACIOPSDKEHMM  3aABUTENs  HAXOIMIIUCH
yIIOBJIETBOPUTEIbHBIE PE3YJIBTATHI 10 MEHBIIEH Mepe 3-MEeCcSYHOro U3y4eHUs
CTaOMIBbHOCTH; U  HpodwIb  CTAaOMIBPHOCTHM  AQHAJOTHMYEH  TeKyIIei
3aperucTpUpPOBAHHON cuUTyaluu. lIpencTaBieHO MOATBEPKIEHUE TOTO, 4TO
uccienoBaHusi OyAyT 3aBepIICHbl, W €ClId pe3yiabTaThl He OynyT
YKJIa/bIBaThCA B CHEUU(PUKALNUN WIK MOTYT NOTEHLHUAIBHO HE YJIOXKUTHCSA B
cnenM@uKanuy Ha KOHEI] CpOKa TOAHOCTH, JepKaTellb PETrUCTPALMOHHOTO
yJIOCTOBEpEHUsI 00s3aH COOOIIUTH YIOJIHOMOYEHHOMY OpraHy Hapsay ¢
npeyiaracMbpIM IUIAHOM JICHCTBHM.

b.11.6.4. Usmenenue pasmepa| Heobxomumeie | Joxkymentsl u | Ilpouenypa
cepuu (BKJIIOYAsh JAHANa30HbI YCIIOBUS JTAaHHBIE

pa3mepa cepun)

JIEKapCTBEHHOT0 Ipenapara

a) yBenMueHue BIUIOTH 0 10

pa3 1o CpPaBHEHUIO cl 1,2,3,4,5,7 1,4 1A
0/100peHHBIM

0) yMEHbIIIEHHE pasmepa

cepum 1o 10 pa3 1o

CpPaBHEHUIO c| 1,2,3,4,56 1,4 1A
3apeTUCTPUPOBAHHBIM

pazMepom

B) U3MEHEHUE TpeOyer

aHajau3a COMOCTaBUMOCTH

OMOJIOTUYECKOTO 3 3 I
JIEKapCTBEHHOTO  TIpemapara

WIM  U3MEHEHHWE  pasmepa

cepun TpebyeT HOBOTO
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HCCJIEIOBAHUS
OMOIKBUBAJICHTHOCTH

I') UI3MEHEHHE 3aTparuBaeT BCE
OCTaJIbHBIC JIEKapCTBEHHBIE

GbopMBI, TIPOM3BOJAIINECT C — — I

TIOMOIIBFO KOMILUIEKCHBIX
IPOIIECCOB POM3BO/ICTBA

n) yBenuuenue Oonee 10 pa3
10 CPaBHEHHIO C OJI0OPCHHBIM

pasMepom cepuu

JIEKapCTBEHHBIX dbopm c - 1,2,3,45,6 IB
HEME IJIEHHBIM

BBICBOOOKIEHUEM (st

pHeMa BHYTPb)

¢) MaciiTad MIPOU3BOJICTBA
OHOJIOTHYECKOTO
JICKapCTBEHHOTO npenapara

YBEITUYHUIICS (YMEHBIITHIICS ) — 1,2,3,4,5,6 IB

0e3  U3MEHEHHUs1  Ipolecca
MPOU3BOACTBA (mampumep,
TyOIMpoOBaHUE JIMHUN)

VcaoBug

1.

2.

M3MeHeHre He BIUSET Ha BOCIIPOU3BOAMMOCTD M (MJIHM) MMOCTOSTHCTBO KauecTBa
JIEKapCTBEHHOTO Tpernapara.

V3meHeHne 3aTparuBacT CTaHJIAPTHBIC JIGKAPCTBEHHBIC (DOPMBI JJIs MpUeMa
BHYTPb C HEMEIJIEHHBIM BBICBOOOXK/ICHHEM WM HECTEPHUIIbHBIE KUIKUE
JIeKapCTBEHHBIE (DOPMBI.

.JItobble  W3MEHeHWs  METOJOB  MPOM3BOACTBA W (WJIM)  METOJOB

BHYTPUIIPOU3BOJACTBEHHBIX KOHTPOJICM HEOOXOAMMBI JIMIb JJii WU3MEHECHHS
pa3Mepa cepuu, HapuMep, UCTIOIb30BaHNUE 000PYAOBAHUS IPYTOTo pazMepa.

. UmeeTcss cxema BaJIuaali WMJIW B COOTBCTCTBHUH C TCKYIIHUM ITPOTOKOJIOM

YCHEHNIHO TMPOBEJACHA BaJIWJalMs TPOU3BOJACTBA HE MEHEe 4YeM Ha 3
IIPOMBIIUIEHHBIX CEpHUSX C HOBBIM Pa3MEPOM B  COOTBETCTBUU C
NPUMEHUMBIMU TPEOOBAHUSIMHU.

. PaccmaTpuBaemblil JIeKapCTBEHHBIN mpenapar He SBISETCs OMOIOrMYEeCKUM

JICKApCTBCHHBLIM ITp€IIapaToOM.

. I3MeHeHrne He JOMKHO OBITh CJEACTBUEM HENPEABUICHHBIX CUTYalUi,

BO3HHUKIIHX B XOJ€ ITPOU3BOACTBA, NI U3MCHCHUA CTaOMJIBHOCTH.

. Pazmep cepum ykmaneiBaerca B 10-kpaTHBIM Auana3oH, NMPeayCMOTPEHHBIN

IpU PETUCTPALUM, WU TOCTE MOCIEAYIOIIET0 U3MEHEHUs, HE SIBISBILIETOCS
n3Menenuem A tura.

JloxymeHnTanus

1.

[TonpaBka K COOTBETCTBYIOLIEMY pa3zzeny (pasfenaMm) perucTparioHHOTO
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ol

JOChC.

. JlanHble aHanmu3a cepuil (B opmare CpaBHUTEIBHON TaOIMIIBI) 110 MEHbIIEH

Mepe OJIHOM MPOMBIIIJIEHHON CEpPUH, MPOU3BEAECHHON B 3apETUCTPUPOBAHHOM
U TpeajaraeMoM pasMmepax (B TOM YHCIE TECT CPaBHUTEIBHONW KHUHETHKHU
pacTBOpeHUsI B TMPUMEHHMBIX ciydasx). [lo 3ampocy HeoO0xoaumo
NPEACTaBUTh JIaHHbIE MO CIEAYIOUIUM JIBYM TMOJHBIM MPOMBIILICHHBIM
cepusiM; JIepXkKaTellb PEruCTPAllMOHHOTO YIOCTOBEpEeHHsl 00s3aH COOOIIUTb,
€CIM  pe3ysbTaThl aHalIW3a HE YKIAAbIBAIOTCA B cCHeluUKALUI0, U
MPEJI0KUTH TJIAH JECUCTBUM.

. Komun omo6peHHbIX cnenudukanyii Ha BBITYCK W KOHEI[ CpOKa TOTHOCTH (B

BUJAC CCBIJIKM Ha COOTBCTCTBYIOH.[PIIZ JOKYMCHT B IIOCJICAOBATCIbHOCTH OOCHC
HJIN TIPHUIIOKCHUA K COIIPOBOANUTCIIBHOMY HI/ICBMy).

.B COOTBCTCTBYIOIIUX CJIydasaX H606XOI[I/IMO YKa3aTb HOMCpa CepI/Iﬁ C HOBBIM

pa3MepoM cepud C JaTod HUX HPOU3BOACTBA (=3), HUCHOJIB30BAHHBIX B
BaJMJIALIMOHHOM MCCIIEJOBAaHUM, WM TMPEACTaBUTh HPOTOKON (CXemy)
BaJIMIALINH.

. HCO6X0,Z[I/IMO MMpCaACTaBUTh PC3YyJIbTAThl BaJIMAAIIU.
.PCSYJ'IBTaTBI HUCCIICIOBAaHUI CTaOMJIILHOCTH 1O 3HAYMMBIM ImapamMeTpam

CTaOMJIBHOCTH MO MEHbIIEH Mepe Ha OAHOW ONBITHOM WJIM NMPOMBINUICHHON
CEpHH, OXBATBHIBAIOLIEH 10 MEHBIIEH Mepe 3 Mecsla; MOATBEPKICHUE TOTO,
YTO TaKHe UCCIIEOBAHUS OYyT 3aBEPILEHBI U, UTO €CIIH PE3yJIbTaThl HE OyIyT
YKJIabIBaThCA B CHEUM(PUKALUN WX MOTYT MOTEHLIHMAIBLHO HE YJIOXKUTHCA B
cnenuuUKaMM Ha KOHEI| CpPOKa TOAHOCTH, Jep)KaTelb PETUCTPALMOHHOTO
yIIOCTOBEpEHUsI 00s3aH COOOIIUTH YIOJHOMOYEHHOMY OpraHy Hapsnay ¢
npe/ularaéMbIM  IUIAaHOM — JieHcTBU. B oTHOmeHMH  OMOJOTHYECKHUX
JIEKAPCTBEHHBIX CPEICTB: [JEKJIapalns, 4YTO OLIEHKA COINOCTABUMOCTH HE
TpebyeTcs.

B.11.6.5. 3menenue Heo6xomumeie | Jlokymentst u | [Ipomenypa

BHYTPUIIPOU3BOICTBEHHBIX YCJIOBHUS JAHHbIE
UCNIBITAHUM WM  KPUTEPHUEB
MPUEMIIEMOCTH,
HCIIOJIb3YIOIINXCSI pu
IIPOU3BOJCTBE
JIEKapCTBEHHOI0 Ipenapara

a) Y)KeCTOUeHHE

BHYTPUIPOU3BOICTBEHHBIX 1,2,3,4 1,2 1A

KPUTEPUEB MPUEMIIEMOCTH

0) nobasieHue HOBBIX
~ 1’ 2’ 3’ 4’
UCIIBITAHUNA WJIM KpPUTEPHUEB 1,2,5,6 5 78 1A
NPUEMIIEMOCTH T
B) UCKIIIOUCHUE
HECYIIECTBEHHOTO 127 126 A

BHYTPHUIIPOU3BOJCTBEHHOTO
UCIIBITaHUS
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') UCKJIIOUCHHUE
BHYTPHUIIPOU3BOJCTBEHHOTO
UCIBITAaHUSA, KOTOPOE MOXKET
CYIIECTBEHHO TMOBJHUATh Ha
COBOKYITHOE Ka4yecTBO
JIEeKapCTBEHHOTO Mpemnapara

1) pacliupeHrue OJ00PEHHBIX
BHYTPHUITPOU3BOJICTBEHHBIX
KPUTEPHECB MIPUEMIIEMOCTH,
KOTOpPBIE MOTYT CYIIIECTBEHHO
MOBIUSTh HAa  COBOKYITHOE
Ka4eCcTBO JICKapCTBEHHOTO
npernapara

¢) no0aBpieHNe WM 3aMeHa
BHYTPHUITPOU3BOJICTBEHHOT'O
UCIBITAHUS M3 COOOpaKeHUI
0€30MMacHOCTH WJIM KauecTBa

1’ 2’ 3’ 4’
57,8

’K) HE3HAYUTEIIbHOE
H3MCHCHHUEC aHAJIUTHYECKOMI
METOIUKHA
BHYTPUIPOU3BOJICTBEHHOTO
KOHTPOJIA

4,6,8,9

1,2, 3,

VYcinoBug

1. I3meHeHue He ABISIETCS CIEICTBUEM KaKOTro-ITu00 00s3aTebCTBa, IPUHATOTO

M0 pe3yJibTaTaM PaHEe MPOBEACHHBIX SKCIEPTU3 C LEIbI0 aHAIN3a KPUTEPUEB
MPUEMJIEMOCTH ClieH(PUKANUK (HAIpUMEep, B XOJI€ PETUCTPALUH HIIH
BHeceHus u3meHenui Il tuna).

. I3MeHeHne He ABIAETCA  CIEACTBUEM  HENPEABUJICHHBIX  CUTYalLH,
BO3HUKIIIUX B XOJ€ MPOU3BOJICTBA, HAIPUMEDP, HOBasi HEKBaTU(UIIMPOBaHHAS
MIPUMECH, U3MEHEHHE TIPEJICIIOB COAEPIKAHUS CYMMbI IPUMECEN.

. JIto6oe n3MeHeHne JOKHO YKIIJbIBaThCs B JUANIA30H TEKYIIUX OJ00PEHHBIX
KPUTEPUEB MPUEMIIEMOCTH.

. Meron ananmu3za HE M3MEHHIICSA, a METOAUKA aHalIW3a HE W3MEHUIACh WM
M3MEHWIACh HE3HAYUTEJIbHO (HANpUMEp, W3MEHEHWE JUIMHBI KOJOHKH WJIU
TEeMIIepaTyphbl, HO HE APYTON BUJI KOJIOHKH).

.Hu onuH HOBBIM METOA HCHBITAaHWS HE OCHOBAaH HAa HOBOM HECTAHAAPTHOM
METOIOJIOTUH WIM CTAHIAPTHOW METOJOJIOTUH, UCTIOIb3YEMOM ITI0-HOBOMY.

. HoBBIl MeTO/T MCTIBITAHUS HE SBJISICTCS OMOJIOTHYECKUM (MMMYHOJIOTHUYECKUM,
UMMYHOXUMHUYECKUM)  WJIM  METOJAOM, B  KOTOPOM  HCHOJIB3yeTCs
OMOJIOTUYECKHI PEeakTHB ISl OMOJOTHYECKON aKTHBHOM (papMarieBTHUECKO
cyOcTaHIuu (3a HUCKJIIOUCHUEM CTaHIAPTHBIX bapmMakoneHbIX
MHUKPOOHOJIOTHIECKUX METOOB).

. BHyTpUnpou3BOACTBEHHOE  HMCIBITAHWE  HE  3aTparuBaeT  KOHTPOJIb
KPUTHUYECKOT0 NTapaMeTpa, HapuMep:
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8.

9.

KOJIMYECTBEHHOE OIPE/IEIICHUE;

npuMecH (€ClIM TOJIBKO OINPEEIICHHbI pacTBOPUTENh OJHO3HAYHO HE
UCMOJIb3YETCsl B IPOU3BOJICTBE);

TI00YI0 KPUTHMYECKYI0 (U3MYECKYI0 XapaKTepUCTHKY (pa3Mep 4YacTull,
HACBIMHYIO IUIOTHOCTBIO JI0 U NOCIIE YIJIOTHEHUS U T.1.);

UCMBITAaHUE HA MOJUIMHHOCTH (B OTCYTCTBHE MOAXOJSALIET0 aJIbTEPHATUBHOIO
KOHTPOJIs);

MUKpPOOHUOJIOTMYECKHIT KOHTPOJIb (€CIM TOJIBKO OH HE TpeOyeTCsl B OTHOLIEHUU
OIPEJIEIIEHHOM JIEKApCTBEHHON (POPMBI).

B coorBerctBum ¢ axktamu opraHoB Coro3a B cdepe oOpaiueHus
JI€KapCTBEHHBIX CpEICTB poBeCHA HeoOxoaumas BaJIMJIA1us,
NOJTBEPKIAI0IAsl, YTO OOHOBJIEHHAs aHAJIIMTUYECKAs METOAMKA MO0 MEHbLIEH
Mepe SKBUBAJICHTHA NPEIbIAYIIEH.

[Ipenensl  comepxkaHusi CyMMbl IpUMeCed HE H3MEHWINCh, HOBBIE
HEKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

JlokymMeHTauus

1.

2.

[lonpaBka K COOTBETCTBYIOLIEMY pa3zzely (pa3aenaMm) perucTpaioHHOIO
JI0ChE.

CpaBHuTenbHas Tabnuma TEKYIIHNX u IIpeaIaraeéMbIx
BHYTPUIIPOU3BOJICTBEHHBIX HCIBITAHUM, KPUTEPUEB MPUEMIIEMOCTH WU
CpaBHUTEJIbHAS TA0JINIIA U3MEHEHUI aHATTUTHYECKOW METOAUKHU.

.HOI[pO6H0€ OIMCAaHME HOBOW aHAJMTUYECKOM METOAUKM M JaHHBIC 110

BaqujalMu (B COOTBETCTBYIOLIMX CIlydasiX), C TMOATBEPKIACHUEM (eciu
MPUMEHHUMO) YTO OOHOBJICHHASI aHAJTUTHYECKass METOJMKA 1O MEHbBIIEH Mepe
HKBUBAJICHTHA TIPEIbLIYIICH.

4. JlanHbple aHajaM3a JBYX IPOMBIIUIEHHBIX Cepuil (B OTCYTCTBHE JOJDKHBIX
000CHOBaHMM J17151 OMOJOTUYECKUX AKTUBHBIX (papMalieBTUUECKUX CyOCTaHIUN
— TpU CepuUH) JIEKQpCTBEHHOIO IpermapaTta MO BCEM MapaMmerpam
crienupuKaum.

5. B COOTBETCTBYIOUINX CITy4asiX CPaBHUTENIbHbIE TaHHbIE TPOQUIISI pACTBOPEHHUS
JIEKapCTBEHHOTO TIperapara HE MEHee 4YeM Ha | ONBITHO-IIPOMBIIUICHHON
Cepuu, NPOU3BEJCHHOM C  HCHOJB30BAaHMEM  TEKYUIMX M  HOBBIX
BHYTPHUIIPOU3BOJICTBEHHBIX HCIIBITAHUH.

6. B oTHOImIEHWHM JEKApCTBEHHBIX PACTUTEIBHBIX TPENapaToB MOTYT OBIThH
JIOCTATOYHBI IaHHbIE CPABHUTENBLHOM pacnagaeMOCTH.

7. O6ocHOBaHUE (ouieHka PHUCKOB), MTOATBEPKIAIOIIUE, 4TO
BHYTPHUIPOU3BOJICTBEHHOE HWCIIBITAHUE SIBISIETCS HECYIIECTBEHHBIM  HITU
ycTapelo.

8. O0ocHOBaHME HOBOTO BHYTPUIPOU3BOJCTBEHHOTO HCHBITAHHUS U KPHUTEPHEB
IPUEMIIEMOCTH.

b.11.B) KoHTpoJib kKauecTBa BCIIOMOTaTENIbHBIX BEIIECTB

b.IL.B.1. I3mMeHeHue HeoOxomumeie | Jlokymentsi u | IIpouenypa

napaMeTpoB CHeHUpUKAIIN U YCIOBUS TaHHbIE

(unn) KpUTEpUEB
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MPUEMIICMOCTHU
BCIIOMOI'aTCJIbHOT'O BEIICCTBA

a) Y)KECTOUEHHE  KpUTEPHUEB
HNPUEMIIEMOCTH CTIenU pUKAIIN

1,2,3,4

1,2

0) mobaBicHNE B
cnenupuKaIno HOBOTO
napaMerpa crenuduKanuu 1
COOTBETCTBYIOIIETO emMy
METO]1a UCTIBITAHUI

1,2,56,7

1,2,3,4,6,8

B) UCKIIIOUCHUE
HECYIIECTBEHHOTO TMapameTpa
cnemuukanuu  (Hampumep,
UCKJTIOUEHHE yCTapeBILIETO
rnapameTpa)

1,2

1,2,7

T') UI3MEHEHHE, BBIXOJAIIEE 3a
0J100peHHbIE KPUTEPHUH
NPUEMJIEMOCTH clienrpuKanui

1) UICKITFOUCHHE napamMerpa
crienuuKanum, KOTOPBII
MOYKET CYIIIECTBEHHO
MOBJIUATH HAa  COBOKYITHOE
KayeCTBO JIEKapCTBEHHOTO
npenapara

€) n1obaBieHWe WM 3aMEHa
(uckIirouast OMOJIOTHYECKUI
JIEKapCTBEHHBIN npenapar)
napamerpa crnenupukanuu u
COOTBETCTBYIOIIETO emMy
MeEToJia HUCIILITAHUH u3
cooOpaxkeHuid  6€30MacHOCTH
WJIM KayecTBa

1,234,
5,6,8

’K) €CJIM Ha BCIIOMOTATeIbHOE
BEIIIECTBO OTCYTCTBYET CTaThs
®apmakonen  Corwsza  uimn
CTaTbU dapmakonen
rocyJapcTBa-4ieHa,

M3MEHECHHUE COOCTBEHHBIX
JMaHHBIX crenuuKanuu Ha
cenudukanuo GdapMakornen
COIJIACHO Kounenmnuu
rapMOHU3AIINH, a npu
OTCYTCTBMM B HEW — Ha

1,2,3,4,
56,8
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cnenuukanuio (GapMaKoIeH,
He Bxoagmed B KoHnenmmro
rapMOHHU3aIUU

VYcnoBus

1.

D

\‘

H3meHeHue He SBISETCS CIIEeICTBUEM KaKOT0-IH00 0053aTeIbCTBA, IPUHATOTO
10 pe3yJIbTaTaM paHee MPOBEACHHBIX IKCIEPTU3 C LEIbI0 aHAIN3a KPUTEPUEB
IPUEMIIEMOCTH cTielU(PUKAUU (HAIPUMED, B XOJI€ PETUCTPALIH
JIEKapCTBEHHOT'0 IIpenapara wiu BHeceHuu udmenenui Il tuna).

. I3MeHeHue He sABIISIeTCS CIICACTBUEM HCIIPCABUICHHBIX chyauHﬁ,

BO3HUKILKX B XO/I€ MPOU3BOCTBA, HAIIPUMEDP, HOBOM HEKBATU(PUIUPOBAHHON
IIPUMECH, U3MEHEHUS NIPEJIEIOB COIEPKAHU CYMMBI IIPUMECEH.

. JIroboe n3meneHune JOJDKHO YKIIAJAbIBATHCA B JJUAIIA30H TCKYIIUX O,Z[O6peHHI>IX

KPUTEPUEB MPUEMIIEMOCTH.

. AHaIMTHYECKas METOAMKA HEC U3BMCHACTCA NJIIN U3MCHACTCS HE3HAUUTCIIBHO.
. Hu oguH HOBBINM METO UCIIBITAHUS HE OCHOBAH HAa HOBOU HCCTaHHapTHOﬁ

MCTOA0JIOTHHN NN CTaHHapTHOﬁ MCTOA0JIOTHUH, I/ICHOHB3yeM0ﬁ II0-HOBOMY.

. HoBrbIi1 METOA UCIIBITaHUS HE ABJISICTCA OMOJIOTHYECKUM (I/IMMYHOJIOFI/I‘IGCKI/IM,

UMMYHOXMMHYECKAM)  HWJIH  METOJOM, B  KOTOPOM  HCIIOJNb3YyeTcs
OMOJIOTHYECKHI PEaKTUB JUII OMOJIOTUYECKOW aKTHBHOM (hapMarieBTHYECKON
cyOcTaHIu (3a UCKITIOUEHUEM CTaHJAApTHBIX (apMaKoneHbIX
MHUKPOOHOJIOTHIECKUX METOOB).

. I3MeHeHune He KacaeTcsl TeHOTOKCUYHOM IIPpUMCECH.
. HapaMeTp CHGHI/I(I)I/IKaHI/II/I HC 3aTparuBacT KOHTPOJIb KPUTHYCCKOI'O

napameTpa, HalpuMmep:

npuMecu (€ciaM TOJBKO ONpPEACNICHHBIM pacTBOPUTENb OJIHO3HAYHO HE
UCIIOJIB3YETCS B POU3BOJICTBE)

T00YI0  KPUTHYECKYI0 (PU3WYECKYI0 XapaKTepUCTHKY (pa3Mep YacTHil,
HACBIMHYIO IUIOTHOCTBIO JI0 U MOCIEe YIJIOTHEHUS U JIp. )

UCIBITAHNE HA TIOJUIMHHOCTH (B OTCYTCTBUE MOAXOJALIETO AIbTEPHATUBHOTO
KOHTPOJIS)

MUKpPOOUOJIOrMYECKHI KOHTPOJIb (€CJI TOJIBKO OH HE TpeOyeTCsl B OTHOLIEHUH
OTIPEJICIICHHOM JIEKApCTBEHHON (OPMBI).
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JloxymeHnTanus

1.

2.
. [logpoOHOe omucaHue HOBOM AHAIUTHUYECKOM METOJMKHM U JaHHBIE 110

[TompaBka K COOTBETCTBYIOIIEMY pa3zielny (pasfenaMm) pPeTrHCTPAIOHHOTO
JIOChE.
CpaBHuUTENBHAS TA0IHIA TEKYIIUX U MPeJjIaraéMbIX CrelpUKAIIIi.

BaJIMAAIMH (B COOTBETCTBYIOIIUX CIyUasix).

. JlanHple aHanM3a 2 TPOMBIIUICHHBIX CEepud (B OTCYTCTBHE JOJIKHBIX

000CHOBaHM 1711 OMOJOTMYECKUX AKTUBHBIX (papMalleBTUUECKUX CyOCTaHIIUI
— 3 cepuu) BCIIOMOTaTeJIbHOIO BEUIECTBA IO BCEM IapamMeTpam
crienupuKaum.

.B COOTBCTCTBYIOIIUX CIIYydasaX HOaHHBIC TCCTa CpaBHI/ITeHBHOﬁ KHMHCTHKH

pPacTBOPEHUS JIEKAPCTBEHHOTO IMpernapaTta Mo MEHbIIEH Mepe OJHOU OMBITHO-
MPOMBIIIJICHHON ~ CepHH,  COJEp)Kallel  BCIOMOTaTelbHOE  BEIIECTBO,
COOTBETCTBYIOIIIETO TEKyIeW W TmpemyiaraeMod crenudukamusm. B
OTHOILIEHUM JIEKAPCTBEHHBIX PACTUTENBbHBIX TMPEmaparoB MOTYT OBITh
JIOCTaTOYHBI JaHHBIE CPAaBHUTEIHHOM pacmaiaeMOCTH.

. ObocHoOBaHus HCIIPCACTABJICHUA PE3YIbTAaTOB HOBOI'O HCCIICOOBAaHUA

OMOPKBMBAJICHTHOCTH B  COOTBETCTBUHM ¢  IlpaBuiamu  mpOBEACHHS
HACCIIE0BAaHU OMOAPKBUBAJIEHTHOCTH.

. Ob6ocHOBaHuE (OIIEHKAa PUCKOB) MOATBEPKIAIOIIEE, YTO MapaMeTp SIBISETCS

HCCYIMICCTBCHHBIM HJIM YCTApPCII.

8. OOocHOBaHWME  HOBOTO  MapaMeTpa  CrhenupuKamul W KPUTEPHEB
PUEMIIEMOCTH.

b.11.B.2. U3meHeHuUe Heo6xomumeie | Jlokymentst u | [Ipomenypa

AQHAJIUTUYECKON METOJIUKHU ISt yCJIOBUS JAHHBIE

BCIIOMOI'aTCJIIbHOT'O BEIICCTBA

a) He3HAYNMBbIE U3MEHEHHUS
0I00OpPEHHON  aHAIUTHYECKOU 1,2,3,4 1,2 1A
METOJIUKH

0) UCKITIOUEHHUE
aHAJUTUYECKOMN METOJUKH,
€CIM  aJlbTepHATUBHAs €U
METOJMKa yKe 0JI00peHa

B) 3aM€Ha OMOJIOTUYECKOTO
(MMMYHOJIOTMYECKOT0,
UMMYHOXHUMHUYECKOT0) METOo/a
UCTIBITAHWA WM METONa, B
KOTOPOM UCTIONB3YeTCS
OMOJIOTMYECKHI peaKkTHB

T) IpOYHe U3MECHEHUS
AHATMTHYECKOMN METOIUKHU
(Bktouass  J00aBJICHUE WM
3aMeHy)
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Ycenosus

1. CornacHO COOTBETCTBYIOIIMM JIOKYMEHTaM, MpPOBEACHBI HEO0OXOAUMBbIE
BaJIMJIAL[IOHHBIE HCCIEI0BAaHUs, NOATBEPXKAAIOIINME TO, YTO OOHOBJIEHHAs
aHAJIMTHYECKas METOJUKA 110 MEHbILIEH Mepe SKBUBAJICHTHA MPEAbLAYIICH.

2. llpegensl  comepkaHWs CyMMBl TIpUMecedi HE HW3MEHWINCh, HOBBIC
HEKBaJIM(PUIUPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

3. Merox ananu3a He U3MEHWICS (HampuUMep, U3MEHEHUE JUIMHBI KOJIOHKU WIIH
TEMIIEPATYpPbl, HO HE APYTOM BUJ KOJIOHKU WU METOL).

4. HoBblIil METOJ UCIIBITAHUSI HE SIBISETCS OMOJOTMYECKUM (MMMYHOJIOTUYECKUM,
UMMYHOXUMHYECKMM)  WJIH  METOAOM, B  KOTOPOM  MCIIOJIb3YyeTCs
OMOJIOTHYECKUI peakTUB (3a HUCKIIOYEHHEM CTaHJAPTHBIX (apMaKoNeHHbIX
MUKpPOOHOJIOTMYECKIX METOJIOB).

5. AnbTepHaTUBHAs aHATUTHUYECKash METOAMKA JUIs MapaMmerpa crelnupuKauu
yKe 0J100peHa.

JlokymMeHTauus

1. [TonpaBka K COOTBETCTBYIOIIEMY pa3aeny (pasaenam) perucTparioHHOTO
JIOChE, BKIIKOYAs OMUCAHUE AHATUTUYECKON METOIOJIOTHH, PE3IOME JJAHHBIX 110
BaIMJAIMNA, TIEPECMOTPEHHBIC crhenudukanuu Ha  OpuMecd  (eclu
MIPUMEHUMO ).

2. CpaBHUTENBHBIC PE3YNBTAThl BAJIWAANWUA WU, TPU HATUYAA OOOCHOBAHUS,
CpPaBHUTEJbHBIC PE3YJbTATHl aHAIN3a, MOATBEPKIAIOMIME TO, YTO TEKYIIEE H
npeajiaraéMoe  HWCIBITaHWe OSKBUBAJICHTHBI. JlaHHOoe TpeOoBaHWe He
MIPUMEHSETCS, €CIIA T00aBIAETCS HOBasl aHAIMTHYECKAs METOUKA.

b.11.B.3. U3MeHeHne Heo6xomumeie | Jlokymentsl u | Ilpomemypa
HCTOUYHUKA MOJTy4YECHUS YCIOBHUS JIAaHHBIC
BCIIOMOTATEIBHOTO  BEIICCTBA
WJIM PEAKTUBA ¢ puckom ['D

a) U3 mMaTepuaia ¢ puckom 1D
Ha Marepuajg pPacTUTEIbHOrO

158105 CUHTETHYECKOTO
TIPOUCXOKICHUS

1. lns BCIIOMOTaTeIbHBIX

BEIIIECTB MJIM PEAKTUBOB, HE

HCITOIb3YEMBIX B

MIPOU3BOJICTBE

OMOJIOTHYECKOH AKTUBHOM 1 1 1A
(bapmMareBTHIECKOi

cyOcTaHIIuU WIH

OMOJIOTHYECKOT0

JICKApCTBCHHOTI'O IIpCIiaparta

2. nst BCIIOMOTATEIBHBIX
BELIECTB WJIM PEaKTHUBOB, — 1,2 IB
UCTIOJIh3YEeMBIX B
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MIPOU3BOJICTBE
OHMOJIOrMYECKOM aKTUBHOM
(bapmarieBTHIEeCKOM
cyOcTaHIu 1507051
OMOJIOTHYECKOTO

JICKaApCTBCHHOTI'O IIpCIIapara

0) I3MEHEHUE WM BBEJICHHUE
Marepuaiga ¢ puckom ['D wm
3aMeHa MaTrepuajga C PHUCKOM
'S Ha ppyroil marepuan c — — I
puckoM I'D, He uMeOUMA
cepTUdUKAT COOTBETCTBHS TIO
s

B) U3MECHEHUE HMCTOYHHKA
MOJIYYEHUsI BCIIOMOTATEIBHOTO
BCIIIECTBA C HU3KUM PHCKOM
KoHTaMuHanmu I'D

YcnoBus

1. Creniuukanuy Ha BBITYCK W KOHEI[ CPOKAa TOJHOCTH BCIIOMOTATEIHLHOTO
BEIIECTBA ¥ JIEKAPCTBEHHOTO TIperapaTa He U3MEHSIOTCS.

2. HeoOxomuMo obGecrnieunTh COOJIOJICHHE YCIOBUM M0 MHHHMHU3AIMH PHCKa
KoHTaMHuHAIMu ['D, yka3aHHBIX B akTax opraHoB Coro3a B cdepe oOparieHus
JICKapCTBEHHBIX CPEJICTB.

JoxymeHnTanus

1. [loaTBEepkA€HUE  TPOM3BOIUTENST WM JIEpXKaTeNs  pa3pelIuTeIbHOTO
JIOKYMEHTa Ha UCIOJb3YEMbI MaTepHall, YTO OH IMOJHOCTHIO PACTUTEIHHOIO
WM CUHTETUYECKOTO MPOUCXOKICHUS.

2. UccnenoBanre SKBUBAJEHTHOCTH MaTepHAIOB W BIHMSHUE Ha MPOU3BOJICTBO
FOTOBOrO Marepuajia U BIMSHHE Ha XapaKTepUCTUKU (HAIpHUMED,
XapaKTEPUCTUKHU PACTBOPEHUSI) IEKAPCTBEHHOTO IIpenapara.

b.Il.B.4. I3menenue cunteza| Heobxomumbie | Joxymentsl u | [Ipomenypa

17001 MOy YCHHS YCIOBUS JaHHBIC
HedapMakoneitHoro

BCIIOMOTATEJILHOTO  BEIECTBA

(ecnm OTHUCaH B

PETUCTPAIIMOHHOM JIOChE) WU

HOBOT'O BCIIOMOTaTeIbHOTO

BEIIIECTBA

a) HECYILIECTBEHHOE
U3MEHEHHE  CHHTE3a WU
MOy YCHHSI
HepapMaKoONeHHOTO

1,2 1,2,3,4 1A
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BCIIOMOI'aTCJIbHOT'O BCIICCTBA
nin HOBOI'O
BCIIOMOTI'aTCJIbHOT'O BCIICCTBA

0) U3MEHSIOTCS
cnenupuKalul WU UMEeTCs
W3MEHECHUE ¢dusuko-
XAMUYECKHUX CBOIICTB
BCIIOMOTaTEJIbHOTO BEILIECTBA,
KOTOpbIE MOTYT MOBJIMATH Ha
KaueCcTBO JIEKapCTBEHHOTO
npenapara

B) BCIIOMOTaTEJIbHOE BEIIECTBO
— OMOJIOTUYECKOE BEIIECTBO

I') yIaJICHHEe OJHOTO IIpoliecca

IIPOM3BOJICTBA

HedapMaKkoneitHoro

BCIIOMOTATEILHOIO  BEIIECTBA

(ecm OH oIucaH B 3,4 1,45 1A
PETHCTPAITMOHHOM JIOCHE

JICKapCTBEHHOTO  TIperapara)

158105 HOBOTO

BCIIOMOI'aTCJIIbHOT'O BEIICCTBA

YcnoBus

1. Cnoco6 cunTe3a u cnenuduKanud UACHTUYHBI U OTCYTCTBYIOT Ka4€CTBEHHBIE
U KOJUYECTBEHHbIC M3MEHEHUs Mpouis MmpuMecei (MCKIoYasi OCTaTOYHBIE
PacTBOPUTENM, TIPU YCIOBUM TOTO, YTO WX KOHTPOJIb OCYIIECTBISETCS B
COOTBETCTBUU C MPEACIbHBIM COJIEp’)KaHUEM, YKa3aHHbIM B aKTaX OpPraHOB
Coro3a B cdepe oOpamieHusi JIEKApPCTBEHHBIX CPEICTB) WIH (U3UKO-
XUMHUYECKHUX CBOMCTB.

2. BcnoMorarenbHOE BEIIECTBO HE ABISETCS abIOBAHTOM.

3. lomkeHn ocrtaTbcsi Kak MHUHHUMYM OJWH TPOM3BOJCTBEHHBIM IMpPOIIECC,
0/100pEeHHBIN paHee.

4. VIckmoueHne HE JOJDKHO OBITh CBS3aHO C KPUTHYCCKUMH HEIOCTaTKaMH
MIPOU3BOJICTBA.

JlokyMeHTauus

1. TlompaBka K COOTBETCTBYIOIIEMY pa3zaeny (pas3fesiaM) perucTpaluoOHHOTO
JI0Che.

2. Jlanublie aHanu3a cepuil (B ¢popmare CpaBHUTEIBHOW TaOJMIIBI) IO MEHBIICH
Mepe 2 cepuid (IO  MEHbIIEH  Mepe  OMBITHO-NPOMBIILICHHBIX )
BCIIOMOTATEIBHOIO BEIIECTBA, MPOU3BEICHHBIX C MOMOIIBIO CTAPOTO U HOBOTO
MPOLIECCOB.

3. B cooTBeTcTByIOmMX Cchy4yasX JaHHbIE TECTa CPAaBHUTEIBHON KHHETHKH
pacTBOpeHHsI JICKapCTBEHHOTO TMperapaTa 1Mo MeHbIIed mepe 2 cepwii (1o
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MEHBIIIEH Mepe ONBITHO-TIPOMBINUICHHBIX). B OTHOIIEHWH JeKapCTBEHHBIX
PACTHTENBHBIX MPEMapaToB MOTYT OBITh JOCTATOYHBI TAHHBIC CPAaBHUTEIHHOU
pacmanaeMoCTH.

4, Kommst omoOpeHHOM ®W  HOBOM (ecoiu  TPUMEHHMMO)  crhenudukammii
BCIIOMOTATEIHHOTO BEIIECTBA.

5. IloaTBepxaeHne 3assBUTENS, YTO HCKIIOUEHHE HE CBSA3aHO C KPUTHUYCCKUMHU
HEJIOCTaTKaMH MTPOU3BOCTBA

B.11.r) KoHnTposb KauecTBa JI€KapCTBEHHOrO IIpenapara

b.Il.r.1. U3meHneuune Heo6xomumeie | Jlokymentsl 1 | Ilpomenypa
napaMeTpoB crnenupuKanuu 1 yCJIOBUS JTaHHBIE

(unn) KPUTEpUEB

MIPUEMIIEMOCTH

JICKapCTBCHHOTI'O IIpCIiapara

a) y)KeCTOUCHHUE KpUTEpHEB

MPUEMIIEMOCTH CHEITH (PUKAIUH 1,2,3.4 1,2 1A
0) y’)KecToueHHE KpUTEpHEB

MIPUEMIIEMOCTH

MMMYHOJIOTHYECKOTO

JIEKapCTBEHHOTO npemnapara

WM TIperapaToB, MOJTYyYESHHBIX 123 4 1,2 IAny
U3 IJIa3Mbl YEJIOBEKA, CEPUH

KOTOPBIX TMOJIEKAT BBITYCKY B

obpareHue o¢HUIIHATEHBIM

KOHTPOJIbHBIM OpraHom

rocyJapcTBa-4ieHa

B) 100aBieHHE B

crienuuKanuio HOBOT'O

napaMmeTpa u 1
COOTBETCTBYIOIIETO emMy

Merona u (WIM) METOJIUKH

HWCHOBITAaHUHN

') UICKJIFOUEHHE

HECYIIECTBEHHOTO IapameTrpa

crienuuranum (Hampumep, 1,2, 7 1,2, 4 1A
HCKJIIOUEHHE yCTapeBIIETO

napameTpa)

1) U3MCHEHHUE, BBIXOJAIICE 32
0J100peHHbIE KPUTEPUH — — I
NPUEMIIEMOCTH CTIeIU QUK

€) UCKIIIOUEHUE napamerpa
cnenudukanuy, KOTOPBIT
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MOXET CYILIECTBEHHO
MOBJIUSATH HA  COBOKYITHOE
KayecTBO JIEKapCTBEHHOTO
npernapara

’K) 1o0aBlieHHEe WJIM 3aMeHa
napaMmerpa creuupukanuu u
COOTBETCTBYIOIIETO emMy
MeToa UCTIBITAHUH u3
cooOpakeHuid  0€30MacHOCTH
WJIH Ka4eCTBa

3) OOHOBJICHHE J0ChE, B TOM

HUCJIC HOPMATHUBHOI'O
JAOKYMCHTA IIO Ka4Y€CTBYy, C
OCJIbIO COOTBCTCTBHUA

MMOJI0KCHUSM OOHOBJICHHOH
obmelr cratpu  Dapmakorieu
Cow3a wmm (B  clydae
pErucTpay JeKapCTBEHHOTO
npenapara B OJTHOM
rocyaapcTBE-UJICHE)

dbapmakoren rocyJiapcTBa-
YJieHa (BKITFOUAS
aKTyaJIM3allMi0  CChUIOK) Ha
JIEKapCTBEHHBIN Mpemapar <*>

1,2

[Any

1) BBEJCHUE UCIIBITAHUS
corimacHo cratee Papmakorien
Coro3a 2.1.9.14
«OHOPOAHOCTH
JIO3UPOBaHHBIX €AMHUID)
BMECTO paHee 0J00pEHHOTO
3aperucTpUPOBAHHOIO METO/a
WIM  WCIBITAaHUS  COIJIACHO
cratbe 2.1.9.5 «OnHOpOAHOCTH
Macchl € AMHUILIBI
JIO3UPOBAHHOT O
JIEKapCTBEHHOTO Ipenapara»

1,2,8

1,2,3

K) COKpalieHue YacTOTEI
PYTUHHBIX HCIBITAHUM BILIOTH
0 WCKJIIOYEHHUS] UCHBITAHUS
WIH NEPUOJNYECKUX
UCIIBITAHUN (Hanmpumep,
MUKpPOOUOIOrHYECKHE
UCIBITAHUSA  JIEKAPCTBEHHOTO
npernapara).

1,2,5
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J) UI3MEHEHHE TMoKa3arened u

g 0oslee TOYHOT'O OMIMCAHUSA
BHEIIHETO BUIA
JICKapCTBEHHOTO Mpernapara.

(nm) MpEIETIOB
crienuuKanum
JIEKapCTBEHHOTO  IIpemapara 2 1,2 1A

VYcnoBus
1. I3meneHune He ABISIETCS CIIEICTBHEM KaKOTro-TH00 00s13aTeNbCcTBa, IPUHSATOTO

[0 pe3yJbTaTaM paHee IMPOBEACHHBIX OHKCIEPTH3 C IEJIbI0 MepecMoTpa
KPUTEPHEB NMPUEMIIEMOCTH crenru(dUKanuu (HallpuMep, B XOJ€ PEerucTpaluu
JIEKapCTBEHHOTO MperapaTa Wik BHeceHHH u3MeHenuit 11 tuma).

. I3MeHeHne He ABIAETCA  CJIEACTBHEM  HENPEABUACHHBIX  CHUTYaluH,
BO3HUKILIKUX B XOJI€ MPOU3BOACTBA (HaIpUMep, HOBOM HEKBaIU(PUIIMPOBAHHON
IPUMECH, W3MEHEHUS IIPEAENIOB COACpKAHUSA CYMMBbl INpUMECEH) WU
VCIIBITAHUH JIEKAPCTBEHHOTO NIpenapara.

. JIto6oe u3MeHeHue OJKHO YKJIaAbIBaThCs B IMANA30H TEKYUIUX 0JI0OPEHHBIX
KPUTEPUEB MPUEMIIEMOCTH.

.Meroauka ocraercs 0e3 M3MEHEHMH WJIM  HM3MEHEHMsS  SIBISIOTCS
HE3HAYUTEIbHBIMU.

. I3aMeHeHne He 3aTparuBaeT Kakue-aubo nmpuMecH (BKItOYas FeHOTOKCUYHBIE)
WJIM paCTBOPEHUE.

. I3Menenne  3aTparuBaeTr  OOHOBJIEHHE  KPUTEPUEB  IMPUEMIIEMOCTH
MUKPOOHOJIOTHYECKUX KOHTPOJIEH B IENAX COOTBETCTBUS JICUCTBYIOIICH
®apmakorniee Coro3a, a Ipu OTCYTCTBUH B Hell — B Papmakornee rocyiapcraa-
YJieHa WM MPU OTCYTCTBUU B YKa3aHHBIX (hapMmakoresx — WHOW (hapmaxoriee
cornacHo KoHuenuuu rapMoHU3alMKM, a TEKYyIIUe 3aperucTpUPOBAHHbBIE
KPUTEPUU MPUEMIIEMOCTH MHKPOOMOJIOTMYECKUX KOHTPOJIEH HE BKIHOYAIOT
Kakue-1M00 JOTIOJIHUTENbHBIE KOHTPOJIM, BKJIIOYEHHBIE B CIHEIU(HUKAIUIO,
noMuMo  (papMakornelHbIX TpeOOBaHWNW B  OTHOIIEHWUU  OIPEJCICHHON
JIeKapCTBEHHOU (hOpMBbI

.IlapameTp cnenuduKanuu HE 3aTparuBaeT KPUTHYECKUI  mapamerp,
HanpuMep:

KOJIMYECTBEHHOE OIpeiesieHne

npuMecH (€ciM TOJIBKO ONPEJECTICHHbI pPacTBOPUTENb OJIHO3HAYHO He
MCIIOJIb3YETCS B IPOU3BO/ICTBE JIEKAPCTBEHHOTO Mpenapara)

T00YI0 KPUTHUECKYIO (PU3NYECKYIO XapaKTEPUCTUKY (YCTOMUMBOCTH TaOJIETOK
K pa3JaBiMBaHUI0O U HCTUPAEMOCTh TaOJETOK, HE MOKPBITHIX 000JOYKOMH,
pa3Mepsl, 1 J1p.)

1000 3ampOC Ha MPOMYCK UCIIBITAHUS

. [IpennaraemMplii KOHTPOJb MOJHOCTBIO COOTBETCTBYeT Tabmuue 2.1.9.14.-1
cratbn ®apmakonen Coroza «OTHOPOAHOCTH JAO3UPOBAHHBIX EAUHUID) U HE
BKJIIOYAET B ce0sl albTepHATUBHBIC MPEIOKEHNUS UCIBITAHUN OJHOPOIHOCTH
C HUCMOJB30BaHUEM PacUYeTHO-MAaCCOBOr0 Croco0a BMECTO Crocoda MpsMoro
OTpeJIeNIeHUs, €CIIH MOCIEeIHUN yKa3aH B BbIIIIEyKa3aHHOM Ta0nuIle.
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JloxymeHnTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY paslery (pasaenamM) peruCTPalmOHHOTO
J10Che.

2. CpaBHUTENbHAS TAOIUIA TEKYIIMX U MIpearaeMblx crienupuKanui.

3. JlanHple aHanmW3a ABYX NPOMBIIUICHHBIX Cepuil (B OTCYTCTBHE JOJDKHBIX
000CHOBaHMM J1s1 OMOJIOTUYECKUX aKTUBHBIX (papMalieBTHUECKUX CyOCTaHIU
— 3 cepun) JEKapCTBEHHOIO IpernapaTa 1o BCeM MapaMeTpaM CHerUpUKaIIH.

4. O6ocHOBaHKE (OLIEHKA PUCKOB), MOJATBEPXKAAIOIIEE, YTO MapameTp SBIAETCA
HE3HAYUMBIM.

5. O0ocHOBaHUE (OLIEHKAa PUCKOB), MOATBEPXKJIAIOIEE, YTO YACTOTa HMCIBITAaHUIM
10 TapaMeTPy MOXKET ObITh U3MEHEHA.

[Ipumedanue <*> |ecaM B PErUCTPAlMOHHOM J0Che M (WJIM) HOPMATHBHOM

JIOKYMEHTE 10 KauecTBY 3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOTO TIpenapaTa yIOMHHAETCS «TEKyIee u3gaHue
(meicTByrOIIIEE A3IaHUE B COOTBETCTBUH c

3aKOHOJATENIbCTBOM  TOCYAAapCTBa-4iI€Ha)»  OTCYTCTBYET
HEO0OXOJIMMOCTh B YBEJAOMJIEHHH YIOJHOMOYEHHBIX OPraHOB
00 oOunoBinenHoit cratbe @apmakoren Coro3a WU
dbapmakonen TrocymapcTBa-wieHa (B clydae perucTpanuu
JIEKapCTBEHHOTO Mpenapara B OJHOM rocyaapcTse-uiene). B
CBS3M C OTUM TaKO€ U3MEHEHUE MPUMEHSIETCS TpHU
OTCYTCTBUU yIIOMUHAHUS OOHOBIEHHOW (apMaKomeiHon
CTaThbll B PETHCTPAIMOHHOM JI0Ch€ U (MJIM) HOPMATUBHOM
JOKYMEHTE I0 KayecTBY, a M3MEHEHHUE OCYILIECTBIISIETCS B
IEJISIX BKIIFOUEHHUS YIIOMUHAHUSI OOHOBJIEHHOM BEPCHUHU.

b.IL.r.2. U3meHeHue Heo6xomumeie | Jlokymentsl u | Ilpomemypa
AHATUTUYECKOU METOJIUKHU YCIIOBHUS JTaHHBIE
JIEKapCTBEHHOI0 Ipenapara

a) HE3HAYUTEIIbHbIE
A3MEHCHUS YTBEPKJICHHOMN 1,2,3 1 IB
aHAJIUTHYECKON METOIUKHU

0) UCKITIOUEHHUE
aHAIIUTHYECKOM METOIUKH,
€CIM  aJlbTepHAaTUBHAs  €H
METOAMKa yKe 0JI00peHa

B) U3MEHEHUE (3ameHa)

OHMOJIOrHYECKOTO

(MMMYHOJIOTMYECKOTO,

UMM YHOXUMHUYECKOTO) B B I
UCTIBITAaHWST WJIUM METOJa, B

KOTOPOM UCTIONB3YeTCS

OMOJIOTMYECKUI pEaKTHUB, WU
3aMeHa OHMOJIOTUYECKOTO
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npenapara  CpaBHEHUs, HeE
OXBAUYEHHOTO YTBEPKIACHHBIM
IPOTOKOJIOM

T') IpOYHe U3MCHEHUS
aHAJTUTHICCKOU METOIUKU
(BkiIFOUass J00aBIICHUE WU
3aMEHY)

1) OOHOBJICHUE

AHAJIMTUYECKON METONUKH B
LENISX COOTBETCTBUS
OOHOBJICHHOM OOIEH cTaTrhber

®apmakonien  Coroza  win 1,2,3,4 1 1A
dbapmakonen rocyaapcraa-

wieHa (Ipu  pErucTpaluu

JICKapCTBEHHOTO TIpernapara B

OJIHOM TOCYJIapCTBE-UJICHE)

e)B HEIAX OTpaKEeHUS

cootBercTBUs  Ddapmakoneun

Coro3a wnm  ¢apmakoreu

rocyaapcTBa-ujieHa (mpu

perucTpanuu JeKapCTBEHHOTO

npenapara B OJTHOM 1,2,3,4 1 1A
rocyJIapCTBe-4YJICHE) 151

UCKITIOUCHUS YIIOMUHAHHUS

yCcTapeBIIeit coOCTBEHHOM

AHATMTUYECKON METOIHMKH U ee
HOMepa <*>

VcaoBug

1. Tlpenensl  coiepKaHUs CYMMBI TpHUMECEH HE HW3MCHHWINCH, HOBBIC
HEKBAM(UIIMPOBAHHBIC IPUMECH HE OOHAPYKECHBI.
2. OTCYTCTBYIOT CYIIECTBEHHBIC U3MECHCHUS, BIHMSIONINE HAa BOCITPOU3BOJIUMOCTh

aHAJIUTHYECKON METOIUKH.

3. Meton wucnblTaHusT HE SBISIETCS OHMOJNIOTMYECKUM (MMMYHOJIOTHYECKUM,

HMMYHOXUMHUYECKHM)  HWJIM  METOJOM, B  KOTOPOM  HCIOJIb3yeTCS
OMOJIOTUYECKHI peaKkTHB (3a HCKIIOYCHHEM CTAaHJIAPTHBIX (hapMaKOTCHHBIX
MUKPOOHOJIOTHYECKUX METOOB).

4. 3aperucTpupOBaHHAs AHAJUTHYECKAs METOAMKA YK€ CChUIAETCS Ha OOIIyIO

cratbto @apmakonen Coro3a win (apMakonen TrocynapcTBa-ujieHa (mpu
perucTpanuu JEKapCcTBEHHOrO Mpernaparta B OJHOM TocyJapcTBe-ujieHe), a
T00bIC W3MEHEHUS SABIAIOTCS HE3HAUYMMBIMU M TPeOYIOT TEXHUYECKOTO
OOHOBJIEHMSI PErMCTPALIMOHHOTO JJOChE.
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JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3gesiaM) PperucTpanioHHOrO
J0Che, BKJIOYasi OIMCAaHWE AaHAIUTUYECKOM METONUKH, MEepPecMOTPEHHbIE

crienupuKaIMKy Ha MPUMECH (€CIIU TPUMEHHIMO).

[Ipumeuanue <*> |Eciu B

JI0ChE

3aperucTpUPOBAHHOTO
npernapaTta ynoMHUHAETCsl «TEKylllee U3AaHue (IercTByrolee
W3/IaHUE B COOTBETCTBUU C 3aKOHO/IATEIILCTBOM TOCyAapCcTBa-
YJieHa)», HEOOXOAUMOCTh B YBEJOMJIEHUU YIOJTHOMOYEHHBIX
opraHoB o0 oOHoBieHHOU cTaThe Papmaxonen Coroza WU
(hapMakorien rocyiapcTBa-ujieHa OTCyTCTBYET.

JICKaApCTBCHHOI'O

b.I1.x) Cucrema ynakoBku (YKYHOPKH)

b.1l.1.1. U3meuenue
IIEPBUYHOMN YIIAKOBKU
JIEKapCTBEHHOTO IIpenapara

HeoOxonumelie
YCIIOBUS

JIOKyMEHTBI
Y JJaHHbIE

[Ipouenypa

a) KAUeCTBEHHbIH W (WIn)
KOJIMYECTBEHHBIN COCTaB
MaTepuaia CHCTEMbI YIaKOBKH

(YKynopkmu) IIEPBUYHON
YIIaKOBKH

1. TBepapie  nEKapCTBEHHBIE
bopMbI

1,2,3

1,2,3,4,6

IA

2. Markue ¥ HECTEPHIIbHBIC
KUKHAC JIEKapCTBCHHBIC

dbopMbI

1,2,3,56

3. CrepuiibHbie
JICKapCTBEHHBIC TpemapaTbl U
OMOJIOrHYECKue
JIEKapCTBEHHBIC MpEITapaThl

4. I3mMeHeHue 3aTparuBacT
YIIaKOBKY, 00J1aJatoNIyI0
MEHBIIUMHU 3aIUTHBIMU
CBOMCTBaM pu

OJIHOBPEMEHHBIX HW3MEHEHMSX
yCIIOBUM XpaHeHus u (Win)
COKpAILIEHUU CPOKa F'OJHOCTH

0) u3MeHeHue BHJIA
IIEPBUYHOM  YIAKOBKH  WIH
no0aBjIeHHE  HOBOrO  BHIA
IIEPBUYHON yIIaKOBKH
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1. Teepasie, MSATKHE "
HECTEPUIIbHBIE KUIKNAEC — IB
JIeKapCTBEHHBIE (POPMBI

2. CTepuibHBIC
JICKapCTBEHHBIC Tperaparbl u 1
OnosoruuecKue

JIEKapCTBEHHBIC MTPETapaThl

3. Ucxirouenue BHIA
HIEPBUYHOM YITaKOBKH,
KOTOpOE HE IMPUBOAHT K
MOJTHOMY HUCKJIFOYECHUIO
JO3UPOBKH WA
JICKapCTBEHHOU (DOPMBI

Ycenosus

1. I3meHeHue 3aTparuBaeT TOJIBKO OJMH M TOT K€ BUJ YIAKOBKHU (HarpuMep,
onuctep Ha GiHCTED).

2. 1lo 3HAYMMBIM CBOWMCTBaM TpEIJIaraeMblii yIAaKOBOUHBIA MaTepHall JTOJDKCH
OBITH 10 MEHBLIEH Mepe SKBUBAJIEHTHBIM OJJOOPEHHOMY.

3. HauaTel COOTBETCTBYIOIIME HWCCIEAOBAHUS CTAOWIBHOCTH W 3asSBUTEIIEM Ha
MOMEHT BBEJIEHUS HU3MEHEHUH MpOaHAIU3UPOBAHBI COOTBETCTBYIOILIUE
napaMeTpbl CTaOMJIBHOCTH HE MEHEee YeM Ha 2 ONBITHO-NPOMBIIUIEHHBIX WIN
IIPOMBIIIIJIEHHBIX cepusIx, B €ro pacnopsKEHUn HaxoJATCs
yIIOBJIETBOPUTEIbHBIE PE3YJIBTATHI 110 MEHBIIEH Mepe 3-MeCAYHOrO U3y4eHUs
crtabunpHoCcTH. OfHAKO, €CiM MpejiaraemMasl yrakoBka OoJjiee ycTOHYMBa IO
CPaBHEHHUIO C 0/J00pEHHOH, TO 3-MecsuHble NaHHbIE MO CTAOMIBHOCTU HE
TpeOytorcs. MccnenoBaHust TOJKHBI OBITh 3aBEPIICHbI, €CIU UX PE3YIbTaThl
HE YKJIaJbIBAIOTCS B CHEIU(PUKALNNA WA TOTEHUHUATBbHO MOTYT HE YJIOXKHUTHCS
B creuu(uKaluyu Ha KOHEIl CpPOKa TOJHOCTH, JAepXKaTelb PEruCTPalMOHHOTIO
yIIOCTOBEpeHUsI 00s3aH COOOIIUTH YIOJHOMOYEHHOMY OpraHy Hapsay cC
npeyaracMbIM IUIAHOM JICHCTBUM.

4. OcraBwasics ¢opma (PopMbl) BBIITyCKa JIEKAPCTBEHHOI'O IMpenapara JoJIKHa
ObITH JOCTATOYHA Ui BBIMOJHEHUS PEKOMEHAALUH 10 JIO3UPOBAHUIO U
NPOJOJKUTENIbHOCTH  JICUEHHUS, YKa3aHHbIX B 0OLIEH XapaKTEepUCTHUKE
JIEKapCTBEHHOI0 Tpenapara.
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JloxymeHnTanus
1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3fesiaM) PperucTpaliioOHHOrO

JIOChE.

2. HeoOxomuMble JlaHHBIE O HOBOM YIAKOBKE (HalpuUMeEp, CPaBHUTEIbHBIE

JaHHBIC TI0 MPOHUIIAEMOCTH, Harpumep, s O,, CO,, Baru u T.1.).

3.B COOTBCTCTBYIOIIUX CJIydasaX HeO6XOIII/IMO NpCaACTaBUTh ITOATBCPIKIACHUC

TOTO, YTO B3aUMOJICHCTBHE MEXKIY COJCPKHUMBIM W  YIAaKOBOYHBIM
MaTEpUaJIOM HE TPOUCXOAUT (HAmpUMEp, OTCYTCTBYET TIepeMeIIcHUE
KOMITIOHCHTOB TIPEIaraéMoro marepuana B €ro COICPKUMOE, KOMITOHEHTHI
JCKapCTBEHHOTO TIperapara He TMEepexXosIT B  YIIAKOBKY), BKJIIOUas
MOJTBEPXKACHUE TOTO, YTO MaTephall COOTBETCTBYET COOTBETCTBYIOIIUM
dbapMmakorneiHsiM TpeOOBaHUSAM WM akTam opranoB Coro3za o 0e30macHOCTH
MaTepUAIOB KOHTAKTUPYIOIIUX C THIIEBOH MPOIYKIIUCH.

4, HeKJ’IapaI_II/I}I ACPKATCIII PETrUCTPALMOHHOTO YIOCTOBCPCHUSA, YTO HAYATHI

TpeOyeMble UCCIEAOBaHUS CTAOMIBLHOCTH (C YKa3aHHEM HOMEpOB CepHid) U
910 (B COOTBETCTBYIOIIMX CIIy4asX) Ha MOMEHT BBCICHUS H3MCHCHUH B
pacropsHKEHUHM  3asBHTESl  HAXOIWIUCh  TpeOyeMble  MHUHUMAIIbHBIC
yIIOBJICTBOPUTEIIBHBIC TaHHBIC TI0 CTAOMIBLHOCTH; M YTO MMEIOLIUECS JTaHHBIC
HE CBUJIETEIBCTBOBAIM O Kakoi-mnbo mpobreme. Heobxomumo Takke
NPEJCTaBUTh MOATBEPIKICHUE TOTO, YTO MCCIICOBAHUS OyIyT 3aBEpPIICHBI, U
4TO €CJIM pe3yJIbTaThl HE OyAyT YKJIAIbIBaThCAd B CHCHH(DHUKAIMH WIA
MOTCHIIMAJILHO MOTYT HE YJIOXHUTBCS B CHEIMUPUKAIMA Ha KOHEI[ CpOKa
TOJHOCTH, JepKaTelb PErHCTPAMOHHOTO YJOCTOBEpEHHsS 00s3aH COOOMINTH
YIIOJITHOMOYSHHOMY OpTraHy Hapsay C MpeaiaraéMbIM IUTAHOM JICHCTBUH.

5. PeBynBTaTH HCCIICIOBaHU M CTaOMJILHOCTH TI0 3HAYMMBIM ImapamMerpam

CTa0MJIBHOCTM HE MEHee dYeM Ha 2 ONBITHO-POMBIIIJICHHBIX WM
MPOMBILUIEHHBIX CEPHUSX, OXBAThIBAIOIIMX HE MeHee 3 MecsleB, u
MOJITBEPIK/ICHUE TOTO, YTO YKa3aHHBIC HCCIEAOBAaHUA OyIyT 3aBEpIICHBI U
€CM  pe3ylbTaThl HE OYyAyT VYKIaAbIBaThCA B CHCHU(PUKAIUU  HIH
MOTEHI[MATFHO MOTYT HE YJIOXHUTBhCA B cHelUUKAIMA Ha KOHEI[ CpOKa
TOJTHOCTH, JIepKaTellb PETUCTPAIIMOHHOTO YIOCTOBEPEHUSI 00s3aH COOOUTUTH
YIIOJTHOMOYEHHOMY OPTaHy HapsAy C MPEeAIaracMbIM IJIAHOM JIEWCTBHM.

6. CpaBHEHUE TEKYUIUX M MpeJjiaraéMbiX crlelupuKauuii nepBUYHON YIaKOBKU

(ecyiu MPUMEHHUMO).

7. ITpu HeobxonuMocTu GoTo U (WIHN) CXEeMAaTUIECKUH PUCYHOK HOBOM CHCTEMBI

YIaKOBKH (YKYTIOPKH).

8. [lexnapanus aepxareiis perucTpallMOHHOTO YAOCTOBEPEHHUS, YTO OCTaBIIUHCS

pasmep (pa3sMepbl) YHAKOBKH COOTBETCTBYET PEXKHUMY JO3UPOBAHUS U
MPOJAOJDKUTEIIBPHOCTA ~ JICUEHUST W JIOCTaTOYHBI  JUISI  BBINOJHEHUS
PEeKOMEHAIMil 0 JTO3MPOBAHMIO, MPHUBEJACHHBIX B OOIIEH XapaKTEPUCTUKE
JIEKapCTBEHHOT0 Tpenapara.

[Tpumeuanue |dms B.ILLJI.1.6) — ecnmu u3mMeHeHne MPUBOJIUT K «OOpa30BaHUIO

HOBOH JIEKapCTBEHHOW (HOPMBI», TO TaKOe M3MEHEHHUEe TpeOyeT
M0J1a4y¥ 3asBJICHUS O PACHIMPEHUN PETUCTPALIIH.

b.IL.n.2. U3menenue HeoOxomumeie | lokymentst | IIpouenypa
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napaMeTpoB crernuduKanmu u
(unn) KPUTEpUEB
PUEMIIEMOCTH NEePBUYHOMN
YIaKOBKH JeKapCTBEHHOTO
npernapara

yCJIOBUS

W JaHHBIC

a) Y)KECTOUEHHE  KpUTEpPHUEB
NPUEMIIEMOCTH CHEIH(PUKAIIH

1,2,3,4

1,2

0) mobaBieHUE B
crienupuKanuio HOBOT'O
napameTpa u
COOTBETCTBYIOILIEH eMy
aHAJIUTHYECKON METOIUKHU

1,2,5

1,2,3,4,6

B) UCKIIIOUCHHUE
HECYIIECTBEHHOTO IapaMerpa
cienudukanuy  (Hampumep,
UCKITIOUCHUE yCTapeBIIero
napamerpa)

1,2

1,2,5

r) 1o0aBjeHUE WM 3aMeHa
napameTpa CHeIU(QUKAINA W3
cooOpakeHuid  0€30MacHOCTH
WJIH Ka4eCcTBa

1,2,3,4,6

1) paclIupeHue KpUTEPUEB
IPUEMIIEMOCTH JUIsl TapameTpa
«obmrast TOJIILIAHA
omucTepHoOi donbru
(MOKPBIBHOW  alFOMUHHUEBOU
¢$oJIbru) MepBUYHON YIaKOBKHU
TBEPJBIX JIEKapCTBEHHBIX
¢bopM, BBI3BAHHOE pa3HUIICH B
KOJIMUECTBE HaHOCUMOTO
MaTepuasa TPyHTOBKH

6,7

VcaoBug

1. I3meHenue He ABIICTCS CJIICACTBUEM KaKoT0-JIH0O O6H3&TCHBCTB3, IIPHUHATOIO

SN

IO Pe3yJIbTaTaM paHee MPOBEICHHBIX DKCIIEPTU3 C LIEIbI0 aHAIN3a KPUTEPUEB
npuemMyieMoCcTH  cneuupukanuu  (Hampumep, B XOJ€  perucTpauuu
JIEKapCTBEHHOTO Npenapara uil BHECEHUHU u3MeHeHul 11 tuna).

. I3MeHeHne He  ABIAETCA  CIEACTBUEM  HENPEABUJCHHBIX  CUTYalMi,

BO3HHUKIIHX B XOJ€ ITPOU3BOACTBA.

. JIto6oe u3MeHeHne JOKHO YKIIAIbIBAThCS B JUAMA30H TEKYIIUX OJ00PEHHBIX

KPUTEPUEB MPUEMIIEMOCTH.

. AHanmAUTHYECKAsA METOINKA HE N3MEHAETCS WA U3MEHIETCS HE3HAUUTEIBHO.
. HoBasgs MeToamka WCHBITAaHHS OCHOBaHa Ha OOIMX METOJaxX aHaju3a,

onucanHbix B @apmakornee Coroza min dapmakonee rocynapcrBa-uieHa (B
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cly4yae perucTpauudu JEKapCTBEHHOTO Ipernapara B OJHOM TOCYJapCTBe-
wiene) (Hanpumep, BOXKX, cnekrpodoromeTpust, THTpUMETPUS U TIP.).

6. MaTepuan rpyHTOBKH HE U3MEHSIETCSI.

7. HayaTbl COOTBETCTBYIOIIME MCCIEAOBAHUS CTAOMIBLHOCTH B COOTBETCTBHH C
aktamu opraHoB Coro3a B cdepe oOpallieHUs JIEKapCTBEHHBIX CPEACTB HE
MEHEE YEM JABYX OIBITHO-IIPOMBILIIEHHBIX WM MPOMBILUIEHHBIX CEpUil. DTH
UCCJIEIOBAaHUSl  JOJDKHBI  OBITh  3aBEpIICHBI, a JaHHbIE HEMEJICHHO
MpEACTaBICHBl YIIOJTHOMOYEHHBIM OpraHaM, €ClId OHU BBIXOJAT 3a MPEaeIibl
crienuPuKanuii Wi MOTEHIMAIBHO BBIMAYT 3a MHpenensbl crnenudukanuii B
KOHIIE 0JJOOPEHHOT0 CPOKa TOAHOCTH.

JlokymMeHTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pazjeny (pas3aenam) pPEerucTpariOHHOTO
J0ChE.

2. CpaBHHTENBHAS TAOIUIA TEKYIINX H MPEIIaraeMbIX crienu(uKaini.

3. IlogpoOHoe omnMcaHue HOBOM aHAJIUTHUYECKON METOIUMKH U JaHHBIE II0
BaJIMJIAIUH (B COOTBETCTBYIOLIUX CIIyYasix).

4. JlanHble aHaM3a ABYX CEpUM YMAaKOBOYHOI'O MaTepuaja Mo BCEM MapameTrpam
(Tokazarensam) crierupuKaIim.

5. O0ocHOBaHUE (OLIEHKAa PHUCKOB), MOATBEPXKJAIOLINE, YTO MapaMeTp SBISETCS
HE3HAYUMBIM.

6. OOocHOBaHWME  HOBOTO  TapaMeTpa  CHeHUpHUKANH W KPUTEPHEB
MPUEMIIEMOCTH.

7. IlogTBepxaeHne Havaja COOTBETCTBYIOLIUX MCCIEIOBaHUM CTaOMIIBHOCTU B
COOTBETCTBUU € akTamu opraHoB Coro3a B cpepe oOpalieHus JieKapCTBEHHbIX
CPEICTB HE MEHEE YeM JIBYX ONBITHO-IPOMBIIUIEHHBIX WU MPOMBIIIICHHBIX
cepuil.

b.I1.1.3. I3meHeHue Heobxonumeie | Jlokymentst | [Ipouemnypa
AQHAIMTUYECKON METOJIUKH ISt yCIIOBUSA U JIaHHbIE
NIEPBUYHOMN YIIAKOBKHU

JICKaApCTBCHHOI'O ITIpCIiapara

a) HE3HAYMMBbIe W3MEHEHUS
0JIOOPCHHOW  aHAJIUTHYECKOM 1,2,3 1,2 1A
METOIUKH
0) mpouwne M3MEHCHHUS
AHAJTUTUYECKOM METOIUKHU
A 1,34 1,2 IA
(BKITIOYAst 3aMeHy WIH
no0aBieHuE)
B) UCKIIIOUECHUE
AHATUTUYECKOMN METOJIUKH, 5 1 A

€ClIi  aJlbTEpHATHUBHAS €U
METOJMKa yKe 0JI00peHa
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VYcnoBug

1. CornacHo cooTBeTCTByIOIIMM akTaM opraHoB Coro3a B cepe oOpamieHus

JICKApPCTBCHHBIX

CPCIACTB,

IIpOBCACHA

HeoOXxoaumast BaJIWIAINA,

MOJITBEPIKIA0IAsI, YTO OOHOBJICHHAs aHAIUTUYECKAs METOAMKA MO MEHbIIEH
Mepe SKBUBAJICHTHA MPEABITYIICH.

2. Meton ananuza He U3MEHWICA (Hampumep, U3MEHEHHE UIMHBI KOJIOHKU WITU
TEMIIEPATyphl, HO HE APyrasi KOJIOHKA WJIH METON).

3. Hu oguH HOBBIM METOM WCTBITAaHWS HE OCHOBAaH HAa HOBOM HeCTaHIApTHOM
METOJIMKE WU CTAHIAPTHOU METOJIHUKE, HUCIIOIh3yeMOU TT0-HOBOMY.

4. AxtuBHas (apMaieBTHUYECKass cyOcTaHIMS (JIGKAapCTBEHHBIN IpemapaT) He

SIBJITIOTCST OMOJIOTMYECKUMH.

5. AnpTepHaTMBHAs aHAJUTUYECKash METOAMKA JJIs mapameTrpa crnenuduxanuu

yKe 0J100peHa.

JlokymMeHTauus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3jieiny (pa3ienam) perucTpauoHHOro

JOChE.

2. CpaBHUTEIBHBIC PE3YNBTATHl BaJWJANNHA WIW, TIPH HATWIUH OOOCHOBAHUS,
CpPaBHUTEJIBHBIE PE3YJbTATHl aHAIN3a, MOATBEPKIAAIOIINE TO, YTO TEKYILEE U
MpeyiaracMoe HUCIbITAHUE HKBUBAJICHTHBI.
MIPUMEHSETCS, €CIIU TOOABISETCS HOBasl aHAIUTHYECKAs METOIUKA.

Hacrosimee TpeGoBanune He

b.11.1.4. I3meHeHUE
WIM  pa3MepoB CHCTEMBI
YIIaKOBKH (YKyTOpKH)
IIEPBUYHOMN yIIAKOBKHU

(dbopMbI

HeoOxoanmeie
YCIIOBUS

JlokyMeHTBI
U JaHHBIE

[Ipouenypa

a) HECTEpUJIbHbIE
JIEKapCTBEHHBIE MperapaThl

1,2,3

1,2,4 1A

0) U3MeHeHue
pa3mMepoB

dbopmbl WK
3aTparvBacT
KJIFOUEBbIC MoKa3aTenu
YIaKOBOYHOT'O MaTepuarna,
KOTOpPBIE MOTYT CYIIECTBEHHO
MOBJIUSTH Ha JIOCTaBKY,
NpUMEHEeHHe,  0e30MacHOCTh
178107 CTaOUIILHOCTh
JIEKapCTBEHHOTO TIpernapara

B) CTepUJIbHBIC
JIEKapCTBEHHBIE ITPENapaThl

1,2,3,4 IB
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VYcnoBug

1. KayecTBeHHBI M KOJMYECTBEHHBI COCTaB MarepHvajla NEPBUYHOM YNAKOBKHU

HC U3MCHUIJICA.

2. I3MeHeHne He 3aTparuBacT KIIOYCBBLIC ITOKA3aTCIIM KAa4UCCTBA YIIAKOBOYHOI'O
Marcpuajgia, KOTOPBIC MOI'yT IIOBJIMATH
0€30IaCHOCTh MJIM CTaAOMILHOCTD JICKApCTBCHHOTI'O IIpCIiapara.

3. HpI/I N3MCHCHHUH CBO60,Z[HOF0 IMpOCTPpaHCTBA WM HN3MCHCHHH OTHOIICHUSA

NOBEPXHOCTH K  00BEMY
CTaOUIIBHOCTH; pPOaHaIN3UPOBAHbI
yeM Ha 2

CTaOMILHOCTH HE MEHee

Ha4daThbl

Ha

COOTBCTCTBYIOIIIHC
COOTBCTCTBYIOIIHC
OIIBITHO-IIPOMBIIIJIICHHBIX (,Z[J'I}I

JOCTaBKY,

IIPUMEHEHHE,

HCCICOAOBaHHUA

napaMmeTpsl

OMOJIOTMYECKMX  JICKAPCTBEHHBIX  MpemapaToB — 3 CepUsAx) WU
NPOMBIIIJICHHBIX ~ CEPHUSIX; B  pPACIOPSDKCHHHM — 3asSBUTENS  HAXOISATCS
yIIOBJICTBOPUTEIIBHBIC PE3YJIbTATHI 10 MEHBIIEH Mepe 3-MECSIYHOTO U3YYCHUS
CTaOMIBHOCTH ([T OMOJIOTMYECKUX JICKAPCTBEHHBIX TMpernaparoB — 6-
MecsigyHoro). [lonTBepikieHne TOro, 9To MCCIIEIOBAaHUS OYAyT 3aBEepIICHBI U
€CIIM PEe3yNbTaThl HEe OYAyT YKJIQAbIBATECS B CHEIU(PUKANUA WA MOTYT
MOTEHITMATILHO HE YJIOXKUTHCS B CHeHH(HUKAIMK Ha KOHEI CpOKa T'OJIHOCTH,
JepXKaTteab ~ PETUCTPAIMOHHOTO  YJIOCTOBepeHUs  00s3aH  COOOIIHMTH
YIIOJTHOMOYEHHOMY OpTaHy HapsiIy ¢ IMpe/jiaraeéMbIM TUIAHOM JICHCTBHIA.

JoxymeHnTanus
1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) perucTpalioOHHOrO

J0Cche, BKJIIOYAsh OMNHMCaHWe, NOAPOOHBIM YepTeXK M COCTaB MaTepuaia
NEPBUYHON YIMAaKOBKU WM YKYNOPKH, a Takke MepecMoTp HHbopmaruu o
JIEKapCTBEHHOM Ipenapare.

2. [Tpu HeoOxoaumocTH GOoTO U (WIH) CXeMAaTHUYECKH pUCYHOK HOBOM YITAaKOBKHU

(YKyTIOpKH)

3. HpOBGI[eHI)I IMOBTOPHEIC BAJIMAAIIMOHHBIC HnccijieaoBaHuAd CTCPHUIIbHBIX

Ipenaparos, TIOJIBEPraroLIUXCsl (bUHHUIITHON CTEpUIIN3ALIHAH. B
COOTBETCTBYIOIIMX  CIy4yasx HEOOXOAMMO  yKa3aTh HOMEpa  Cepui,
HCIIOJIb30BAHHBIX B BAJIUIALIMOHHBIX UCCIENOBAHUSIX.

4. IIpn n3MeHeHuH CBOOOIAHOIO MPOCTPAHCTBA WJIM OTHOIIEHHS MOBEPXHOCTU K

00beMy JeKiIapanus JAep)KaTelli PErucTPAlMOHHOTO YJAOCTOBEPEHHSI, YTO
HayaThl TpeOyeMbIe HCCIICAOBaHUS CTAOMIBLHOCTH (C yKa3aHHEM HOMEPOB
cepuit); M 4YTo (B COOTBETCTBYIOIIMX CJIy4asx) Ha MOMEHT pealu3aluu
yBeoMIIeHUsT 00 u3MeHeHuu [A tuna u nmogauu yBegomMieHUs: 00 U3MEHEHUHU
IB Tuna B ero pacmnopspkK€HUHM HAaXOJATCS YJIOBJICTBOPUTEIbHBIC PE3YJIbTaThI
W3y4YeHUs CTaOUIBHOCTH; U YTO UMEIOIINECS JaHHBIC HE YKa3bIBAIOT HA KaKHe-
60 npoobsemsl. HeoOxoanmo Takke MpeacTaBUTh MOATBEPKICHUE TOTO, YTO
uccienoBaHusi OyayT 3aBepIICHbl, W €CIH pPe3ydbTaThl HE OyayT
YKJIQIBIBATHCSA B CIICIU(PUKAIMN WM MOTYT TOTCHIIUAIBHO HE YJIOXKUTHCS B
crienuUKaMy Ha KOHEI[ CPOKa TOJHOCTH, JEP)KaTellb PEeTrHCTPAlMOHHOTO
YAOCTOBEpEHUsI 00s3aH COOOIIUTH YIMOJHOMOYEHHOMY OpraHy Hapsay ¢
npeiaracMbIM IUIAHOM JIEMCTBUM.

b.IL.a.5. Usmenenne  ¢opmbi| Heobxonumeie |loxkymentsi | [Iponemypa

BBIITYCKa JICKApCTBCHHOT' O YCJI0OBHA U JaHHBIC
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npernapara
a) UI3MCHCHHUE KOJIMYECTBA
eINHAL] JIEKapCTBEHHOMN

dbopmbl (Hampumep, TaOJIETOK,
aMITyJI U T. [I.) B YITaKOBKE

1. I3smeHeHne yKIaabIiBaeTCs
B OJOOpEHHBIH  JHMama3oH

KOJIMYECTBA  JIEKAPCTBEHHOMU 1,2 1,3 [Any
dbopmel  (umcima  7103) B

yIaKOBKe

2. 3smeHenue HE

YKJIQJBIBAETCA B OJJOOPEHHBIN

JHaITa3oH KOJINYECTBA 1,2, 3 IB
JIeKapCTBEHHOM hopMbI

(ducna 103) B yIaKkoBKe

0) uckimroueHue (GopM BEITTyCKa 3 1,2 [Any

B) HN3MCHCHHUC HOMMHAaJIbHOM

MAacCChI (HOMUHAJIBLHOTO

o0bema) CTEPUIIbHBIX

MHOTOJI03HBIX (mmm

OJIHOJIO3HBIX C  YaCTHUYHBIM

U3BJICUCHHUEM ) — — 1
MapeHTePaTbHBIX

JIEKAPCTBEHHBIX IpEnapaToB U
OMOJIOTHYECKHX MHOT'OJJO3HBIX
MapeHTEPaIbHBIX
JIEKapCTBEHHBIX ITpEnapaToB

I) U3MEHEHHE  HOMHUHAJIbHOU

MacChbl (HOMHHAJIBHOTO
o0bemMa)  HemapeHTepaTbHBIX
MHOTOJIO3HBIX (nu — 1,2, 3 IB

OJHOJO3HBIX C YaCTUYHBIM
W3BJICUCHUEM) JIEKAPCTBEHHBIX
MpernapaToB

YcnoBus

1. HoBebilt pasmep ymakoBKH JIOJDKEH COOTBETCTBOBAThH PEXKUMY JTO3UPOBAHUS U
MPOJOJKUTEIILHOCTH  JICUEHUS, YKAa3aHHBIM B OOIIeH XapaKTEePUCTHKE
JIEKapCTBEHHOT0 Tpenapara.

2. Martepuain nepBUYHOM YIIaKOBKH HE N3MEHSIETCSI.

3. OcrtaBiuecs (GopMbl BBITYCKa MO3BOJSIOT BBITIOJIHUTh PEKOMEHJAIMH TI0
JNO3UPOBAHUIO M JJUTEIBHOCTH  JICUCHMs, YyKa3aHHble B  0Omel
XapaKTEePUCTUKE JIEKapCTBEHHOT'O Mpernapara.
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JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3zieny (pasfenaMm) perucTparioHHOTIO
J0Che, BKIIIOYas repecMoTp HHGOpMAaIIUU O JIEKAPCTBEHHOM IIpernapare.
2. O6ocHOBaHUE, YTO HOBBIE (OCTAIOIIMECS) pa3Mephbl YIIaKOBOK COOTBETCTBYIOT

PCKUMY OJO3HUPOBAHHA U MPOAOJLKHUTCIBHOCTU JICUCHUA, YKA3dHHBIM B 06L[Ieﬁ
XaApaKTCPUCTHUKE JICKAPCTBCHHOT'O IIpCIIapara.

3. HeKnapauH;I, YTO CCJIHN 0XXKHMAACTCA BIIMIHHNC Ha CTa6I/IJ'IBHOCTB, COIJIaCHO aKTaM

opranoB Coro3a B cepe oOpallleHUsl JIEKAPCTBEHHBIX CPEICTB OYIyT HAa4aThl
ucciaeoBaHusl CTaOMIBHOCTU. JlaHHBIE HEOOXOIMMO MPENCTaBUTh (C
npeayiaraeMbIM TUTAHOM JCHCTBHIA), B cllydae €ClIM OHM HE YKJIaJIBIBAIOTCS B

crienupuKaum.

[Ipumeuvanue | b.Il.p.5.B m b.ILa.5.r — ecnum u3MeHEHHWE NTPUBOAUT K

HN3MCHCHUIO «OO3HUPOBKN JICKAPCTBCHHOI'O IIpCIiapara, TO TaKOC
HU3MCHCHHUC Tpe6yeT nmoaadu 3asaBJICHUA O paCIIUPCHUM.

B.IL.n.6. U3menenune kakoil-nmu6o
COCTaBJISIOIIEH YHaKOBKHU
(yrmakoBOYHOTO Marepuana),
HEIMOCPEACTBEHHO HE
COIPUKACAIOIIENCS Cc
JIEKapCTBEHHBIM npenapaTom
(Hampumep,  HBET  CHEMHBIX
KOJITAYKOB, IIBETHBIC KOJIOBBHIE
KOJIblIa Ha aMIlylaX, U3MEHEHUe
KOJIIa4yKa, 3allUIIAI0NIero WIy
(ucmonib30BaHUE JIPyroro
MJIacTUKA), W3MEHEHUE u3aiiHa
(uBeta) MaKeTOB
MPOMEKYTOYHON WJIM BTOPUYHOMN
YIaKOBKH, HAaHECEHHWE IITPUX
koga (2D, 3D), mHaneceHue
mpudTa bpaiins)

HeoOxoanmeie
YCIIOBHUS

JloKyMeHTBI
U JIaHHbIE

[Ipouenypa

a) U3MEHEHUE,  3aTparuBarollee
MH(OPMALIMIO O JIEKAPCTBEHHOM
npenapare, yKa3aHHYI0 B IYHKTE
1.6.1 mnpunoxenuss Ne 19 «k
[IpaBunam perucrpanum.

1Ay

0) u3MeHeHue, HE
3arparuBaroiiee MHGOpPMALHIO O
JIeKapCTBEHHOM npemnapare,
yKa3aHHyl0 B myHKre 1.6.1
npuioxxeHust Ne 19 k IlpasBuiiam
perucTpanuu.
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YcnoBus

1. 3meHeHue He 3aTparuBaeT 4acTU yIMaKOBOYHOTO MaTepHayia, KOTOPble MOTYT
MOBJIUATH Ha JIOCTAaBKy, INPUMEHEHHE, OE30MacCHOCTh WJIH CTa0HUIBLHOCTH
JIEKapCTBEHHOTO TIpermapara.

JlokymMeHTanus
1. [lonpaBka K COOTBETCTBYIOLIEMY pa3aeny (pasaenam) perucTparuoHHOTO
JIOChE, BKIIIOYAsi IEPECMOTp MH(POpMaIIMK O JIEKAPCTBEHHOM Mpenapare.

b.11.n.7. U3meHnenue Heo6xomumeie | HoxymenTtsl | IIpouemypa
MIPOU3BOTUTEIS KOMITOHEHTOB yCIIOBUSA U JIaHHbIE
CHUCTEMBbI YIAKOBKH (YKYIOPKH)
MEePBUYHOM YIaKOBKHU W
JOTIOTHUTENBHON NPOAYKIMH (B

TOM qHCIIe YCTPOWCTBA,
KOMILIEKTYFOIIIETO CpeiCTBa),
(ecnu yKa3aHo B

PETHCTPAIIMOHHOM J10ChE)

a) UCKITIOUCHHE MPOU3BOAUTEIIS 1 1 IA
0) 3ameHa  wiIH obaByieHNE

) A 1,234 1,23 A
TIPOU3BOIUTEIISI
B) 11000€ M3MCHCHHUE
MIPOU3BOIUTENS crieficepoB — — ]
JIO3UPOBAHHBIX HHTASITOPOB
') UBMEHEHUE HAaUMEHOBAHUS
TIPOU3BOTUTEIIS KOMITOHCHTA

P A 5 1 1A

CUCTEMBbl YNAKOBKH (YKYHOPKH)
MEPBUYHOMN yIIAKOBKHU <*>.

Ycenosus

1. UcknroueHne KOMIOHEHTA YIIAKOBKU WJIM U3/ENINs HE IPOUCXOIUT.

2. KauecTBeHHBIN U (MJIM) KOJMYECTBEHHBIM COCTaB MaTepUajioB KOMIIOHEHTOB
CUCTEMbI YMaKOBKHU (YKYMOPKH) NMEPBUYHON YMAKOBKU WUJIU JOMOJIHUTEIbHON
OpPOAYKIMH (B TOM YHCJE€ YCTPOMCTBA, KOMIUIEKTYIOIIETO CpPEJICTBA) H
cnenuuUKaluy 3CKU3a He U3MEHSIOTCS.

3. Cneuudukauuy ¥M METOAbl KOHTPOJS KayecTBa [0 MEHbIIEH Mepe
HKBHUBAJICHTHBI.

4. MeTo1 CTEpUIIN3ALIMY U €€ YCIOBUS HE U3MEHSIOTCS (€CIIHM IPUMEHUMO).

5. I3MeHeHne Mpou3BOAUTENS KOMIIOHEHTa CHUCTEMbl YMAaKOBKU (YKYIODPKH)
NEPBUYHON YNAKOBKM WM JIOMOJHUTEIBHOW MNpPOAYKUMH (B TOM YHCIE
YCTPOICTBA, KOMIUIEKTYIOILLETO CPEICTBA) HE IPOUCXOIUT.
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JloxymeHnTanus

1. [lonpaBka K COOTBETCTBYIOLIEMY pa3aeny (pas3aenam) perucTparuoHHOTO
JIOCBE.

2. JIOKyMEHTBl ¥ CBEICHHUA O MEAMIMHCKOM U3JIENNH, TNpUilaraémMble K
JIEKapCTBEHHOMY TIpernapary, B COOTBETCTBHUM C nyHKTOM 187 IlpaBun
PErucTpalii M S3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB I MEIULMHCKOTO
MIPUMEHEHUS.

3. CpaBHUTEeNbHAS TAONWIIA TEKYIIMX W TMpeiaraeMbIX creruuKanmii (ecau
IPUMEHHUMO).

[Tpumeuanue <*> |[Ipy HeoOXOAMMOCTM JaHHAass HWHGQOpPMAIUS MOJJICKUT
YIQJIECHHUI0O M3 PErUCTPALMOHHOTO J0Che JIEKaPCTBEHHOIO
npemnapara.

b.1l.e) CtabunbpHOCTH

b.11.e.1. U3meHenue cpoka| Heob6xomumelie | Jlokymentsl u | [Ipouemypa
TOJIHOCTH WJIM YCJIIOBUM XpaHEHUs yCJIOBUS JTAaHHBIE
JIEKapCTBEHHOI'0 IIpenapara

a) COKpallleHHEe CpOKa TOJIHOCTH
JIEKapCTBEHHOTO TIperapara

1. YnakoBaHHOro BO
1 1,2,3 1Agy
BTOPUYHYIO YITAKOBKY
2. Ilocye mepBOro BCKPHITHS 1 1,2,3 1Ay
3. Ilocne a3BEJICHUS  WIIH
PasBell 1 1,2,3 1Ay
BOCCTaHOBJICHUS
0) yBemMYeHUE CpOKa TOTHOCTHU
JIEKapCTBEHHOTO TIpernapara
1. YnakoBaHHOTO BO
BTOPUYHYIO YIAaKOBKY i 193 B

(mONTBEepPXKIEHHOE JTaHHBIMU B
peaIbHOM BPEMEHH)

2.Ilocne mepBOro BCKPBITUS
(moATBEPXKJAEHHOE JAaHHBIMH B - 1,2,3 IB
peaIbHOM BPEMEHH)

3.Ilocne  pa3BemeHuss WM
BOCCTaHOBIICHUS
(ToATBEepKIEHHOE TaHHBIMU B
peaIbHOM BPEMEHU)

- 1,2,3 IB

4. YBenu4eHue cpoka TOJHOCTH - - 1
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MyTeM DKCTPATOJISAIUU JTAHHBIX
M0  CTaOMIBHOCTH, HE B
COOTBETCTBUU c aKTaMu
opranoB Corw3a B cdepe
oOpaiteHus JIEKapCTBEHHBIX
cpeacT <*>
5. YBenuueHne cpoka XpaHEHUS
OHMOJIOTUYECKOTO
JIEKapCTBEHHOTO TIperapata B i 1923 B
COOTBETCTBUU C 0J00pEHHOI T
IpOrpaMMoi U3Y4YCHUS
CTaOMIIBHOCTH
B) U3MEHEHHUE YCIIOBUN XpaHEHUS
OMOJIOTrMYECKUX JIEKapCTBEHHBIX
MperapaToB, €CIU UCCICIOBAHUS
CTaOMIBHOCTH TIPOBEJCHBI HE B - - 1
COOTBETCTBUU C  OJIOOpEHHOM
MPOTPaMMOK M3Y4YECHHUS
CTaOMIBHOCTH
') I3MCHCHHUE YCIIOBUH XPaHCHHUS
JIEKapCTBEHHOTO TMpemnapara WiH
JIEKapCTBEHHOTO npenapara - 1,2,3 IB
nocie pa3BeneHus
(BOCCTaHOBIJICHHUS)
1) I3BMEHEHUE 0/100peHHOM
IpOrpaMMbl W3y4YeHUs 1,2 1,4 1A
CTaOUITLHOCTH
YenoBus

1. I3meHeHnrue He AOMKHO OBITh CJEICTBHEM HEMPEABUIACHHBIX CUTYaIUM,
BO3ZHHKIIIUX B XOJI€ TPOU3BO/JICTBA, WU U3MEHEHHUS CTAOUITLHOCTH.

2. I3MeHeHHsT He TPHUBOIAT K PACIIMPEHUI0 KPUTEPUEB MPUEMIIEMOCTH
UCIBITYEMBIX [apaMEeTPOB, HCKIIOUYCHHUIO TMapameTpa CTaOWIbHOCTU, WU
CHIDKEHUIO YaCTOThI UCTIBITAHUM.
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JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3gesiaM) PperucTpanioHHOrO
nocbe. OHa  JgODKHA — coAepXaTh  pe3yibTaThl  COOTBETCTBYIOIIMX
UCCJIEIOBAaHUN CTAaOMJIBHOCTH B peajJbHOM BpeMEeHHM (OXBaThIBAIOIIUX BECh
CPOK TOJIHOCTH), MPOBEJCHHBIX B COOTBETCTBUM C akTamu opraHoB Coro3a B
chepe oOpallleHUs JIEKAPCTBEHHBIX CPEACTB MO MEHbIIEH Mepe Ha JABYX
ONBITHO-TIPOMBILIUIEHHBIX ~ cepusix  <1>  jekapcTBeHHOro  mpemapara,
YIaKOBAHHOTO C MOMOIIBIO 3aPETUCTPUPOBAHHOIO YMAaKOBOYHOTO MaTepuasa
U (MIU) COOTBETCTBEHHO IIOCIE TEPBOTO BCKPHITHS WM pa3BEICHUS; B
COOTBETCTBYIOLIMX  Cly4yasiXx HEOOXOAMMO  MpPEACTaBUTh  PE3YJIbTAThl
MUKPOOHOIOTMYECKUX UCTIBITAHHM.

2. [lepecmoTperHast HHGOpPMAITUS O JISKAPCTBEHHOM IIpernapare.

3. Konuu yTBepKIeHHBIX crHenu(uKanuidi Ha KOHEI[ CpoKa TOJHOCTH U, €CIld
NPUMEHUMO, CTIeU(UKAIIMU TTOCIe pa3BeeHUsl (BOCCTAHOBIICHUS) WIH TIOCTIE
MIEPBOTO BCKPHITHS (B BHUIE CCHUIKM Ha COOTBETCTBYIOIIMHA JOKYMEHT B
MOCJICIOBATENIbBHOCTA JIOChE€ WIJIM TPUIIOKEHUS K COMPOBOJAUTEILHOMY
MMCHEMY).

4. OGocHOBaHUE TIpeiaraéMbIX U3MEHEHUH.

[Tpumedanue <*> |B OTHOIIEHWH OMOJIOTUYECKOTO JICKAPCTBEHHOIO Ipernapara
AKCTPAINOJIAIMA HEMPUMEHUMA.

<1> [Ipn Hanmuuum 00s3aTENbCTBA MPOBEPUTH CPOK T'OJHOCTHU Ha
MIPOMBIIIJIEHHBIX cepusix JOTTYCTUMBI OTBITHO-
IPOMBIIIICHHBIE CEPUU.

Bb.Il.x) [IIpoekTHOoe TMOJE€ W TPOTOKOJN MMOCTPETUCTPALIMOHHBIX
V3MEHEHUN

b.11.x.3. UckntoueHue Heo6xomumeie | [lokyments! u | [Ipouemypa
YTBEPKACHHOTO MPOTOKOJIA yCIOBUS JTAHHBIE

yIpaBJiIeHUs U3MEHEHUSIMH,

3aTparuBarO MU

JIEKapCTBEHHBIN Iperapar

1 1,2 1Ay

Vcnosus

1. UckiroyeHue moCTPErucTpaliiOHHOTO TTPOTOKOJA YIPaBICHUS U3MEHEHUSIMU,
3aTparvuBalOIIMMK  JICKQPCTBEHHBIM TMpernapar, HE SBIAETCS CIIEACTBUEM
HETIPEJIBUJICHHBIX CHUTYallud WM HECOOTBETCTBHUS CIEUU(PHUKAIMU B XOJC
BBEJCHUS M3MCHEHHH, OMUCAHHBIX B TPOTOKOJE, U HHUKAaK HE BIUSET Ha
YTBEPKACHHBIE CBEJCHUS, BKIIOUYEHHBIE B PETUCTPALIMOHHOE J0ChHE.

JlokymMeHTanus

1. OGocHOBaHUE MIpeAIaraeMoro UCKIOUYEHHUS.

2. [lonpaBka K COOTBETCTBYIOLIEMY pa3zzeny (pasfenaMm) perucTparioHHOTIO
JOCBE.
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b.11.x.4. U3menenus Heo6xomumeie | [lokymentsl u | [Ipouenypa
YTBEPKIECHHOTO MIPOTOKOJIA YCIIOBUS JTaHHBIC

yIpaBIIeHUs U3MEHEHUSIMU

a) 3HAYMMBbIe W3MEHEHHUS

MPOTOKOJIa yIpaBICHUS — — ]
W3MCHCHUSMHA

0) HEe3HAYUMBIE W3MEHEHHUS

IPOTOKOJIA yIpaBIICHUS

W3MEHEHUSMH,  KOTOpbIE  HE — 1 IB
U3MEHSIIOT CTpaTeruio,

OIMMCAaHHYIO B ITPOTOKOJIC

JoxymeHnTanus

1. IlonTBepkaeHue AepsKaTensl perucTpalliOHHOTO YAOCTOBEPEHMSI, YTO J000€e

U3MEHEHHE JOJDKHO YKIJIJBIBAThCS B JMAINA30H JIEHCTBYIONIIUX YTBEPKICHHBIX
NOJTBEP)KIACHUE, YTO B
OTHOIIEHUH OWOJIOTMYECKHUX JIEKapCTBEHHBIX IpenaparoB He Tpedyercs

KpUTCPUCB IIPHUCMIICMOCTH.

OIICHKAa COIIOCTaBUMOCTH.

ITomumo

9TOrO,

Bb.I1.x.5. Peanu3anus u3MeHECHUH,
MIPEAyCMOTPEHHBIX
YTBEPKIACHHBIM MIPOTOKOJIOM
yIpaBJICHUS U3MEHEHUSIMHU

HeoOxonumeie
YCIIOBHUS

JIOKyMeHTHI
JTaHHbIE

[Ipouenypa

a) peanu3aius U3MEHEHUS He
Tpebyer JOTIOJTHUTEIbHBIX
BCIIOMOTATEJIbHBIX JIAHHBIX

1,2,4

1Ay

0) peanu3anus M3MEHECHUS
Tpedyer JOTIOJTHUTEITbHBIX
BCITOMOTATEIBHBIX TaHHBIX

1,2,3,4

B) peanu3aus W3MEHEHUS
OMOJIOTMYECKOTO JIEKapCTBEHHOTO
npernapara

1,2,3,4,5

VcaoBug

1. HpCIIHO)KCHHOG H3MCHCHHEC OCYHICCTBJICHO B IIOJJHOM COOTBCTCTBHU C

YTBEPKJICHHBIM  [POTOKOJIOM

yIIpaBJICHUS

HN3MCHCHUSIMU,

HEMCJICHHOTO YBCAOMIICHUA ITOCJIC €TO pCaIn3aluu.

TpedyroIiee
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JloxymeHnTanus

1. Ccplnka Ha yTBEpKACHHBIN TPOTOKOJ YIPABICHHUS] U3MEHEHUSIMU.

2. [lonTBepxaeHue Jepkareisi PErucTPAllMOHHOTO  YIOCTOBEPEHHUS, 4YTO
U3MEHEHHE COOTBETCTBYET  YTBEPKICHHOMY TMPOTOKOJIY  YyNpaBICHUS
M3MEHEHUSAMH U YTO PE3YJIbTaThl UCCIEIOBAHUS YAOBIECTBOPAIOT KPUTEPUIM
MPUEMIIEMOCTH, OTOBOPEHHBIE B MpoTOKoIe. [ToMuMoO 3TOT0, MOATBEPKACHUE
TOTO, YTO B OTHOIIEHHWU OHMOJOTUYECKUX JIEKAPCTBEHHBIX IMpernapaTtoB HeE
TpeOyeTCs OLIEHKa COTOCTABUMOCTH.

3. Pe3ynbpTaThl nMcciaenoBaHUl, MPOBEJICHHBIX B COOTBETCTBHH C YTBEPIKICHHBIM
MPOTOKOJIOM YIIPaBICHUS U3MEHEHUSIMHU.

4. [TonpaBka K COOTBETCTBYIOILEMY pa3jieny (pa3zesiaM) perucTpaluoOHHOTO
JI0ChE.

5. Konust yTBepskJIeHHBIX crienu(uKanuil Ha JEeKapCTBEHHBIN mpemnapat (B BUIE
CCBUIKM HA COOTBETCTBYIOIIMM JOKYMEHT B IOCJIEOBATEIILHOCTH JI0ChE WIIU
MIPWIOKEHUSI K COMPOBOIUTEILHOMY MUCHEMY).

b.11.3) be3onacHOCTh B OTHOLIEHUH NOCTOPOHHUX ar€HTOB

b.I.3.1. O6HOBNEHUE Heobxonumeie | lokymentsl u | [Ipouenypa
uHpopMauu «OneHka YCIIOBUSA JTAHHBIE

0€30MacCHOCTH  JIEKapCTBEHHBIX

IpenaparoB OTHOCHUTEIIbHO

HaJIM4Usl TTOCTOPOHHUX areHTOBY»

(pazmen 32.A2

PETHCTPAIMOHHOTO JIOCHE)

a) UCCIICIOBaHMS,
3aTparuBaroIIne
MIPOU3BO/ICTBEHHBIC JTAaIlbI,
U3YYCHHBIC BIIEPBBIC HA MPEIAMET
OJIHOTO MJIM 0oJiee MOCTOPOHHUX
arcHTOB

0) 3ameHa yCTapeBIINX
WCCIIEOBAaHUM, 3aTparuBarolIAX
NPOU3BOJICTBEHHbIE  ATamlbl U
IIOCTOPDOHHUE  areHThl, paHee
BKJIFOUEHHBIE B PErUCTPAaLlMOHHOE
JI0Che

1.C wu3MeHeHHEM  OLIEHKH
PHUCKOB

2.be3s u3sMmeHeHHs  OLIEHKH

- 1,2,3 IB
PHUCKOB
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JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3gesiaM) PperucTpanioHHOrO
JI0Che, BKJIIOYAst BBEJCHUE HOBBIX MCCIIECAOBAHMIM, HAIIPABICHHBIX HA U3yYEHUE
CIOCOOHOCTH MPOU3BOJCTBEHHBIX ATAallOB MHAKTHUBUPOBATH (SJIUMUHUPOBATH)
MOCTOPOHHUE areHTHI.

. O6ocHOBaHUE TOTO, YTO UCCIEIOBAHUS HE U3MEHSIIOT OLIEHKY PHCKOB.

3. [onpaBka k nH(MOPMAIMH O JIEKAPCTBEHHOM Ipenapate (eciu IPUMEHHUMO).

N

B.III. Ceptudukar coorBerctBusi EBpomeiickoit ®apmakomnee (CEP)
(mpu  Hamuuwuu), u (wm) [D, wu (W) U3MEHEHHS AaKTUBHOU
dbapMalleBTUUECKON CYOCTaHIIMM M BCIOMOTATENIbHBIX BEIIECTB B LEJAX
cootBercTBUsl Dapmakonee Coro3a, (hapMakonee rocyJapcTBa-wieHa WU
npyrum papmakonesm corjacHo KoHieniuu rapMoHU3aluu

B.III.1. [Tonaua  HOBoro  wmnu| Heob6xomumeie | JlokymenTs! u | [Ipomemypa

O0OHOBJIEHHOT'O ceprudukara YCIIOBUSA JTaHHbIE
COOTBETCTBUSA EBponerickon
dapMakoree WIH HCKIIOUYEHUE
ceprudukara COOTBETCTBHSI
EBponeinckon Papmakornee Ha:
(bapMaleBTHIECKYIO
CcyOCTaHIHIO;

UCXOJHBIA Matepuan (peakTus,
IIPOMEKYTOUHBIN OPOIYKT),
MCIIOJIb3YEMBIi1 B npouecc
IIPOU3BOJICTBA

bapmaleBTH4EeCKOM CyOCTaHIINY;
BCIIOMOTaTENbHOE BELIECTBO

a) ceptudukat COOTBETCTBUS
EBporneiickoin @apmakonee

1. HoBslit cepTudukar ot paHee 1,2, 3,4, 123,45 Ay
0JIOOPEHHOTO TIPOU3BOIUTES 56,9
2. O6GHOBIIGHHBIN  cepTUdUKaT
oT paHee omobpennoro| 1,2,3,4,6 1,2,3,4,5 1A
TIPOU3BOTUTEIISI
3. HoBeiit  ceptudukar ot

1,2,3,4,
HOBOTO MPOU3BOJAMUTENS (3aMeHA 5 6.9 1,2 3,4,5 1Apy
WM 100aBIIeHNE) T
4. UckiroueHne cepTU(UKaTOB
(ecn K MaTepuany 8 3 A
MPUJIAraJIich HECKOJIBKO

cepTu(ukaToB)
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5. HoBeiii  ceprudukar  Ha

HECTEPHUIIbHYIO AKTHUBHYIO
(bapmareBTHIECKYIO
cyOcTaHIHIO, MO/IJIEKALIYIO

WCIIOJb30BAHUIO B CTEPUIHLHOM
JIEKapCTBEHHOM IIpernapare, mpu
UCTIOJIb30BaHUU BOJIbI Ha
MOCJIETHEM 3Tale CHUHTE3a, a B
OTHOILIEHUHU  MaTepuaia  He
3asBJICHO OTCYTCTBHE B HEM
9H/I0TOKCUHOB

1,2,3,4,5,6

0) cepTuduxat COOTBETCTBHUS
Esponenckorn dapmakonen 1o
IS Ha AKTUBHYIO
(dhapMareBTHIECKYIO0 CYOCTaHIIUIO
(ucxomHbli MaTepuan (peakTuB,
IIPOMEKYTOUHBIN OPOIYKT),
BCIIOMOTATEIHHOE BEIECTBO)

1. HoBblii  cepTudukar  Ha
aKTUBHYIO (hapMalleBTUUECKYIO
CyOCTaHIIMIO OT HOBOTO WU
paHee 0/100pEHHOTO
MIPOU3BOIUTEISI

3,59

1,2,3,4,5

|Any

2. HoBperii  cepTudukar  Ha
(bapmareBTHIECKYIO
CyOCTaHIINIO (MCXOHBIN
MaTepuall, pCaKTuB,
MIPOMEKYTOYHBIN MPOIYKT,
BCIIOMOTATEILHOE BEIIECTBO) OT
HOBOTO WA paHee
0JI00PEHHOTO TIPOU3BOIUTEINS

3,6, 7

1,2,3,4,5

3. OOHOBNIEHHBIN  cepTUdUKAT
oT paHee 0JIOOPEHHOTO
TIPOU3BOAUTEIIS

1,2,3,4,5

4. UckimoueHne cepTU(PUKATOB
(ecnu K Martepuany
MIPUJIAraJIich HECKOJIBKO
ceptudukaToB)

5. HoBwrit (OOHOBIIEHHBII)
cepTudHUKaT oT paHee
0J100pEHHOTO (HOBOTO)
TIPOU3BOAMUTEIS,

UCTIOJB3YIOMIEr0  MaTepHAaJIbI




198

YEJIOBEUYECKOTO UIIU KMBOTHOTO
MIPOUCXOXKIACHUS, B OTHOILICHUH
KOTOpBIX TpeOyeTcsl OlleHKa Ha
IpeIMeT pucKa MOTeHIMAIbHON
KOHTaMHUHAIlMU T[MOCTOPOHHUMH
areHTamu

YcnoBug

1

2.

.CHCI_II/I(bI/IKaHI/II/I Ha BBIIIYCK M Ha KOHCH CpPOKa I'OAHOCTHU JICKAPCTBCHHOI'O

npernapaTa He U3MEHSIOTCA.

Heusmenennbie (MCKITIOYAs y)KECTOUCHHUE) JOMOIHUTENbHBIE (K EBpormneiickoit
dapmakoriee) crneuddukanuu  Ha npuMecd  (MCKIIIOYas — OCTaTOYHBIE
pacTBOpUTENH, TMPHU YCIOBUU HX COOTBETCTBUSL TPeOOBAaHUSM PYKOBOJICTB
MeXayHapoJHOTO COBETa IO TapMOHHU3AIIMM TEXHUYECKHUX TpeOOBaHUN K
pPETUCTpAIK JICKAPCTBEHHBIX MPENapaToB I MEAMIIMHCKOTO MPUMCHCHUS)
NPOAYKT-crieliuuUHbIe TpeOOBaHUs (HarpuMep, NpoQuiiin pa3MepoB YaCTHII,
nosimMopdHbBIe (HOPMBI), €CITi TPUMEHHUMO.

. Ilpomiecc  mpom3BojCTBa aKTUBHOW  (hapMaleBTUYECKONM  CyOCTaHIIUU,

MCXOJHOTO MaTepuana (peakTHBa, MPOMEXYTOYHOTO MPOAYKTa) HE BKIIOYAET
UCTIOJIb30BaHNE MaTepHajIoB 94eJI0BEYECKOTO WU ’KHBOTHOTO
NPOUCXOXKICHHS, IS KOTOPHIX TpeOyeTcsl MpOaHAIM3UPOBATH JAaHHBIE O
BHUPYCHOM 0O€30MaCHOCTH.

. UcximrounTenbHO 711 aKTUBHOM (papMarieBTHUECKOW CyOCTaHIIMU: OHA OyIeT

UCIMIbITAHA HEMOCPEACTBEHHO I€pell  HUCIOJb30BAaHUEM, €CJIM  MEPHO]
MOBTOPHOTO HWCIMBITAHUS HE BKIIOYEH B CepTU(PUKAT COOTBETCTBUS
EBponeiickoii ®apmakonee WM JaHHBIC, OOOCHOBBIBAIOIINE TIEPHOT
MMOBTOPHOI'O MCIIBITAHUS, YK€ HE BKIIOUEHBI B JJOCHE.

. AkTUBHas (apmaleBTHUecKasi cyOCTaHIMs (MCXOJHBIM Marepuan (peakTHs,

MPOMEXKYTOYHBIN MPOAYKT), BCIOMOTAaTEILHOE BEIECTBO) HECTEPUIIHHBI.

. PactutenbHple  ¢apmaneBTHUECKHE CYOCTaHIIMM: CIOCOO TMPOU3BOJICTBA,

dbusznueckoe COCTOSHUE, SKCTPArHPYIOUIUN pacTBOPUTENh U KOIPPUIIUEHT
OKCTPAKIIUH JICKAPCTBEHHOT'O CPEJICTBA HE U3MCHSIOTCSI.

. Ecu B cocTaBe JekapCTBEHHOro Ipemnapara Juisl MapeHTEepalbHOrO BBEACHUS

UCIIOJIb3YETCSl JKEJIaTHH, NPOU3BENEHHBI W3 KOCTEH, €ro IpOou3BOJICTBO
JOJIKHO OCYUIECTBIISITHCSI UCKJIFOUUTEIBHO B COOTBETCTBHM C TPeOOBaHUSIMU
CTpaHbI IPOU3BOTUTEIISL.

.B PETUCTPALIMOHHOM OOCBE OCTACTCA I10 MEHBIIIEH MCpPC OOHH IIPOU3BOAUTCIIb

ATOM CYyOCTaHIIUM.

.Ecnm axtuBHas QapmarieBTHUeckas CyOCTaHIIUSI HECTepUibHA, HO Oyner

HCIIOJIB30BATHCA B COCTABC CTCPUIIBHOIO JICKAPCTBCHHOI'O ITpC€iapara, Toraa, B
COOTBCTCTBHHU C CEP, Ha MmOCJICAHEM OTall€ CHHTC3a HCIb3A HCIIOJIb30BAThb
BOAYy WA, €CJIM TaKO€ IMPOUCXOIMT, HCO6XO)II/IMO 00ecIIeYnuTh OTCYTCTBHC
6aKT€pI/IaJH)HBIX SHIAOTOKCHHOB B aKTUBHOM q)apMaHGBTH‘IGCKOfI CY6CTaHHI/II/I.
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JloxymeHnTanus

1. Konus  peiictByromero  (OOHOBIEHHOr0)  cepTU(PUKATA  COOTBETCTBUS
EBponerickoit @apmakonee.

2. [Tpu noGaBieHUU MPOU3BOACTBEHHOM IUIOIIAJKU — B 3asBJICHUU O BHECEHUU
U3MEHEHHUW, a TakXKe JIONOJHUTEIbHO B COMNPOBOJUTENHHOM IHUCHME,
HEO0OXO0IMMO YeTKO 0003HAYUTh TEKYIIUX U MpeJiaraeMbIX MPOU3BOUTEICH.

3. [onpaBka K COOTBETCTBYIOLIEMY pa3ieny (paslenaMm) perucTpalmoHHOro
JI0ChE

4. Ecnu nmpuMeHUMO, JOKYMEHT, COJEp)KAIllUi CBEJEHUS O BCEX MaTepuaiax,
BXomsaumx B cdepy mnpumeHeHuss crtatbu @Dapmaxornen Coro3a WU
EBponerickoii ®dapmakored N0 MUHUMH3AIMUA PUCKA TMEpedayd arcHTOB
rybyaroii  3HuedamonaTMM  KUBOTHBIX  IOCPEIACTBOM  JIEKAPCTBEHHBIX
[penapaToB il MEIULIHUHCKOTO M BETEPUHAPHOTO MNPUMEHEHUs, BKIIOYAs
UCIIOJIb3yeMble B MPOU3BOJCTBE aKTUBHBIC (hapMalleBTHUECKOW CyOCTaHIIUU
(BcioMoratenpHOTrO BelecTBa). [l Kakaoro Takoro pojaa maTepuaia
HEO0OXOJIMMO MPEICTABUTh CIIEAYIOIIME CBEACHUS: HAa3BaHUE MPOU3BOJUTEIS;
BUJI KUBOTHBIX W TKAaHW, W3 KOTOPHIX TMOJYy4YEeH MaTepuai; CcTpaHa
MIPOUCXOKACHUS KUBOTHBIX U €70 UCIIOJIb30BAHHUE.

5. B otrHomeHun akTUBHOM (hapMaleBTUYECKONW CYOCTaHIIMU: JeKJIapaius
YIOJHOMOYEHHOTO JIMIA KaXJO0ro JHUIEH3UPOBAHHOTO IPOU3BOJIUTEIIS,
YKa3aHHOTO B 3asIBICHHUH, HCIIOIB3YIONIETO AKTUBHYIO (hapMalleBTUYECKYIO
CyOCTaHIMIO B KayecTBE MCXOJHOTO MaTepuaja, U YINOJIHOMOYEHHOIO JHIa
KQKJIOTO JIMIEH3UPOBAHHOTO IIPOM3BOAUTENS, YKAa3aHHOTO B 3asBICHUH B
KayecTBE OTBETCTBEHHOI'O 3a BBINYCK cepuii. B nmexmapamnusx HeoOxoaumo
yKa3zaTth, YTO MPOU3BOJIUTENb AKTHUBHOW (hapMaleBTUYECKON CyOCTaHIINH,
yYKa3aHHbBIN B 3asBJIEHUHU, OCYIIECTBIISET CBOIO ACSITENILHOCTh B COOTBETCTBUU
¢ IlpaBumaMu npPOM3BOJICTBEHHOM MpPAKTUKM B OTHOLIEHUM HMCXOAHBIX
matepuasioB.  [Ipm  ompeneneHHBIX — OOCTOSTENBCTBAX — JIOIYCKaeTCs
NpPECTaBIATh OAHY JeKiapauuio (cM. mpuMmeudanue Kk u3Menenuto b.I1.6.1).
Ecnu 3aTparuBarorcst kakue-nubo OOHOBIIEHHS CepTU(UKATOB HAa aKTUBHBIE
dapmMarieBTHUECKHE CYOCTAaHIIMM W MPOMEXKYTOUYHBIE IPOJAYKTHI, OT
NPOU3BONUTENEH MPOMEKYTOUHBIX MPOJAYKTOB TakKe TpeOyeTcs AeKIapanus
YIOJHOMOYEHHOTO JIMIA; JAeKjIapanus YIOJHOMOYEHHOIO JIMIAa HYXKHA,
TOJIBKO €CIM II0 CPAaBHEHHID C paHee 3aperuCTpUPOBAHHOM Bepcuen
cepTuduKaTa UMEETCs M3MEHEHHE JICHCTBYIOIINX, BKIIOYCHHBIX B MEPEUYCHb
MPOU3BOJICTBEHHBIX IIOMIA0K.

6. Hagnexarniee moaTBep»KIAeHHE, CBUIETENbCTBYIOIIEE O COOTBETCTBHM BOJBI,
UCIIOJIb3yeMOM Ha TOCIIETHEM JTare CHHTE3a aKTUBHOW (papMaieBTHUYecKOn
CyOCTaHLIMM, COOTBETCTBYIOUIMM TpeOOBaHUSAM KauecTBa I BOJBI JUIA
dbapmaleBTH4eCKOro MpUMEHEHUSI.

B.111.2. U3meHnenus aktuBHOM | HeoO6xomumeie | [lokymentsl u | [Ipouemypa
dapmarieBTHUECKONH CyOCTaHIIUU YCIIOBUSA JTaHHBIE
Y BCIIOMOTaTEJIbHOTO BEIIECTBA B
LeJsX COOTBETCTBUSA
dapmakornee Coro3a,
dbapmakonee TrocymapcTBa-diieHa
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Wi JIpyruM  papMakonesm

COTJIaCHO Konnenmuu
rapMOHH3AIUN

a) UI3MCHCHHUE crienupuKaum
(cnerudukauii) paHee
HedapMakoneitHoil cyOcTaHIIuU B
LEJIIX COOTBETCTBUS
dapmakoriee Coro3a WA

dapmaxornee rocygapcTpa-uieHa

1. AxTuBHOI
(hapMarieBTHYECKOM
cyOcTaHIIKn

1,2,3,4,5

1,2,3,4

| Ay

2. BcriomorareasHOTO
BEIICCTBA (ucxoHOTO
MaTepuaa) aKTUBHOU
(hapMarieBTHYECKOM
cyOcTaHIIn

1,2,4

1,2,3,4

0) H3MEHEHUS B LEJISIX
COOTBETCTBUSA 0OHOBIJICHHOU
COOTBETCTBYIOIIICH CTaThe
dapmakonen Coro3za,
dbapmakoriee rocyaapcTa-uicHa
W IPYTUX dbapmakorieit
COIJIaCHO Konuenuuu
rapMOHM3ALUU

1,2,4,5

1,2,3,4

B) U3BMEHEHUE crenuduKanuii ¢
dbapmakornen rocyaapcTBa-ujicHa
Ha @apmakornero Corosa

1,4,5

1,2,3,4

I') I3MEHEHHE C LEJIbI0 3aMEHBI
METOIUKH HUCIIBITAaHUH
NPOU3BOJUTENS] HAa  METOJUKHU
dapmakonen Coro3za,
(dapmakonen rocyaapcTBa-ujieHa
u (uam) apyrux Qapmakonen
COTIJIaCHO Konuenmuun
rapMOHU3allUM B  OTHOULICHUH
aKTUBHOW  (papMaleBTUUECKOMN
cyOCTaHIIMU, BCIOMOTATEIbHOIO
BELIECTBA, UCXOJAHOIO MaTepuaa
u (WaM) martepuana IMEepBUYHOU
YIaKOBKH

1,2,3,4

1) U3MEHEHUE  KIlacCU(UKAIIH

6,7,8,9, 10

1,2
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BCIIOMOI'aTCJIbHOT'O BFC€IICCTBA C

«HOBOTO BCIIOMOTaTEIbHOTO
BEIIIECTBAY (3.2.P.4.6) Ha
«BCTIOMOTATEILHOE BEIIECTBO

corimacHo ®dapmakomnee Coro3a u
(wmm)  gpyrux  (dapmakomnei
COTJIaCHO Konueniuun
rapmonu3zanun» (3.2.P.4.1)

VYcenosus

1. I3MeHeHune OCyIecTBIAETCS UCKIIFOUUTEIBHO B LIESAX MOJHOTO COOTBETCTBHUS
¢dapmakonee. Bce ucnplTaHus B cnenu@ukanuu JOHDKHBI COOTBETCTBOBAThH
(bapMakoneiHOMy CTaHIApTy IOCJIE€ HW3MEHEHUs, 3a HCKIIOYEHHEM JHOOBIX
JOTIOTHUTEIIbHBIX BCIIOMOTaTEIbHBIX UCIIBITAHUN

2. JlononauUTENBbHBIE K (apMmakonee crenu(puKanuu Ha MPOTYKT-CIeIu(UIHbIE
CBOMCTBa HE U3MEHSIOTCS (Hampumep, NpPoQHIM pa3MEepoB YacTHI,
noauMopdHas popma UK, K IpuMepy, OM0IOrHYeCKUe METOAUKH, arperaThl).

3. 3HauMMble W3MEHEHHWS Ka4eCTBEHHOTO W KOJWYECTBEHHOTO Mpoduiei
npuUMeceil OTCYTCTBYIOT (32 UCKIIIOUEHUEM Y)KECTOUEHUS crienupuKanuil).

4. JlonoJIHUTENbHAS BaduJallds HOBOM WM HW3MEHEHHOH (apMaKoImeiHoMl
METOAMKU HE TpeOyeTcs.

5. PactutenbHble  (apmanieBTHUECKHE CYOCTaHLIMM: CIOCOO0 MPOU3BOJCTBA,
¢u3nyeckoe  COCTOSIHUE, OKCTPAareHT M KO3(QQHUIMEHT  SKCTPaKIUH
JIEKapCTBEHHOI'O CPECTBA HE U3MEHSIOTCSI.

6. BcnoMorarenbHOE BEIIECTBO IMOJHOCTBHIO COOTBETCTBYIOT —TpeOOBaHHSIM
MOHOTpauu  COOTBETCTBYIOIIEH  ¢apMakonmewn, M  BCE  UCIBITAaHUS
COOTBETCTBYIOT (papMaKOIEHHBIM CTaHIapTaM

7. JlonoJIHUTEIbHBIE TTapaMeTphl crienu@UKaIy, Kacammuecs crnenuuyeckux
CBOICTB, HE U3MEHSIOTCS (HalpuUMeEp, paclpe]esieHUe YacTUll M0 pa3Mepam,
nonmuMopdHast ¢GopMa WM, HAIPUMEpP, KOJMYECTBEHHOE OIpeesieHne
OMOJIOTHYECKHM METOJIOM, arperarsbl)

8. BciomorarenbHOE BEIECTBO JI0JKHO OCTaBAThCS HEU3MEHHBIM

9. lononHuTeNbHAS BalWAalMsg HOBOTO WM W3MEHEHHOIro (hapmMakoneiHoro
MeTo/a He TpeOyeTcs

10. BcnomorarenbHoe BEUIECTBO YXKe ObLIO OJOOPEHO YHOJHOMOYEHHBIM
OpraHoM JIJIsl IPUMEHEHHS B JIEKAPCTBEHHOM IpernapaTe ¢ KOHKPETHBIM IyTeM
BBEJICHUSI.

JlokyMeHTauus

1. [lonpaBka K COOTBETCTBYIOLEMY pa3feny (pa3aenam) perucTpauoHHOTO
JI0Che.

2. CpaBHuTeNbHAS TaOIUIA TEKYIUX U MPEAJIaraeMbIX CrielU(pUKani.

3. Jlanublie ananusza cepuil (B ¢popmaTe CpaBHUTEIBHON TaOJIHIIBI) IO MEHbIICH
Mepe 2 TPOMBIIITIEHHBIX CEPUI COOTBETCTBYIOIIEH CyOCTaHIIMU (BEIIecTBa) 1o
BCEM UCHBITAHUSAM HOBOHM crneuuukanuum ¥, JOMOJIHHUTENbHO, €CIU
OPUMEHUMO, pe3yJibTaThl TECTa CPABHUTEIBHON KUHETHKU PACTBOPEHMS I10
MEHBIIEH MEpe OJHOM OIBITHO-IIPOMBILIICHHON CEpUU JIEKAPCTBEHHOTO
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npenapara. B OTHOIIEHUM JIEKAPCTBEHHBIX PACTUTENIbHBIX MPEnapaToB MOTYT
OBITH TOCTATOYHBI JaHHBIE CPABHUTEIHHOM paciaaeMOCTH.

4. JlaHHBIE, TOJATBEPIKIAIOIINE TPUTOJHOCTh CTaThU JJIS KOHTPOJS KadecTBa
cyOCTaHIIMU, HANpUMEp, CpPaBHEHHE IMOTCHIMAIBHBIX IPUMECEH C HHBIMH
crieuuPUIUpPOBaHHBIMU U ompeaensieMbiMu npumecsiMmu B ADC, ucxomnom
MaTepuase WIH BCIIOMOTAaTeIbHOM BEIIIECTRE.

[Ipumeuanne

He TpeOyercst yBenoMIIATH YIOJHOMOYEHHBIE OpraHbl 00
oOHoBieHun crtatbu Papmakonen Coro3za wuau ¢papmaxKorneu
rocylapcTBa-ujieHa B ClIy4ae BHEAPEHUS cCHelupUKaluu
COOTBETCTBYIOIIEH OOHOBJIICHHOW CTaThe B TEUCHUE 6 MecsIeB
nociie ee OnyOJUMKOBaHWS M HAJIUYUU CCHUIKM Ha «TEKyIlee
u3lanue  (meWcTByrolee  M3JaHUE B COOTBETCTBUU  C
3aKOHOJAATENIbCTBOM TOCYJapCTBa-ujeHa)» B PErUCTPalOHHOM
JI0ChE€ 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara.

b.IV. MenuuuHckue wu3aenuss Wik HHas NOpoAykuus (yCTpOHCTBO,
KOMIUIEKTYIOIIIEE  CPEACTBO), BXOAsAllass B  KOMIUIEKT  YIAKOBKH
JIEKapCTBEHHOIO IIpernapara

B.IV.1. U3meHeHue Heo6xomumeie | Jlokymentsl u | [Iponemypa
KOMILIEKTYIOIIETO CPEeACTBa IS YCIOBHUS JTAHHbIE

JIO3UPOBAHUS BKJIFOYAst

MEIUIMHCKOE  M3Aenue s

BBEJICHUS

a) nobaBieHue

YCTPOWCTBA,

CpPCACTBA, BKIIIO4Yasd MCAUIIMHCKOC
HE ABJIIOIICTOCHA
JaCTbIO HGpBH'-IHOfI YIIaKOBKH

u3Jienue,

WIH 3aMeHa
KOMILICKTYIOIIETO

1. Mequimackue A371CTINA,
3apEeruCTPUPOBAHHbBIC B
COOTBETCTBUU [IpaBuinamu
perucTpaliii W 3KCHEPTHU3bI

0e30IMacHOCTH,  KadecTBa MU
3O (PEKTUBHOCTH METUIIUHCKUX

W3JICIIUH,
Pemennem

EBpasniickon
komuccuu ot 12 ¢espansa 2016
r. Ne 46 win B COOTBETCTBUM C
3aKOHOJATENIbCTBOM
rocy/aapcTBa-ujieHa WIH
pa3penieHHbIe K 00palieHuio B
TPETbHUX CTPaHAX

YTBEPKIACHHBIMU
CoBeTta 1,2, 356 1,2, 3 1Apy
YKOHOMHUUECKOMI
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2. MenMIMHCKUE W3S HWIU
WHas TOpoayKuusi (yCTpOMCTBO,

KOMILJIEKTYIOILee CPEICTBO),
KOTOpbIE MOTYT OKa3aTh
CYWECTBEHHOE  BIWAHHE  HA B B I
JOCTaBKY NeMCTBYIOLIETO
BEIIECTBA JI€KapCTBEHHOI'O
npenapara (manpumep,
criencepsl JO3UPYIOLIUX

HUHTAISITOPOB, HEOyaizep)

0) UCKITIOYEHUEe  WJIM  3aMeHa
MEIULUHCKOTO  M3JENUsl WU
MHOM mpoaykuuu (yCTpoHcTBa,
KOMIUIEKTYIOIIIETO CpEICTBA),
BXOJISIIIEH B KOMIUIEKT YITaKOBKH
JIeKapCTBEHHOIO IIperapara

B) I[06aBJ'IeHI/Ie nin 3aMCHa

YCTpOMCTBA 178107
KOMIUIEKTYFOIIETO CpelCTBa, — — 1
SIBIISFOIIUXCS. YaCThIO MEPBUYHOM
YITaKOBKH
YcnoBus
1. [Ipenyaraemoe wu3nenue ¢ u3Mepstomen QyHknuend (yCTpOWCTBO ISt

(2l >

JIO3UPOBAHUSA)  JODKHO  TOYHO  OTMEpPUBATh  HEOOXOAUMYIO  JI03Y
paccMaTpruBaeMoro JICKapCTBEHHOI'O TIperapara CoOrjlacHO OJI0OpEHHOMY
crioco0y mpuMeHeHus. Pe3ynpTaThl TaKuX HCCIEIOBAHUNA UMEIOTCS B
HaJIMYHH.
. HoBoe m3nenue ¢ usmepsitomield GpyHKIHeH (yCTpOWCTBO IS JO3WPOBAHUS)
COBMECTHMO C JICKAPCTBEHHBIM IperapaToMm.
. I3mMeHeHue He HOMKHO MPUBOJUTH K 3HAUYMMOMY W3MEHEHUI0 HHPOpPMAIUU O
JIEKapCTBEHHOM Tpernapare.
. JlekapCTBEHHBIN TIpernapaT MOKHO MPOJI0JKaTh TOYHO JT03UPOBATH.
. MenuuuHCcKOoe W3JENHEe HE UCIONb3YeTCS B KAuyeCTBE PAaCTBOPUTENS
JIEKapCTBEHHOTO Tpernapara.
. Ecmm mpegycmoTrpeHna QyHKIIMS TOYHOTO JO3UPOBaHUS, MHPoOpMamus O Hew
JIOJDKHAa OBITh BKJIFOYEHA B PETHUCTPAIMOHHOE JOChE JIEKAPCTBEHHOTO
npemnapara.

JlokymMeHTanus

1

2

. IlonmpaBka K COOTBETCTBYyIOLIEMY pa3zzeny (pasfenaMm) perucTparioHHOTO
JI0CbE, BKIJIIOYAsl CXEMY KOMIUIEKTYIOIErO0 CpEeACcTBa WM MEJULUHCKOIO
U3JeNns, a TaKkKe COCTaB MX MaTepualioB, MHPOPMALKIO O MPOU3BOJUTEIE,
€clid MPUMEHUMO, a Tak)Ke COOTBETCTBYIOLIUN MEpecMOTp HH(OpMAIUU O
JIeKapCTBEHHOM Ipenapare.

. JIOKyMEeHT, NOATBEPKIAOIIMNA PETUCTPALMI0 MEIUIUHCKOIO HW3JeIus B
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Coro3e win B COOTBETCTBUHM C 3aKOHOAATEIHCTBOM TOCYAAapCTBa-uJieHa WU
paspelieHre K 00palieHuIo B TPEThbUX CTpaHax (€ciu MPUMEHHUMO)

3. IOKyMEHTBl W CBEACHHUS, TMOATBEPKIAIONIME TOYHOCTh JO3UPOBAHUS U
COBMECTHUMOCTb KOMILUIEKTYIOIIETO CPEACTBA WM MEAMIIMHCKOTO HU3JIEIHs C
JIEKApCTBEHHBIM MPETAPaATOM.

4. OG0CHOBaHHE HCKIIIOUYEHUS WM 3aMEHbl METUIIMHCKOTO W3JEIUs WIH HMHOU
OPOAYKINH (YCTPONCTBA, KOMIUIEKTYIOIIETO CPEICTBA).

[Ipumeuanue |[lns B.IV.1.B — ecniu u3MeHeHWE NPHUBOAMT K OOpa30BaHUIO
HOBOMW JIEKQpCTBEHHOW (OPMBI, TO TaKOe HU3MEHEHHE TpedyeT
MOJJa4YM 3asIBJICHUS O PACIIMPEHUH PETUCTPALUU.

b.V Buecenus M3MEHECHUU B PETUCTPALIMOHHOE JI0ChE
00yCIIOBJICHHBIE UHBIMU PETYISTOPHBIMU MPOIIEAYyPAMU
B.V.a) M®II (MOBA)
b.V.a.l. Bxitouenue HoBOTrO, | Heo6xonumeie | Jlokymentsl u | [Iponemypa
O0OHOBJIEHHOT'O WU YCIIOBUSA JTAHHBIE

UCIIPaBJIEHHOTO  MacTtep-daiina
IUIa3MBl B PETUCTPAIMOHHOC

J0Che JICKapCTBEHHOTO
npenapata (mpoueaypa MOII
2-T0 JTara)

a) MepBO€  BKIIIOYEHHE HOBOIO
macrtep-daiina IUIa3MBl,
BIIUSIOINIETO Ha CBOMCTBA
JIEKapCTBEHHOTO Mpenapara

0) mepBoe BKJIIOYEHHE HOBOTO
mactep-(aiina  miuasmel,  He
BIIUSIOINIETO Ha CBOMCTBA
JIeKapCTBEHHOIO Mpernapara

- 1,2,3,4 IB

B) BKJIFOUEHUE O0OHOBJICHHOTO
(uctpaBiieHHOT0) MacTep-daiina
IUIa3Mbl. U3MEHEHUSI BIHUSIIOT Ha - 1,2,3,4 IB
CBOMCTBa JIEKapCTBEHHOI'O
npenapara

T') BKJIFOUCHHE O0OHOBJICHHOTO
(uctpaBiieHHOT0) MacTep-daiina
IUIa3Mbl. U3MEHEHUSI HE BIIUSIOT 1 1,2,3,4 1Apy
HAa CBOICTBa JIEKQPCTBEHHOTO
npermnapara




205

VYcnoBug

1. Ha oGHoBneHHbIN nnu u3Mmenennsidi M®II Boimano 3akimouenue (ceprudukar,
cBuaetenbetBo) Coroza Ha MOII, B cooTBercTBUM ¢ mpuioxeHueM Ne 1 k
[IpaBuinam peructpanuu 1 3KCHEPTU3HL.

JlokymMeHTanus

1. IlonTBepkneHue, 4To 3aKiroveHue (ceprudukar, cBuaeTenbctBo) Coro3a Ha

M®II u 3kcHepTHBIN OTYET MOJHOCTHIO TPUMEHUMBI K 3aPETUCTPUPOBAHHOMY
JeKapcTBeHHOMY Tipenapary. Jlepxkarens MO®II mnpencraBun aepxkaTelro
PETHCTPAIMOHHOTO YAOCTOBEPEHUsI (eClIu JAepaTeslb PErucTpaluoOHHOrO
ynoctoBepenust u aepxarenb M®II He SBASIOTCS OJHUM U TEM XKE JIUIIOM)
sakmroueHue (ceprudukar, cBugeTenbcTBO) Coroza Ha MODII, skcmepTHBIN
otueT U nocke HAa MOII. 3akmouenue (ceprudukar, cBuaerenbctBo) Corosa
Ha M®II u sKCnepTHBIA OTYET 3aMEHSIOT MPEABIAYIIYI0 JOKYMEHTALMI HA
M®II ni1is maHHOTO JIEKAPCTBEHHOIO Mpenapara.

2. 3axmouenue (ceptudukar, cBugerenbctBo) Coroza Ha MOII u sxcnepTHBIN

OTYCT.

3. Jlexmapanusi ymnoJHOMOYEHHOTO JIMIA, XapaKTepU3YIOIlas BCE BBOANUMBIE C

nomoItnpio cepTudumupoBanHoro MOII u3MeHEeHHS M OIEHHMBAIOIIAs HX
MOTEHIIMAIbHOE BIIMSHUE Ha JICKAPCTBEHHbIC MpenapaThl, BKIIOYAs OLICHKU
MPOYKT-CIIEIIU(UIHBIX PUCKOB.

4. B ¢opme 3asdBiIeHHS O BHECEHUM HM3MEHEHUN HEOOXOJMMO YETKO OTPa3UTh

«IEUCTBYIOIIEE» U «IpejiaraeMoe»  3aKII0YeHHE (cepTuduxkar,
cBuetenbetBo) Coroza Ha MO®II (Homep Koia) B PErMCTPAIIMOHHOM JIOCKE.
Ecin npumenumo, B ¢dopme 3agBICHHS O BHECEHWU HW3MEHEHUM TaKxke
CIelyeT 4YeTKO mepeuucnuTh Bce mpoune MOII, Ha KOTOpBIE copep aTcs
CCBUIKM B PErHCTPAllMOHHOM JIOChE JICKAPCTBEHHOTO Mperapara, Jake eciu

5t MO®II He ABIAIOTCSA MPEAMETOM 3asIBICHUS.

b.V.a.2. Bxitouenue HOBoOTO, | HeoOxonumsie | Jlokymentst u | [Ipouenypa
O0OHOBIIEHHOTO WA YCIIOBUS JTaHHBIC
HCIPABICHHOTO  MacTtep-(daiina

BaKIIMHHOTO aHTHUTEHA B

PETHCTPAIMOHHOE J0Che

JICKaPCTBEHHOTO nperapara

(mpouenypa M®BA 2-ro 3Tana)

a) IepBO€  BKJIIOYEHHUE HOBOTO

mactep-daiina BAKI[UHHOT'O - - ]
AHTUTCHA

0) BKJIIOUEHHUE OOHOBJICHHOTO

(uctpaBiieHHOT0) MacTep-daiina

BaKIIMHHOT'O aHTHUICHA: - 1,2,3,4 IB
W3MCHEHHUS BIIUSIOT HA CBOWCTBA

JICKapCTBEHHOTO Mpernapara

B) BKJIFOUCHUE OOHOBJIEHHOT'O 1 1,2,3,4 1Apy
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(uctpaBiieHHOr0) Mactep-daiina
BaKIIMHHOTO aQHTHUTCHA!
U3MCHCHHsSI HE  BIUSIIOT  Ha
CBOWCTBa JICKapCTBEHHOTO
npermapara

VYcnoBus

1. Ha oOnoBiueHHblii win wusMeHeHHbIH M®PBA BrimaHo 3akirodeHue
(ceptudukar, cBugerensctBo) Coro3a Ha M®PBA B COOTBETCTBUH C
npunoxxeHrem Ne 1 k [IpaBunaM peructpanuiv U SKCIEPTU3BI

JlokymMeHTanus

1. lexnapamusi, 4to 3akitoueHue (ceptudukar, cBuuerenbcrBo) Coro3a Ha
M®BA u JKCIEPTHBIN OTYET IIOJTHOCTBIO IIPUMECHUMBI K
3apEeTUCTPUPOBAHHOMY JIEKapCTBEHHOMY Tipemapaty. Jlepxkarens M®BA
NPEICTaBUII JEPKATENI0 PETUCTPAIIMIOHHOIO YA0CTOBEPEHMS (€CIIN Iep KaTEIh
PETUCTPALIMOHHOTO YJIOCTOBEpEeHUs U Aepxkaresib MOBA He SBISIOTCS OTHUM
U TeM e JIMIIOM) 3akitoueHue (cepTudukar, cBuaetrenscTtBo) Coro3za Ha
M®BA, s>kcniepTHbiit oT4eT U 1ocke Ha M®PBA. 3akmtouenue (cepTudukar,
ceungerensctBo) Coroza Ha M®BA u  SKCHEpTHBIM OTYET 3aMEHSIOT
NpeapIAyIyr0 AoKyMeHTanuio Ha M®OBA g gaHHOrO JIEKapCTBEHHOIO
npenapara.

2. 3akmoyenne (cepTudukar, cBuaeTenscTBo) Coroza Ha MOBA 1 sKcriepTHEII
OTYET.

3. Jlexmapanusi yHoJHOMOYEHHOTO JIMIA, XapaKTepU3yIollas BCE BBOAUMBIE C
nomotipio ceprudunrpoBanHoro MOBA u3MeHeHHs U OLIGHHUBAIOMIAs WX
MOTEHIIMAIBHOE BIIMSHUE HA JIEKAPCTBEHHBIC MpernapaThbl, BKIIOYAs OLEHKH
MPOYKT-CIICIIM(UIHBIX PUCKOB.

4. B ¢dopme 3asBieHUS O BHECEHHWM HM3MEHEHUN HEOOXOJMMO YETKO OTPa3UTh
JIEUCTBYIOIIEE M TpeajiaraeMoe 3akitoueHue (cepTudUKaT, CBUJIETEIHCTBO)
Coro3a Ha M®BA (HOMEp KoJa) B PETrHCTpallMOHHOM Jocke. Ecim
NPUMEHUMO, B (opMe 3asiBICHHS O BHECCHHMHM H3MEHEHUU TakKkKe CIeayeT
YeTKO nepeyuciuTs Bce nmpoune MO®BA, Ha KOTOpbIE COJEPKATCS CCHUIKU B
PETUCTPALIMOHHOM J0ChE JIEKAPCTBEHHOr 0 Mpenapara, gaxe eciau 3tu MOBA
HE ABJISIFOTCS MPEIMETOM 3asIBJICHHUSL.

b.V.6) O6HOBiIEHNS B pe3yiabTaTe 3alpocoOB  YIIOJIHOMOYCHHBIX
OpraHoB (9KCIIEPTHBIX OpraHU3allkii), B TOM YHCJIE TI0 UTOraM PacCMOTPECHHMS
BOIIPOCOB DKCIEPTHBIM KOMHTETOM

b.V.6.1. O6noBnenne nocke mo| HeobOxomumsie | Jlokymentsi u | [Iponemypa

KayecTBY, HAaNpaBJIECHHOE  Ha yCIIOBUSA JTaHHbIE
pean3auio 3aKJIFOYEHHUS
3arpoca YIIOJTHOMOYEHHOI'O
opraHa (aKcrepTHOM

opraHuzanuu)  (peKkoMeHIaIuu
DKCIEPTHOTO KOMUTETA)
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a) U3MEHEHUE peasuzyer
3aKITIOYCHHE 170071 3arpoc
YIOJIHOMOYEHHOT'O oprasa
N 1 1,2 1Ay
(3KCTIepTHOM OpraHu3aIn)
(pexoMeHaauu DKCHepTHOTO
KOMHUTETA)

0) rapMoHM3alUsl  JIOCbE€ IO
KayecTBY HE SBIISAJIACH YAaCThIO

3aKJIIOUYEHHUS WIH 3arpoca
YIIOJTHOMOYEHHOTO opraHa

(3KCTIepTHOM OpraHu3aIin) - - ]
(pekoMeHaauu DKCHIepTHOTO

KOMHUTETA), u OOHOBJICHHE

HAIPaBJICHO Ha ero

rapMOHH3AIUIO

Yenosus

1. Pe3ynbrar He TpeOyeT nambHEHUIIIEH SKCIIEPTH3HI.

JlokymMeHTauus

1. [IpunoxkeHHOE K COMPOBOJIUTEIBHOMY TIHMCBMY 3asBJICHUS O BHECCHUU
W3MEHEHUN: CChUIKA Ha paccMaTpUBaeMOE 3aKIIOUCHHE WM Ha 3ampoc
YIIOJTHOMOYEHHOTO oOpraHa (dKCHEpPTHOMW OpraHu3anuu) (peKOMEHIAINI0
DKCIEPTHOTO KOMHUTETA).

2. B nocbke HEOOXOMUMO YETKO O0O03HAYNMTH W3MCHCHHS, BHECEHHBIC B XOJE
mpouenypsl  oOpamieHuss B YINOJHOMOYEHHBIH  OpraHn  (SKCHEPTHYIO
OpraHu3aIuIo).

B pazaene B Tabmuiip:
noapaszaensl B.l.1- B.1.8 u3n0xuTh B creayromen pe1akium:

«B.I. JIekapcTBeHHBIE NpEapaThl Aj1s MEAUIIUHCKOTO TPUMEHEHUS

B.1.1 N3menenue obmreti| Heooxonumsie | Jlokymentst u | [Iponenypa
XapaKTEPUCTUKH JIEKAPCTBEHHOTO yCIIOBUS JTAaHHBIE

npenapara, MaKeTOB YHNAaKOBOK

WIn UHCTPYKIIUU o

METUITUHCKOMY MIPUMEHEHUIO

(JIucTKa-BKIIAIbIIIA),
HaIlpaBJICHHbIE Ha peaJu3aluio

TpeOOBaHNUH, YKa3aHHBIX B
3aKIH0YCHUH WIIH 3arpoce
YIOJJHOMOYEHHOT O opraHa

(9KCTIEpTHOM OpraHU3aIiN)

a) peruCTpalMOHHOE JIOChE 1 1,2,3 1Apy

»;
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JIEKAPCTBEHHOTO npenapara
IIPOXOAUT DKCIIEPTU3Y B
YIIOJTHOMOYEHHOM oprase

(9KCTIEpTHOM OpraHU3aIli¢)

0) perucTparoHHOe JI0Che
JeKapCTBEHHOTO TIpermapara He
NOJaBAJIOCh Ha OKCIEPTH3Y B

YIIOJTHOMOYCHHBIT oprax
(3KCTIEpTHYIO OpTraHU3aIMio), HO
W3MCHCHUS peanu3yroT
TpeOoBaHUs, yKa3aHHBIC B 1 1,2,3 1A
3aKJIFOYCHUH WA 3arpoce
YIIOJTHOMOYEHHOT O oprana
(axCcniepTHOM OpraHu3aIlvn),

HOBBIC AOIIOJTHUTCIBHBIC JAaHHBIC
ACPIKATCIICM PCTUCTPAIUMOHHOIO
YAOCTOBEPCHUA HC MTPCACTABIICHBI

B) U3MEHEHUS peanu3yroT
TpeOoBaHuUs, yKa3aHHbIE B
3aKIIIOYCHUU WA 3arpoce
YIIOJTHOMOYEHHOT O oprana i ) I
(axCcniepTHOM OpraHu3aIlvn),
JepXKaTteab  PETUCTPANMOHHOTO
yIIOCTOBEPCHUS TIPEICTABHII

HOBBIC JOITIOJIHUTCIIBHBIC JaHHBIC

VcaoBug

1. Usmenenue peanusyeT ¢GOpMYyIHUPOBKY, 3aTpeOOBAHHYIO YIOJTHOMOYEHHBIM
opraHoM, ©u He TpeOyeT Tmoaa4u JOMONHHUTENbHBIX CBEJACHUA U (WIH)

JTAJIbHEUIIIEN SKCIIEPTHU3BI.

JoxymeHnTanus

1. 3agBiieHre O BHECEHMM HW3MEHEHMIi: CChLIKa Ha 3aKJIIOYEHHE WM 3ampoc
YIIOJTHOMOYEHHOTO OpraHa (dKCIEPTHOW OpraHU3aluu) C NPHOOIICHHON
oOmIeil XapakTEepUCTUKONW JIEKapCTBEHHOTO Mpemnapara, MakeTaMu YIaKOBOK

niIn JUCTKOM-BKIIQJbIIIICM.

2. Jlexnapanusi, 4YTO COOTBETCTBYIOIIME pa3fenbl IMpejiaraeMblx — o0Ien

XapaKTEPUCTUKH  JIEKAPCTBEHHOTO Ipernapara, MaKeTOB  YIaKOBOK

u

HHCTPYKIUU 110 MCIUINHCKOMY IMPUMCHCHHIO (HI/ICTKa-BKHa)II)IHIa)
NICHTUYHBI HpI/IO6H1€HHI>IM K 3aKJIIIOYCHUIO HUJIK 3allpOoCy YIIOJIHOMOYCHHOTIO

oprasa (3KCIEepTHOW OpraHu3alnn).
3. IlepecmoTpenHas uHGopMaIHs O JIEKapCTBEHHOM Ipernapare.

B.1.2. U3menenue obmeii | Heooxoaumelie | Jlokyments! u | [Ipouenypa

XapaKTEPUCTUKH JIEKAPCTBEHHOTO yCIIOBUSA JTAHHbIE
npenapara, MaKeTOB YIAKOBOK




209

WIH WHCTPYKIIUH o
MEIUITTHCKOMY IPUMEHEHHUIO
(JTMCTKa-BKIIAIBIIIIA)
BOCIPOU3BEJICHHOTO, WIH
TUOpUIHOTO, WU
OMOaHATIOTUYHOTO
JIEKapCTBEHHOTO npernapara
nocjae  OLEHKH  TOTO  XKe
M3MEHECHUS pedepeHTHOrO

JICKaApCTBCHHOTI'O ITpCIiapara

a) peamu3anus WU3MCHEHUS
(u3MeHeHHi), B  OTHOIICHUH
KOTOPOTO oT JepIKaTens
PETHCTPAITMOHHOTO

yIIOCTOBEpEeHUsT HEe Tpedyercs
NIPEICTABIISATh HOBBIE

JOITIOJIHUTCIIbHBIC JaHHBIC

1,2

0) peanuzanus W3MEHEHUS

(u3meHeHui), TpeOyIoLUX

IpEeCTaBICHUS aepxKarenaem

PErucTpauoOHHOIO

YIOCTOBEPEHHUS HOBBIX — — ]
JIOTIOJTHUTENBHBIX JAHHBIX,

000CHOBBIBAIOIIUX Takue

U3MEHEHUS (Hanpumep,

COMOCTaBUMOCTb )

JoxymeHnTanus

1. IlpunoxxeHHOE K CONPOBOAMTEIBHOMY IIMCBMY 3asBICHUS O BHECEHHUHU
M3MEHEHUN: 3aIIPOC YIIOJIHOMOYEHHOTO OpraHa (€Ciau IPUMEHUMO).
2. [lepecmoTpeHHast HUH(pOpMaIus 0 JIEKapCTBEHHOM Ipernapare.

B.1.3. U3menenne  (M3MEHEHHUS)
oOmen XapaKTePUCTUKU
JIEKapCTBEHHOIO npenapara,
MaKeTOB YIIaKOBOK WIH
UHCTPYKLUUUA TO MEAUIIMHCKOMY
IIPUMEHEHHIO (JtucTka-
BKJIAJIBIIIIA) JIEKapCTBEHHOTO
npernapata Uil MEIUIUHCKOTO
NPUMEHEHMsI, HANpaBJIEHHOE Ha
pean3auio pE3yJIbTaTOB
HNOCTPErUCTPALMOHHOTO

uccleoBaHusl 0€30MaCHOCTH WIIH
3aKJIIOYEHHUST U TpeJjlaraeMblxX
[IOCJIEIYIOLINAX JEUCTBUN

HeoOxonumeie
YCIIOBUS

JIoKyMeHTHI u
JTaHHbIE

[Ipouenypa
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NEPHOJUIECKOTO OOHOBIIIEMOTO
oTueTa 1mo 0e30macHOCTH

a) BHECEHHE (bOpMyIHpPOBKH,
COIJIaCOBAaHHOM 1 1,2 1ALy
YIIOJTHOMOYCHHBIM OPTraHOM

0) BHECEHHUE W3MEHEHUH,

TpeOyIomx Mpe/ICTaBlICHUs

JepKaTeIeM PEerucTPaluOHHOTO

YIOCTOBEPCHHS HOBBIX — — ]
JTOTIOTHUTENbHBIX JTAHHBIX,

000CHOBBIBAIOIINX TaKue

W3MCHCHUS

YcnoBus

1. I3meHeHnre HampaBiIeHO Ha BHeEceHHE (OPMYIUPOBKH, COTJIACOBAHHOMN
VIOJHOMOYEHHBIM OpTraHoOM, M He TpeOyeT IoJaud JIOMOTHUTEIbHBIX
CBEJICHUM U (WMJTN) HabHEUIIIEeH SKCTIEPTU3HI.

JoxymeHnTanus

1. Cchinka Ha cormacue (OLICHKY) YIIOJHOMOYEHHOTO opraHa B ¢dopme
NPWIOKEHUST K CONPOBOJAMTEILHOMY TIMCHBMY 3asBICHHS O BHECECHUU
W3MEHEHUM.

2. [lepecmoTperHast HHGOPMAITUS O JISKAPCTBEHHOM Ipernapare.

B.1.4. U3meHenus, Heo6xomumeie | Jlokymentsl u | [Ipouemypa
3aKJIIOYAIOIINECS B 3HAYMMOM YCIOBHUS JTAHHbIE
U3MEHEHUU oOrmeit

XapaKTEPUCTHKHU JIEKAPCTBEHHOTO
mpernapara, MakKeTOB YHNaKOBOK
17001 UHCTPYKIIHH o
MEIULUHCKOMY IPUMEHEHHUIO
(JlucTKa-BKIJIAJbIIIA) BCIEJCTBUE
HOBBIX JIaHHBIX TI0 KadecTBY,
JOKJIMHUYECKUM,  KIMHHUYECKUM

JaHHBIM WIH JAHHBIM
dbapmakoHazopa

- - ]
[Ipumeuanue DTO UW3MEHEHHE HE MPUMEHSETCS, €CJIM HOBBbIE JaHHBIC

MmoJaHbel B cooTBeTcTBUU ¢ wu3MeHeHnemM B.[.13. B Takux
ClIyyasix U3MEHEHHE O0IIeil XapaKTepUCTUKH JIEKAPCTBEHHOTO
npenapara, MaKETOB YMAaKOBOK U (WIM) HWHCTPYKUUU TIO
MEJIULITHCKOMY MIPUMEHEHUIO (TMCcTKa-BKIIAIBIIIA)
kiaaccupuuupyercs kogom nimenenust B.1.13.

B.1.5. U3smenenue ycnoBuii | Heooxomumeie | [lokymentsl u | [Ipouemypa
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OTITyCKa
npenapara

JICKAapCTBCHHOT'O YCJI0OBHA JaHHBIC

a) BOCIIPOU3BEICHHBIX WIH
TUOPUTHBIX WITH
OMOaHATOTMYHBIX
JICKapCTBEHHBIX TpEIapaToB —
IIOCJIE U3MEHEHHUSI YCIIOBUN
OTITyCKa peepeHTHOTO
JIEeKapCTBEHHOTO Mpemnapara

1,2 1B

0) WHBIC TPUYNHBI U3MEHCHHUSI
YCJIOBUM OTITyCKa

JoxymeHnTanus
1. [loaTBepxkACHNE
JIEKapCTBEHHOTO TIpemaparta (Hampumep,

U3MEHECHUS YCJIOBUU OTIyCKa pedepeHTHOro

CChblIJIKA Ha COOTBCTCTBYIOLICC

pellleHue YIMOJIHOMOYEHHOIO OpraHa rocCylapcTBa-wieHa), NPUIIOKEHHOE K
COIMPOBOJIUTEILHOMY TUCHMY 3asIBJICHUSI O BHECEHUU N3MEHEHUM.
2. IlepecmoTpenHas nHGOpMAIHS O JIEKAPCTBEHHOM TIperapare.

B.1.6. I3menenue
(mokazaHuil) K TPUMEHEHUIO U
(W) pexxuma J103UpOBaAHUS

HeoOxonumeie
YCIIOBHUS

IIOKa3aHus JIOKyMeHTHI

JaHHBIC

[Ipouenypa

a) BKJIFOYEHHE HOBOTO MTOKA3aHUS
K PUMEHEHUIO U (WUJIN) peKuMa
JIO3UPOBAHUS UK U3MEHEHNE
paHee 0J00pPEHHBIX

0) UCKJTFOUEHUE TTIOKa3aHUs K

MPUMEHEHHUIO U (W) peXruma — — IB

JI03UPOBAHHUS

[Ipumeuanue

Ecniu y  BocmpousBeneHHOro, WM  THOPUIHOTO,  WIH
OMOaHAJIOTMYHOIO JIEKapCTBEHHOrO MpernapaTa J100aBlIeHUE WU
W3MEHEHUE [I0Ka3aHWs K NPUMEHEHUI0 U (WiM) pexuma
JIO3UPOBAHUS MPOUCXOUT BCIEACTBUE pean3alluil TpeOOBaHUil,
YKa3aHHbIX B 3aKJIIOYEHUU WIM 3alpoce YIMOJIHOMOYEHHOIO
opraHa (dPKCIepTHON OpraHu3aIliy) Wik U3MEHEHUN nHpopManuu
O JIEKapCTBEHHOM IIpernapaTe IOCJE SKCIEPTU3bl AHAJOTUYHBIX
U3MEHEHUH y peepeHTHOro JeKapCTBEHHOro Ipernapara, Takue

u3MeHeHus  kiaccupumupyrorcs komamu Bl w  B.1.2
COOTBETCTBEHHO.
B.1.7. UckmroueHnue: Heo6xomumeie | Jlokymentsl u | [Ipouemypa
YCIOBHUS JTAaHHbBIE
a) JIeKapCTBEHHOU (hOPMBI — 1,2 IB
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0) 103UPOBKU — 1,2 IB

JlokymMeHTanus

1. Jlexnaparusi, 9TO OCTaBIIascs JiekapcTBeHHast popma u (wm) dpopma (hopmbl)
BBIIIyCKa JOCTAaTOYHA JJI BBIIOJIHEHMS PEKOMEHAALMM IO JO3UPOBAHUIO U
JUINTEIBHOCTH ~ JICYEHHUs,, ONHMCAHHBIX B  OOmed  XapaKTepUCTUKE
JIEKapCTBEHHOTO Mpenapara.

2. IlepecmoTtpennas uHGOpMAaIHs O JIEKAPCTBEHHOM IIperapare.

[Ipumeuanne Ecnin  paccmarpuBaemasi — JekapcTBeHHas  gopma WU
JO3UpOBKa ObLIa 3aperucTpupoBaHa B BHJIE OTAEIHHOTO
JEKapCTBEHHOIO  Mpemnapara, TO  HCKIIOUYEHHE  TaKou
JIEKapCTBEHHOM (POpPMBI WIIM JIO3UPOBKU OYIET CUUTATHCS HE
BHECEHHEM M3MEHEHUH, & OTMEHOM €€ PETUCTPaLUH.

B.1.8. Brenenune wim m3menenue | HeoOxomumeie | Jlokymentst u | [Iporeaypa
KpaTKOM XapaKTePUCTUKH YCIIOBUSA JTaHHBIC
CUCTEMBI dbapmakoHamzopa
JepKaTensl ~ PerucTpalioOHHOrO
YIOCTOBEPEHHUS JIEKaPCTBEHHOTO
nmpernapara Uil MEIUIUHCKOTO
NpUMEHEHHs <*>

a) BBEJICHHE KpaTKoi
XapaKTePUCTUKHU CUCTEMBI
dapmakoHaazopa nepKaTens
PErHCTPAIMOHHOTO
YIIOCTOBEPEHHUS JIEKaPCTBEHHOTO
npenapara, W3MEHECHUHN
YIIOJJHOMOYEHHOTO0  Jidlia 10 - 1,2 1Apy
dbapmakoHamzopy (BKITFOUAs
KOHTakTHYI0 HMH(GOpMaLUI0) U
(nnn) M3MEHEHUE
MECTOPaCIOJIOKEHUS Macrep-

daiina cucremsl papmakoHaa3opa
(MDCD)
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JloxymeHnTanus

1. Kpatkass ~ xapakTepucThka  cUCTeMbl  (apMakoHaa30pa  JAeprKarens
PErUCTPAlIMOHHOTO  YJOCTOBEPEHHUSl  JIEKAPCTBEHHOI'O  Ipenapara  MWIH
O0OHOBJICHHE 3HAYUMBIX 3JIEMEHTOB (COOTBETCTBEHHO):
MOATBEPXKJICHUE TOrO, YTO 3asABUTEIb HMMEET B CBOEM paCHOPSHKECHUU
YIOJTHOMOYEHHOE JIMII0, OTBETCTBEHHOE 32 (papMaKOHAI30p, U YTBEPXKIACHUE,
MOAMUCAHHOE 3asABUTEJIEM, UYTO YNOJHOMOYEHHOE /MO, OTBETCTBEHHOE 3a
dapmakoHaa3op obmagaeT HEOOXOAUMBIMH CIIOCOOAMH BBIMIOJIHEHUS 3a7a4 U
o0s3aHHOCTEN, TepeuucieHHblXx B llpaBuiax Hamuexamed NpPaKTHKA
dbapmakoHa30pa;
KOHTakTHass MHpopMalusg o0 YMOJIHOMOYEHHOM JHUIE MO (apMaKOHAI30pYy,
rocyJapcTBa-4JIeHa, B KOTOPOM PacIoJIaraeTcs U BBIIIOIHSAET CBOU 3aJ1ay 3TO
YIOJIHOMOYEHHOE JIULIO;
Mectopacnoiioxenne MOCO.

2. Homep MOC® (nipu Hanu4auu)

noapasznen B.1.9 npuzHaTe yTpaTUBIINM CUITY;

noapasznensl B.1.10 — B.1.13 u3noxuTs B cineayoomiel peaakiuu:

B.1.10. smenenne uactotel u| HeoOxomumelie | JlokymenTst u | [Iporeaypa
(nnn) JAThI noJavyu YCIOBHUS JTAHHbIE
NEPUOUIECKOTO OOHOBIIIEMOTO
otueta o 6ezonacHoctu (ITOOB)
JIEKapCTBEHHOTO Mpemnapara

1 1,2 1Ay

YenoBus

1. 3menenre 4acToThl U (MJIM) JAThl TOJAYU MEPUOAUYECKOTO OOHOBIISIEMOTO
oryeta 1O 0€30MacHOCTHM  COIJIACOBAHO  YIMOJIHOMOYEHHBIM  OPraHoM
rocyJapcTBa-ujieHa.

JoxymeHnTanus

1. Cchlmka Ha OTBET YIOJHOMOYEHHOrO opraHa, B ¢GopMe NPHIOKEHHS K
COINPOBOJUTEIILHOMY IMMUCHMY 3asIBJICHUS O BHECEHUU U3MEHECHUH.

2. [lepecmoTpennass 4yactora U (WiaW) Jara M[OJa4yd  MEPUOJUUYECKOTO
OOHOBJIIEMOTO OTYETA IO OE30ITaCHOCTH.

[Tpumeuanue |JlaHHOE W3MEHEHHWE TMPUMEHSCTCS, B CiIydae €CIM 4YacToTa
OOHOBJICHHS ~ TICPUOJAMYECKOrO0  OOHOBISIEMOTO  OTYETa IO
0€30MacHOCTH yKa3aHa B PETUCTPAIMOHHOM JIOChE CIIOCOO0aMH,
OTJIMYHBIMU OT YKa3aHUS CCBHUIKM Ha TIEPEeYeHb OTYETHBIX JaT B
COOTBETCTBUU ¢ akTtamu opraHoB Coroza B cdepe oOparieHus
JICKAPCTBEHHBIX CPEJICTB, W TMPU HEOOXOJUMOCTH TIOJAYH
MEPUOUIECKOTO OOHOBIIIEMOTO OTYETa MO0 O€30MaCHOCTH.
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B.1.11. Beenenue wiu uzmenenusi| Heooxonumsie | Jlokymentst u | [Iponenypa

00s3aTeNbCTB
perucTpaum,
yIpaBlICHUS PUCKAMHU

u YCJIOBUU YCIOBHUS JTAHHbIE
BKJIIOYasl  IUIAH

a) peanuzanus
COTIACOBAaHHOU
YIIOJTHOMOYEHHBIM OPTaHOM

bopMyITHPOBKH,
c 1 1,2 |Any

0) peanuzanus W3MEHEHUH,
TpeOyromux IPECTaBIICHUS
JiepXKaTeaeM PerucTpanvoHHOIO
YIOCTOBEPEHHUS HOBBIX — — ]
JIOTIOJTHUTEIBHBIX TAHHBIX,
HYXKJAOIUXCd B JKCIEPTHU3E

YIIOJIHOMOYEHHBIM OPraHoM <*>

VYcnoBug

1. 3meHenue peanusyeT IeUCTBUE, 3aTPeO0OBAHHOE YIIOJIHOMOYEHHBIM OPTaHOM,
U He TpeOyeT Mojayu JOMOJHUTEIBHBIX CBEICHUM W (WIM) AalbHEHIICH

OKCIICPTHUILI.

JlokymMeHTauus

1. HpI/IJ'IO)KeHHOG K COIIPOBOOUTCIIBHOMY IIMCbMY 3as4BJICHHA O BHCCCHHUU

U3MEHEHUU:

oprasa.

CChbIJIKaA Ha COOTBCTCTBYIOHICC PCIICHHUC YIIOJHOMOYCHHOI'O

2. [lepecmoTpenHast nH(GOpMAIUs O JIEKapCTBEHHOM Ipernapare.

[Ipumeuanue

OTO W3MEHEHHE OXBAaThIBACT TOJIBKO CHUTYAaIlUlO, B KOTOPOWU
BBOJIMMOE H3MEHEHHE 3aTparuBacT MCKIIOUYMTEIBHO YCIOBUS U
(nn) 00s3aTeNbCTBA PETHCTPALMM, BKIIIOYAS TUIAH YIPABICHUS
pUCKaMU M ycJoBUS W (WIM) 00S3aTeNbCTBAa perucTpauuil B
UCKJTIOUUTENBHBIX CIIy4asix U YCIOBHON PErHCTPaLHH.

<*>

BBenenue 1uiaHa  ympaBieHHS — pUCKaMu, 3aTpeOoBaHHOE
YIIOJTHOMOYEHHBIM OPTaHOM, BCETJa TPeOyeT AKCIEPTHU3HI.

B.1.12. Bxitouenue wi | Heooxogumeie | JlokymenTst u | [Iponienypa

UCKIIIOYCHUE CHMBOJIA YEPHOIO yCIIOBUSA JTAHHBIE
TPEYTrOJIbHUKA
MOSICHUTEIIBHBIX ~ YKa3aHWM B

OTHOLIEHUH
NpenapaTos,

JIOTIOJTHUTEIIBHOMY MOHHUTOPHUHTY
B COOTBETCTBUU c
pEKOMEHIaIuen DKCIEPTHOTO

KOMUTETA

nIn

JIEKapCTBEHHBIX
HOJIEXKAIUX
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VYcnoBug
1. JlekapcTBEeHHBIN MpenapaT MOMJICKUT JOMOJHUTEILHOMY MOHUTOPUHTY B

COOTBCTCTBHHU C peKOMCHﬂaHHeﬁ 9KCHepTHOFO KOMMUTCTA.

JlokymMeHTanus
1. Ccpinmka Ha PEKOMEHANMIO0 JKCIEPTHOTO KOMUTETAa B (JOpME MPHIIOKEHUS K

CONPOBOJIUTEILHOMY ITUCHEMY.

2. IlepecmoTtpennas uHGOpMAaIHs O JIEKAPCTBEHHOM IIperapare.

[Ipumeuanue |/laHHOE HW3MEHEHHWE OTHOCUTCS K CHTYyallud, NOPU KOTOPOU

BKJIIOUEHHE WJIM UCKJIIOYEHHE CHMBOJA YEPHOrO TPEyrojbHUKa
WIK TOSCHUTENBHBIX YyKa3aHUW HE MPOU3BOJAUTCA B paMKax
JIPYroil mpoueaypbl, CBA3aHHON C peructpanuei (Hampumep,
MpOLIeAYpPhl TMOATBEPKACHUSI pPErucTpauuu (MepeperucTpaiym)
WIM TPOIENypbl BHECEHUS HW3MEHEHMI, 3aTparuBarolInX
MH(OPMALIMIO O JIEKapCTBEHHOM Ipernapare).

JTOTOJIHUTE TioApaszaenom B.1.13. cienyroriero coaepxanus:

B.1.13. YTounenue ycnoBuit | Heobxonumeie | lokyments! u | [Iponeaypa
XpaHCHHUS TIPH  TPUMCHCHHH YCIIOBUS TTaHHBIC
JICKapCTBEHHOTO  Tperapara B

pasnene 4.2 oOmeit

XapaKTEPUCTUKHU JIEKAPCTBEHHOTO
mpenapata WA pasmgene 3
WHCTPYKIIMHA TI0 MEIUIIHHCKOMY
IPUMEHEHHIO (JucTke-
BKJIQJIbIINIE) Ul OOECIeUeHUs
NpaBWIBHOTO  oOpamieHus ¢
JeKapCTBEHHBIM IpEnapaTom

— 1,2,3 IB

JoxymeHnTanus

1. [TompaBka K COOTBETCTBYIOIIEMY pazjaeny (pasjaenam) perucTparioHHOTO

N

nocse. llompaBka [oKHA coaepkaTh Pe3yJbTaTbl  COOTBETCTBYIOIIMUX
HCCIEOBAaHUN CTAOWJIBHOCTH B pPEalbHOM BpPEMEHH (OXBATHIBAIOIINX BECh
CPOK TOJHOCTH, €CIId MPUMEHHUMO), TIPOBEJACHHBIX B COOTBETCTBUU C AKTaMU
opranoB Coro3a B cepe oOpalieHHs JTEKapCTBEHHBIX CPEACTB IO KpanHEH
Mepe Ha OJIHOM ONBITHO-IIPOMBIIIJIEHHON CEPUM JIEKAPCTBEHHOI'O Iperapara,
YIaKOBAaHHOTO C MOMOIIBIO 3aPETUCTPUPOBAHHOTO YITAKOBOYHOTO MaTepuaia u
(WIM) COOTBETCTBEHHO IIOCJIE TEPBOTO BCKPHITUA WM pa3BeAeHus. B
COOTBETCTBYIOIIUX  CIIy4asiX  HEOOXOJAMMO  MPEACTaBUTh  PE3YJIbTATHI
MHUKPOOHOJIOTHIECKUX UCTIBITAHUH.

. IlepecmoTpennas nHpopMaIys o0 JIEKapCTBEHHOM Tpenapare.
. Konmnu yTBepkneHHBIX crnenupuKanuii Ha KOHEIl CPOKa TOAHOCTH W, €CIU

NPUMEHUMO, crielu(pHUKAUKU 1MOocie pa3BeeHusl (BOCCTAHOBIICHUS) WIN TIOCTIE
NEPBOrO0 BCKPBHITHS (B BUAE CCHUIKM Ha COOTBETCTBYIOIIMA JOKYMEHT B

»;
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MOCTIeIOBAaTEIbHOCTH  JIOCh€ WM TPWIOKEHUS K COMPOBOJUTEIHLHOMY
HUCHMY).

pazzaen [ TaGnuIel M3JI0KUTh B CICAYIONICH peIaKIIiM:

«". MOIT (MDBA)

I'.1. Usmenenune HazBanuss u| HeoOxonumsie | Jlokymentsi u | [Ipouenypa
(nnn) azpeca JepKaTes yCJIOBUS JTAaHHBIE
ceptudpukata MOBA

1 1 1Ay
YcnoBus

1. lepxarens ceprudurkara MOBA nomkeH ocTaBaThCS TEM Ke OPUINYECKUM
JIULIOM.

JlokymMeHTauus

1. OpunmanbHBI TOKYMEHT OT COOTBETCTBYIOIIETO YIMOJHOMOYEHHOTO OpraHa
(HampuMep, HAJIOTOBOTO OpraHa), B KOTOPOM yKa3aHO HOBOE Ha3BaHUE WITU
azapec.

I'.2. Usmenenne  Ha3Banus W | HeobOxomumele | Jlokymentsl u | [Ipomemypa
(nnn) agpeca JepoKaTels YCJIOBUS JTAaHHBIE
ceptudukata MOII

1 1 l1Agy
YenoBus

1. lepxxarens ceptudukara M®PII noimkeH ocTaBaThCs TEM ke IOPUIMUYECKUM
JIULIOM.

JoxymeHnTanus

1. OdunmanbHBI TOKYMEHT OT COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO OpraHa
(HampuMep, HAJIOrOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE HAa3BAHUE WU
azapec.

I'.3. Usmenenune wiu TpaHchep | Heobxonumsie | Jlokymentsi u | [Ipouenypa
ceptudpukata MOII ot Texymiero YCIIOBUSA JTaHHbIE
Jiep>KaTelisi HOBOMY JIEpXKATEIO
(IpyroMy HOpUINYECKOMY JIUILY)

- 1,2,3, 1Ay
4,5,6

»;
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JloxymeHnTanus

1. loxymenT, BKiIOYas WACHTUGUKAIMIO (Ha3BaHUE U aJApec) TEKYIIEero
nepxarens MOII (mpaBooTuyxaarens) W HACHTHPUKANHWIO (Ha3BaHHUE W
aZpec) Juia, TpUHHUMArONIero TpaHcdep (mpaBompuoOperarens), a TakkKe
MpeasiaraeMylo J1aTy CACJIKH, MOJMUCAHHON 00eMMU KOMIIaHUSMH.

2. Konusi mocnennedt crpaHuilbl 3akiatodeHus (cepruduxaTa, CBUACTEIHCTBA)
Coro3a Ha MOII.

3. [lonTBepxkaeHUE pEruCTpallid HOBOTO JeprkaTens (BBITMCKA W3 peecTpa
IOpUJIMYECKUX JIUI[ U TIEPEBOJ] €€ Ha PYCCKUHU $3BIK), MOJMNUCAHHOE O0CUMU
KOMITAaHHUSIMU.

4. TlonTtBepknenue TpaHchepa Bcedl aokymeHtanuu MO®II ¢ mepsoid
ceprudpukanun  MOII  mpaBompuoOpeTaTento, MOANUCAHHOE O00EUMU
KOMITAaHHSIMU.

5. JloBepeHHOCTh, BKJIIOYAs KOHTAKTHBIE CBEICHUS JIMIA, OTBETCTBEHHOTO 3a
CBSI3M MEXK]ly YIIOJITHOMOYEHHBIM opraHoM u aeps;xkarenem M®II, noanucannas
npaBoINpuoOpeTaTeneM.

6. [TuceM0-0053aTE€ILCTBO  BBIMOJTHEHHUSI BCEX OTKPBITBIX M OCTaBIIUXCS
00s13aTeNnbCTB (IPU HATTUYKH ), TIOJIITMCAHHOE MTPABONIPUOOpETATEIEM.

I'.4. Usmenenne  Ha3Banuss W | HeoOxomumele | Jlokymentsl u | [Ipomemypa
(unm) azapeca y4UpeXACHHUU 110 YCIIOBUSA JTaHHbIE
3a00py  (mpoBepke)  KpoOBH,
BKJIFOYAsl LEHTPBI AJIs 3arOTOBKHU
KpOBH (TI71a3MBI)

1,2 1,2,3 1A

Ycenosus

1. Vupexknenne no 3abopy (IpoBEpKE) KPOBU JIOJKHO OCTaBAThCS TEM Ke
IOPUANYECKUM JIULIOM.

2. I3mMeHeHHe JIOMKHO OBITh  AJMHHHUCTPATUBHBIM (HalpuMep, CIHUSHUE,
MOTJIONICHHE ); U3MEHEHUE HAa3BaHUS YUPEKICHHS 110 3a00py (MpoBEepKe) KPOBU
(ueHTpa Ui 3aroTOBKM KpOBH  (IJIa3Mbl)), TpPU COXPAHEHUU  €ro
OpraHu3alMOHHO-TIPABOBON (hOPMBI COOCTBEHHOCTH M MECTA HAXOXKIACHUS.

JoxymeHnTanus

1. [ToanucanHas Aekiapamus TOro, 4YTO M3MEHEHHE HE BKIIIOYAET M3MEHEHUE
CHCTEMBI KauecTBa YUpEeKJACHHS 10 3a00py (MpOBEpKe) KPOBH.

2. [lognucanHast faexnaparisi TOTO, YTO HM3MEHEHHsS TIEPEYHs] IIEHTPOB A
3aroTOBKHM KPOBH (I71a3Mbl) HE TPOUCXOIUT.

3. OOHOBIIEHHBIE COOTBETCTBYIOIINE PA3JIENIbl U TONOJTHEHUs K Joche MDIT.

['.5.3amena wmm  pobGasnenue | Heobxonumere | Jlokymentst u | [Iponenypa
LEHTpa JUIsl 3arOTOBKH KPOBH YCIIOBUS JTaHHbIE
(mma3Mbl) B paMKax Y4YpesKIeHUS
no 3abopy (IpoBepKe) KpOBH,
BKJIIOYeHHOTO B MDII
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- 1,2,3 IB
JlokymMeHTanus
1. DnupemMuonoruuyecKkre JaHHbIE O BUPYCHBIX MapKepax, 3aTparuBarouue HeHTp
VIS 3arOTOBKH KpOBHU (Tuta3mer), OXBAaTBIBAIOIINE 3 rojaa.

B oTHOIIEHWH BHOBH OTKPBITOTO IICHTpa (IIEHTPOB) JIS 3arOoTOBKHA KpPOBHU
(ma3mpl) WX B CIIy4ae OTCYTCTBUS JaHHBIX, TOJTBEPXKIECHUE TOTO, YTO
ATUIEMHUOJIOTUIECKUE TaHHBIE OYAyT MPEICTABICHBI B OYEPETHOM €KETOTHOM
OOHOBJICHUH.

2. YKa3zaHue, 4yTO LEHTP JJIsA 3arOTOBKH KPOBH (ILIa3Mbl) (PYHKIIMOHHUPYET B TEX
K€ YCJOBHSIX, YTO M JPYyrue ICHTPHI, NMPUHAIICKAININE YIPEKICHHUIO T10
3a00py (IIPOBEpKE) KPOBH, COTJIACHO TOJOKEHHUSM CTaHJapTHOTO JOTOBOpa
MEXIY YUPEKICHUEM 110 3a00py (TIpoBepke) KpoBH H Jepkareaem MOII.

3. OOHOBIIEHHBIE COOTBETCTBYIOIINE PA3/ICIIbl U TONOJTHEHUS K Joche MDIT.

I'.6. Uckmrouenue win | Heooxomumelie | Jlokyments! u | [Ipouenypa
U3MEHEHHE cTaryca YCIIOBUSA JTaHHbIE
(pyHKIHOHUPYIOIIHHA WIH

He()YHKIIMOHUPYIOLITUH)

YUpEeXKICHUN o 3a0opy

(mpoBepke) KpoBHU, (IIEHTPOB IS
3arOTOBKH  KPOBH  (TJIa3Mbl)),
UCIIOJIB3YEMBIX JIsi cOopa KpOBHU
(1a3Mbl) WM IS UCTIBITAHUS
KpOBO- W IIJa3MoOJad4 U IyJIOB
TTa3MBI

1,2 1 IA

YenoBus

1. IlpyuuHBl WCKIIOYCHHWS WJIM W3MEHEHUs CTaTyca HE JIOJDKHBI OBITh
oOyciioBJIeHbl TpoOieMaMH, CBSI3aHHBIMH C COOJIOJieHuEM TpeOoBaHUI
[IpaBun npoU3BOACTBEHHON MTPAKTHUKHU.

2. Yupexaenust 1o 3abopy (mpoBepke) KpoBU (LIEHTPHI JJIsi 3aTOTOBKH KPOBHU
(1a3mMel)) MODKHBI COOTBETCTBOBAaThH akTam opraHoB Coroza B cdepe
npoBefieHus  (papMaleBTUYECKUX  MHCHEKIMH M 3aKOHOJATEIbCTBY
rocyJapcTBa-4JeHa B YacTH, HE YperyJupoBaHHOM akramu opraHoB Coro3a,
pH U3MEHEHHUH cTaTyca ¢ HepYHKIIMOHUPYIOMIHUX Ha (PYHKIIMOHUPYIOIIIHE.

JlokyMeHTauus
1. OGHOBJIEHHBIE COOTBETCTBYIOIINE Pa3/ieibl U JOMOJHEHHS K Jocke MOII.

['.8.3amena wimu Brimouenue| Heobxoaumsie | Joxyments! u | [Ipouenypa
HOBOT'O LEHTpa JJIs 3aroTOBKU YCIOBUS JTaHHbIE
KpoBU  (IIa3mbl) B LEJAX
UCTIBITAaHHUST JIOHAIIUKA KPOBH H
T1a3Mbl U (WJIM) MYJIOB TUIa3Mbl B
paMKax ydpexIeHHus mo 3abopy
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(mpoBepKe) KPOBH, BKIIOUEHHOTO
B MODII

- 1,2 1B

JloxymeHnTanus

1. Yka3aHue, 4TO HCHBITAHUSI TPOBOJATCS COIJIACHO TEM XK€ YTBEPKICHHBIM
CTaHJAaPTHBIMH ONEPALIMOHHBIMU MPOIIEAYPAMH U (UJIM) METO/IaM HUCIIBITAaHHM.

2. OOGHOBIIEHHBIE COOTBETCTBYIOIINE Pa3/IeIibl U A0MONHEHUs K Jocke MDII.

['.10. 3amena wnmu BrmodyeHue | Heooxonumsie | Jlokymentst u | [Ipouenypa
HOBOTO Y4YpEXKJICHUS IO 3a00py yCIIOBUSA TaHHbIE
(mpoBepKe) KPOBU WIIM IIEHTpa B
KOTOPOM XpaHUTCS I1a3mMa

- 1,2 1B

JlokymMeHTauus

1. Ykazanue, 4TO IEHTP XpaHEHUs IJIa3Mbl (QYHKIIMOHHPYET B COOTBETCTBUU C
TEMH K€ CTaHJAPTHBIMHM OTNEPAIlMOHHBIMHU MPOLETYPaMU, YTBEPKICHHBIMHU B
YUpeKISHUHU 110 3a00py (ITpoBEPKE) KPOBH.

2. OOHOBIIEHHBIC COOTBETCTBYIOIIHE PA3ICIIbl M TOTIOTHEHUS K Jochbe MDIT.

I'.11. Uckmouenne yupexaenus | Heooxonumeie | Jlokymentsl u |[Ipornenypa
1o 3a0opy (IpoBepKe) KpOBU WU yCIIOBUSA JTaHHbIE
LEHTpa B KOTOPOM XPAHUTCS
mia3zma

1 1 1A
Ycnosue

1. IlpyunHa WCKIIOYEHUS HE JOJDKHA ObITh OOYyCIIOBJIEHa MpobieMaMmu,
CBSI3aHHBIMU C coOmtofieHueM TpeboBaHuit [lpaBun Mpou3BOACTBEHHOM
MPaKTUKH.

JoxymeHnTanus
1. O6HOBNIEHHBIE COOTBETCTBYIOIINE PA3ACIbl M JOMOTHEHUS K Joche MOII.
['.12. 3amena wnmm BrmodeHue | Heooxonumeie | Jlokymentsi u | [Ipouenypa
YUPEKACHUS, [IPUHUMABILIETO YCIIOBHUS JIaHHbIC
y4acTh€ B  TPaHCIIOPTUPOBKE
TJ1a3MbI

— 1 IB
JloxymeHnTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIINUE pa3/Aeiibl U JOMONHEHUs K jgocke MOII,
BKJIIOYasi BCE yUPEKJeHUs 1Mo 3a00py (MpoBepke) KPOBHU, UCTOIB3YIOIINAE JTO
yUYpexJIeHue, MPUHUMAIOIIEEe y4aCTUE B TPAHCHOPTUPOBKE ILIA3Mbl, pPE3lOME
JIEHCTBYIOIIEH CHCTEMBI, 00ECIIEUNBAIOIICH TPAHCTIOPTUPOBKY B HAJICKAIIUX
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YCIIOBUSIX (Bpems, TeMIleparypa u COOTBETCTBHUE [IpaBuiiam
NPOU3BOJICTBEHHON MPAaKTUKH) W MOATBEPKACHHE TOr0, YTO YCJIOBHUA
TPAHCIIOPTUPOBKYU BaJIUIUPOBAHBI.

I'.13. Uckmouenne yupexaeHus,| Heooxomumeie | Jlokymentsl u |[Ipomnenypa
MIPUHUMABIIIETO ydacTue B YCIIOBUS JTAHHBIE
TPAHCHOPTUPOBKE IIA3MBI

1 1 1A

Ycnosue
1. IlpyunHa wuCKIIOYEHUS HE JOJDKHA OBbITh OO0ycloBiIE€HAa IpoliemMami,
CBSA3aHHBIMHU ¢ coOitofeHneM [IpaBui mpon3BoICTBEHHON NPAKTHKHY.

JloxymeHnTanus
1. O6HOBNIEHHBIE COOTBETCTBYIOIINE PA3ACIbl U JOMOIHEHHS K Jocbe MOIIL.

I'.14. Bxmrouenue Ttect-cuctemsl,| Heooxomumeie | JlokymenTsl u | [Iponemypa
3apeructpupoBanHoii B Coro3e B YCIOBHUS JTAHHbIE
Ka4yeCTBE MEIMIIUHCKOTO
U3JIeNnsd, B LENAX MCHBbITaHUS
OTHAEJbHBIX JIOHAllUd KpOBU U
IJ1a3Mbl B KQYECTBE HOBOW TECT-
CHUCTEMBI

1 1,2 IA

VcaoBug
1. HoBas Tect-cuctema 3apeructpupoBaHa B Coro3e B Ka4eCTBE MEIUIIMHCKOTO
U3IETUS.

JlokyMeHTauus

1. [lepeyeHp HUCHIBITATENBHBIX IUIOMIAJIOK, B KOTOPBIX MCIOJB3YETCS TECT-
cucrema.

2. OOHOBIIEHHBIE COOTBETCTBYIOIIME pa3/ielbl M JOMONHEHUs K aocke MOII,
BKJIOUasi OOHOBJICHHBIE CBEJCHUS 00 HMCIBITAHUSX B COOTBETCTBUU C aKTaMHU
opranoB Coro3a B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB.

I'.15. Bxmrouenue tect-cuctemsl,| HeoOxonumsie | Jlokymentsi u | [Iponenypa
HE 3apeructpupoBaHHoi B Coroze YCIIOBUS JTAHHbIE
B Ka4yeCTBE MEJIUIIUHCKOTO
U3JeNusd, B LENAX MCHbITaHUS
OTACIBHBIX JIOHAIMA KPOBU U
MJa3Mbl B KQUECTBE HOBOW TECT-
CHCTEMBI

a) HOBasi TECT-CHCTEMa paHee He
obuta omoopera B MOII v st - - 1
OJIHOTO IIEHTpa I 3aroTOBKH
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KpoBU  (I1a3mbl) B LEJAX
UCTIBITAHUSL JIOHAlIMM KpPOBU U
T1a3MBI

0) HOBass  TecT-cUcTeMa  Oblia
onobpeHa B M®PII mna npyrux
IEHTPOB JUIsI 3arOTOBKU KPOBU - 1,2 1A
(ma3mpl) B TEISAX WCHBITAHUS
JIOHALIUIA KPOBU U TJIa3Mbl

JlokymMeHTanus

1. [TepedyeHb UCTIBITATENBHBIX IIEHTPOB, B KOTOPHIX MCIOJIB3YETCSl TECT-CUCTEMA,
U TIEpEeUYCHB UCTIBITATEIHHBIX IICHTPOB, B KOTOPBIX OHA OYJIET UCIIOJIE30BAThCS.

2. OOHOBIIEHHBIC COOTBETCTBYIOIIME pa3/eibl M JIOMOJHEHUs K gocke MOII,
BKJIFOUAsT OOHOBJICHHBIE CBEIEHHUS 00 HMCIIBITAHUSIX B COOTBETCTBHHU C aKTaMU
opranoB Coro3a B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB.

['.17. Beenenue unu pacumpenue | Heooxoaumsie | TpebGyemas Bun
POLETYPHI KapaHTUHHOTO YCIIOBUSA JOKYMEHTalus | IpoLeaypbl
XpaHEeHUSI

1 1 1A
Ycnosue

1. Ilponienypa KapaHTHHHOTO XpaHEHHs SBJSETCS Oojee cTporoi (Hampumep,
BBINYCK JIMIIB TIOCJIE TTOBTOPHON TPOBEPKH IOHOPOB).

JlokymMeHTauus

1. OGHOBJIEHHBIE COOTBETCTBYIOIIUE pa3eiibl U JOMONHEHUs K jgocke MOII,
BKJIOYAss OCHOBAHMSI BBEACHHS MU PACHIMPCHUS TMPOLEIYyphl KapaHTUHHOTO
XpaHEeHMS, TIOMIAIKH, B KOTOPBIX OCYIIECTBIISICTCS KapaHTHHHOE XpaHCHHE, U
WU3MEHCHHUS MPOIIECIYPHI, IEPEBO PEIICHU, BKITFOYasi HOBBIC YCIOBHSI.

['.19. 3amena wunmu nobasnenue| HeoOoxomumbie | [Joxymentsl u | [Ipouenypa
KOHTEIHEPOB TUTSI KpOBU yCIIOBUSA JTaHHbIE
(Hampumep, MEUIKOB, (JIaKOHOB)

a) HOBBIC KOHTEHHEPHI ISl KPOBU
3apeructpupoBanbl B Coroze B 1,2 1 1A
Ka4eCTBE MEIUIIMHCKUX U3/ICITUIA

0) HOBbIE KOHTEMHEPHI ISl KPOBU
HE 3aperucTpupoBanbl B Coro3e B - - ]
KayecTBE MEAUIIMHCKUX U3ACIUN

VYenosus
1. Konreiinep 3apeructpupoBat B Coro3e B KaueCTBE MEIULIMHCKOIO U3/IETHS.
2. Kpurepun kauecTBa KpOBH, 3aKIIOUEHHON B KOHTEHHEP, HE H3MEHSIOTCSL.
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JloxymeHnTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIIUE pa3feiibl U JOMONHEHUs K jgocke MOII,
BKJIIOYass HAaWMEHOBAaHHWE KOHTEHHEpa, MPOU3BOAMUTENS, CHEIU(DUKAINIO
pacTBOpa aHTUKOAryJsiHTa, MOATBepxkaAeHHe peructpauuun B Coroze wiu
roCy/IapCTBE-WIEHE U Ha3BaHME YUPEXKJIECHHUS 10 3a00py (IIPOBEPKE) KPOBH, B
KOTOPOM HCIIOJIB3YETCS] KOHTEHHED.

['.20. U3menenue xpanenusi| Heo6xonumsie | Jlokymentst u | [Iponenypa
(TpaHCTIOPTUPOBKH) YCIIOBUS JTAHHBIE

a) yCIIOBUM XpaHEeHHWs] W (WJIH) 1 1 IA
TPaHCIIOPTUPOBKHU

0) MaKCUMaJbHOTO Cpoka

) P 1,2 1 IA

XpPaHCHUA I1J1a3MbI

Yenosus

1. I3MeHeHne JOIKHO YXKECTOYaTh YCIOBHUS U COOTBETCTBOBATH TPEOOBAHUSIM
®apmakorien Coro3a, a IpU OTCYTCTBUU B HEl — TpeOOBaHUSIM (apmakonein
rOCy/lapCTB-4JIEHOB, IPENBABIAEMBIM K IIIa3M€ KpPOBHM YEIOBEKA JUISA
(bpaKIMOHUPOBAHUS.

2. MakcuManbHBIM CPOK XpaHEHUST KOPOUE MPEIBITYIIETO.

JoxymeHnTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIIUE pa3Aeiibl U JOMONHEHUs K jgocke MOII,
BKJII0Yasl MOApOOHOE OMHMCAaHUE HOBBIX YCIOBHM, MOJATBEPKIACHUE BaIHIallUH
YCIIOBUN XpaHEHUs (TPAHCHOPTUPOBKH) M HA3BAHHUE YUPEXJEHUs MO 3a00py
(mpoBepke) KpOBU, B KOTOPBIX IPOUCXOUT U3MEHEHHE (€CIIU TPUMEHUMO). ».

17. B aGzame ceagpmoMm pazaena 1 u pasmene 5 mpuimoxenun Ne 25
K yKa3zaHHbIM [IpaBuiiam CIIOBO «CTaIlmoHape» 3aMEHUTH CIIOBAMHU «JIe4eOHO-
pOoGUITAKTUYECKOM YUPEKICHUN.

18. B npunoxenun Ne 26 k ykazaHHbiM lIpaBunam  cnoBo
«CTAlMOHApa»  3aMEHUTH CIOBaMHU  «JI€4eOHO-TIPO(PHIAKTUIECKOTO

YUPEKICHUSY.




