[TPJIOXEHUE

K Pemmennro CoBera

EBpa3zuiickoil 5KOHOMHUYECKOU KOMUCCUU
oT 20 1. Ne

N3IMEHEHWUWA,
BHOcuMbIe B [IpaBuiia perucTpanum u 3KCNepTU3bI
JIEKAPCTBEHHBIX CPEACTB JJI51 MEAUINHCKOTr0 IPUMEeHEeHU S

1. ITo TekcTy ykazaHHbIX [IpaBui:

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

cioBa «chepa auzaiiHa» B COOTBETCTBYIONIEM IaJeKe 3aMEHHUTH
CIIOBaMU «IPOEKTHOE T0JI€» B COOTBETCTBYIOIIEM MA/IEKE;

cioBa «cdepa au3zaitHa (IPOEKTHOE MOJIE)» B COOTBETCTBYIOIIEM TAJICKE
3aMEHHUTH CJIOBAMH «IIPOEKTHOE T0JI€» B COOTBETCTBYIOIIEM TAJICKE;

CJIOBa «MPOEKTHOE moJie (cdhepa qu3aitHa)» B COOTBETCTBYIOINIEM MAIEKe
3aMEHUTH CIIOBAMH «IIPOEKTHOE TI0JIE» B COOTBETCTBYIOIIEM MACKeE.

2. B ab3ane TperbeM nyHKTa 5.1 CJIOBO «CTallMOHApe» 3aMEHHUTh
CJIOBAMH «JI€4EOHO-MTPOPUIAKTUUECKOM YUPEKICHUM

3.B nynkre 19 mocne a63ama aBaANaTOTO JOMOJHHTH ab3amem
CIIEYIOIIETO COACPKAHUS:

«KOH(UIEHIINATbHBIE JaHHBIC» — TIEPCOHANILHBIC JaHHBIC W JIaHHBIC,
KOTOpBIE HE HAxXOJIATCS B IyOJMYHOM JOCTYIIE M pasTjalleHue KOTOPBIX
MOJKET TTOBJICYh HETaTHBHBIC TIOCIICICTBHS JISI SKOHOMHYECKOTO MHTEpeca 1
KOHKYPEHTHOCIIOCOOHOW  TO3WIMK  Biajaenblla Takux JaHHbix. K

KOH(i)I/II[eHI_II/IaJ'H)HBIM JaHHBIM B TOM YHCJIC OTHOCATCA ACTAJIBHOEC OIIMCAaHHC
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mpoIecca Npou3BOJICTBA, JaHHbIE ClieHU(UKAIIUHA, CTPATETUS 3asIBUTENS WIH
JepKaTeasi ~ PEerUCTPAlMOHHOTO  YJAOCTOBEPEHUs] MO  JajJbHEUIINM
PErUCTPAllMOHHBIM ~ AEHUCTBUSIM B OTHOILICHHMM  PAacCMaTPUBAEMOTO
JIEKapCTBEHHOr'0 TMpernaparta, HWHGOpMaIus OTHOCUTEIbHO 3aMEuYaHuid,
MOJIYYCHHBIX B XOJE€ M MO pe3ysibTaTaM (apMalleBTUYECKUX HHCIEKIUN
MPOU3BOJICTBEHHBIX IUIONMIAJIOK M MHBIM (hapMalieBTUYECKUM HHCIIEKIIUSIM,
HAaUMEHOBAHME W MECTO HaXOXJEHUS TMPOU3BOJCTBEHHBIX IUIOIIAJIOK,
OCYILECTBIISIOIINX KOHTPOJIb KAYECTBA;».

4. Tlyukt 47 mocne ab3ama BTOPOro JOMOJHUTH ab3aleM CIeIyIOIIEro
COJICPKAHUS:

«MUCbMEHHOE TOATBEPIKICHUE 3asIBUTEISI O HAMEPEHUU COTJIaCOBaHUS
IPOEKTa 3aKIIOUYUTENIBHOIO SKCIEPTHOrO OT4YeTa OO0 OLIEHKE C IENbI0
oOecrieueHrs KOH(PUACHIMANBHOCTH HWH(OpManuu, cojepxkalieics B
PETUCTPALIMOHHOM J0ChE JIEKAPCTBEHHOr0 Ipenapara (Mpyu HAIUYUKA TaKOTo
HaAMEpPEHHUS );»;

5. Ilynkt 60 momoaHuTh ab3alaMu CIEAYIOIIEro COCPKAHMUS:

«IIpy HamMuuu B  PErUCTPALMOHHOM  JIOCh€ JIOKYMEHTAJIbHO
MOATBEPKIECHHOIO HAMEPEHUS COTJIACOBAHUS 3aKIFOUUTEIBHOTO SKCIIEPTHOTO
ordyeta 00 OIICHKE 3asBUTEJIEM, YIOJHOMOYCHHBIH oOpraH (dKCHepTHas
opranuzanusi) pedepeHTHOTO TOCyAapCTBa HAMPABISET 3asBUTETIO MPOEKT
3aKJIIOYUTENBHOTO SKCIEPTHOTO OT4YEeTa 00 OLIEHKE C LeNIbl0 oOecreyeHus
KOH(UICHIIMATBHOCTH MHOOPMAILIMH, COJEpKAIIEHCS] B PErucTpalluOHHOM
JI0OChE JICKAPCTBEHHOTO TMperapara, Mpu MyOJUKaIuu 3aKIIOYUTEIHLHOTO
IKCIIEPTHOIO OTYETa 00 OLIEHKE B €IMHOM peecTpe. [IpoeKT 3aKkiounTenbHOro
OKCIIEPTHOTO OTYEeTa 00 OILIEHKE MepeaacTCs 3asBUTEIIO B SJIEKTPOHHOM BH/IC
U CYUTAETCS TOJIYYEHHBIM IO HCTedeHuu | pabouero AHS C JaThl €ro

HallpaBJICHHUA.
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3asBuTeNnto mpenoctapisercss He Oonee 10 pabouux gHEN € nmarhl
NOJIyYEHHUS! MPOEKTa 3aKIIOYUTEIBHOTO 3KCIEPTHOrO OT4YeTa 00 OLIEHKE, HE
BXO/SIIMX B CPOK PETUCTPALINU U HIKCIEPTU3BI JIEKAPCTBEHHOTO IIpEnapara, Ha
COTJIaCOBAaHUE YKA3aHHOTO MPOEKTa U MPEJCTaBICHNE 0OOOCHOBAHUS U3bITHUS
KOH(PUICHIIMAIbHBIX JTaHHBIX, B TOM YHCJIE COCTABJISIOIIUX KOMMEPUYECKYIO
TaliHy. 3asBUTENb BIOPABE CaMOCTOSITEJIbHO OTMETUTh KOH(PUACHUIMATbHYIO
uH(}OpMaLMIO, HE TOMJIEKAIIYI0 ONMyOJIMKOBAHUIO MYyTEM €€ BbIACICHUS B
pPEXKHME PELIEH3UPOBAHUS B MTPOEKTE 3AKIFOYUTEIBHOIO SKCIIEPTHOIO OTYETA
00 OlLIeHKE, MpeJHA3HAYEHHOro IS Mocieayrouel myOauKalud B €IUHOM
peecTpe, W HANpaBUTh €ro B YIOJHOMOYEHHBIH OpraH (3KCIIEPTHYIO
OpraHu3alNIo) peepeHTHOTO rOCyAapCTBA B JIEKTPOHHOM BHU/IE.

OueHka oTBeTa 3asIBUTENSI OCYIIECTBIISIETCS. B CPOK, HE MPEBBIIIAIONTNI
5 pabouux JAHEMH C AaThI IOJTYUYEHHs OTBETA 3asBUTEIISI U HE BKIIFOUAETCS B CPOK
IIPOBEACHUS IKCIIEPTU3BI U PETUCTPALIUN JIEKAPCTBEHHOIO MPEIapara.

Ha ocHOBaHMM npOBENEHHOW OLIEHKU YIIOJJHOMOYEHHBIA OpraH
(3KCmiepTHasi OpraHu3alys) BIPaBE NPUHATH NPEATOKEHHOE 3asBUTEIEM
u3biaTHe uHpopmanuu. B 3ToM ciydae, mpu OPUHATUM YIOJTHOMOYEHHBIM
OpranoM peQepeHTHOr0 ToCyJapCTBa IMOJOKUTEIBHOIO PEUICHUs O
pEerucTpanMy  JIEKapCTBEHHOTO Ipenapara, yHOJHOMOYEHHBI  Opras
pedepeHTHOro rocyapcTBa pa3MeliaeT B €IMHOM PEECTPe 3aKIIIOUNTEIbHBIN
OKCIIEPTHBIA OTYET OO0 OLEHKE, COCTaBIEHHBIH B COOTBETCTBUM C
npunoxenueM Ne 16 k HacrosmuMm  [IpaBunam, mocne u3bATHA
KOH(QUIEHIMANbHBIX  JaHHbIX. [lpu  HempexacTaBieHUU  3asBUTEIEM
nH(}OpMaIlMU, YKa3aHHOU BHIIIE, B YCTAHOBJICHHBIA CPOK, 3aKIFOUYNUTEIbHBIN
HKCIIEPTHBIN OTUYET 00 OLIEHKE CUUTAETCS COIVIACOBAHHBIM 3asIBUTEIIEM. ».

6. B moamyHkre «0» myHKTa 63 mocie CloBa «COTJIACOBAHHOTOY

JOIIOJIHUTB CJIOBOM «PEC3HOMC)).
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/. B nmonnyHkre «B» nmyHKTa 76 1 B ab3aue mectoMm nyHkTa 81 mocie
CJIOBA «COTJIACOBAHHOI0» JOMOJIHUTD CJIOBOM «PEZIOMEN.

8. [IynkT 86 mociie ab3ama BTOPOro JOMOJHHUTHL a03aleM CIIeayIOIIEero
COJIepKaHUSI:

«MHCbMEHHOE MOATBEPKJICHUE 3asBUTEINII O HAMEPEHUU COTJIACOBAHUS
IPOEKTa 3aKIIIOUUTENIBHOIO SKCIEPTHOIO OT4YeTa 00 OLEHKE C LEJbIo
oOecrieueHrs KOH(PUACHIMAIBHOCTH HWH(OpMalUuH, CcoJepxkKalieics B
PErUCTPALIMOHHOM JIOChE€ JIEKAPCTBEHHOTO Tpenapara (Mpyu HaJTUYUU TaKoro
HaAMEpPEHMUS);».

9. [Tynkt 105 momoHUTE ab3ariaMu CIICIYIOIMIETO COACP KaHUS:

«Ilpy HalIMYMKM B  PETUCTPALMOHHOM  JIOChE€  JTOKYMEHTaJbHO
MOATBEPKJICHHOIO HAaMEpPEHUsl 3asBUTENSI COTJIACOBAHMS 3aKIIOYUTEIBLHOTO
HKCIIEPTHOIO OTYeTa OO OLIEHKE 3asBUTENIO MpeaocTaBisgerca He Oozee 10
pabouymnx NHEW C AaThl MOJYYEHUS MPOEKTA 3aKIIOUUTEIBHOTO IKCIEPTHOIO
oryeta 00 OLEHKE, HE BXOISAIIMX B CPOK PETUCTPALUU MU SKCHEPTU3BI
JIEKapCTBEHHOr0 TIpernapara, Ha COrjacoBaHUE C IeNbl0 oOecreyeHus
KOH(PUACHIIMAIBHOCTH WH(OpPMAIMU, COJAEpKAIllelcs] B PErucTpalliOHHOM
JI0Ch€ JIEKAPCTBEHHOT'O Mpernapara U npeAocTaBIeHue 000CHOBAHUS U3bSITHS
KOH(UIECHIMANBHBIX JaHHBIX, B TOM YHUCIJIE COCTaBISIOIIMX KOMMEPYECKYIO
TaNHY.

3asBUTEb BIOpPABE CAMOCTOATENBHO OTMETUTh KOH(PHUACHIIMAIbHYIO
uH(pOpMaLMIO, HE TOAJEKAIIYI0 OMyOJMKOBAHUIO MYTEM €€ BbIACICHUS B
peXUME PELEH3UPOBAHMS, B IPOEKTE 3aKJIFOUUTEIBHOIO 3KCIIEPTHOIO OTYETA
00 OlIeHKE, MpeJHA3HAYEHHOro IS MOocieayrouel myOauKalud B €IUHOM
peecTpe, W HANpaBUTh €ro B YINOJHOMOYEHHBIA OpraH (IKCIEPTHYIO

OpraHHU3alHI0) B AJIEKTPOHHOM BU/IE.
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OueHka 0TBETa 3asIBUTEINS OCYIIECTBIIETCA B CPOK, HE MPEBBIIAIOIINN
5 pabouux HEH ¢ 1aThl MOJYYEHUsI OTBETA 3asIBUTENISL M HE BKIIIOUAETCS B CPOK
MPOBEJICHHS SKCIIEPTU3bI U PETUCTPALMU JIEKAPCTBEHHOT'O MTpeEmnapara.

Ha ocHOBaHMM mpOBENECHHOW OLICHKKM YIOJHOMOYEHHBIM OpraH
(3KcmepTHasi OpraHu3alys) BIPABE MNPUHATH MPEIJI0KEHHOE 3asBUTEIEM
u3bsTHe uHpopManuu. B 3TOM ciydae, npu NPUHITUU YIOJTHOMOYEHHBIM
opranoM pedepeHTHOr0 TOCyAapCTBa MOJIOKUTEIBHOTO PEIICHUS O
perucTpaldu  JIEKApCTBEHHOIO  Mpemnapara, B €IHMHOM  PEECTpE
YIOJHOMOYEHHBIM  OpraH  peQepeHTHOro  rocylapcTBa  pa3Melaet
3aKTIOYUTEIBHBIM  DKCIIEPTHBIM OTYET 00 OILIEHKE, COCTABJICHHOTO B
COOTBETCTBUM ¢ puioxkeHreM Ne 16 k Hactosium [IpaBuiiam, rocie u3bsATus
KOH(QUJCHIIMANBHBIX  JaHHBIX. [lpu  HempeACTaBICHUM  3asiBUTEIIEM
uH(pOpMaIlMY, YKa3aHHOU BHIIIE, B YCTAHOBJICHHBIM CPOK, 3aKJIIOUUTEIbHBIN
OKCTIEPTHBIN OTYET 00 OIEHKE CUUTAETCS COTJIACOBAHHBIM 3aSBUTEIIEM. ).

10. B mynkTe 111 crnoBa «pe3toMe COrliacOBaHHOT0» 3aMEHUTH CIIOBAMHU
«COTJIACOBAHHOT'O PEZIOMEY.

11. ITynkT 152 gonosHuTh ab3a1eM CIEAYIOIIEro COACPKAHUS:

«IIpn akTyanmu3auuy  yHOJHOMOYEHHBIM OpPraHoM  (3KCIEPTHOMU
opraHu3zaimeii) peepeHTHOro rocy1apcTBa SKCIEPTHOTO OTYeTa 00 OIEHKE
[OCJIE BHECEHUS HW3MEHEHHM B  PErUCTPAlMOHHOE JOChE, paHee
COTJIACOBAHHBIE C 3asBUTEIEM KOH(UICHITUAIbHBIE JJAHHBIC TAKKE MMOJIJICHKAT
U3BATHIO. B ciydae €ciim BHOCUMBbIE U3MEHEHUS B PETMCTPALIMOHHOE JOChE
3aTparuBalOT Pa3Aesibl IKCIEPTHOTO OT4YeTa 00 OIIEHKE, KOTOphIe TPEOYIOT
U3BATHS KOHQUICHIIMATBHBIX JAHHBIX, TO W3BSATHE TaKUX JTaHHBIX
OCYIIECTBIISIETCSI B COOTBETCTBUU C MPOLEAYPON U CPOKAMU B3aUMOJICUCTBHS
C 3asBUTENIEM, YKa3aHHbIMU B MyHKTe 60 B ciiydae peructpanuud TOJIbKO
B pedepeHTHOM rocyaapctBe W mnyHkre 105 B ciydae perucrpanuu B

HCCKOJIbKHUX IoCydapCTBax-4JICHAX HACTOAIINX HpaBI/IH.».
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12. B aGzame mepBoM myHkTa 180 clOBa «COTJIaCOBAHHBIM ILTAH»)
3aMEHUTH CJIOBAMU «COTJIACOBAHHOTO PE3IOME IIaHa.

13. B mpunoxenus Ne 1 k ykazanasiM [IpaBuiiam:

B nyHkTe 1.10.3 mocne ciaoB «ympaBlIEeHUS PHUCKAMU» JIOMOJHUTH
CJIOBaMU «H1 PE3IOME IJIaHa YIPABJICHUS PUCKAMMY;

B ab3a1ie cenbMoM paszena 11 ciioBo «cTalroHape» 3aMEHUTh CIIOBAMU
«J1e4€OHO-TIPOQUIIAKTUYECKOM YUPEKICHUI.

14. B nynkrax 2.3.1, 3.3.1 npunoxenust Ne 2 k ykazanHsiM [IpaBuiiam
CIIOBO «CTallMOHApa» 3aMEHUTh CIIOBAMH <«J1€4eOHO-TIPODUIAKTHIECKOTO
YUPEIKICHUSY.

15. B nynkre 1.10.3 npunoxenust Ne 4 k ykazanubiMm [IpaBunam nocie
CJIOB «YyNpaBJEHUS PUCKAMW» JIONOJHUTH CJIOBAaMU «H PE3IOME IIJIaHa
YIPaBICHUS PUCKAMUI.

16. B naumenoBanuu pgomonHeHus Ne 2 k mpunoxkenuto Ne 14 k
ykazaHHbIM [IpaBunam cioBa «(cdepa nu3aiiHa)» UCKIIOUYUTS.

17. B npunoxenuu Ne 19 k ykazanubeim [IpaBunam:

a) ab3a11 nepBeI NyHKTA 1.7.2 U3JI0KUTH B CIAEAYIONIECH pPElaKIun:

«1.7.2. B mopsiike MCKJIIOUEHUS B Cllydyae €IWHOBPEMEHHOW I10Ja4uu
3asIBJICHU O BHECEHUH OJMHAKOBBIX MHOXECTBEHHBIX U3MEHEHH [A Tuna u
() [Any THIa B pErucTpaliiOHHBIE JOChE JIEKAPCTBEHHBIX MPENapaTos,
JepKaTeJIeM PErucTPallMOHHBIX YJAOCTOBEPEHUN KOTOPBIX SIBISETCS OJIHA
opraHu3anus, Wik B Ciy4yae, €ClIi U3MEHEHHUs KaCaroTCs U3MEHEHUS 3TOro
nepkarens wid uHPOpPMAIMM O HEM, a TakKe B Ciydae TPYNIHPOBKHU
W3MECHEHUH B COOTBeTCTBHMM ¢ jgononHenneM |ll, Takme wu3MeHeHwms
JIOMyCKAeTCsl MPEACTABUTh €IUHOBPEMEHHO B BHUJIC MAaKETa JOKYMEHTOB IO
dbopme nononHeHus |V u ¢ conpoBOUTETBHBIM MUCEMOM, COCTaBJIEHHBIM 10
dbopme cornacHo ponoaHenuto VII k HactosiiuMm [IpaBunam.»;

0) B nonosHeHUH V.


https://login.consultant.ru/link/?req=doc&base=LAW&n=477536&dst=4340
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TEKCT JIOTOJIHEHUS U3JI0KUTh B CICIYIOIIEH pelaKIIvu:

«Jlonmosinenue V

Kanaccudpukanus usMeHeHHd B perncTPAIHOHHOE 10Che
JIEKAPCTBEHHOI0 Mpenapara

N3MeHeHusT B pErMCTPAIIMOHHOE JOChE JIEKAPCTBEHHBIX IpPENapaToB
KJIACCU(PUITUPYIOTCS B COOTBETCTBMM C HACTOSIIUM JOTOJHEHUEM Ha
U3MEHEHUs1, 00YCIIOBIICHHbIE:

aIMUAHHUCTPATUBHBIMU U3MEHEHUSIMU;

W3MEHCHUSIMU Ka4eCTBa;

M3MEHEHUSIMU 0€30T1aCHOCTH, 3(PHEKTUBHOCTH U (hapMaKOHA30pPa;

OTpEeNICTICHHBIMU H3MEHEHUSAMH MacTtep-(daitoB miazmel (MOII) u
Mactep-¢aiiioB BakiiuHHOTO anTureHa (MM®BA).

[Ipu knaccudukanuu OTAETLHBIX H3MEHEHHUM HACTOSIIETO AOTOTHEHUS
paccMaTpuBaEMOE U3MEHEHUE CIIEYET KOAUPOBATh, UCIIOJIB3Ysl CICIYIONIYIO
CTPYKTYDPY-

X.N.X.n («xoa U3MEHEHU),

rae:

X yka3pIBaeT Ha 3arjiaBHYI0 OyKBY paszielnia JOIMOJHEHUs, B KOTOPOM
COJICPIKUTCS U3MEHEHHE (Hanpumep, «A», «b», «B» umu «I'»)

N yka3pIBaeT Ha pUMCKY0 upy noapaszzena Toro pasaena, B KOTopom
coziepkuTcs u3MeHenue (Hanpumep, I, I, Il u T.71.)

X YKa3bIBaeT Ha OyKBY B MYHKTE MOJpa3jesia, B KOTOPOM COAEPKUTCS
U3MEHEHHE (HampuMep, «ay, «0», «B» U T.1.)

n ykKaspiBaeT Ha HUPPy MNOANYHKTA, MPUCBOCHHYIO B JOMOJHEHUU
OT/ICJIbHOMY U3MEHEHUIO (Hanmpumep, 1, 2, 3 u T.1.).

B xaxxgom pa3acii€ HaCTOAIICTO JOIIOJHCHUS COACPIKUTCA:



8

MepeyeHb M3MEHEHUH, KIaCCU(PUIUPYEMBIX B KAYECTBE HE3HAUUMBIX
m3MeHeHni [A Tuna u 3HaYMMBIX W3MeHeHui Il Tuma B COOTBETCTBUM C
ONpeNeICHUSIMA MyHKTAa 1.2 HacTosmero JokymeHTa U jaonojgHenus II k
HactosimeMy Ilpuinoxkenuro. B HeM Takke ykazaHo, Kakue U3 u3MeHeHui [A
TUMa TpeOyrT cornacHo myHkTam 2.1.1 u 3.1.1 HacTosiiero npuioKeHUs
HEMEJJIEHHOTO YBEIOMJICHUS;

MEpEUYCHb MPUMEPOB, KOTOPHIE CIEAYET pPacCMaTpUBaTh B KaydeCTBE
He3HauuMblx u3MeHeHud IB tuma. CornmacHo myHkTy 1.3 Hacrosmero
MIPUJIOKEHUS, 3Ta KATErOpus IMPUCBAUBACTCS M0 yMOIYaHUIO. B 3TOM CBSA3M
HacTosiee  JONOJHECHUE HE  NPEJHA3HAYEHO U1 YCTAHOBJICHUSA
VICUEPIIBIBAIOIIErO NIEPEYHs TAKON KaTeropuy U3MEHEHU.

B HacTtosiieM JONOJHEHWHM HE PACCMATPUBAKOTCS PACIIUPEHUS
pEerucTpalnii, MOCKOJIbKY OHM JOJKHBIM 00pa3oM OMUCAaHbI B AOTOJHEHUH | K
HACTOSIIEMY NPUJIOKEHHIO. Bce M3MEHEHHUs], ONMCaHHbBIE B JIONOJHEHUH | K
HactosieMy lIpuioxxenuto, ciaeyer pacCMaTpuBaTh B KAU€CTBE PaCIINPEHUN
peructpanuii. Bce nHble U3MEHEHUS HE IOJKHBI PACCMAaTPUBATHCS B KAUECTBE
paclIMpeHUs pETUCTPALINH.

Ecnmr ogHO MM HECKONBKO YCIOBHM, YCTAHOBIIEHHBIX B HACTOSIIEM
JOTIOJJHEHUM B OTHOLICHWHM HE3HA4YUMbIX uW3MeHeHuh [A Tuma, He
BBINOJIHSIFOTCS, TAKOE H3MEHEHHE [IOMYCKaeTCs MNPEACTAaBUTh B KadyeCTBE
u3meHenus: 1B tuna («u3menenue IB Tuma mo ymMon4aHuio»), €CiiM TaKoe
M3MEHEHUE B HACTOSIIEM JOMOJTHEHUU WM PEKOMEHIAIMN, COCTABICHHOMN B
COOTBETCTBUM C IYHKTOM 1.5 HacCTOSIIETrO NPUIOKEHUS, HE TPAKTYETCS B
KadyecTBe u3MeHeHus Il Tuma, nim ecnu 3a1BUTENIb HE COUYTET, UTO N3MEHCHUS
MOTYT OKa3aTh 3HAYWTEIHLHOE BIMSHUE Ha Ka4deCTBO, OE30MACHOCTh U
3¢ (PEeKTUBHOCTD JIEKAPCTBEHHOTO Mpenapara.

Ecnu ynosiHOMOYEHHBIM OpraH TpU PACCMOTPEHHUM 3asiBJICHUS Ha

BHECCHHE H3MCHCHUM COYTCT, 4YTO HU3MCHCHHUC, IIOAAHHOC B KadCCTBC
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u3MeHeHus: [B Tuma mo ymosiyaHWiO, CIIOCOOHO OKa3aTh 3HAYUTENIBHOE
BIIMSIHUE HA KayeCTBO, 0€30MacHOCTh WU 3(P(HEKTUBHOCTH JICKAPCTBEHHOIO
npernapara, OH BIpaBe OTHECTH JAHHOE M3MEHEHHE K u3MeHeHuto |l tuma u
HAIPaBUTD 3aMPOC 3aABUTENIO C TpeOOBaHMEM 00 M3MEHEHUHU BU/JIA 3asIBICHUS
O BHECEHUU U3MEHEHUH U TMPEJCTABICHUU JOKYMEHTOB, HEOOXOJIUMBIX IS
naHHoro usmeHenus. [locnenytoiee pacCMOTpEHUE U3MEHEHHOTO 3asiBJICHUS
BBITIOJIHSECTCSI B CPOKM, YCTaHOBJIEHHbIC Mg u3MeHeHus |l tuma ¢ gaTel
MOJTYYEHHS] OTBETA Ha 3aIpocC.

[lonsitue «mporneaypa ucnbiTaHus» (test procedure) mmMeer TO ke
3HAYCHHUE, UTO U «aHaIMTHYecKas MeToaukay (analytical procedure), moustue
«apenens»  (limits) — wumeer Toxke 3HauYeHWE, YTO U  «KPUTECPUH
npuemsieMoctn» (acceptance criteria). [log «mapameTpom creruduKammm»
MIOHMMAETCS OKa3aTeb KAYeCTBa, B OTHOIIEHUH KOTOPOT0 YCTaHABIUBAKOTCS
aHaJUTUYECKass METOAMKA M KPHUTEPUM [PUEMIIEMOCTH, HaIlpUMeED,
KOJIMYECTBEHHOE OMNpPEAEIEHUE, MOJIMHHOCTh U COJIEpKaHUE BOJAbI. Takum
o0pazom, 100aBIECHNE WIH UCKITIOUEHHE MTapaMeTpa crieliuduKauy BKI0YaeT
COOTBETCTBYIOIIYI0 aHAIUTUYECKYIO METOJUKY U KPUTEPUHU TTPUEMIIEMOCTH.

[log mnouatuem «uHbOpPMAIUs O JEKAPCTBEHHOM IIpemapare»
MOHUMAaeTCs  o0mmas  XapakTepuUCTHKa  JICKAapCTBEHHOTO  Tpemapara,
UHCTPYKIUS MO0 MEIUIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIAJbIII), MAKETHI
YIAKOBOK JIEKAPCTBEHHOTO MpernapaTta M €ro HOPMAaTUBHBIA JTOKYMEHT IO
KAueCTRY.

[Tox moHsSTHEM «JTUTIEH3US HA TTPOU3BOJICTBO» MOHUMAETCSI COOCTBEHHO
JUIEH3US WA WHOE Pa3pellieHUue Ha MPOU3BOACTBO, BBIJAHHOE B MOPSJIKE,
YCTAHOBJICHHOM  3aKOHOJATEIbCTBOM CTpaHbl B KOTOPOM HAaXOJIUTCA
MIPOU3BOJICTRBO.

JlokyMeHTBI, 000CHOBBIBarOIIMEe BHeceHHe nu3MeHeHuil IB u II Tumos,

3aBUCSAT OT XapaKTepa TAKUX U3MEHEHHM.
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YBeAOMIISITh  YIIOJHOMOYEHHBIE OpraHbl TOCYAapCTB-UJIEHOB 00
oOHoBiIeHHOU cTathe Papmakonen Coro3a win ¢GapMakonen rocyjaapcrpa-
YJieHa He TpeOyeTcsl, €CIM B PETUCTPALIMOHHOM JI0ChE 3aPETUCTPUPOBAHHOTO
JIEKApCTBEHHOI0 MpenapaTa yKa3aHa CChUIKA Ha AaKTYyaJbHYIO PEIaKLUIo.
3asBUTENSAM CJIEAYEeT MOMHHThH, YTO COOTBETCTBUE OOHOBJICHHOW CTaThe
JIOJDKHO OBITh peann3oBaHO B TeueHue 180 kaneHAapHBIX JTHEM ¢ JaThl ee
onyOJIMKOBaHMS.

B pasmene ' Hacrosimiero MAOMOJHEHUS IIPEACTABICH IIEPEYEHb
U3MeHeHNM, XapakTepHbiX 111 MOII u MOBA. Ilocime skcnepTussl TaKUX
U3MEHEHUHN 11000€ PEerucTpalMoOHHOE JO0ChE, COJEpIKaIlee CChUIKM Ha ITH
M®IT u MOBA noasie:xxut 0OHOBJICHUIO B COOTBETCTBUU € Nojpasnesiom b.V
HACTOSIIETO JIONOJHEHUA. Eciaum JOKyMeHTauuss O TIUla3Me 4eJIOBEKa,
HCIOJIb30BAHHOW B KAayeCTBE HCXOJHOTO MaTrepuajia JIEKapCTBEHHOTO
npenapara, IIOJYYEHHOrO W3 IUIa3Mbl, HE€ mnojaHa B kadyectBe MOII,
M3MEHEHUS TAaKOT'0 MCXOJHOr0 Marepuana, ONMCAHHOTO B PETHCTPAlHOHHOM
JIOChE, TAKXKE NOJKHBI MPOXOJUT IKCIEPTU3Y B COOTBETCTBUU C HACTOSIIIUM
JIOTIOJTHEHUEM.

B orcyrcTBMM crieManbHBIX YKa3aHUM CCBUIKM B HACTOSILIEM
JOTIOJJTHEHUM HAa W3MEHEHUS PETUCTPALMOHHOTO JOChE JIEKAPCTBEHHOTO
mpenapara moJpa3yMeBaroT J00aBlIeHHE, 3aMEHy WM HUCKItoueHue. Ecmum
MONPABKM K PETUCTPAlMOHHOMY JIOChE  SIBJISIIOTCS  UCKJIIOUYMUTEIBLHO
PEIAKIIMOHHBIMA HW3MEHEHUSIMU (UCIIPABJIICHUE TEXHUYECKUX OIIMOOK U
OME€YaToOK), TaKhWe W3MEHEHUsS pacCMaTPUBAIOTCS  YMOJHOMOYEHHBIMU
opraHamu (PKCIEPTHbIMU OpPraHU3aLUSIMU) B KAyeCTBE PEHAKIMOHHBIX B
cilyyae Hajauyus NoApoOHbIX MoscHeHUd B CONpOBOJUTENILHOM MHUCHME K
sasBienuto (pasnmen 1.0 OTJI), B MpOTUBHOM Cilydyae — KakK HE3asBJICHHBIC

HU3MCHCHUA U, CIICOOBATCIIbBHO, HCAOCTOBCPHBLIC CBCACHUA
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B Ttakux cnydasx B opme 3asBiIeHHs HEOOXOIUMO YETKO 0003HAYUTh
TaKue U3MEHEHMUsI, KaK PeJlaKIMOHHbIC MPaBKHU, U MPEJICTAaBUTh TApaHTUU B
CompoBoautensHOM  MNUcbMe K 3asBieHuto (pazgen 1.0  OTM),
MOATBEPKIAIOIINE, YTO MPE/ICTABICHHbIC PEJAKIIMOHHBIC TTPABKU HE BIMSIOT
Ha  W3MEHEHUWE  TuMa  KJacCU(pUKAMU  TOJAHHOTO  M3MEHEHUS.
[IpencrapisieMble  3asiBUTENEM  PEJAKIMOHHBIE  MPAaBKU  JIOMYCKAIoT
UCKJIFOYEHUE YCTApEBIIETO WM H30BITOYHOTO TEKCTa, HO HE HUCKIIIOYEHUE
napameTpoB creluUKauy U OMUCAaHUN TPOU3BOCTBA.»;

B pazznene A TabauibL:

noapazaensl A.1 — A.7 U3II0KUTH B CIEAYIOUIEN PEAAKIINU:

«A. AIMUHHUCTpPaTUBHBIC U3MEHEHHUS

A.1. I3MeHeHue nepxartens Heo6xomumeie | Jlokymentsl u | [Ipouenypa
PETUCTPALIMIOHHOTO yCIOBUSA JTaHHBIE
YA0CTOBEPEHHUS

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

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

VcnoBust

1. Jlep>xatenb perucTparimOHHOTO YIOCTOBEPEHHS JTOJDKEH OCTaBaThCS TEM JKE
IOPUANIECKUM JTUIIOM.

2. Jlepxatenlb ~ PETHCTPAIlMOHHOTO  YAOCTOBEPECHHS  SBIISICTCS  JPYTUM
IOPUTAYECKUM JIUIIOM.

JlokymeHnTanus

1. Komnus 10KkyMeHTa, BEIJAHHOTO COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM OPTaHOM
CTpaHbl PETUCTPALUM IOPUIAYECKOIrO JIMIA AEpKATEeNsl PErucTPariOHHOIO
yIIOCTOBEpEHUs (HampuMmep, HaJOrOBOTO OpraHa), B KOTOPOM YKa3aHO
HaMEHOBaHUE U  aJpec IOPHUIMYECKOrO JIMIla HOBOIO  JeprKarens
PETUCTPALIMOHHOTO YJOCTOBEPEHHS] WJIM HOBOE Ha3BaHUE U (WIH) ajapec
JepIKaTessl PErMCTPALlMOHHOTO YAOCTOBEPEHHUS.
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2. JlokyMeHTbI, 000CHOBBIBAIOIIE TPaHC(EP PETUCTPALTIOHHOTO YAOCTOBEPEHHS
(ynocroBepeHMil) M NOATBEPXKAAIOIIME BO3MOXKHOCTH HOBOTO J€piKaTeis
PETUCTPALMOHHOTO yJIOCTOBEPEHUsI 0OecreunBaTh HaJleXkKallee BBIIIOJHEHHE
BceX 00s13aHHOCTEHN AepKaTessi peruCTPalliOHHOTO YIOCTOBEPEHUS;

KOIUSL  JIOKYMEHTa, [MOATBEPKAAIOUIET0 TpaHCPep PErucTparioHHOIO
YIOCTOBEPEHUsI OT OJHOTO IOPUAMYECKOro JHMIA JAPYroMy IOPHUAHYECKOMY
ULy,

NEPECMOTPEHHAs] KpaTKas XapaKTEpUCTHKA CHUCTEMbl (hapMaKkoOHaaA30pa WU
NEPECMOTPEHHBIN MacTep-(ailsl CUCTEMbI (hapMaKOHAA30pa, €CIU OH BKIIFOYEH
B PETHCTPALIMOHHOE J0CKE;

CBeIeHUs1 00 OpraHu3alvu, OTBETCTBEHHOH 3a paboTy ¢ pekiiaMalusMH B
EBpa3suiickoM 3KOHOMHYECKOM COO3€.

3. IlepecmoTpeHHass B COOTBETCTBYIOIIMX  paszfenax  uHpopMmamus o
JIEKapCTBEHHOM IIpernapare.

4. lIokyMeHT (JOKYMEHTHI), MPEICTAaBIECHHbIE IOPUIUYECKUM JIMIIOM, KOTOPOMY
NEPENaloTCsl MOJIHOMOYMS JIepKaTellsl PEruCcCTPalMOHHOIO yIOCTOBEPEHUH,
MOJTBEPKAAIOIIUN OTCYTCTBUE U3MEHEHUH B MH(OPMAIMH O JIEKAPCTBEHHOM
npernapare, He OTHOCAIIUXCS K TpaHC(epy perucTpaliiOHHOTO yI0CTOBEPEHUSI.

A.2. I3mMeHneHue (TOProBOro) Heob6xomumeie | Jlokymentsl u | [Ipomenypa
HaNMEHOBAaHUS JIEKAPCTBEHHOI O YCIJIOBHS JAHHBIE

npenapara

a) IeKapCTBEHHBIE MTPEenaparhl, 1 1,2 |Any

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

0) nTekapCcTBEHHBIC MpEMapaThl, — 1,2 IB
3apEerUCTPUPOBAHHBIC TOJBKO B
pedepeHTHOM TrocyIapcTBe, B
TOM YHCJIC B COOTBETCTBUU C
3aKOHOJATEIIbCTBOM
roCy/IapCcTBa-4JICHA

YcnoBus

1. IloaTBepk/ieHNE YMOJIHOMOUYEHHOTO oOpraHa (dKCIEPTHOW OpraHu3aliim)
pedepeHTHOr0  rocyJapcTBa  NPHUEMJIEMOCTH  HOBOTO  (TOPTrOBOTO)
HAaUMEHOBaHMUSI.

JloxymeHTauus
1. O6ocHOBaHMeE 3asBUTENS TPUEMIIEMOCTH HOBOT'O (TOPTOBOI'0) HAMMEHOBAHMS.
2. [lepecmoTtpeHHast HHGOpMaIUs O IEKAPCTBEHHOM Tpernapare.

A.3. U3menenue HauMmenoBanusi | HeoOxomumeie | Jlokymentsl u | [Iporenypa
aKTUBHOM (hapMaleBTUIECKON yCI0BUSA JAHHBIC
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CyOCTaHIIMU WIH
BCIIOMOTaTeIbLHOI0 BEIIECTBA

1 1,2 |Any

Ycnosus
1. AxtuBHas (apmaneBTuyeckas cyOcTaHIUs (BCIIOMOIraTelbHOE BEIIECTBO) HE
U3MEHSIETCSL.

JlokymeHTauus
1. O6ocHoBaHME W3MEHEHHUS HAMMEHOBAHMSI AaKTUBHOM (hapMaleBTHUYECKOM
cyocranimun  BO3. Jlnsgs BcrmoMoraTenbHOTO BellecTBa — OOOCHOBaHUE

W3MEHEHHUs CIpaBOYHUKA (KiIaccudukaTtopa) BCIOMOTaTEebHBIX BEIIECTB
Coro3a. [loaTBepxaeHue TOTO, YTO M3MEHEHHE CcOOTBeTcTByeT (dapmakormee
Coro3a (ecnu NpUMEHHMMO), a MNpuU OTCyTcTBUM B Hell — ®apmakonee
rocynapcTBa-wieHa. Jleknmapaius, 4YTO HAWMEHOBAaHHE JIEKAPCTBEHHBIX
pacTUTEIBHBIX IPENapaToB COOTBETCTBYET akTaM opraHoB Coro3a B cdepe
oOpalreHus JeKapCTBEHHBIX CPECTB.

2. [lepecmoTrpenHas nHGOPMAITUS O JIEKAPCTBEHHOM TIperiapare.

A.4. I3MeHeHuE Ha3BaHUA U Heob6xomumeie | Jlokymentsl u | [Ipouenypa
(unn) agpeca: MPOU3BOIUTEINS yCIIOBUS JaHHbIE
(BKITIOYAs, €CIIi TPUMEHUMO,
IJIOIIAIKHU IO KOHTPOJIIO
KauecTBa), UK JepKaTels
M®ADC, nnm mocTaBIIuKa
aKTHUBHOM (hapMaIieBTHIECKOM
cyOCTaHIINU, UCXOTHBIX
MaTepHuanoB, pEaKTUBOB WU
MIPOMEXYTOYHBIX MTPOJTYKTOB,
WCIIOJIb3YEMBIX B IIPOU3BOJICTBE
aKTUBHOM (apMarieBTHYeCKOn
cyOcTaHIMu (€clid YKa3aHo B
PETUCTPALIMOHHOM J10ChE), €CIIU B
PETUCTPAIIMOHHOM J10Che
OTCYTCTBYIOT CepTU(DUKATHI
COOTBETCTBUA EBponenckon
dbapmaxkomnee, Uu
MIPOU3BOIUTENS] HOBOT'O
BCIIOMOTaTEIbHOTO BEIIECTBA
(ecnu ykazaHo B
PETUCTPAIIMIOHHOM JIOCHE)

1 1,2,3 1A

YcnoBus
1. ITpou3BoACTBEHHAS TIJIOMIAKA M HU OJHA U3 MPOU3BOACTBEHHBIX OMEpalvii He
U3MEHSETCH.
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JloxymeHTanus

1. OpunmanbHplii  TOKYMEHT OT YIOJIHOMOYEHHOIO OpraHa (Hampumep,
HAJIOTOBOT'0 OpraHa), B KOTOPOM yKa3aHO HOBOE Ha3BaHHe U (WJIH) aapec.

2. [TonpaBka K COOTBETCTBYIOLIEMY pa3/iely PErUCTPALIHOHHOTO J0ChE.

3.1lpy  wW3MeHeHWM  Ha3BaHHMS Jep)Karenss  MacTtep-Qaiila  aKTHBHOM
dhapmanepTudeckoi cyoctanuun (MOADC) — 0OHOBIICHHOE «pa3pelIeHHe Ha
JOCTYTI».

A.5. IsmeHeHue Ha3BaHUI U Heo6xomumeie | Jlokymentsl u | [Iponenypa
(wm) agpeca IpOU3BOAUTEIIS YCIIOBUSA JTaHHBIC
JIEKapCTBEHHOTO Ipenapara,
BKJIIOYasl BBINTYCKAIOIINE
IUIOMIAAKHU M TUIOIIAAKH 110
KOHTPOJIIO KauecTBa

a) IEUCTBUS, 32 KOTOPHIC 1 1,2 |1Any
OTBEYACT IPOU3BOTUTEND
(mMmopTep), BKIFOYAIOT BBITTYCK
cepuit

0) nericTBUS, 32 KOTOPBIC 1 1,2 1A
OTBEYAET IPOU3BOIUTEND
(uMnopTep), He BKIIOYAIOT
BBIINIYCK CEpUU

VYcmoBus
1. ITpou3BoACTBEHHAS TUTONIAKA, Ha3BaHUE U (MJIH) aJipec KOTOPOM U3MEHSFOTCS,
Y HU OJINH U3 TIPOILIECCOB MPOU3BOACTBA HE U3MEHSIOTCS.

JlokymeHTanus

1. Konust nuueH3uM Ha NPOU3BOJACTBO (MPU HAIMYMK) WM O(PUIMATBHBIN
JOKYMEHT OT COOTBETCTBYIOUIETO YIOJIHOMOYEHHOrO0 oOpraHa (Hampumep,
HaJIOrOBOI'0 OpPTraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE U (MJIM) azipec.

2.Ecniu  npuMmeHMMO,  TONpaBKa K  COOTBETCTBYIOUIEMY  paszfeny
PETUCTPALMOHHOTO JI0OChE, BKIJIIOYAsl MEPECMOTPEHHYI0 HWH(MOpPMalHI0 O
JIEKapCTBEHHOM IIpenapare.

A.6. I3menenue koma ATX Heo6xomumeie | Jlokymentsl u | [Ipouenypa
yCIIOBUS JTaHHBIC

a) U3BMEHEHUE BCIIC/ICTBUE 1 1 1A

YTBEPKACHUS WU U3MEHEHUS

BO3 koma ATX

0) U3BMEHEHHE 110 UHUIINATHBE — 1 IB

3asiBUTEINS KOJIa, HE

ABJIAIOIIETOCS KOJIOM,

npucBoeHHbIM BO3
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YcnoBus
1. U3menenue BeieacTBUE yTBEpKAeHUS uiu n3Menenus BO3 koga ATX.

JloxymeHTanus
1. IlepecMmoTpenHas uH(OpMaIHs O JeKapCTBEHHOM Ipenapare.

A.7. Uckmtouenue Heob6xomumeie | Jlokymentsl u | [Ipouenypa
IIPOU3BOJICTBEHHOM IJIOIIAKN yCIIOBUS JaHHbIC
(B TOM ymcIe A aKTUBHOU
(hapMarieBTHUECKOM CyOCTaHIINH,
IPOMEXYTOUYHBIX MPOJTYKTOB,
JIEKapCTBEHHOTO Mpernapara,
YIaKOBIINKA, TIPOU3BOTUTEIS,
OTBETCTBEHHOT'O 32 BBIITYCK
cepuu, KOHTPOJIS KauecTBa cepuit
VT TIOCTABIIMKA UCXOTHOTO
MaTepuala, peakTHBa WIH
BCIIOMOTATEIHLHOTO BEIIeCTBA
(ecnu yka3aHbI B
PETUCTPAILIMIOHHOM JIOCHE))

1,2 1,2 1A

YcnoBus

1. JlomxHO oOcTaThcsi HEe MeHee | paHee OJOOPEHHOM MPOU3BOJACTBEHHOM
IJIOMIAAKH  (TMIPOU3BOJIUTENS), OCYIIECTBISAIOMIEH Te ke (QYyHKUUH, YTO U
IO IEKAIIHE€ UCKITIOUEHHUIO.

2. UcknroueHrne He JOJDKHO OBITh CIIEICTBHEM KPUTHUYECKUX HEIOCTAaTKOB
MIPOU3BO/ICTBA.

JoxymeHTanuus

1. B myHKTe O BHOCHMBIX HM3MEHCHHSIX 3asBJICHUS O BHECEHWU H3MECHCHHI
HEO0OXOIMMO YEeTKO 0003HAUUTh paHee OJIOOPEHHBIX M IMpeajiaraeMbIX K
yIaJEHUIO MPOU3BOAUTENEH, KAK YKa3aHO B pa3jene 2 GopMbl 3asBICHUS.

2. [lonpaBka K COOTBETCTBYIOLIEMY pa3zzeny (pasfenaMm) perucTparioOHHOTO
JI0Che, BKITIOYAst IEPECMOTPEHHYIO HH(OPMAITUIO O JIEKAPCTBEHHOM Ipenapare.

noapaszaen A.8 Npu3HaTh YTPATUBIIUM CHITY;

JTOMOJIHUTG noapazaenamu A.9 — A.11 cieaytromiero coaepkaHus:

A.9. U3MeHeHus ¢ EenbIo Heo6xomumbie | Jlokymentsl u | [Ipouenypa
UCIIPaBJICHUS TOMYIIEHHBIX yCJIOBUS JTAHHBIE

OTIEYaTOK M OIIHNOOK B

JIOKYMEHTax

PETUCTPALIMOHHOTO J10ChE

»;
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a) U3MEHEHUS, 1 1,2 Ay
3aTparuBaonie HHHOpMaIUio
0 JIEKapCTBEHHOM IIpernapare

0) U3MeHeHus, He 1 1,2 IB
3aTparuBaronre HHHOPMaIHIo
0 JIEKapCTBEHHOM IIperapare

Ycnosus

1. OOk uiaM OmevyaTKH HOCAT TEXHUYECKUNM XapakTep U HE OKa3bIBAIOT
BIMSHHMS Ha KadecTBO W Oe3omacHOocTh W (WiM) 3h(PEKTUBHOCTH
JIEKapCTBEHHOTO Mpernapara.

JlokymMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY paszieny (pasaenam) perucTparioHHOTO
JIOChE, BKIIOYAas TEPECMOTPEHHYIO HWH(MOpPMAIUI0 O JIEKapCTBEHHOM
npenapare (ecliM MPUMEHUMO), a TaKXe HW3MEHEHHS B PEXKUME
pEeIaKTUPOBAHMUS.

2. O00CHOBaHNE TEXHUYECKOTO XapaKTepa BhISBICHHON OMMOKH WJTU OTICYATKH.

A.10. U3meHenue Heo6xomumeie | Jlokymentsl u | [Ipouenypa
HaNMEHOBAHUS, YCIOBHUS JTAHHbIE
OpraHM3alMOHHO-TIPaBOBOM
dbopMbI HK aapeca
YIOJIHOMOYEHHOTO OpraHa Uiu
OpraHu3aIuu,
OCYILECTBIISIIOLIEH IKCIIEPTU3Y
U PErUCTpaLUI0
JIEKapCTBEHHBIX MpenapaToB

— 1 1A
JoxymeHTanus
1. IlepecmoTpenHas nH(OpMAIHS O JEeKapCTBEHHOM Ipernapare.
A.11. I3mMeHeHue Ha3BaHUS Heo6xomumeie | Jlokymentsl u | [Ipouenypa
Marepuaia NepBUYHOMI YCIIOBHUSA JaHHbIE
YIIaKOBKH JIEKAPCTBEHHOTO
npenapara

1 1,2,3 1A
VYcnoBus

1. Marepuan cucteMbl YIIaKOBKH (YKYITOPKH) HE U3MEHUIICS

JloxymeHnTanus

1. Konust wim cchiUlka HA HOPMATUBHBIA JTIOKYMEHT OO0 YTBEpKIACHUU WU
W3MEHEHUN MartepuanoB. Eciu NpuMEeHMMO, MNOATBEPKACHUE TOro, YTO
n3mMeHeHue coorBercrByer dapmakonee Coro3a, a mpu OTCYTCTBUU B HEH —
dapmakoriee rocynapcTBa-ujieHa.
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2. I[eKnapaumI, 4YTO HAUMCHOBAHUC MATCpHAJIa COOTBCTCTBYCT aKTaM OpPraHOB

Coro3a B chepe oOpaiiieHust JIEKapCTBEHHBIX CPEJICTB.
3. [lepecmoTpenHas nHGOPMAITHS O JICKAPCTBEHHOM TIpenapare.

pazzaen b TaGnuIel M37I0KUTH B CIICIYIONMICH PeTaKIINM:

«b. I3MeHeHnsa KayecTBa

b.1. AkTuBHas papmanieBTUYECKasi CyOCTaHIIMS

b.1.a) IIpousBoacTBo

b.l.a.l1. U3meHenue
HPOU3BOUTEINS HCXOITHOTO
MaTepuana (peakTuBa,
MIPOMEXKYTOYHOTO TIPOIYKTA),
HCIIOJIB3YEMOTO B IpoOIECcCce
IIPOU3BOJCTBA AKTUBHOU
dbapmarieBTHUECKON
CyOCTaHIIUU WA U3MEHECHHE
MPOU3BOAUTENSL AKTUBHOMN
bapmareBTH4IEeCKOM
cyOcTaHIuu (BKJIIOYAsi, €CITU
MPUMEHUMO, TUIOIIAKH 110
KOHTPOJIIO KauecTBa), €CIIU B
PErUCTPALIMIOHHOM JIOChE
OTCYTCTBYET CepTHU(UKAT
coOTBETCTBUA EBpornenickoin
dapmakornee

HeoOxonumeie
YCIIOBUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

a) mpeagaraeMbIi
IIPOU3BOJIUTEND IPUHAJIEKUT
K TOMU K€ TpyIIe
(dbapMareBTHYECKUX
KOMIIaHUH, YTO U 00OPEHHBIN
IIPOU3BOIUTEND

1,2,3

o P
o N
~w
©

|Any

0) BHECEHHE HOBOTO
MPOU3BOIUTENSI AKTUBHOM
bapmareBTHIECKOM
cyOcTaHIu, 000CHOBAaHHOM
MOADC <*>

B) IpeyiaraeMblit
IPOU3BOJIUTEND UCIOIb3YET
PE3KO OTIIMYAIOIIMICS C1IOCO0
CUHTE3a WJIH YCIIOBUS
IIPOU3BOJICTBA, KOTOPBIE MOT'YT

»,
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M3MEHUTH Ba)KHbBIE MTOKA3aTEIN
Ka4eCTBA AKTUBHOM
dapmareBTHUYECKON
cyOCTaHIUU, TaKHE KaK
KaueCTBEHHBIN U (UJIK)
KOJIMYECTBEHHBII Mpoduib
npuMecei, TpeOyromIHit
KBaJIM(pUKAUU, WU PUZHKO-
XMMHYECKHUE CBOMCTBA,
BIIUSIOIIUE HA
OMOIOCTYMHOCTh <*>

I') HOBBII TPOU3BOIUTEIH
Marepuaia, TpeOyroIero
OLICHKH BUPYCHOM

0e30macHOCTH U (MJIH) pUCKa
I

1) U3MEHEHHE 3aTparuBaeT
OMOJIOTMYECKYIO0 AKTUBHYIO
(bapMaleBTHIECKYIO
cyOcTaHIuIo (BKIIFOYas
WCXOJHBIA MaTepua, PeaKkThuB,
IIPOMEKYTOUYHBIA MPOAYKT,
UCTIOJIE3YIOIUICS B
MIPOU3BOJICTBE
OMOJIOrMYECKOTrOo
JICKapCTBEHHOTO TIperapara)

€) U3MEHEHHE MopsiiKa
KOHTPOJISI KAYECTBA AKTUBHOM
dbapmareBTHIECKON
cyOCTaHIIMU: CMEHA WUJTN
JI00aBJICHHE TIIOMIAIKY, Ha
KOTOPOU OCYIIECTBISACTCA
KOHTPOJIb (MCIIBITAHHUE) CEPUt

2,4

1,5

’K) BHECEHHE HOBOT'O
MPOU3BOAUTENST AKTUBHOMN
bapmareBTHIEeCKOM
cyOCTaHIUU, HE UMEIOTICH
MOADC u tpebyromeit
oOHoBNeHUs pazzaena 3.2.S
PETUCTPAIIMOHHOTO JI0ChE
JIEKapCTBEHHOTO Mpemnapara
<>
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3) BKIIIOUCHHUE
aIbTEPHATUBHOM IJIOIIA/IKH 110
CTEpPWIN3aLUN aKTUBHOU
dbapmareBTHUECKON
cyOcTaHIuu ¢
HCIIOJIb30BAHUEM METO/A
®apmakoneu Corosa, a mpu
OTCYTCTBHUH B HEU — C
UCIIOJIb30BAHUEM METOIOB
Opyrux ¢apmakoneit B
cootBeTcTBUU ¢ KoHuenmuen
rapMoHu3auuu papmakonein
rocyaapcTB — Y4JIEHOB
EBpazuiickoro
HDKOHOMHYECKOIO CO03a,
yTBepKAcHHOU Pemennem
Konneruu EBpazuiickoit
SKOHOMHUYECKOW KOMUCCUU OT
22 centsi6ps 2015 . Ne 119
(manee — Konuemnius
rapMOHHU3AITHHN )

1,2,4,5,8

1) BHECCHHE HOBOM ILIOIIAIKH
10 MUKPOHU3AIMNH <*>

2,5

1,4,5,6

K) U3MEHEHUS MOpsJIKa
KOHTPOJIS Ka4ecTBa
OMOIOTMYECKON aKTUBHOM
dbapmarneBTHIECKON
cyOCTaHIMU: 3aMeHa WU
BKJTFOUCHUE TUTOIIA/IKH, Ha
KOTOPOU OCYIIECTBISACTCA
KOHTPOJIb (UCTIBITAHUS) CEPU,
BKJIFOYAsi OMOJIOTMYECKUMA
(MMMYHOJIOTMUECKH,
UMMYHO-XUMHYECKHI ) METO/T

J1) HOBasl TUIOLIAKA 110
XpaHEHUIO TJIABHOTO OaHKa
KJIETOK U (WiK) paboyero
OaHKa KJIETOK

1,5

YcaoBus
1. Cnenuukanu ~ UCXOJIHBIX

MaTepuaoB
BHYTPHUIIPOU3BOJICTBEHHBIE KOHTPOJIM, METOJbI aHalN3a BCEX MaTepUalIOB)
UJICHTUYHBI paHee 0ZI0OpEHHBIM.
BHYTPHUIIPOU3BOJICTBEHHBI KOHTPOJb, METOMIBI aHAIM3a BCEX MAaTepHajoB),
crocoObl MPUTOTOBIEHUS (BKIIOYAs pa3Mep CEpuH) U MOAPOOHBINA CIIOCOO

PEaKTHUBOB

Cneuudukanuu

(BKIIIOUAst

(BKITIOYAst
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CHUHTE3a TPOMEXYTOYHBIX IPOAYKTOB U AaKTUBHBIX (HapMaIeBTUYECKUX
cyOcTaHIMI UACHTUYHBI paHee 0J00PEHHBIM.

2. AkTuBHas (hapmarieBTHYECKas CYOCTaHIUS HE SBJISETCS OMOJTOTHYECKON MU
CTEPWIBHOU.

3. Eciim B mporiecce mpon3BOICTBA MCTIOIB3YIOTCS MAaTEPHUATbl YeIIOBEYECKOTO
WIM  SKMBOTHOTO  MPOUCXOXKICHUS U IPOU3BOAUTEIL  AKTUBHOM
dbapmaleBTHIEeCKOi CyOCTaHIINH:

HE HCMOJB3yeT HOBOTO MOCTABIIMKA, B OTHOIIEHHUU KOTOPOTOo TpedyeTcs
OIICHKA BUPYCHOM 0€30MacCHOCTH U o1leHKa cooTBeTcTBUsA Dapmakonee Coro3a
WK IpyruM ¢apMakoresM B COOTBeTCTBUU ¢ KoHIenmued rapMoHU3aIuu
dapmakorieii u riaase 24 [IpaBun mpoBeIeHNs UCCIIETI0OBAaHUN OMOIOTUUECKUX
JIEKApPCTBEHHBIX CPEJCTB, [0 MHUHUMHU3AIMU pPHUCKA TMepeladyd areHTOB
ryogaTol 3HIE(dATONaTHH JKUBOTHBIX ITOCPEJACTBOM  JICKAPCTBEHHBIX
MPEerNapaToB sl MEUIIMHCKOTO U BETEPUHAPHOTO IPUMEHECHUS,

HCIIOJIb3YET HOBOTO TOCTABIIMKA B OTHOIICHHH KOTOPOTO Takas OIlEHKa
MpOBECHA.

4. Tpancdep MeToaa co cTapoii Ha HOBYIO IIIONIAAKY MPOU3BEACH YCIICIITHO.

5. Cnenudukanus pazMepa 4acTHIl aKTHBHOH (papMarieBTHYeCKoi CyOCTaHIINY U
COOTBETCTBYIOIIHNI aHATUTUYECKHI METOJ HE U3MEHSFOTCSL.

JoxymeHnTanus

1. Ecniu mpumeHuMO, TOMpaBKa K COOTBETCTBYIOIIEMY paszzeny (pasaernam)
PETUCTPALIMOHHOTO J10CHE.

2. [lonTBepxaeHue JAepKaTess PETUCTPAIMOHHOTO — YAOCTOBEPEHHS  WIIU
nepxaresns MOADC coOTBETCTBEHHO, YTO MPOLEAYPbl KOHTPOJIS Ka4eCTBa,
crocoba cuHTe3a (WM JUIsl JIEKAapCTBEHHBIX PACTUTENBHBIX IMpENapaToB —
METOAa TPUTOTOBICHUS, TIeorpauyecKoro MCTOYHUKA IPOUCXOXKICHUS
pacTUTENbHOHN (papMalleBTHUECKON CyOCTaHIIMU U Mpoliecca ee MPOU3BOICTBA
(coOoTBETCTBEHHO)) M  cneuuuUKalMM aKTUBHOW  (hapMaleBTUUYECKOU
CyOCTaHILIMU M UCXOJHOTO MaTepuaa, peakTuBa, MPOMEKYTOYHOTO MPOTYKTa
B Mpoliecce MPOU3BOJICTBA aKTUBHOM (papmarieBTHUECKO# cyOcTaHIMK (ecau
IPUMEHMMO) HE OTJIMYAIOTCS OT paHee 0JI00PEHHBIX.

3. Ceptudukar coorBerctBus EBpormerickoii @apmakoriee o ['D mis mo6oro
HOBOT'O MCTOYHHMKA MaTepuaia, Ju0o (eciau MPUMEHHMO) JOKYMEHTaJIbHOE
MOATBEPKJICHUE TOTO, YTO UCTOYHUK MaTepuasa, MoJABEpKEHHbIA pucky ',
paHee UCCIIeIOBANICS YIIOJIHOMOYEHHBIM OpraHOM U ObLIIO TOJITBEPKAECHO €ro
coorBerctBue dapmaxoree Coro3a wim ApyruM  (apmakonesMm B
cootBercTBUU ¢ KoHnenueit rapMmonu3anuu gpapmaxorneii u riase 24 [IpaBun
NPOBEJIEHUSI MCCIEAOBAHUM OMOJOTrMYECKUX JIEKAPCTBEHHBIX CPEICTB M0
MUHUMM3AIMA ~pHCKa TMepeladd areHToB TyOuaTod HsHIedanonatuu
KUBOTHBIX TOCPEACTBOM JIEKAPCTBEHHBIX IPEMApaToB s MEIULUHCKOIO
npuMeHenus. [Ipu 3ToMm, Takoe NOKyMEHTAJbHOE MOATBEPXKACHHUE JIOJKHO
BKJIIOYaTh B ce0f B TOM UHCJIE CJEAYIOLIUME CBEACHMS: Ha3BaHUE
NPOU3BOJUTENS, BHUJ KUBOTHOIO M €ro TKAaHHU, W3 KOTOPBIX IOIY4YEH
MaTepual; CTpaHa MPOUCXOXKJIEHUS MaTepHualia, HCIOJIb30BAHHE JIaHHOTO
MaTepuasa B IPOILIOM U €0 MPUEMIEMOCTb.
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4. Jlannple aHanu3a cepuit (B opMaTe CpaBHUTEIHHON TAONUIIBI) IO MEHbBIIEH

Mepe NBYX cepuil (10 MEHbIIEH Mepe, ONBITHO-IIPOMBIIIUICHHBIX) aKTUBHOM
dbapmarieBTHUECKOW ~ CcyOCTaHIIMM  OT  TEKYIMX W MpeajaraeMbix
MIPOU3BOUTENCH (TUTOIIA0K).

5.B 3asgBiaeHMM O BHECEHHMHM H3MCHCHHUHA W B COIIPOBOJUTCIIBHOM TIIHMCBMC

HEOOXOJIMMO YeTKO yKa3aTh paHee OJOOpPEHHBIX M IpeasiaraeMbIX
MIPOU3BOUTENEH.

. Ecnu aktuBHas (apmaneBTuyeckas CyOCTaHLIMS HCIONB3YETCS B KauyecTBE
HCXOIHOI0 MaTepuaya, JAeKIapanys YHOJHOMOYEHHOTO JIMIA KaXAo0ro
JepKaTens JIMLIEH3WM Ha IPOM3BOJCTBO JIEKAPCTBEHHOrO IIperapara,
YKa3aHHOTO B 3asBJICHUU, WJIN YIIOJHOMOUYEHHOTO JIMIA KaXXJIOr0 JepiHKaTems
JULEH3UM  HAa  IPOU3BOACTBO,  YKAa3aHHOIO B 3afABJIICHHMM  KakK
OCYILECTBIISFOUIETO CTAIMIO MPOBEICHUSI BBIITYCKAIOIIETO KOHTPOJISI KauecTBa
JIEKapCTBEHHOTO Tpemapata. B jgexmapanusx HeE0OXOJMMO YyKa3aTh, 4YTO
MPOU3BOJUTENh AKTHUBHON (DapMalleBTUYECKONW CYOCTaHIIMU, YKa3aHHBIA B
3asBJICHUH, OCYILECTBIISIET CBOIO IEATEIBHOCTh B COOTBETCTBUH ¢ IIpaBunamu
HaJUIeXKallle  MPOU3BOACTBEHHON  mpakTuku. Ilpu  ompeneneHHBIX
00CTOSITENIbCTBAX ~ JIOMYCKAeTCsl MPEACTaBIATh | Jekiapanuio  (CM.
npumeydanue K n3meHenuto b.11.0.1).

7. O0s3atenbcTBO  (IpU HEOOXOAMMOCTH)  MPOU3BOAMTENST  aKTUBHOM

(dhapMaleBTHIECKON CyOCTaHIIMN OIOBEIIATh JEpKaTeIs PErUCTPAITHOHHOTO
YAOCTOBEpEHUsI O JIIOOBIX  HW3MEHEHUSAX  Ipollecca IPOU3BOACTBA,
crienuPuKarii ¥ aHAIUTHYECKUX METOJUK aKTUBHOM (hapMaleBTHUECKOM
cyOcTaHIIH.

8. [loaTBepxacHUE, dYTO MpeajaracMas IUIOIIaJKa JOJDKHBIM — 00pa3oM

JUIEH3UPOBAaHA B OTHOIIEHHWH paccMaTpUBAEMON IPOU3BOJICTBEHHOMN
orepanuu.

9. JIOKyMEeHTBI, TOJITBEPKAAIOIINE TPUHAJJIC)KHOCTh TPOU3BOJIUTENST AKTUBHOM

dapmarieBTHUECKOW CyOCTaHIMU K OAHOW Tpymme ¢dapMaleBTUIECKUX
KOMIIaHUH (Hampumep, MUCbMO MOATBEPKACHUE).

[Tpumeuanue <*> |B NpuUMEHUMBIX CIy4asX MPEACTABISIETCS TaKXKe TecT

CPaBHUTEIBHOM KUHETUKH PACTBOPEHUS HA JIEKAPCTBEHHBIN
nmpernapar ¢ akTHUBHOW (apMarieBTUYECKOW CyOCTaHIIHEH,
MPOMU3BEJICHHON HA MPEKHEH MIIOIAJIKE, U IByMSI CEPUSIMU
JIEKapCTBEHHOTO Mpenapara, IPOU3BEAECHHOIO C aKTHBHOMU
dapmareBTHUECKONW CyOCTaHIMe, NpPOU3BEICHHON Ha
HOBOW MPOW3BOJICTBEHHON IIOMIAJIKE.

b.I.a.2. U3smenenuss mnpouecca| Heooxonumeie | Jloxkyments u | [Iponexypa

IPOM3BOJICTBA aAKTUBHOMU YCIIOBUS JTAHHBIC
bapmareBTH4IeCKOM
cyOcTaHIuu
a) HECYILIECTBEHHOE

1’ 2’ 3’ 4’
W3MEHEHUE npoiiecca 56 7 1,2,3 1A
IIPOU3BOJCTBA AKTUBHOMU T
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bapmaneBTHIeCKON
cyOcTaHIu

0) 3HaYNTENIPHOE  HW3MEHCHHE
npoiecca MIPOU3BOJICTBA
aKTHBHOUM (papMarieBTHIECKOM
cyOCTaHIIMU, KOTOPOE MOKET

0Ka3aTh CYIIIECTBEHHOE — — I
BIIUSTHUE Ha KauyecTBo,

0€301MacHOCTh WIH

3¢ (PEeKTUBHOCTD

JICKaApCTBCHHOTI'O ITpCIiapara

B) U3MECHEHUE 3aTparuBacT
OMOJIOTHUECKYI0 CyOCTaHITHIO
WIH HWCIIOB30BAaHUE JIPYTrOTO
BEIIECTBA, ITOJIYYCHHOTO TTyTEM
XUMHYECKOTO CHUHTE3a, TMpH
MIPOU3BOJICTBE
OMOJIOTUYECKOTO
JICKapCTBEHHOTO  Tperapara,
KOTOPO€  MOXKET  OKa3aTh — — I
CYIIECTBEHHOE BIUSHUE HAa
KayecTBO, 0€30IacCHOCTL HJIH
3¢ (PEeKTUBHOCTH
JIEKapCTBEHHOTO TIperapara u
HE CBS3aHO C MPOTOKOJIOM

yIpaBlICHUs
HOCTPETUCTPAIIIOHHBIMU

U3MEHEHHSIMH

') U3MEHEHHE 3aTparuBacT

JIEKAPCTBEHHBIN PACTUTEIbHBIN

npemnapar, a UMEHHO

reorpaduuecKuit HUCTOYHUK

IIPOUCXOKIACHUS — — I
JIEKapCTBEHHOTO

PACTHTENHHOTO CHIPHS, CIIOCO0

IIPOU3BOJICTBA WIH

NPUTOTOBIIEHUS

1) HECYIIIECTBEHHOE
W3MEHEHUE 3aKpbITOM YacTu - 1,2,3,4 IB
MOADC

Ycnosusa
1. HexxenaTenbHOE M3MEHEHNE KQYECTBEHHOTO WJIM KOJIMYECTBEHHOTO MPOQUIIsL
npuMeced uiau GU3NKO-XUMUYECKUX CBOMCTB OTCYTCTBYET.
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. Crioco0 cuHTE3a OCTaeTcsi TEM K€, TO €CTh IPOMEKYTOUHbIE MPOIYKTHI HE
U3MEHSIOTCS U B TIPOIIECC HE BBOJSATCS HOBBIC PEAKTUBBI, KATATN3aTOPBI MU
pactBopuTen. I'eorpaduueckuii HCTOYHUK TPOUCX0XKICHUS JICKaPCTBEHHOTO
PAcCTUTEIBHOTO CBIPHsI, MPHUTOTOBIICHHE JIEKAPCTBEHHOTO PAaCTUTEIHHOTO
CBIPBSl U CHIOCO0 MPOM3BOJCTBA JIGKAPCTBEHHBIX PACTHUTEIBHBIX MPENapaToB
HE N3MEHSIOTCA.

. Cneundukanyuu aKTHBHOM bapmaneBTH4IeCKOi CyOCTaHINH u
IPOMEKYTOYHBIX MTPOAYKTOB HE U3MEHSIOTCA.

. I3MeHeHne MOTHOCTHIO OMMCHIBACTCS B OTKPBITON YacTH (YacTH «3assBUTEIS)
MOA®DC (ecnu MPUMEHHUMO).

. AkTHBHas (papmareBTHUYECKass CYOCTaHIMS HE SBISETCS OHOJIOTHYECKON
cyOcTaHIuei.

. VI3meHenne He 3arparuBaeT Teorpaduyeckuii MCTOYHHK TPOUCXOXKIACHUS
JIEKapCTBEHHOTO  PACTUTENFHOTO CHIPhs, CINOCO0 TPOW3BOJACTBA WM
TIPUTOTOBIICHUS JIEKAPCTBEHHOTO PACTUTEIHHOTO Mperapara.

7. I3MeHeHue He 3aTparuBaeT 3akpoiTyio yactb MOADC.

JoxymeHnTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3jeiy (pas3ienaM) pEerucTpariOHHOTO
JI0Che, BKJIIOYasi IPSIMOE CpaBHEHHE TEKYIIEro U HOBOTO IPOLIECCOB.

2. Jlanubie aHanm3a cepuil (B popmare CpaBHHUTEIBHON TAOIUIIBI) IO MEHBIICH

OTIBITHO-TIPOMBILICHHBIX ),

Mepe 2 cepudl (1o

MEHBIIIEH

mepe,

IMPOU3BCACHHLIX C IIOMOIIBIO OI[06peHHOI‘O u IperaracMoro 1mmpouncccoB.

3. Konuu yTBepkIeHHBIX cHenu(puKauii akTUBHON (apMalieBTHuecKon

cyOctanuu (B BHUJE CCBUIKM Ha COOTBETCTBYIOIIMH JOKYMEHT B
MOCJICIOBATEIILHOCTH  PETUCTPALIMOHHOTO JOChE€ WM TPUIOKEHUS K
COINPOBOUTEIILHOMY IMTUCHEMY).

4. [lonTBepkaeHUe JAepKaTensli PETruCTPAllMOHHOTO  YAOCTOBEPEHHUS  WJIU

nepxarens MOADC cOOTBETCTBEHHO, YTO M3MEHEHHE KAaye€CTBEHHOrO WU
KOJIMYECTBEHHOTO Tpoduiiss mnpuMeced win (HU3NKO-XUMHUUYECKUX CBONCTB
OTCYTCTBYET, CITIOCO0 CUHTE3a, Celu(pUKaIUI aKTUBHON (DapMaIieBTUIeCKOn
CyOCTaHIIUU ¥ MPOMEKYTOUHBIX MPOTYKTOB HE M3MEHSFOTCS.

HpI/IMe'-IaHI/IG HOI[ 3HA4YUTCIbHBIMU HU3MCHCHUAMU AKTHUBHBIX

dapMarneBTHYECKUX  CYOCTaHIMi,  TONyYEHHBIX  IMyTeM
XMMHUYECKOTO CHHTE3a, MOAPa3yMEBAIOTCSI M3MEHEHUs Crocoba
CMHTE3a WM YCJIOBUN MPOU3BOJCTBA, KOTOPHIE CIOCOOHBI
U3MEHUTh  BaXXHBIE  TOKa3aTelqu  KadecTBa  aKTUBHOU
dbapmareBTHUECKONW CyOCTaHIIMM, TaKhe KaK KauyeCTBEHHBIN u
(M) KOJMMYECTBEHHBIH Mpoduiab mpuMeceil, TpeOyrommii
KBaTM(DUKAITUH, WU QU3HKO-XUMUYCCKUE CBOMCTBA, BIIUSIOIINC
Ha OMOJIOCTYITHOCT.

b.l.a.3. I3Menenue  pasmepa
cepuu (BKJIIOYAsi JAMANa3OHbI
pa3Mepa cepuM) aKTHUBHOU
bapmareBTH4IeCKOI

cyOcTaHIu WIn

HeoOxonumeie
YCIIOBUS

JIoKyMeHTBI 1
JAHHBIE

[Ipouenypa
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MPOMEXYTOYHOTO  MPOAYKTA,
UCTIONB3yEMOTO B  IpOILEcCe
IPOM3BOJICTBA AKTUBHOMU
(dapMareBTUIeCKOi
cyOcTaHIu

a) YBEJIMUECHHUE pa3Mepa Cepuu
no 10 pa3 mo cpaBHEHHIO C
3aperuCTPUPOBAHHBIM
paszmMepom

o1 P
o N
~w
o &

1,2,5

0) yMeHbIIIEHHE pa3Mepa CEPUH
no 10 pa3 mo cpaBHEHHIO C
3apEeruCTPUPOBAHHBIM
pasMepoM

1,2,3,4,5

1,2,5

B) U3MEHEHHUE TpeOyeT aHaIu3a
COIIOCTaBUMOCTH
OHMOJIOTNYECKO
bapmareBTH4IeCKOM
cyOcTaHIN

AKTABHOU

) YBEJIMYCHHE pa3Mepa Cepuu
o6onmee ywem B 10 pa3 mo
CpaBHEHUIO C
3aperuCTPUPOBAHHBIM
pa3mMepom

1,2,3,4

1) yBeJIMueHUE (yMEHBIICHUE)
Mmaciiraba MIPOU3BOJICTBA
OMOJOTUYECKOM AKTUBHOM
bapmareBTHIEeCKOM
cyoctanuu  0e3 H3MEHEHHUS
nporecca MIPOU3BOJICTBA
(Hampumep, nyOonupoBaHue
JIMHWM)

1,2,3,4

VcaoBug

1. Bce usmenenus MCTOOOB IIPOU3BOACTBA 3aTparuBarOT JIUIIb HGO6XOHHNHJ€

IPOLECCHl JJI1 YBEJIWYEHHS] WM YMEHBIICHHUS pa3Mepa Cepuu, HampuMmep,
UCIOJIb30BaHUE 000pyI0BaHKE JPYTOro paMepa.

. HeoOxonumo IIPEICTaBUTH pe3yIbTaThI UCIIBITAHUI
crnenuduKanusIM He MEHee 2 CepHil IpeIaracMoro pa3mepa Cepuu.
. PaccMaTpuBaemblil IeKapCTBEHHBIN Mpenapar He SBJSETCS OMOIOTHYECKUM
JIEKapCTBEHHBIM IMIPENapaToM.

. I3MeHeHne He BIUsAET HEeXelaTeabHbIM 00pa3oM Ha BOCIPOU3BOJAUMOCTH
nporecca.

. I3MeHeHne He [OJKHO OBITh CIENCTBUEM HENPEIBUACHHBIX CHUTYallUid,
BO3HUKIIIMX B X0JI€ IPOU3BOICTBA, HJIM HAPYIIEHUS CTAOMIIBHOCTH.

coriaaCHoO
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6. Cnenuduxarym aKTUBHOMN (bapmarieBTHIeCKOI cyOcTaHIIMu
(MpOMEXKYTOUHBIX TPOTYKTOB) HE U3MEHSIFOTCSI.

7. AxTuBHas QapManeBTHUECKasi CyOCTaHIINS HE SIBISETCS CTEPUIIBHOM.

8. Pazmep cepun HaxozsTcs B npezene 10-kpaTHoro quamna3oHa pasmepa cepuu,
PeyCMOTPEHHOTO TIPH PETUCTPAIINH WITH TTOCIIE TIOCTIETYIOMIETO N3MEHEHUS
pa3Mmepa cepuu, He BISABLIErocs H3MEeHeHueM [A Tumna.

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzeny (paszziesiaM) perucTparmoHHOrO
JI0Che.

2. Homepa cepuii UCTIBITAHHBIX CEPUI UMEIOT MPEATIaraeMblil pa3Mep Cepuu.

3. /lannpie ananu3a cepuil (B ¢popmaTe CpaBHUTEIHHON TaOIUIIBI) MO MEHBIICH
MEpe OJHOM TMPOMBIIUICHHOW CEpHUM aKTUBHOH  (apMaleBTHIECKOM
CyOCTaHIIMM  WJIM  TPOMEKYTOYHOTO  MPOIYKTa  COOTBETCTBEHHO,
MIPOM3BEICHHON B YTBEP)KISCHHOM W TpemiaraeMoM pasmepe. [lo 3ampocy
HEOOXOJIMMO TPEACTaBUTh JaHHBIE TI0 CJEAYIOUIUM JBYM  IIOJHBIM
MPOMBIIIJIEHHBIM CEPUSIM; JepiKaTellb 00s13aH COOOIIUTh, €CIIH PE3YNIbTAThI
aHaJu3a HE YKJIAJbIBAIOTCS B CIICHU(PUKAIMIO U MPEJIOKUTD TIJIaH JEHCTBUIMA.

4, Komuu  omoOpeHHBIX  crneruduKaiuii  akTUBHOM  (papMarieBTHUUECKOM
cyOcTaHIuu (M TPOMEKYTOYHBIX MPOJYKTOB, €CIU MPUMEHUMO) (B BUIE
CCBUTKHM Ha COOTBETCTBYIOIIUH JTOKYMEHT B IOCJIEIOBATEILHOCTH JOChE MU
NPUIOKCHHSI K COMIPOBOIUTECIILHOMY THCHMY).

5. [lonTBepxaeHue AepxaTelis PETUCTPAIMOHHOTO — YIAOCTOBEPEHHUS WU
nepxkarensi MOA®DC CcoOTBETCTBEHHO, 4YTO BCE M3MEHEHUS METOJIOB
MIPOU3BOJICTBA 3aTPArMBAIOT JIUIIIb HEOOXOIMMBIC IPOIIECCHI IS YBEITUICHHSI
WM YMEHBIICHHsI pa3Mepa cepur (Harmpumep, UCIoIb30BaHne 000py10BaHUS
JIpyroro pasMepa), U3MCHEHHE HE BIMSICT HEXKeJIaTeIIbHBIM 00pa3oM Ha
BOCIIPOU3BOJUMOCTh IPOIIeCCa; WM3MEHEHHWE HE SBISETCS CIEIACTBHEM
HENPE/IBUJICHHBIX CHUTyalldd, BO3HHUKIIMX B XOJE TPOU3BOJCTBA, WU
HapYIICHUs] CTAOWJIBHOCTH; crenuuKaly aKTUBHON (hapMareBTUYeCKOin
cyOcTaHIuU (MPOMEXKYTOUHBIX MTPOTYKTOB) HE U3MEHSIOTCS.

b.l.a.4. U3meHeHue Heobxonumeie | Jlokymentsl u | [Ipouenypa
BHYTPHUIIPOU3BOACTBEHHBIX YCJIOBUS JTaHHbIE
UCTIBITAHUNA WJIM KPUTEPHUEB
MPUEMIIEMOCTH,
HCIIOJIb3YIOIIUXCS npu
IIPOU3BOJCTBE AKTUBHOMN
dbapmarneBTHIECKON
cyOcTaHIuu

a) yXKECTOUEHUE
BHYTPUIPOU3BOICTBEHHBIX 1,2,3,4 1,2 1A
KpUTEPHUEB MPUEMIIEMOCTH

0) mobasieHue HOBBIX
BHYTPHUITPOU3BOICTBCHHBIX

1,2,5,6 1,2,3,4,6 1A
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HUCIIBITAHUN WU KpUTCPHUCB
MPUEMIICMOCTH

B) HCKIIIOUCHHUEC HC3HAYHUMOI'O

BHYTPHUIIPOU3BOCTBEHHOTO 1,2, 7 1,2,5 1A

HUCIIBITAaHHA

') pacliupeHue  OJ00pEHHBIX
BHYTPHUIIPOU3BOICTBEHHBIX
KPUTEPUCB MIPUEMIIEMOCTH,
KOTOpPBIE MOTYT CYIIIECTBEHHO
NOBJIUATH Ha  COBOKYITHOE
Ka4yeCcTBO AKTUBHOM
dbapmareBTH4IECKOM
cyOcTaHIn

1) UCKJTFOUCHHE
BHYTPHUIIPOU3BOCTBEHHOTO
UCIIBITAHUSA, KOTOPOE MOXKET

CYLIECTBEHHO TMOBJIHATh HA — — I

COBOKYITHOE Ka4yecTBO
aKTUBHOM (papMalieBTHUECKON
cyOcTaHIu

¢) no0aBpieHNe WM 3aMeHa
BHYTPHUITPOU3BOJICTBEHHOT'O
UCIBITAHUS M3 COOOpaKEeHUI
0Ee30ITaCHOCTH MJIN Ka4YeCcTBa

— 1,2,3,4,6 IB

’K) HE3HAUUTEIbHOE
N3MEHEHNE AHAJIUTUYECKOUN

METOIUKHA 8,9, 10,11 1,7,8 1A

BHYTPHUIIPOU3BOJCTBEHHOIO
KOHTPOJIA

VYcnoBug

1.

o~

N3meHeHune He ABISIETCS CIIEICTBUEM KaKOro-Tnbo 00s13aTenbCTBa, TPUHSATOTO
10 pe3yJbTaTaM paHee MPOBEACHHBIX IKCIEPTU3 C LENbI0 aHATIN3a KPUTEPUEB
NPUEMIIEMOCTH crielupUKanuu (Hampumep, B XOJE€ PETUCTPAlUU WU
BHeceHus u3meHenu Il tuna).

. I3aMeHeHue He sABIsETCSA CICACTBUEM  HCIPCABHICHHBIX CHTyaHHﬁ,

BO3HUKIIIMX B XOJI€ IPOM3BOJICTBA, HAIPUMED, HOBasi HEKBAMU(DULIMPOBAHHAS
IIPUMECH, U3MEHEHUE MIPEENIOB COAEPKaHUA CyMMBbI IIPUMECEH.

. JItoboe W3MEHEHHE OJDKHO YKJIaAbIBaThCA B JHANA30H JACHCTBYIOIIUX

O)IO6p€HHBIX KPUTCPUCB IPUECMIICMOCTH.

. AHanuTHYECKasA METOJAMKA HE N3MEHSICTCS WU U3MEHIETCSI HE3HAUUTEIBHO.
. Hu ogvH HOBBIM METOJ MCIHBITAHUS HE OCHOBAH HA HOBOW HECTAaHIAPTHOM

METOA0JIOTHUHN NN CTaH)IapTHOI‘/JI METOA0JIOTUH, HCHOHBSYCMOﬁ IIO-HOBOMY.
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6. HoBbri METOJ1 UCIIBITAHUS HE SBJISIETCS OMOJIOTNYECKUM
(MMMYHOJIOTHYECKMM, HWMMYHOXMMHUYECKMM) WM METOJOM, B KOTOPOM
UCMOJb3yeTCsl OHOJIOTMYECKUM peakTHB JUIsl OHOJOTMYeCKON aKTHBHOMN
(dapManieBTHUECKON ~ cyOCTaHIMM (32  HCKJIIOYEHHEM  CTaHAApTHBIX
(bapMaKoneMHbIX MUKPOOHUOJIOTHYECKUX METOOB).

7. Ilapamerp crnenudukanMu He 3aTparuBaeT KpPUTHUECKUN Mapamerp,
Harpumep, J000H U3 CIEAYIOIUX: KOJUYECTBEHHOE ONPEesIeHUE, IPUMECH
(ecnu TOJNBKO ONPEEIIEHHBIN PACTBOPUTEh OJHO3HAYHO HE MCIIONB3YETCS B
NPOU3BOJICTBE AKTUBHOW  (hapManeBTUYECKON  cyOcTaHIMM), Jro0as
KpUTHYECKasi (U3MYecKas XapaKTEepUCTHKA, HalpuMep, pasMep 4YacTull,
HACBhIITHAs IUVIOTHOCTb /10 ¥ TIOCJ€ YIUIOTHEHHUS, UCIIBITAHUE Ha MOJINHHOCTB,
BOJIa, JTF000€ N3MEHEHHE YAaCTOThI UCIIBITAHUM.

8. B coorBerctBuM ¢ akrtamum opraHoB Coro3a B cdepe oOpaieHus
JeKapCTBEHHBIX  CPEACTB,  IpoBeleHa  HeoOXoAuMas  BaJUalus,
MOJTBEPKAAI0IIAsL, YTO OOHOBJIEHHAS aHAIMTUYECKAs METOAMKA TI0 MEHbIIEH
Mepe SKBUBAJIEHTHA MPEAbIIYIIEH.

9.Ilpenensl copepkaHus CyMMBbl @pUMeceli HE HW3MEHWINCh, HOBBIE
HEKBaJIM(UIUPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

10. Meton aHanm3a HE W3MEHWJCS, a METOAWKAa aHAIW3a W3MEHUIIAChH
HE3HAUYUTENIbHO (HapUMep, U3MEHEHHUE JUIMHBI KOJOHKU WM TeMIepaTyphl,
HO HeE JIpyroi BUJ KOJOHKH).

11. Meroa wucnbITaHus HE SBISETCS OUOJIOTMYECKUM (MMMYHOJIOTHYECKHM,
UMMYHOXUMUYECKUM)  WJIA  METOJAOM, B  KOTOPOM  MCHOJb3YETCs
OMOJIOTUYECKHI PEaKTUB Il OMOJIOTUYECKON aKTUBHOU (hapMalleBTUUYECKON
cyocTaHuuum (32 UCKJIIOYEHHWEM  CTaHJIApTHBIX  (hapMaKoIleHHBIX
MHUKPOOHOJIOTHYECKUX METOOB).

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzeny (pas3iesiaM) perucTpalioOHHOIO
JI0ChE.

2. CpaBHUTENbHAS Tabyuia TEKYILIUX u npeajiaraeMbIX
BHYTPUIIPOU3BOICTBEHHBIX HUCIIBITAHUH.

3. [TonpoOHoe onucanue HOBOI HepapMakoIeHHON aHATUTHUYECKOW METOTUKH U
JTaHHBIE 110 BAJIMJALMU (B COOTBETCTBYIOLINX CIy4asX).

4. JlanHble aHanM3a JBYX MPOMBIIUICHHBIX Cepuil (s OUOJOTHYECKUX
AaKTUBHBIX (apMaleBTHUECKUX CyOCTaHUUHA, B OTCYTCTBHUE JOJIKHBIX
000CHOBaHM, — TPU MPOMBIIUICHHBIE CEPUHN) aKTUBHOU (hapMarieBTUYECKOM
cyOCTaHIIMU IO BCEM MapaMeTpaM crielupuKanuu.

5. O6ocHOBaHUE (OIIEHKAa PUCKOB) CO CTOPOHBI JeprKaTeNsl PErUCTPALMOHHOTO
YAOCTOBEPEHHUS WU JepHKaTEIA MOADC COOTBETCTBEHHO,
NOJATBEPKAAIOIINE, YTO BHYTPUIIPOU3BOACTBEHHBIE NApaMETPhl SBIISIOTCS
HE3HAYUMBIMH UJTU yCTAPEBUINMHU.

6. O60ocHOBaHUE CO CTOPOHBI JEpKaTessl PETrUCTPALMOHHOTO YIOCTOBEPEHUS
i aepxatesis MOADC cooTBETCTBEHHO HOBBIX BHYTPUIIPOU3BOICTBEHHBIX
WCTBITAHUM U MIPEAEIIOB.

7. CpaBHUTeNbHAS TAOIUIA U3MEHEHUH aHAIUTUYECKON METOTUKH.




28

8. [TonpoOHOe onucanue HOBOM He(hapMaKoeHHON aHATUTHYECKOW METOTUKH U
JAHHBIC M0 BaJUAANUU (B COOTBETCTBYIOIIUX CIIyYasx) IMOJTBEPIKIAIOIIHE,
4TO OOHOBJICHHAS AHAJTMTHYECKAs METOIMKA 10 MEHbBIIICH Mepe SKBUBAJICHTHA

MPEIbITYILIEH.

b.l.a.5. I3MeHeHue axkTUBHOU
dbapmareBTH4IECKOM
cyOcTaHIu CE30HHOH,
penaHIeMUYECKON W
MaHJEMUYECKOW BaKIUHBI IS
npOo(UIAKTUKY TpUIITA

HeoOxonumeie
YCIIOBUS

JIOKyMEHTBI 1
JTAHHbIE

[Ipouenypa

a) 3aMeHa 1mraMma (IITaMMOB)
CE30HHOM, IPEMaHIEMUYECKON
WM TTaHJEMUYECKOM BaKIIUHBI
JUTSI PO MITAKTUKY TPHUIIITA

b.1.6) KonTpomnp kauecTBa akTUBHOU (papMalleBTUUECKOM CyOCTaHIIMU

b.1.6.1. U3menenue
napaMeTpoB creuuukanuu u
(unn) KPUTEpUEB
PUEMIIEMOCTH aAKTUBHOMN
dbapmareBTHUECKON
cyOcTaHIuHy, UCXOIHOTO
MaTepuaia (MpoOMeEXYTOUHOTO
MPOAYKTA, peaKkTuBa),
UCIIOJIb3YEMBIX B  IIpolecce
IIPOU3BOJACTBA AKTUBHOMN
dbapmareBTHIECKON
cybcTaHIn

Heo0Oxonumele
YCIIOBUS

JIOKyMEHTHI 1
JTAHHbIE

[Ipouenypa

a) y)KeCTOUeHHe KpUTEPUEB
MPUEMJIEMOCTH CTICIIH(PUKAITIN
OMOJIOTUYECKOTO
JIEKapCTBEHHOTO Tpemnapara (B
COCTaB  KOTOPOTO  BXOJHT
aKTUBHAs (apMarleBTUICCKas
cyOcTaHIus),  TMOJICKAIIETO
BBITYCKY CepUil OPUITATBHBIM
KOHTPOJIbHBIM OpraHoM
rocy/1apcTBa-4ieHa

1,2,3,4

1,2

[Any

0) y)KecToueHHe  KpUTEpHEB
NPUEMIIEMOCTH CHEIH(PUKAIIH

1,2,3,4

1,2

B) 100aBieHHE B
cnenupuKaIuo HOBOI'O

1,2,5,6,7

1,2,3,4,7
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napamerpa u
COOTBETCTBYIOLIETO emMy
METO/1a UCTIBITAHUS

T') HCKJTFOUCHUE
HE3HAYUTENBHOTO TapameTpa
cnemuukanuu  (Hampumep,
UCKITIOUEHUE yCTapeBIIETro
napamerpa)

1,2,8

1,2,6

1) UCKJIIOUEHHUE napamerpa
cnenupuKaim, KOTOPBIN
MOYET CYIIECTBEHHO MOBIIHATH
Ha  COBOKYIIHOE€  KadeCTBO
aKTHBHOM (apMaIieBTHIECKOM
cyOcTaHIu u (nn)
JIEKApCTBEHHOI'0 IIpenapara

€) U3MEHEHHE, BBIXOSIIEE 3a
0/100pEHHBII JMarna3oH
KpUTEPUEB PUEMIIEMOCTH
crienuuKanuii AKTHUBHOU
bapmareBTH4IeCKOM
cyOcTaHIHN

) paclIiupeHue 000PEHHBIX
KpUTEPUEB PUEMIIEMOCTH
cnenuUKaMA Ha HCXOIHBIE
MaTepuanbl  (TPOMEKYTOYHEIE
MPOJIYKTbI), KOTOpPBIE MOTYT
CYUIECTBEHHO TIOBIUSATH Ha
COBOKYITHOE Ka4yecTBO
aKTUBHOM (apMalieBTHUECKON
cyOcTaHIuu U (vm)
JIEKapCTBEHHOTO Mpenapara

3) 100aBJICHUE WM 3aMCHa
(uckmrouass ~ OMOJIOTHYECKYIO
cyOCTaHIUIO) napamerpa
cnienupuKam u
COOTBETCTBYIOIIETO emMy
METO]1a UCIIBITAHUS u3
cooOpakeHU  0e30macHOCTH
WIN Ka4eCcTBa

1,2,3,4,57

1) eciu Ha aKTUBHYIO
(bapMareBTHIECKYIO

cyOCTaHIUIO OTCYTCTBYET
cratbsi ®apmakonen Coroza

1,2,3,4,57
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158105 WHOU dbapmakoreu
COIJIaCHO Konuenmun
rapMOHH3AIUH, U3MEHEHHE

coOCTBeHHOHN crnenuduKanmum
MPOU3BOJUTENSI HA  CTaThiO
dbapmakonen TpeTheil CTpaHBbI

K) 1o0aBjeHNE WM 3aMeHa B

crienuuKanum HOBOI'O

IIOKa3aTest u

COOTBETCTBYIOIIETO emMy

MeToj1a UCHBITAHUS U — ]
OMOJIOTHYECKOU

(MMMYHOJIOTHYECKOM )

aKTUBHOM (apMalieBTHUECKON

cyOcTaHIN

YcnoBus

1. I3MeHeHue He ABIETCS CIEICTBUEM JIFOOOTO 00s3aTeNIbCTBA, IPUHSIITOTO 110
pe3yJibTaTaM paHee MPOBEIECHHBIX 3KCIIEPTU3 C LEIbI0 IEPECMOTPA KPUTEPUEB
OpUeMJIEMOCTH  cnenuukanuu  (HampuMep, B XOJ€  perucTpanuu
JIEKapCTBEHHOTO Mpernapara Wil BHeCeHH u3MeHnenui Il tuna).

2 VI3MeHeHue He SIBISIETCS CISICTBUEM HETPEABUICHHBIX CUTYAIIH, BOSHUKIIINX
B X0Jl¢ MPOMU3BOJCTBA, HAPUMEpP, HOBOW HEKBAIU(PUIUPOBAHHON MPUMECH,
M3MEHEHUS MPEJEIOB COIEPKAHUS CYMMBI TPUMECEH.

3. JIro6oe n3MeHeHune I0JKHO YKIIaAbIBaThCA B IMANA30H TEKYIIUX OJJOOPEHHBIX
KPUTEPUEB MPUEMIIEMOCTH.

4. AHanuTH4YeCKasi METOJMKa HE U3MEHSAETCS UM U3MEHSETCS He3HAUNTENbHO.

5. HoBblil MeTOA HCTIBITaHUS OCHOBAH Ha OOIIMX METO/axX aHaju3a, OMMCAHHBIX
B dapmakonee coro3a, a IpU OTCYTCTBUU B HEl — Ha OCHOBaHUM METOJIOB,
ONMMCAHHBIX B WHBIX (apmakomnesx B cooTrBeTcTBUM ¢ KoHuenunuei
rapMoHu3anuu (Hanmpumep, BOXKX, cnexkrpodoromerpus, TUTpUMETpUS U
ap.).

6. HoBniii METOJ1 UCIIBITAHUS HE ABIIIETCSA OMOJIOTUYECKUM
(MMMYHOJIOTHYECKMM, HWMMYHOXMMHUYECKMM) WM METOJOM, B KOTOPOM
UCTIONIb3YeTCS. OMOJIOTUYECKUH PEaKTUB M OHOJIOTUYECKON aKTUBHOM
dbapmaneBTHUYECKON  cyOcTaHIMM (32  MCKIIOUEHHEM  CTaHJAapTHBIX
bapmakoneMHbIX MUKPOOHUOIOTUYECKUX METOIOB).

7. I3meHeHue a1000ro MaTepuana HE 3aTparuBaeT T'€HOTOKCUYHYIO MPHUMECh.
Ecnu u3meHeHune 3aTparuBaeT akTUBHYIO (DapMaleBTUYECKYIO CyOCTaHIIHIO
(32 UCKIIOYEHHMEM OCTATOYHBIX pPACTBOPHUTENEH, KOTOpbIE JIOJKHBI
COOTBETCTBOBATh TMpeJenaM, YKa3aHHbBIM B COOTBETCTBYIOUIEH cTaThe
dapmakonen Coro3za), KOHTPOJb JIOOOW HOBOM TPUMECH JOJDKEH
coorBeTcTBOBaTh dapmaxonee Coro3a, a mpu OTCYTCTBUM B HEW — HMHOU
dapmaxornee B cooTBeTcTBUM ¢ KoHlenuel rapMOHU3aIINH.

8. [lapamerp cneuudukanmu HE 3aTparuBaeT KPUTHUECKUH TMapamerp,
HarpumMmep, J000H U3 CIEAYIONUX: KOJTUIECTBEHHOE ONpPEeAeIeHNE, TPUMECH
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(ecau TOJBKO OTPEAETICHHBIN PACTBOPUTENIH OJTHO3HAYHO HE UCTOIB3YETCS B
NPOU3BOJICTBE  AKTUBHOW  (hapManeBTUYECKON  cyOcTaHIMM), Jro0as
KpUTHYeCKas (U3UUEcKas XapaKTEepUCTHKA, HANpUMeEp, pa3Mep YacTHIL,
HACBIIMHAs TUIOTHOCTH A0 U TOCIIE YIUIOTHEHUS, HCIIBITAaHUE Ha TIOAJIUHHOCTD,
BO/Ia, JTFOOOW MPOITYCK UCIIBITAHHUS.

JloxymeHnTanus

1.

2.
3.

4.

5.

[TorpaBka K COOTBETCTBYIOLIEMY paszfeny (paszenaM) perucTpaluoOHHOTO
JI0Che.

CpaBHUTENbHAS TAOIUIA TEKYIIHUX U MIpearaeMbix crienupukanui.
[Togpo6HOe onucanue ar000i HOBOM aHATUTUYECKON METOANKU U JIaHHBIE 110
BaJIMJAIMH (B COOTBETCTBYIOLIMX CIIydasix).

JlaHHble aHajM3a ABYX NMPOMBIIUIEHHBIX CepUi (B OTCYTCTBHE OOOCHOBAaHUS
o0paTHOro J1s1 OMOJIOrMYECKMX aKTUBHOW (papMalieBTUYECKHUX CyOCTaHIUN —
3 cepun) COOTBETCTBYIOIIEH aKTUBHOM (papMalleBTUUECKON CYOCTaHIIMM MO
BCEM I1apamMeTpam crenupuKanuy.

B cootBercTByrOIMX Cllydasx JaHHbIE TECTa CPAaBHUTEIBHON KHHETHKHU
pacTBOpEHUsT JIEKAPCTBEHHOTO  IMpermapara, COACPIKAIETO  aKTHBHYIO
(dapMareBTHUECKYI0 CyOCTaHLIMIO 10 MEHbIIEH Mepe U3  OIbBITHO-
IPOMBIIIEHHON CEpUH, COOTBETCTBYIONIYIO EHCTBYIOLIUM U IPE/IaraeMbIM
cnenudukanyusM. B oTHOIIEHNN TEKapCTBEHHBIX PACTHTEIBHBIX MPENapaToB
MOTYT OBITh IOCTaTOYHBI JJAHHBIE CPABHUTEIHHON PaClagaeMOCTH.

. Ob6ocHOBaHUE (OIIEHKAa PUCKOB) CO CTOPOHBI JEpIKATENsI PETUCTPALIHOHHOTO

YAOCTOBEPEHHUS Wi JepKaTelis MOADC COOTBETCTBEHHO,
NOJATBEPKAAIOIINE, YTO BHYTPUIIPOU3BOACTBEHHBIM MapamMeTp SBISETCS
HE3HAYMMbIM WJIH YCTapEBLIUM.

. OGoCcHOBaHHE CO CTOPOHBI JEpKaTENsl PETUCTPALMOHHOTO YIOCTOBEPEHUS

unu aepxatenst MOADC cooTBETCTBEHHO HOBBIX IMapaMeTpa crielupukanuu
Y KpUTEPUEB NMPUEMIIEMOCTH.

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

aHAJIMTUYECKOU MCTOJUKHU YCJIIOBHUA JaHHBIC

aKTUBHOM (papMarieBTHUECKOn
CyOCTaHIIMM WM HCXOJHOTO
MaTepuana (MpoOMeEXYTOUHOTO
MIPOAYKTA, peaKkTuBa),
UCTIONB3YyEeMbIX B  IPOIECcCe
IIPOU3BOJACTBA AKTUBHOMN
dbapmarneBTHIECKON
cyOcTaHIuu

a) He3HAYMMBbIEe A3MEHEHUS
0/IOOPEHHON  aHAIUTHYECKOM
METOIUKHU

1,2,3,4

1,2

0) UCKITIOUEHNE
aHAJINTHYECKOM METOUKH
aKTUBHOW (papMarieBTUUECKOIl
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CyOCTaHLIMM WM HMCXOJHOTO
MaTepuana (MpoMeEXYTOUYHOTO
NPOAYKTa, PpEaKTUuBa), €clu

aJbTEepHATUBHAS e
AHATMTHYECKAsT METOJUKA YyXKe
0/100peHa

B) IpoYMe WU3MEHEHUS
aHAJUTUYECKOM METOIUKHU
(BKITIOUAS 3aMEeHy N
J00aBJICHHE) pEeaKTHBa,
KOTOpast HE okasepiBaer| 1,2,3,5,6 1,2 1A
3HAYHUMOTO BIIUSHHUS Ha
COBOKYITHOE Ka4yeCTBO
aKTUBHOM (apMalieBTHUECKON
cyOcTaHIN

I') CYIIIECTBEHHOE HM3MCHEHHUE
WA 3aMeHa OHOJOrHYECKOro
(MMMYHOJIOTHYECKOTO,

MMMYHOXHUMHUYECKOT0) METO/a
WUCHBITAHUSA WJIM METONa, B

KOTOPOM HCIIOJIBb3YEeTCs

OMOJIOTMYECKUI pEeaKkTUB IS

OMOJIOTHYECKOM AKTUBHOU

dbapmareBTHUECKON

cyOcTaHIu

1) Ipouune U3MEHEHUS

aHAJIUTHYECKOU METOIUKH

(Bkrouass  J10OaBJICHUE  HUIIH

3aMEHY) AKTUBHOMU B 19 B

bapmareBTHIEeCKOM ’

CyOCTaHIIMM WM HCXOJHOTO

Marepuaia (IpOMEKYTOUHOTO

IPOJYyKTa)

YenoBus

1.B coorBerctBuu ¢ aktamu opraHoB Coro3a B chepe oOparieHus
JIEKapCTBEHHBIX  CPEACTB,  NPOBEACHA  HeoOXoaumas  Bajaujalus,

HOJTBEPKAAIOMIAs, YTO OOHOBJICHHAS! aHATTUTHYECKAsk METOJIMKA 110 MEHbBILIEH
Mepe IKBUBAJICHTHA MPEIAbIAYIICH.

2. llpegensl  comepkaHUs CyMMBl TpUMeced HE W3MEHWINCh, HOBEIC
HEKBaJTH(HUIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

3. Meron ananu3a He WU3MEHWICS (HampuMep, U3MEHEHHE JJTUHBI KOJOHKH WM
TEMIIepaTyphbl, HO HE IPYTOi BU KOJOHKU WIIK METON).
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. MeTon wWcmbITaHUS HE SBISETCS OHOJIOTHMYECKUM (MMMYHOJIOTHYECKHUM,
UMMYHOXUMUYECKUM)  WJIA  METOJOM, B  KOTOPOM  HCTOJB3YETCS
OMOJIOTUYECKHUI pPEeaKTHUB I OMOJOTHYCCKON aKTHBHOU (hapMalleBTHICCKOM
cyOcTaHIuu (3a HCKJIIOYEHHEM CTaHapTHBIX (bapMaKoTeHHBIX
MUKPOOHOJIOTHYECKUX METOOB).

. HoBbIif MeTO MCHBITAHUS OCHOBAH Ha OOIIMX METOHAX aHaIW3a, OIHUCAHHBIX
B dapmakoriee coro3a, a Mpu OTCYTCTBUHU B Hell — B Dapmakoriee rocyaapcrpa-
YJICHA WU MIPU OTCYTCTBUHU B YKa3aHHBIX (papMaKoresx — HHOU (papmakoriee

COIJIacHO Konnenmumn

rapmMoOHuU3alu

CHEKTPOPOTOMETPUS, TUTPUMETPUS U JIP.).
6. AkTuBHas (apmaiieBTHUECKasi CyOCTaHIIMS HE SIBISIETCS OMOIOTUYECKOM.
7. AnpTepHaTUBHAs aHAMTUYECKass METOAMKA JJisl TOKa3aTens crnenuduKanuu

yKe 0J100peHa.

(manmpumep,

BOXKX,

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzieny (pas3zieliaMm) perucTparuoHHOTO
J0Che, BKITIOYAsi OMMCAaHUE aHATUTHUYECKONW METOJOJIOTUH, PE3IOME TAaHHBIX 110

BaJInganuuy, MEPCCMOTPCHHBIC

MIPUMEHUMO ).

cnenuukanuy  Ha HpuMecH  (eciu

2. CpaBHI/ITeJIBHBIe PE3YJIbTAaThl BalWJallUKW WK IIPpU HAJIWYHUH 000CHOBaHMS
CPaBHUTCIIBHBIC PC3YJIbTAThl aHAJIM34d, MOATBCPKIAAIOMINEC, YTO TCKYIICC U
npeajgaracMoc HCHbITAHUC OJOKBUBAJICHTHELI. HaCTos[mee TpGGOBaHI/Ie HE
IMPUMCHACTCA, CCIIN ,[[O6aB.TI}IeTCSI HOBas aHAJIUTHUYCCKasa MCTOJHKA.

b.1.B) YIakoBOUHO-yKyIIOpOYHAasi CUCTEMA

b.1.B.1. U3menenue nepsuunoii | Heooxogumeie | Jloxkymentst u | [Ipouenypa
YIaKOBKHU AKTUBHOMN yCJIOBUS JTAHHbIE
bapmareBTH4IECKOM

cyOcTaHIu

a) KAYeCTBEHHBI W (WJIN)

KOJINYECTBEHHBIN COCTaB

(M3MeHeHue cocTaBa

Marepuana YIAKOBKH, 1,2,3 1,2,3,4,6 1A
M3MEHEHUE Marepuana

VOAKOBKM  WJIM  CTaHJapTa
KauecTBa MaTepHaia)

0) KaueCTBEHHBIN W (WIN)

KOJIMYECTBEHHBIN COCTaB
(u3MeHeHue cocTaBa
MaTepuana YIaKOBKH, 3 B I
U3MEHEHHE MaTepuaa

VIaKOBKM  WJIM  CTaHJapTa
KayecTBa  marepuana) s
CTEPUIIBHBIX 17001
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HE3aMOPOKEHHBIX
OMOJIOTHYECKHAX AKTUBHBIX
bapmareBTHIECKIX
cybcTaHmmit

B) KQUECTBEHHBIN W (WJIM)

KOJINUECTBCHHBIN COCTaB
(U3MeHeHue COCTaBa
Marepuaia YIIaKOBKH,
W3MEHEHHUE Marepuaia

- 1,2,3,56 IB
YyIAKOBKM WM  CTaHJapTa

KayecTBa  Marepuana) s
KUJIKIX AKTUBHBIX
(bapMareBTHYECKUX

cyOcTaHIuil (HECTEpUIIbHBIC)

YcnoBus

1. ITo cOOTBETCTBYIOIIMM CBOMCTBAM IpeIjlaraeMblil yITaKOBOUHBIN MaTepual mo
MEHBIIIE Mepe JOHKEeH ObITh SKBUBAJICHTHBIM 0JI00PEHHOMY.

2. HagaTel COOTBETCTBYIOIINE HCCICIOBAHHS CTaOMIBHOCTH B COOTBETCTBHUH
¢ aktamu opranoB Coro3a B cdepe oOpaleHus JEKapCTBEHHBIX CPEACTB U
3asBUTEIEM HAa MOMEHT BBEACHHMS M3MEHEHUH MpOaHAIM3UPOBAHBI
COOTBETCTBYIOLIME MapaMeTpPbl CTA0OMIBHOCTH HE MEHEE YeM Ha 2 OIBbITHO-
NPOMBIIICHHBIX WM TPOMBIIUICHHBIX CEpUSAX, B €ro paclopsDKeHUH
HAXOJATCS  YAOBIETBOPUTEIbHBIE  pe3yJbTaThl IO  MEHbIIEH  Mepe
3-MecSIYHOr0 W3Yy4YeHHs cTa0wibHOCTH. B ciywae, ecnm mpeniaraemas
ylmakoBka Oosiee yCTOMYMBAa 1O CpPaBHEHHUIO C 3apErMCTPUPOBAHHOM,
TO 3-MeCsiuHbIE JJaHHBbIE MO0 CTaOMIbHOCTU He TpeOyrorcs. Ilo 3aBepuieHUN
TaKUX MCCIIEOBAaHU, €CIIU Pe3yabTaThl HE YKJIaIbIBAIOTCS B CrieU(UKALUU
WIHM MOTEHIIMAIIBHO MOTYT HE YJIOXKHUThCS B clielu(UKaIMM Ha KOHEIl CpoKa
FOJHOCTH (II€pHOJa TOBTOPHOTO HCHBITAHUS), UX HEOOXOAUMO HEMEJJIEHHO
IPEJCTaBUTh YIOJHOMOYEHHOMY OpPraHy Hapsiiy ¢ MpeasiaraéMbIM IJIaHOM
JIEUCTBUM.

3. Ucknrovass ~ cTepuibHBIE, OJKUJAKHE W OHOJOTMYECKHE  aKTHBHBIC
dbapmareBTH4YECKHE CYOCTaHIIUH.

JoxymeHnTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY pazieny (pa3aenam) perucTparioOHHOTO
JI0ChE.

2. HeoOxonuMble JaHHBIE O HOBOM YMakOBKE (HampuUMep, CPaBHUTEIbHBIE
JaHHBIE 110 TPOHUIIAeMOCTH, Harpumep, 11 Oz, CO2, Biaru u ap.), BKIOYas
MOJATBEPKICHUE TOTO, YTO MaTepual COOTBETCTBYET (papMaKomeHHbIM
TpeOoBaHUsAM MM akTam opraHoB Coro3a 0 0€30MacHOCTH MaTepHalioB
KOHTaKTUPYIOIIMX C THUIIEBON MPOAYKIMEH, a MPU OTCYTCTBUU B HUX —
3aKOHOJIaTENIbCTBY TOCYAapCTB-UWICHOB B YaCTH, HE YPETYJIUPOBAaHHOM aKTaMu
opranoB Coro3a.

3. B cooTBeTCcTBYyIOMIMX Claydasx HEOOXOAMMO MPEACTABUTh MOATBEPKIACHHE ,
YTO B3aUMOJICHCTBHE MEXY COJAEPKUMBIM M YIIAaKOBOYHBIM MaTEpPHATIOM HE
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OPOUCXONUT  (HAampUMep, OTCYTCTBYET IEpPEeMENIEHHEe KOMIIOHEHTOB
npe/UIaraéMoro Marepuajga B €ro COACPKHMOE, KOMIIOHEHTHI aKTHBHOMN
(dapMarieBTUYEeCKON CYOCTaHIIMM HE TMEpPEeXOAAT B YIIAKOBKY), BKIIHOYAS
NOJATBEPXKACHUE, YTO MaTephal COOTBETCTBYET  COOTBETCTBYIOIIUM
dbapMakorneiHsIM TpeOOBaHUAM WK akTam opraHoB Coro3a 0 0€30MacHOCTH
MaTepUAIOB KOHTAKTUPYIOIIUX C THIIEBOH MPOIYKIIMEH, a TPH OTCYTCTBUH B
HUX — 3aKOHOJATEIbCTBY TOCYIapCTB-WICHOB B YaCTH, HE YPETyJIUPOBAHHON
aktamu opraHos Coro3a.

4. TlonTBepxKaeHue JAepKareliss PEerHCTPAllMOHHOTO  YAOCTOBEPEHUS WU

nepxkatenst MOADC, yro TpeGyemble UcClieIOBaHUSI CTA0MIBHOCTH HAYaThl
B COOTBETCTBMM ¢ akTamu opraHoB Cor3a B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB (C YKa3aHHUEM HOMEpPOB cepuil); u uro (B
COOTBETCTBYIOUIMX CIJIydasX) Ha MOMEHT pealH3allid W3MEHEHHH B €ro
pacrtopsiKeHUN HaXOJMIINUChH TpebyeMbie MUHUMAaJbHbIC
YJIOBJICTBOPUTEIBHBIC TAHHBIC TI0 CTAOMIHBHOCTH U, YTO UMEIOIITUECS JTaHHBIC
HE CBHUJICTENIBCTBOBAIM O Kakoi-mubo mpodieme. Heobxomumo Takxke
MPEICTaBUTh MOATBEPKICHUE, YTO MCCIIEOBAHUSI OyIyT 3aBEPIICHbI, U YTO
€ClId pe3yNnbTaThl HE OYyIyT YKIAAeIBaThCsl B CHEUU(UKAIUU WK
MOTCHIIMAJILHO MOTYT HE YJIOXKHTBCS B CHEIMUPUKAIMA HAa KOHEI CPOoKa
roJHoCTH (TIepHoja MOBTOPHOTO WCIBITAHMS), UX HEMEIJECHHO MPEACTaBST
YIIOJTHOMOYEHHOMY OpTaHy Hapsiiy C MpeJuiaraeMbIM IJIAHOM JIEHCTBUM.

5. Pe3ynbrathl BccienoBaHuil CTaOUILHOCTH, MPOBEJCHHBIX B COOTBETCTBUU C

aktamu opranoB Coro3a B cdepe oOpalieHus JeKapCTBEHHBIX CPEICTB, IO
3HaYUMBIM TIapaMeTpaM CTaOWIBHOCTH HE MEHee YeM Ha 2 OIBbITHO-
MIPOMBIIIJIEHHBIX WM MPOMBILIJIEHHBIX CEpUsX, OXBAThIBAIOIUX HE MeHee 3
MECAIIEB, W TMOJTBEPXKJEHHWE, UTO YKa3aHHbIE WCCIEIOBaHUS OYyIyT
3aBepIICHBI U €CII PE3YJIbTATHI HE OYIYT YKIIAILIBATHCS B CIICIIM(PUKAIIAN UITH
MOTEHIIMAILHO MOTYT HE YJIOXHUTHCS B CHenudUKAIMy Ha KOHEI[ CpoKa
TOJHOCTU (TIepHOo/ia TMOBTOPHOTO HCIBITAHUA), UX HEMEJICHHO MPEICTaBsT
YIOJTHOMOYEHHOMY OpPTaHy BMECTE C IIpejiaracMbIM IUIAHOM JICHCTBUH.

6. CpaBHEHHE JACUCTBYIOIIUX W TMpesiaraeMbIX crenuuKanuii NmepBUYHON

YHAKOBKH (€CJIM MPUMEHUMO).

b.1.B.2. I3menenue Heobxonumeie | Jlokymentsl u | [Ipouenypa
napaMeTpoB creuudukanuu u yCIIOBUSA JTaHHbIE

(unn) KpUTEpUEB

[IPUEMIIEMOCTH MIEPBUYHOMN

YIIAKOBKH AKTUBHOMN

bapmareBTHIEeCKOM

cyOcTaHIuu

a) y)keCTOUeHHe  KpUTEpHEB

OPUEMIIEMOCTH CHEI(PUKAIIH 12,34 1,2 IA
0) moGaBieHUE B

cnenupuKaIuo HOBOT'O 1,2,5 1,2,3,4,6 1A
napamerpa u
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COOTBETCTBYIOLIEMY eMy
METOJa NCIBITAaHUH

B) UCKIIIOUCHUE
HECYIIECTBEHHOTO TapameTpa

cenudukanuu  (Hampumep, 1,2 1,2,5 1A
UCKITIOUEHUE yCTapeBIIETro
napamerpa)

r) 1o0aBjieHUE WM 3aMeHa
napaMeTpa CHeIU(QUKAIIA W3
cooOpakeHuld  0€30MacHOCTH
WJIH Ka4eCTBa

- 1,2,3,4,6 IB

VYcaoBug

1.

o~

N3MmeHeHue He ABIsETCS CIEACTBUEM KaKOT0-1100 0043aTeNIbCTBA, IPUHATOTO
IO pe3yJIbTaTaM paHee NMPOBENECHHBIX IKCIIEPTHU3 C LIENIBI0 AHATIN3a KPUTEPUEB
OpUeMJIEeMOCTH  crienuuKkanuy  (HarmpuMmep, B  XOA€  PETUCTpaluu
JIEKapCTBEHHOTO MpernapaTa Wik BHeceHHs u3MeHneHui 1l tuna), eciaum Toapko
OHO paHee He PacCMOTPEHO M OJO0OpPEHO B KAaYECTBE MEPHI MOCIIETYIOIIETO
HAOJIIOIEHUS.

. I3MeHenne He sABASETCS CIEACTBHEM HENPEABUICHHBIX  CUTYyallUu,

BO3HHUKIIUX B XOJIe MPOU3BOJICTBA YIMAKOBOYHOIO MaTepHaia WU MpHU
XpaHEHUU aKTUBHOU (apMarieBTHUECKON CyOCTaHIINN.

. JIroboe n3mMeHenme AOJDKHO YKIIAJAbIBATHCA B AUAIIa30H TCKYIITUX OIIO6PCHHBIX

KPUTEPUEB MPUEMIIEMOCTH.

. AHaIMTHYECKas METOAMKA HEC U3BMCHACTCA NJIN U3MCHACTCS HE3HAUUTCIIBHO.
. HoBrbIi1 MCTO/J HCIIBITaHUA OCHOBAH Ha O6H_II/IX MECTOJax aHaJIn3a, OIIMCAaHHBIX

B @apmakonee corw3a, a Ipu OTCYTCTBUHU B HEN — B DapMakomnee rocy1apcTBa-
YJIeHa WM MIPU OTCYTCTBUU B YKa3aHHBIX (papMakornesx — MHOU (papMakoriee
COTJIACHO Konuenmuu rapMOHHU3ALUU (Hampumep, BOXX,
CHEKTPO(POTOMETPHS], TUTPUMETPHUS U JIP.).

JlokymMeHTauus

1.

2.
3.

4.

5.

[TompaBka K COOTBETCTBYIOIIEMY pasneny (paszenaM) perucTparmoHHOTO
JIOCBE.

CpaBHuTenbHas TaOIUIA TEKYIUX U MIPEAJIaraeMbIX CTIeIH(pUKAIIAN.
[Toapo6HOE onrcaHue 000N HOBOM aHATMTUYECKON METOAMKH M JIAaHHBIC 10
BalIMAIMHU (B COOTBETCTBYIOIIUX CIyYasx).

JlaHHble aHanm3a 2 cepuil yMmakOBOYHOIO MaTe€pualia Mo BCEM MapameTpam
cnenupuKaIum.

O6ocHoBaHue (OILIEHKA PHUCKOB) CO CTOPOHBI JeprKaTelsi perucTparioOHHOTO
yaoctoBepenuss wiau  Aepxkarenss MOADC, noarBepxkAarwolIve, YTO
BHYTPUIIPOU3BOJICTBEHHBIM  IapaMeTp  SABJSIETCA  HE3HAYMMBIM  WJIHU
YCTapeBIINM.

. OBocHOBaHUE CO CTOPOHBI JAEPKATENsI PETHCTPALMOHHOTO YAOCTOBEPEHMS

win aepxarenst MOADC HoBoro nmapamerpa crneuuUKauu U KpUTEpUEB
[IPUEMIIEMOCTHU.




37

b.1.B.3. U3menenue Heo6xomumeie | Jlokymentsl u | IIpouenypa
AQHAJTUTUYECKOU METOAUKU yCJIOBUS JTAHHBIE

UCIIBITAHUS NEePBUYHOMN

YIaKOBKH AKTUBHOMN

dbapmareBTH4IECKOM

cyOcTaHIu

a) He3HAYUTEIIbHBIC
A3MEHEHU YTBEPKICHHOU 1,2, 3 1,2 1A
AHAJIUTUYECKON METOIUKHU

0) mpoune U3MCHEHUS
AHATUTUYECKOU METOAUKHU
A 1,3,4 1,2 IA
(Bkirouass J100aBIICHUE WU
3aMeHY)
B) UCKJIIOUYCHUE
AHATUTUYECKOMN METO/IUKH, 5 1 A

€CIM  aJlbTepHATHUBHAs  €H
METOJIMKA YK€ YTBEPKICHA

Vcnosus

1. CormacHo aktam opranoB Coro3za B cdepe oOpaleHus JICKapCTBEHHBIX
CpPEeACTB TMpoBeJeHAa HeoOXoaumas BalHAAMs, IOATBEP)KIAOIIAsA, YTO
OOHOBJICHHAs] aHAJIUTUYECKAass METOJMKA MO MEHbBIIEH Mepe SKBHBAJICHTHA
1111014 %11(S7 8

2. MeTtop aHaM3a HE U3MEHWICS (HapUMep, U3MEHEHUE JUTHHBI KOJIOHKU WU
TEeMIIepaTyphbl, HO HE IPYTOM BUJI KOJIOHKHU UIIA METOJ).

3. Hu oauH HOBBIN METOJ MCHBITAHUN HE OCHOBAH HAa HOBBIX HECTAaHIIAPTHBIX
METO/IaX WM CTaHJAaPTHBIX METOAaX, UCIIOJIb3YEMbIX I10-HOBOMY.

4. AktuBHas (apmaieBTHUecKas cyOcTaHius (JIEKapCTBEHHBIA TMperapar) He
SIBJIIFOTCST OMOJIOTHYECKHUMU.

5. B orHomenun mnapameTrpa crnenuUKAIMA COXPAHSACTCS aHAIUTHYECKas
METOJINKA.

JlokyMeHTauus

1. [TonpaBka K COOTBETCTBYIOIIEMY pazieny (pa3aenam) perucTparioHHOTO
JIOChE, BKJTIOYAs OMMMCAaHUE AaHATUTHYECKON METOI0JIOTHH, PE3IOME TaHHBIX 110
BaJIUJIAIUH.

2. CpaBHUTENBHBIC PE3YNIBTATHl BAIHMJAIMU WJIHM, MPU HATHMYUU OOOCHOBaHWS,
CpaBHUTEIBHBIE PE3yJbTaThl aHAIHN3a, TOITBEPKIAIOIINE TO, YTO TEKYIIEe U
mpeajiaraéMoe HCTBbITaHWEe OJKBUBAJeHTHHI. Hacrosimiee TtpeboBaHue He
MPUMEHSIETCSI, €CITU T00aBIISIETCS] HOBasi aHAJTUTHYECKasi METO KA.

b.1.B.4. U3meHeHue Heo6xomumbie | Jlokymentsl u | [Ipouenypa
KOMIIOHEHTA BTOPUYHOU YCIOBHUS JTAaHHbBIE

YIIaKOBKU AKTUBHOMU

bapmareBTH4IeCKOM

cyOcTaHIuu (BKJIIOYAsl 3aMEHY
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AN no0aBIeHHE), €CJIN
YKa3aHO B PETUCTPAIMOHHOM
JI0ChE
1,2,3,4 1 1A
VYcaoBus

1. BropuyHast ymakoBka He sBIsSeTCAd (DYHKIIMOHAIBHOW I oOecrmedeHus
CTaOMIBHOCTH aKTHUBHOM (papMarieBTUUECKOW CYOCTaHIIMH, WM TI0 CBOUM
3aIUTHBIM CBOMCTBAM I10 MEHbILIEH MEpe IKBUBAJIEHTHA OJOOPEHHOM.

2. 3aMeHsAEeMbI KOMIIOHEHT YMaKOBKH JOJDKEH OBITh MpUEMJIEM IS XpaHCHUS
aKTHBHOM (hapManeBTUYECKOW CYOCTaHIIMM TP OJOOPEHHBIX YCIOBHAX
XpaHEHUSI.

3.3ameHa He JOHKHA OBITh CBSI3aHA C KPUTHYCCKUMHU HEIOCTaTKaMHU
KOMIIOHEHTA YIIaKOBKH.

4. VI3MeHeHHe HE SBISICTCS PE3yJbTaTOM KaKHUX-JTHMOO HEMPeaBUISHHBIX
00CTOATENBCTB, BO3HUKIIUX B TMPOLIECCE MPOU3BOJCTBA WU XPaHECHUS
aKTHBHOM (hapMalieBTUIECKON CyOCTaHITNH.

JoxymeHnTanus
1. IlompaBka K COOTBETCTBYIOLIEMY pa3feny (pa3fienaMm) perucTparroHHOTO
JI0ChE.

b.1.r) CtabuibHOCTh

b.L.r.1. U3menenue nepuoaa 1o | Heooxomumeie | Jlokymentsl u | IIpomenypa
MTOBTOPHOTO WCTBITAaHUSA YCIOBUS JTAHHbIE
(mepuoga  XpaHeHHs)  WIH
YCIOBUW XpaHEHUs AKTHUBHOMU
dbapmarneBTHUECKON

cyOcTaHIuHy, eciau B
pETUCTPALITMOHHOM JOChE
OTCYTCTBYET ceptuduxat
cooTBeTCTBUA  EBpornernckoit
dapmakonee, OXBATHIBAIOIIUN

EPHOL IIOBTOPHOTO
UCIIBITaHUS

a) mepuo IIOBTOPHOT'O
UCIIBITAHUS (mepuon
XpaHEHUs)

1. Cokpamienue mnepuoaa o
MIOBTOPHOT'O MCHBITAHUS

1 1,2,3 1A

2. YBenuueHue Tmepuoaa Ao
IIOBTOPHOTO WCIIBITaHUS — — I
yTeM AKCTPaNoJIsALUU
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JTAHHBIX TI0 CTAOMIIBHOCTH, HE
B COOTBETCTBUU C aKTaMHU
opranoB Coro3a B cdepe
oOpallleHus JIeKapCTBEHHBIX
cpeacTp<*>

3. YBenuueHnue nepuojaa
XpaHeHuss  OMOJIOTMYECKOMN
AKTUBHOMU
(bapmareBTH4IeCKOM
cyOcTaHImy, HE
HPEeyCMOTPEHHOE OJ0O0PECHHOI
[IpOrpaMMon U3y4YEHUS
CTaOUILHOCTH

4. YBenu4eHHe Ui BBEJICHUE
nepuoja MTOBTOPHOTO
WCTIBITAHUSA (mepuona
XpaHeHus),
MOATBEPKACHHOTO JTaHHBIMU
€CTECTBEHHOT'O XpaHEHUS

1,2,3

0) ycloBust XpaHEHUs

1. smenenue YCIIOBUH
XpaHEHHUs AKTHBHOM
(hapMarieBTHYECKOM

cyOcTaHIuu Ha 0oJiee CTpOrue

1,2,3

2. Usmenenue yCIOBUI
XpaHEHUs OMOJIOTHYECKUX
aKTUBHBIX (hapMaIeBTHICCKUX
cyOcTaHIui, eciu
UCCIIeIOBAaHUSl CTaOMIBHOCTH
MIPOBEJICHBI HE B COOTBETCTBUU
C TEKYIIMM YTBEPKICHHBIM
MIPOTOKOJIOM CTAOMITBHOCTH

3. U3menenue YCIIOBUI
XpaHEeHUs AKTUBHOMU
(bapmareBTHIeCKOM
cyOcTaHIIH

1,2,3

B) U3MCHCHUE YTBEPXKIACHHOU
IPOTPaMMBbI U3YUYCHUS
CTa0WJIBHOCTH

1,2

1,4

YcnoBug




40

1. I3MeHeHne HE JOKHO OBITh CIIEJACTBHEM HEMPEABUIACHHBIX CUTYAIIHH,
BO3ZHUKIIIUX B XOJI€ TPOU3BOJICTBA, UK U3MEHEHUS CTAOUIILHOCTH.

2. I3MeHeHHUsT HE TPHUBOIAT K PACIIMPEHUIO KPUTEPUEB MPHEMIEMOCTH
UCIBITYEMBIX TMapaMeTpPOB, HCKIIOUEHHUIO IapamMeTpa CTaOMIBHOCTH WU
CHWIKEHHUIO YaCTOTHI UCIIBITAHUH.

JloxymeHnTanus

1. [lonpaBka K COOTBETCTBYIOIIEMY pazlieny (pasaeiaaM) perucTparmoHHOTO
nocbe. HeoOxomuMo  mpeACcTaBUTh  PE3YNbTAThl  COOTBETCTBYIOIIMX
UCCJIEIOBAaHUN CTaOMIBHOCTH B pEAJbHOM BPEMEHH, NPOBEIECHHBIX B
COOTBETCTBUU C COOTBETCTBYIOIIUMH PYKOBOJCTBAMH IO CTAOMIBHOCTH HE
MeHee YeM Ha 2 (i OMOJOTMYEeCKHMX JIEKapCTBEHHBIX IpernapaToB — 3)
ONBITHO-IIPOMBIIIJIEHHBIX ~ WJIM  NPOMBIIUICHHBIX  CEPUSAX  AKTHUBHOMN
dbapmareBTH4IECKOM cyOcTaHIINH, YIIaKOBaHHOM Cc IMOMOIIBIO
3apEeTUCTPUPOBAHHOTO YIIAKOBOYHOI'O MaTepuasia, U OXBATHIBAIOIINX BECHh
MpeAJiaraéMblii IepruoJ MOBTOPHOTO UCTIBITAHUS WU IIPEAJIaraeMble yCIOBHS
XpaHEHHUS.

2. [TonTBepkaeHUE TOTO, YTO HCCIICIOBAHUS CTA0WJIBHOCTH TIPOBEICHBI B
COOTBETCTBUM € TeKymeW omoOpeHHON mporpamMMoi. PesymbTarhbl
UCCJIEIOBAHUS JIOJDKHBI TIOATBEPKIATh, YTO COOTBETCTBYIOIINE 0J00PEHHbBIE
crienupuKauy MpoAOJKAIOT COOMIOIATHCA.

3. Konmuu yTBEepKACHHBIX CHEIUPUKANNA HAa aKTHBHYIO (apMareBTHICCKYIO
CcyOCTaHIUIO Wi CChUIKA  HA  COOTBETCTBYIOIIMNA  JTOKYMEHT
PETUCTPALIMIOHHOTO J10CHE.

4. O60oCcHOBaHKE MPEJIaraeMbIX U3MEHECHUM.

[Tpumeuanue <*> |Ileppoag TOBTOPHOrO HUCHBITAHMS HE TNPUMEHUM K
OMOJIOTrMYECKUM AKTHUBHBIM bapmareBTHIeCKUM
CyOCTaHITHSIM.

b.1.n) IIpoekTHOE 110JI€ ¥ MTPOTOKOJI MOCTPETUCTPALIMOHHBIX U3MEHEHUI

b.1.n.1. Benenue HoBoro | Heobxomumeie | JlokymenTsl u | [Iponienypa
MIPOEKTHOTO oISt WIH YCIIOBUS JTaHHBIC

pacuiupeHue 0/100pEeHHOTO

MPOEKTHOTO TIOJISI AKTHUBHOM

dbapmarneBTHIECKON

cyOcTaHINK, 3aTparuBaroIee:

a) OJIHY ONEPALMOHHYIO

CIMHUITY nporecca

MIPOM3BOJICTBA AKTUBHOM

bapmarieBTU4IECKOI

cyOcTaHIuH, BKJIIOYAst - 1,2, 3 ]
COOTBETCTBYIOIIUE

BHYTPHUITPOU3BOICTBCHHBIN

KOHTPOJIb 151 (nm)

AHAJIUTUYCCKHUEC METOAUKHU
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0) aHATUTUYECKHUE METOJUKHU

HCXOTHBIX MaTEpPHAJIOB

(TIPOMEXYTOUHBIX TPOJTYKTOB) B 1923 1
u (vm) AKTHBHOM B
dbapmareBTH4IECKOM

cyOcTaHIu

JloxymeHnTanus

1. IIpoexTHOE TOJIE pa3pabOTaHO Ha OCHOBaHWHU akTOB opraHoB Cotro3a B cdepe
oOpaieHusi  JICKApCTBEHHBIX CPEACTB M MEXKIYHAPOTHBIX  HAYYHBIX
PYKOBOJCTB. Pe3ynbpTaThl HiccienoBaHmii pa3pabOTKH MPOIyKTa, IpoIecca u
AQHATMTHYECKON METOMOJIOTUN (HAalpUMep, B3aUMOJICHCTBHE pa3IMYHBIX
napaMeTpoB, (QOPMHPYIOIIUX MOISKANIEe H3YYCHHIO IPOSKTHOE IIOJIe,
BKJTIOYAsl OI[CHKY PUCKOB H MHOTOMEPHBIC UCCIICIOBAHUS COOTBETCTBCHHO), B
COOTBETCTBYIOIINX CIyYasX MOATBEPAAIONINE, YTO JOCTUTHYTO HEIOCTHOE
MEXaHUCTHUYECKOC TIOHUMAaHHWE II0Ka3aTeje KadecTBa MaTepUaJIOB,
napaMeTpoB Tpolecca M KPUTHUYECKHX IIOKa3aTeed KadecTBa aKTHBHOM
dbapmaleBTUYECKOM CyOCTaHITNH.

2. Onucanue TPOEKTHOTO ToJis B (opMe TaONuUIbl, BKJIIOYAs TEPEMEHHbIE
(cBOMCTBa MaTepHWajoB U IapaMeTphl Mpollecca IMPOU3BOACTBA) U WX
npe/IaraeMple THana3oHbl.

3. IlompaBka K COOTBETCTBYIOIIMM pa3jeiaM PErHCTPAMOHHOTO JTOChE.

b.1.n.2. Beeneuue Heo6xomumeie | Jlokymentsl u | [Ipouenypa
MOCTPETUCTPALIMOHHOTO yCJIOBUS JTaHHEBIE
MPOTOKOJIA yIpaBJICHUS
W3MCHEHHSIMU,
3aTparvBarOMMU  aKTUBHYIO
bapmareBTHIECKYIO
cyOCTaHIINIO

— 1,2,3 I

JlokymMeHTauus

1. IlongpoGHOE onucaHue NpeIaraeMoro H3MeHEeHusl.

2. IlpoTokon  ympaBieHUS W3MEHEHHSIMH, 3aTParvBalOUMH  aKTUBHYIO
(dapMareBTHIECKYI0 CyOCTaHIIHIO.

3. IlompaBka K COOTBETCTBYIOIINUM pa3jieiaM PErucTPalluOHHOTO J10ChE.

b.1.n.3. UckntoueHue Heobxonumbie | Joxymentsl u | [Iponenypa
MOCTPETHCTPAITMOHHOTO YCIIOBUS JTaHHBIC
MIPOTOKOJIA yIpaBJICHUS
U3MCHCHUSIMH,
3aTparuBalOIIMMH  AKTUBHYIO
(bapMareBTHIECKYIO
cyOCTaHIINIO

1 1,2 |Any
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VYcnoBug
1. UckiroueHne nocTperucTpalmoHHOr0 MPOTOKOIa YIPaBICHUS] U3MEHEHUSIMH,

3aTparuBalOIIMMU aKTUBHYIO (DapMalleBTUIECKYIO CYOCTAHITUIO, HE SBIISICTCS
CJIe/ICTBUEM HENPEIBUIACHHBIX CUTYyallUi WU HECOOTBETCTBUS
crienuPuKaly B XOJI¢ BBEACHUS M3MEHEHUM, OMUCAHHBIX B MPOTOKOJE, U
HUKAK HE BIMSAET HA YTBEPXKICHHBIC CBEICHHUS, BKIIOYECHHBIC B

PETUCTPATNOHHOC TOCHE.

JlokymMeHTauus

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

b.l.n.4. I3meHenus Heo6xomumeie | Jlokymentsl u | [Ipouenypa
YTBEPXKIECHHOTO  TMPOTOKOJIA YCIIOBUS TaHHBIC
yIpaBIIeHUs U3MEHEHUSIMU

a) 3HAYMMBbIE U3MEHEHHUS

MPOTOKOJIa yIpaBICHUS — — I
U3MCHCHUSMH

0) HE3HAYMMBIC M3MCHCHUS

IPOTOKOJIA yIpaBIICHUS

U3MEHEHUSMH, KOTOpBIE HE — 1 IB
U3MEHSIIOT CTpaTeruio,

OTMCAHHYIO B MPOTOKOJIC

JoxymeHnTanus

1. lexnapaiiusi yrmoJHOMOYEHHOTO JIMIIA TPOU3BOIUTENS, UTO JII000€ N3MEHEHUE
JIOJKHO YKJIJIbIBAThCsI B IMANa30H JIEUCTBYIOLIUX YTBEPKACHHBIX KPUTEPHUEB

npuemsieMoctd.  Ilomumo

COIIOCTaBUMOCTH.

9TOTO,

JeKIapanus uYTo B
OMOJIOTMYECKUX JIEKAPCTBEHHBIX IpenapaTroB

OTHOIICHHUH

He TpeOyeTcss OIleHKa

b.1.1.5. Peanmuzamnus
W3MEHECHUMH,
MPEyCMOTPEHHBIX
YTBEPKJACHHBIM  TIPOTOKOJIOM
yIpaBJICHUSI U3MEHEHUSIMHU

HeoOxoanmeie
YCIIOBHS

JIOKyMEHTBI 1
JaHHbIE

[Ipouenypa

a) peanuzaius M3MEHEHUs He
Tpedyer JOTIOJTHATEITbHBIX
BCIIOMOTaTEJIbHBIX JAHHBIX

1,3

|Any

0) peanuzanus U3MEHEHUS
TpeOyeT JIOTIOJTHUTEITbHBIX
BCTIOMOTaTEIHHBIX JAHHBIX

1,2,3
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B) peanu3auus U3MEHEHHUS
OMOJIOrMYECKOro — 1,2,3,4 IB
JIEKapCTBEHHOTO TIpernapara

VYcnoBus
1. [IpemyioxkeHHOE HM3MEHEHUE OCYIIECTBICHO B IIOJHOM COOTBETCTBHH C
YTBEPKJICHHBIM ITPOTOKOJIOM YIIPAaBJICHHS U3MECHEHUSMM.

JlokymMeHTauus

1. [loaTBepkI€HKE, YTO U3MEHEHHE COOTBETCTBYET YTBEPKJACHHOMY MTPOTOKOIY
YIpaBJICHUSI UBMEHEHUSIMU U, UTO PE3YJIbTaThl UCCIICA0OBAHUS YIOBIECTBOPSIOT
KPUTEPUSIM TPUEMIIEMOCTH, OTOBOPEHHBbIE B mpoTrokoiie. [lomumo »sToroO,
JeKJapanus TOro, 4YTO B OTHOILIEHWU OWOJIOTHYECKUX JIEKAPCTBEHHBIX
npenapaToB HEe TPeOyeTCsl OI[EHKA COMOCTAaBUMOCTH.

2. Pe3ynbpTaThl HCClIeIOBaHMM, TIPOBEICHHBIX B COOTBETCTBUHU C YTBEPKICHHBIM
MIPOTOKOJIOM YIPaBJICHUS U3MEHEHUSIMH.

3. [TompaBka K COOTBETCTBYIOMIEMY pa3iely PETUCTPAIIMOHHOTO J0CHE.

4, Konust yTBEepKACHHBIX cHEIU(HUKAIIMA Ha aKTUBHYIO (GapMaleBTHICCKYIO
CyOCTaHITMIO WJIM CCBhIJIKA HA COOTBETCTBYIOIIUI pa3/iesl PEerucTPallMOHHOTO
JIOChE.

b.1II. JIekapcTBEeHHBIN mpenapar

b.11.a) BHemHuii BUI U COCTaB

b.Il.a.1. U3smeunenue nmu | HeoGxomumele | Jlokymentsl u | [Ipornenypa
JI00aBJICHHE HaJIICYaTKH, YCIIOBUSA JTaHHBIE
OTTUCKOB, TPABUPOBKU  WJIHU
WHBIX 3HAKOB, BKJIIOYasl 3aMEHY
win  go0aBlieHUE  YEpHHII,
WCMOJIb3YEMBIX JIJII HAHECEHUS
TaKUX 3HAKOB

a) U3MCHEHUS HaIIIEeYaTKH,
OTTUCKOB, TPAaBUPOBKU  WJIHU 1,2,3,4 1 1A
MHBIX 3HaKOB

0) IBMEHEHHE PUCOK (JTUHUI
pasznoma), TpeAHa3HAUYCHHBIX
JUIL  pa3/ie/icHUus] Ha pPaBHBIC
JO3bI

— 1,2,3 IB

YcaoBus

1. Crenupmkanuy JIGKapCTBEHHOTO Tpenapara Ha BBITYCK M HAa KOHEI] CpOKa
TOJIHOCTH HE U3MEHSIOTCS (32 UCKIIFOYEHUEM BHEIIIHETO BUIA).

2. Bce uepHuia 10KHBI COOTBETCTBOBATH JICHCTBYIOIIEMY (DapMarieBTUYECKOMY
3aKOHOJIaTEIIbCTBY.

3. Pucku (muHMM paznoma) He IpeTHA3HAYEHBI JJIsl pa3/IeJICHIS Ha PABHBIC JIO3BI.
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4.3HaKku JIEKApCTBEHHOIO IIpernapara, WCIOJb3yeMble JUIsl  Pa3IMuYEHUs
JO3UPOBOK, IIOJHOCTBIO HE YIAJICHBI.

JloxymeHTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzeny (paslieram) perucTpalruoHHOTO
70che, BKJII0OYasi Mo ipoOHOe rpaduueckoe Wil MOBECTBOBATEIILHOE OMMCAHKE
TEKYIIEro U HOBOTO BHEIIIHETO BHUJA, & TAKXKE€ COOTBETCTBYIOIIUN MEPECMOTP
nH(pOpMalLuK 0 JIEKapCTBEHHOM IMpernapare.

2.Ilo cormacoBaHHMIO C SKCIIEPTHOM oOpraHu3anuen oOpaslbl JEKapCTBEHHOTO
npernapaTta ¥ (UJn) UX BU3yaJlbHOE U300paXkeHue AJI1 BO3MOXKHOCTH OLEHKH
BHEIIIHETO BU/IA.

3. PesynbraThl cooTBeTcTBYIOmMX HcnbiTanui mo dapmakonee Corosa, a mpu
OTCYTCTBUU B Hell — B DapMakoriee rocy1apcTBa-ujeHa Uiu Mpu OTCYTCTBUH B
yKa3aHHbIX (papmakomesx — uWHOM Qapmakornee corjacHo Konuenuuu
rapMOHM3AIIMHU, IOATBEPKIAIONINE SKBUBAICHTHOCTb CBOUCTB (TIPaBUILHOCTh
JIO3UPOBAHUS ).

b.Il.a.2. U3menenune GpopMbl Heo6xomumeie | Jlokymentsl u | IIpouenypa
WJIU pa3MepOB JIEKapCTBEHHOM yCJIOBUS JTAaHHBIE
(bopMbI
a) TabJeTKH, KaricyJibl,
CYNIO3UTOPUM M IIECCAPUU C
1,2,3,4 1,4 1A
HEMEIJIEHHBIM
BBICBOOOXKICHUEM

0) mekapcTBeHHBIE (POPMBI ¢
OTCPOUYCHHBIM,
MOTH(PUITPOBAHHBIM WIH
MPOJIOHTUPOBAHHBIM - 1,2,3,4,5 IB
BBICBOOOXK/ICHUEM U TaOJIETKU C
PUCKOMW, MPEHA3HAYEHHON IS
pa3JieicHus Ha PaBHBIC JIO3bI

B) 100aBjieHHEe HOBOro Habopa
Ui paanodapManeBTHIeCcKOro
JIEKapCTBEHHOTO IIperapara ¢ — — I
IpyruM OOBEMOM 3alOJIHEHUS
<*>

Ycnosus

1. Ilpoduns pacTBOpEeHHUS JEKAPCTBEHHOTO MIpernapaTa ¢ HOBBIMH JICKapCTBEHHOM
dbopmoit wiIM ee pa3MepamMH COMOCTaBUM C TPOPUIEM PACTBOPECHHS
JIEKapCTBEHHOTO TpernapaTa CO CTapbIMU JIEKapCTBEHHOW (opmoil uiam ee
pasMepaMu, €cCiIud NpPUMEHUMO. JlJI9 JIeKapCTBEHHBIX PACTUTEIIbHBIX
npenapaToB IMpU HEBO3MOXKHOCTH TmpoBeAeHus wucneiTanuss TCKP Bpems
pacragaeMoCTd M3MEHEHHOIO JIEKAPCTBEHHOTO IIpernapara COMOCTaBUMO C
BPEMEHEM paCaJa€MOCTH HEM3MEHHOTO JIEKapCTBEHHOTO Mpenapara.
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2. CrenuduKanuy JIEKapCTBEHHOTO Tperapara Ha BBITYCK W Ha KOHEI[ CPOKa
TOJHOCTH HE M3MEHWINCh (32 HCKIIOYEHUEM pa3MEpOB JIEKAPCTBEHHOM

dhopmbI).

3. KauecTBeHHBIN 1 KOJTUYECTBEHHBIN COCTaB U CPEAHSS Macca HE U3MEHUIINCh.
4. I3MeHeHne He 3aTparuBaeT TaOJIETKH C PHUCKOM, MpeJHA3HAUYCHHOW MJid
pasneneHus JIeKapCTBEHHON (OpMBI Ha paBHBIC JTO3bI.

JloxymeHTanus

1. ITormpaBka K COOTBETCTBYIOLIEMY pasneiy (paszzesiaM) perucTparioHHOTO

J0Cke, BKIIIOYasi MoApoOHOe rpaduueckoe n300pakeHue 3aperucTpUpOBAHHOM
U MIpeajiaraéMoi JIEKapCTBEHHOM (POPMBI, a TaAKKe NEPECMOTP UHPOPMALIUU O
JIEKapCTBEHHOM IIpenapare COOTBETCTBEHHO.

. CpaBHHTEIBHBIE [JaHHBIE pAacCTBOPEHMs KaK MHHMMYM 1  ONBITHO-
MPOMBIIIJIEHHOM CEpUU C TEKYIIMMH W MpeajJaraéMbIMU  pa3MepaMu
(OTCyTCTBHE 3HAUUTENBHBIX PA3IUUYUA C TOYKH 3PEHHUS COMOCTaBUMOCTH B
COOTBETCTBUU C [IpaBunamu IIPOBEJICHUS UCCIIEIOBAaHUI
OMOSKBHUBAJICHTHOCTH). B  OTHOImIEHMM JIEKapCTBEHHBIX PACTHTENBHBIX
IpenapatoB  MOTYT  ObITb  NpUEMJIEMBl  JIaHHbIE  CPaBHUTEIbHOU
pacnasaeMocCTH.

. O60oCHOBaHUSI ~ HENpPEJCTAaBJIIEHUS  PE3yJIbTATOB HOBOIO  HCCIEIOBAHMS
OMOPKBUBAJIEHTHOCTH corjlacHo IIpaBunaM mpoBeaeHUs HCCIEIOBaHUIMA
OMOSKBUBAJIEHTHOCTH.

. O6pa31pl JeKapCTBEHHOro Ipemnapara 1 (WIKM) ero BU3yalbHOE U300paKeHHe
IpU HEOOXOAUMOCTH IO COTIIACOBAHUIO C SKCIIEPTHOM OpraHu3aiueil.

. Pesynbratel cooTBercTBYyrommx ucnsitanuii no ®apmakonee Coroza, a npu
OTCYTCTBUM B HEW — pe3yipTaThl UCNbITaHUN 1o Papmakoriee rocynapcrsa-
YJieHa WIM IpU OTCYTCTBUU B yKa3aHHBIX (hapMakoresx — UHOM (apmakoriee
cornacHo KoHuenuuu rapMoHM3aly, MOATBEPKAAIOIINE IKBUBAJTIEHTHOCTD
CBOMCTB (MPaBUILHOCTD JO3UPOBAHHUS).

[Ipumeuanue <*> | lns b.Il.a.2.B aroboe U3MEHEHUE JIO3UPOBKH

JIeKapCTBEHHOIO Ipemnaparta TpeOyeT Mojadyu 3asBICHUS O
paCIIUPEHUN PETUCTPALUH, 32 HCKIIOUYCHHUEM IPHUBEICHUS
PETUCTPAIMIOHHOTO JIOChE B COOTBETCTBHE C TPEOOBAHUSIMU
Coro3a, B cirydae, ecii HOBasi JO3MPOBKA 3apeTUCTPUPOBAHA
B COOTBETCTBHU C 3aKOHOJATEIHCTBOM TOCYIapCTBa-wiIEeHA
TOJFKO B OJJHOM W3 3asBIICHHBIX B paMKax MPHUBEACHUS B
COOTBETCTBUE TOCYapCTB-UJICHOB.

b.1l.a.3. Usmenenne coctraBa| HeobGxomumbie | Jlokymentsl u | [Ipouemypa

(BCIIOMOTATENbHBIX  BEIECTB)
JIEKapCTBEHHOTO IIpenapara

YCIIOBUS

JTaHHBIC

a) UI3MEHEHHE cocTaBa
BKYCOBBIX 100aBOK
(apoMaTu3aTOpOB) WK

KpacuTesen
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1. Job6aBneHnne, UCKIIFOYEHHUE
WJIU 3aMEHa

1! 2! 3! 4! 5’
6,7,9,10

1,2,4,5,6

2. YBenuueHue U
YMCHBIIICHHE COJICPKAHUS

1,2,3,4,10

1,2,4

0) mpourie  BCIIOMOTaTEeIbHBIC
BEIIIECTBA

1. JItrobas  He3HauMTENIbHAS
KOPPEKIIHS KOJMYECTBEHHOT'O
COCTaBa  BCIIOMOTATEIbLHBIX
BEIIECTB JIEKapCTBEHHOTO
npernapara

1,2,7

2. KauectBeHnnsnie 1GR9
KOJINYECTBEHHBIE HU3MEHEHMUS
OJIHOT'O WIH Ooitee
BCIIOMOTATENbHBIX BEIIECTB,
KOTOPBIE MOTYT CYIIIECTBEHHO
[IOBJIMATHL HA  Ka4yecTBO,
0e30ITaCHOCTD WITH
3¢ (PEeKTUBHOCTH
JICKapCTBECHHOTO Mpernapara

3. U3menenne,
3aTparuBaroIiee
OMOIOTUUCCKUH
JIEKapCTBEHHBIN IIpernapar

4. JTro0oe HOBOE
BCIIOMOTaTENLHOE BEIIECTBO,
IpeIoJIararonee
UCIIOJIb30BAHUE MAaTEPHAIIOB
YEeJI0BEYESCKOT0 WIIH
JKUBOTHOT'O IPOMCXOXKJICHHUS,
TPEOYIOIINX OIEHKH JaHHBIX
BUPYCHOM 0€30MacHOCTH U
(unn) pucka I'D

5. 3meHenwne,
000CHOBaHHOE pe3yJbTaTaMu
HCCIICAOBAHUS
OMOSKBUBAJICHTHOCTH

6. 3amena OJTHOTO
BCIIOMOTaTEILHOIO BEIIECTBA
CXOIHBIM BCIIOMOTraTeIbHBIM
BEIIECTBOM C TEMH Ke

o P
~w
RS

o
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(GyHKIMOHATEHBIMA
XapaKTEpUCTUKAMHU B
AQHAJIOTMYHOM KOJIUYECTBE

Ycenosus

1. I3menenuss GyHKIUOHAIBHBIX XapaKTEPUCTHK JIEKAPCTBEHHON (OpMBI,
HanpuMep, BPEMEHHU PacIaaeMOCTH, TPOGUIS pACTBOPEHHUS, OTCYTCTBYIOT.

2. He3HaunTenbHYIO KOPPEKIHMIO COCTaBa JUIsl TOJAEp)KaHUs OOImel Macchl
HEOOXO0IUMO OCYIIECTBIISITH BCIIOMOTATEIbHBIM BEIIECTBOM, COCTABJISIOLIUM B
HACTOsIIEe BPeMsI OCHOBHYIO 4aCTh F'OTOBOI JIEKAPCTBEHHOMN (POPMBI.

3. Crermudukanus JeKapCTBEHHOTO Tpenapara OOHOBJIEHA B YaCTH OMUCAHHSA
BHEIIHET0 BHJAa (3amaxa, BKyca) M, NPH HEOOXOAMMOCTH, HCKIIOYEHO
UCHBITaHNE HA TOJTHHHOCTb.

4. HadaThl COOTBETCTBYIOIIME WCCIEJOBAHNUA CTAaOWIBHOCTH (C YKa3aHHUEM
HOMEPOB Cepuil); TpPOaHAIU3UPOBAHBI COOTBETCTBYIOIIME TMapaMETPHI
CTaOUIPHOCTH HE MEHEee 4YeM Ha 2  OINbITHO-NPOMBIIUICHHBIX WIH
MPOMBIIIIEHHBIX ~ CEPUSAX; B  PACIOPSDKCHUM — 3asgBUTENs  HAXOISATCS
VIOBIETBOPUTEIBHBIC PE3YJIbTAThl 10 MEHBIIEH Mepe 3-MECSIYHOTO H3ydeHUS
cTabunpHOCTH (HA MOMEHT peanu3aluu u3MeHeHuil [A Tuma u MOMEHT
yBeJOMJICHHS 00 m3MeHeHHusx IB Tuma); mpoduib cTaOUIBHOCTH CXOXK C
YTBEPXKJECHHBIM B HacTosmee BpeMs mnpoduieM. [loarBepkaeHne TOro, 4to
MCCIIeZIoBaHUsT OyIyT 3aBEpIICHBI, M YTO €CIH PE3yIbTaThl HA KOHEI[ CPOKa
TOJTHOCTU HE OYAyT YKIIAbIBaThCs B ClICNU(PUKAIINN UITH MOTYT TOTEHIIMATEHO
HE VYIOXHUThCS B  cleuuuKanuu, JAepXKaTellb  PEeruCTPaluOHHOTO
YIOCTOBEpEeHHS O0053aH COOOIIUTH YIOJTHOMOUYEHHOMY OpraHy Hapsiay C
MpeaaraeMbpIM TIaHOM JiecTBUl. KpoMe TOoro, B COOTBETCTBYIOLIUX CIydasx
HE00X0IMMO MPOBECTH UCTIBITaHNE (POTOCTAOMIBHOCTH.

5. Bce HOBBIE KOMITOHEHTHI JIOJKHBI YIOBIETBOPSTH TPEOOBAaHUSM HOPMATHBHBIX
akToB (Coro3a, KacarolUXCs KpacUTENE, HCIONb3YEMBIX B IHILEBOU
MPOMBIIIJIEHHOCTH, U BKYCOBBIX JOOABOK.

6. Hu oquH HOBBI KOMIOHEHT HE TPEIOoJiaracT HCIOIh30BAHUE MATEpUAIIOB
YEeJIOBEUECKOTO WJIM JKUBOTHOTO TPOMCXOXKICHHS, TPEOYIOMIMX OIICHKH
JTaHHBIX BUPYCHOW 0€30MaCHOCTH WM COOTBETCTBUS JACHCTBYIOIIUM
tpeboBanusm dapmakornen Coro3a u (wim) aApyrux ¢apmakonei coriacHo
Konmenmuu rapMOHHM3allid IO MUHUMHU3AIMH PHUCKA TEpeJaydl arcHTOB
ryouaroii  SHuedamonaTHM  KUBOTHBIX  ITOCPEJICTBOM  JIGKAPCTBEHHBIX
MpenapaToB AJisi MEAUIIMHCKOTO MPUMEHEHUS.

7. B COOTBETCTBYIOIIMX CIIy4asX HW3MEHCHHUsS HE BIHUSAIOT Ha BO3MOXHOCTH
pa3IUYCHUS JO3MPOBOK U HE OKA3bIBAIOT HETaTUBHOTO BIIMSHUS Ha BKYCOBBIC
CBOICTBA JIEKAPCTBEHHBIX MPENAPATOB, MPETHASHAYCHHBIX IS JCTCH.

8. [Ipodune pacTBOpeHHs HE MEHEE 4YeM 2 OINBITHO-TIPOMBIIIIEHHBIX CEepUid
JICKapCTBEHHOTO TIperapara ¢ HOBBIM M CTaphIM COCTABOM COITOCTAaBHM, €CITU
MPUMEHUMO (OTCYTCTBYIOT 3HAYUTCIIBHBIC PA3JIMUUS C TOYKH 3PCHHS
COTOCTAaBUMOCTH TPOQUIs pPacTBOPEHHS B COOTBEeTCTBUU ¢ [IpaBmmammu
MPOBEACHUS WCCIICIOBAaHUN OHMOIKBUBAICHTHOCTH). [IpM HEBO3MOXHOCTH
MIPOBEJICHUST UCIBITAHUS PACTBOPCHUS C JICKAPCTBEHHBIMH PACTUTEIHHBIMH
mpemapataMd  BpeMsi  paclaJiaéMOCTH  W3MEHEHHOTO  JICKapCTBEHHOTO
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PaCTUTEIILHOTO Tperapara COIMOCTABUMO C HEM3MEHEHHBIM JIEKApPCTBEHHBIM
PaCTUTEIBHBIM TIPEIIapaToM.

9. I3MeHeHME HE SIBJISCTCS CICICTBUEM HApYIICHUS CTAOMIBLHOCTH W (WIIK) HE
JOJDKHO — CKa3blBaThcsi Ha 0€30MacHOCTH  (BO3MOKHOCTH — pa3MUCHUS
JIO3UPOBOK).

10. PaccmatpuBaeMblii JICKapCTBEHHBIN IMpemapaT He SBISICTCS OMOJOTUYCCKUM
JICKapCTBEHHBIM TIPETIapaToM.

JlokymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3leny (pasaesnaM) perucTparioHHOIO
J10Ch€, BKJIK0Yasi METO/IbI UCIIBITAHUSI HA ITOAJIMHHOCTD BCEX HOBBIX KpacUTeNel
(ecmm mpPUMEHUMO), a TaKkKe IMepecMOTp HMH(OPMALUU O JEKapCTBEHHOM
IperapaTe COOTBETCTBEHHO.

2. lloaTBepxaeHNE EepKaTells PeruCTPAlMOHHOTO YAOCTOBEPEHHSI, YTO HAYAThI
TpeOyemble UCCIIEIOBaHUSl CTAOMIBHOCTU (C yKa3aHHEM HOMEpOB cepuil); U
910 (B COOTBETCTBYIOLIMX CIyd4asX) HA MOMEHT peaju3aliil U3MEHEHHH B
paclopssKeHUM  3asBUTENS  HAaXOJWINCh — TpeOdyemble  MHUHHMMAaJIbHbIE
YIOBIETBOPUTEIbHBIE JaHHBIE IO CTAOUIBHOCTH U, YTO UMEIOLMECS JTaHHbIE
HE CBHJETENBCTBOBAIM O Kakoi-mubo mnpobiaeme. HeoOxomumo Takxke
NPEICTaBUTH MOATBEP)KJIEHUE, YTO MCCIENOBAHUS OYIyT 3aBEpIICHbI U €CIIH
pe3ysbTaThl HEe OYAYyT YKJIaAbIBaThCAd B CHEHU(PUKALUUA WU MOTEHIHAIBHO
MOTYT HE YJIOXKHUThCS B ClielU(PUKAIIMN HAa KOHEI] CPOKA TOJJHOCTH, JepKaTelb
PETUCTPALMOHHOTO YIAOCTOBEPEHHsI 00s513aH COOOUIUTH YHOJIHOMOYEHHOMY
Oprasy Hapsiy C IpeIaraéMbIM IUIAHOM JI€HCTBUM.

3. PeaympraThl WcciemoBaHW CTAOMIBHOCTH, MO 3HAYMMBIM IapaMeTpam
CTaOWJIIBHOCTM HE MEHEee YeM Ha JIBYX OIBITHO-TIPOMBIIIJICHHBIX WM
IIPOMBIIIJIEHHBIX CEPHsIX, OXBaThIBAIOIIMX HE MeEHee 3 MecsleB, W
MOATBEPXKACHHUE, UYTO yKa3aHHbIE HCCIeNOoBaHUs OyAyT 3aBEpILEHbl U €CIU
pe3ynbTarhl He OYAyT YKJIaAbIBaThCAd B CHEHU(PUKALUUA WU MOTEHIHAIBHO
MOTYT HE YJIOXKHUTHCS B CrielU(UKAIUN Ha KOHEI[ CPOKa TOIHOCTH, AepKaTeib
PETUCTPALMOHHOTO YAOCTOBEPEHHsI 00s513aH COOOUIUTH YHOJIHOMOUYEHHOMY
OpraHy Hapsay € MpPeaJIaraéMbIM IJIAHOM JICHCTBHIA.

4. O0Opas1bl JIeKapCTBEHHOTO Mpernapara u (Uju) ero BU3yalabHOE M300pakeHue
IpU HEOOXOAMMOCTH IO COTIIACOBAHUIO C KCIIEPTHON OpraHu3anuei.

5. JIubo ceprudukar coorserctBusi EBponeiickoit @apmakoneu no I'D Ha mo6oi
HOBBIM HCTOYHUK MaTepuaina, JuO0 (ecid MNPUMEHUMO) TOKYMEHTAIbHOE
MOATBEPKAECHUE TOTO, YTO UCTOYHHMK MaTepuasa, MOABEPKEHHbIN pucky 1’0,
paHee MPOBEPEH YHNOJHOMOYEHHBIM OPraHoM; M ObUIO MOJATBEPXKIECHO €ro
COOTBETCTBUE JelcTByrome cratbe Papmakornen Coro3a WM APYrUX
¢dapmakoneil cormacno KoHnenuun rapMoOHHM3aIMi 0 MUHUMHU3ALUU PHCKa
nepeayd areHToB TyOuyaTod »SHIE(anonaTuu KUBOTHBIX IOCPEICTBOM
JIEKapCTBEHHBIX MPENapaToB JJIsl MEAUIIMHCKOTO MpUMeHeHus. i Kakaoro
TAaKOro pojia MaTepuaja HeOOXOJHWMO MPEACTABUTH CJIEAYIOUIUE CBEICHUS:
Ha3BaHWE IPOU3BOJAUTENS; BUJ >KMBOTHBIX M TKAaHM, U3 KOTOPBIX IOIY4YEH
MaTepHall; CTpaHa MPOUCXOXKICHUS KUBOTHBIX U €T0 UCIIOJIb30BaHUE.
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6. B cooTBeTCTByIOIIMX Ciy4asxX HaHHbBIE, MOATBEP)KIAIONIMNE TO, YTO HOBOE
BCIIOMOTATEIbHOE BEIIECTBO HE BIMSIET HAa AHATUTUYECKHE METOIUKH
cneruduKaluy JeKapcTBEHHOTO Mpemnapara.

. Heobxonumo mocpencTBoM Haanexamiend ¢apMmaleBTHUeCKOH pa3paboTKu
(BKIIIOYasi BOINPOCHI CTAOMIBHOCTH U IPOTUBOMUKPOOHOTO KOHCEPBUPOBAHUS,
€CIM  TPUMEHHMO)  TPEJICTaBUTh  OOOCHOBaHHME CMEHBI  (BhIOOpA)
BCIIOMOTATEJIbHBIX BEIIECTB U T.JI.

. CpaBHHUTENbHBIE JaHHBIE TPOQWIS PACTBOPEHUS TBEPIBIX JIEKAPCTBEHHBIX
¢dbopM HE MeHee YeM Ha 2 OMBITHO-TIPOMBINUICHHBIX CEPUAX JIEKAPCTBEHHOTO
mpernapaTa HOBOTO W CTaporo COCTaBOB. B OTHOIIEHHWU JIeKapCTBEHHBIX
PaCTUTENbHBIX MPENnapaToB MOT'YT OBITh IOCTATOYHBI IaHHBIE CPABHUTEIBHOM

pacmagacMoOCTH.

9. OGocHOBaHUS  HEMpPEICTaBICHUS  pE3yJAbTaTOB HOBOTO  HCCIIEIOBaHUS
OMOPKBUBAJICHTHOCTH B  COOTBETCTBUM ¢ [IpaBunmamMu  mpoBeaeHUS
HCCIeIOBaHUN OMOIKBUBATICHTHOCTH.

b.Il.a.4. I3menenue Maccel | HeoGxomumele | JlokymenTsl u | [Ipouemypa

0007109k JIEKapCTBEHHBIX YCJIOBUS JTAaHHBIE

dbopM g iprieMa BHYTPb WU

W3MEHEHHE MacChl 000J0YKU

KarcCyJibl

a) TBEpbIe JIEKapCTBEHHBIC

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

(GbopMBbI 1715 IpUeMa BHYTpPb

0) 1exapcTBeHHbIE (OPMBI C
OTCPOYCHHBIM,
MOJIU(UITUPOBAHHBIM WIH
MPOJIOHTUPOBAHHBIM
BBICBOOOKICHUEM, B KOTOPBIX
000J10UYKa SBISETCS KIIIOUEBbIM
(hakTOpOM BBICBOOOKICHUS

YcinoBus

1. Ilpoduns pacTBOpeHHs HE MEHEE YeM 2 OIMBITHO-TIPOMBIIUICHHBIX CEPHil
M3MEHEHHOI'0 JIEKapCTBEHHOI'O Mpernapara COMoCTaBUM co cTapbiM. [lpu
HEBO3MOXXHOCTU TNPOBEJAEHUS HCIIBITAHUS PACTBOPEHUS C JIEKAPCTBEHHBIMU
pacTUTENbHBIMU  IIpeNapaTaMyd  BpeMs  paclaJacMOCTH
JIEKapCTBEHHOTO Mpernapara B CpaBHEHUHU CO CTAPBIM.

2. O6omnouKa He ABJIFETCS KIIIOUEBBIM (PaKTOPOM MEXaHU3Ma BbICBOOOKIECHUSI.

3. Crierudukarus JeKapCTBEHHOTO MpernapaTa 0OHOBJICHA JIUIIh B YACTH MACCHI

HU3MCHCHHOI'O

U pa3MepoB (eciy MPUMEHUMO).

4, Hayatsl COOTBCTCTBYIOIITHUEC HMCCICOAOBAHUA CTAaOMJIBHOCTH HE MEHEee 4YeM Ha 2

ONBITHO-TPOMBINIJICHHBIX WJIM HPOMBINUJICHHBIX CCPHUAX; B PACIHOPIAKCHUU
3a4BUTCIIA Ha MOMCHT pcaim3annun U3MEHECHUMN HaxoasaTCsa
YAOBJICTBOPUTCIBHBIC  TI0 MEHbIIICH MEpe 3-MecsYHbBIe JaHHBbIE IIO
CTa6I/IJII)HOCTI/I; IMOATBECPIKACHUC TOT'O, YTO UCCICIOBAHUA 6YJIYT 3aBCPIICHEI.
Ecau PE3YJIbTaTbl HC YKIIAJIBIBAKOTCSA B CHeHI/I(bI/IKaHI/II/I Win IMOTCHUHAJIBHO
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MOTYT HE YJIOKHUTHCS B crienn(UKAIIIN HA KOHEI] CPOKa TOJHOCTH, JACPIKATENb
PETUCTPAILIMOHHOTO YAOCTOBEPEHUs O00s3aH COOOIIUTH YIMOTHOMOUYEHHOMY
OpraHy Hapsiy ¢ MpeIaracMbIM TUIAHOM JICHCTBHIA.

JlokymeHTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pa3zeny (paszenaMm) perucTpalioHHOTO
TIOChE.

2. Jleknapanusi aepkaTeniss PETUCTPAMOHHOTO YIOCTOBEPEHHUS, YTO HAYATHI
TpeOyeMble HCCIIEIOBaHUs CTa0MWIBHOCTU (C YKa3aHHMEM HOMEpPOB cepuil); u
4TO (B COOTBETCTBYIOUIMX CIYy4asiX) HA MOMEHT BBEJICHMS M3MEHEHHMH B €ro
pacnopsiKEHUU HAXOJAUIIUCH TpeOyeMble MUHUMAJIbHbBIE YIOBIETBOPUTEIbHbBIE
JaHHBIE 110 CTAOMJIBHOCTHU; ¥ YTO UMEIOIIMECS JaHHbIE HE CBUAETEIbCTBOBAIM
0 Kakoi-nmubo npobiieme. Heo6xoauMo Taxke MpeacTaBUTh MOATBEPKICHUE
TOr'0, YTO UCCIEA0BAaHUS OyAyT 3aBEPIICHbI, U UTO €CIIU PE3yJIbTaThl HE OYIyT
YKJIa/1bIBaThCA B CHEU(UKALNYA UM MOTEHIIMAIbHO MOTYT HE YJIOXHUTHCS B
cnenu(uKkanuy Ha KOHEI CPOKa TOJHOCTH, JAEp)KaTelb PETUCTPALMOHHOTO
yIOCTOBEPEHHUsI 00s13aH COOOIIUTH YIOJHOMOYEHHOMY OpraHy BMeECTe C
IpeAJIaracMbIM IUIAHOM JIeHCTBUI. KpoMe TOro, B COOTBETCTBYIOIIUX CIIy4asix
HE00X0AMMO MPOBECTU UCTBITAaHHE (POTOCTAOUIBLHOCTH.

b.Il.a.5. 3meHenue Heo6xomumeie | Jlokymentst u | [Ipouemypa
KOHIIEHTPALIUA  OJIHOJO03HOTO, YCIIOBUSA TaHHBIC
MOJIHOCTBIO BBOJIUMOTO
MapeHTepaIbHOro
JIEKapCTBEHHOTO  Mpernapara
npu HEU3MEHHOCTH
COIEpKAHUS AKTUBHOMU
(hapMarieBTHYECKON
CyOCTaHIIMU Ha €IMHUILY J103bI
(To €CTh W3MEHEHUE
JIO3UPOBKH )

b.1l.a.6. Uckntouenune Heo6xomumeie | Jlokymentst u | [Ipouemypa
KOHTEIHEpa € pacTBOpPHUTENIEM YCJIOBUS JTAHHBIE
(pazbaBuTeneM) U3 yImakoBKU

— 1,2 IB

JlokymeHnTanus

1. OGocHOBaHME UCKITIOYSHHSI, BKJIIOUAsl yKa3aHUE HA aJbTEPHATUBHBIC CIIOCOOBI
noNyyeHust pactBoputens (pazbaBuTens) B IensAX  0Oe30MacHOrO |
3¢ (HeKTUBHOTO MPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara.

2. [lepecmoTtpeHHas nHGOpMaIUs O IEKAPCTBEHHOM Ipernapare.

b.11.6) [TpousBoacTBO




o1

B.11.6.1. 3amena WIN
nobaBiieHne HOBOI1
MIPOM3BOJICTBEHHOM ILJIOIAIKA
JUTSI YaCTH WJIK BCEX MPOIIECCOB
MIPOU3BO/ICTBA JIEKAPCTBEHHOTO
npernapara

HeoOxonnmsie
YCIIOBUS

JIOKyMEHTBI U
JaHHbIE

[Ipouenypa

a) IJIOIaJKa [0 BTOPUYHOM
yTaKOBKe

1,2

1,3,8

|Any

0) momaaka TO TEePBUYHOU
yITaKOBKE

1,2,3,4,5

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

B) IUIOIIAKa, Ha
OCYIIECTBIIFOTCS
IIPOU3BOJICTBEHHBIEC ONEPALNHU
JUTSt OMOIOTUYECKUX
JIEKAPCTBEHHBIX  IpErnapaToB
WIM JIEKapCTBEHHBIX  (OpM,
IIPOU3BEICHHBIX C IIOMOUIBIO
CJIOKHBIX TPOU3BOACTBEHHBIX
IIPOLIECCOB, 3a MCKJIIOUYECHHEM
BBIIIYCKA CEpUH, KOHTPOJIA
KayecTBa CEpUMl M BTOPUYHOMN
YIaKOBKHU

KOTOPOM

I') IUIOIIA/IKA, Tpebyromas
NPOBEJICHUSI TEPBUYHON WU
IPOAYKTCHEIUPUIHON
MHCIEKLINN

N) MJIoIIajKka, Ha  KOTOpOWH
OCYIIIECTBIISIFOTCS mo0bIe
MIPOU3BOJICTBEHHbIE ONepalun
IS HECTEPUIIbHBIX
JIeKapCTBEHHBIX  IPENaparos,
32  UCKJIIOYEHHEM  BBIIIYCKA
cepuil,  KOHTpPOJS  CEpHii,
NEPBUYHOM W BTOPUYHOMU
YIIaKOBKH

€) IUIoNIa/IKa, Ha  KOTOpOU
OCYIIECTBIIAIOTCS GOSE
MIPOU3BOJICTBCHHBIC OTIEPAINHI
co CTCPUIILHBIMH
JIEKapCTBEHHBIMU
npenapaTamu,
MIPOU3BOIAITUMUCS c
HCIOJIb30BaHUEM

O
_\‘_N
® w
N
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aCEeNTUYECKUX METOJIOB
(uckmouas OnoIOoTHYECKUE
JIEKApCTBEHHBIE  IIpemnaparsl),
3a HCKJIIOYEHUEM  BBIITyCKa
cepuil, KOHTpPOJS KadecTBa
CEepHi U BTOPUYHOU YIIAKOBKHU

Ycenosus

1. YooBnerBopuTenpbHass  MHCHEKIMs B  TEYEHUE  MOCIEIHUX 3 JIeT
MHCIEKTUPYIOIIUMH OpPraHaMU IOCyJapCTB-4JI€HOB, WM CTPAHOM, ¢ KOTOPOHI
3aKJIFOUYEHO JIEHCTBYIOLIEE COTJIAlIeHHE O B3AMMHOM MPU3HAHUM CEPTUPUKATOB
COOTBETCTBHS ITpaBUJIaM HAJUIEKAIEH IPOU3BOICTBEHHOMN NPAKTHUKHY.

2. Ilnomaaka JUIEH3UPOBAaHA B YCTAHOBJIIEHHOM MOpsAKE (sl MPOU3BOICTBA
paccMaTpruBaeMOH JIEKapCTBEHHOM (POPMBI WIIH JIEKAPCTBEHHOTO Mperapara).

3. PaccmarpuBaeMeblii IeKapCTBEHHBIH MpemapaT He SBISIETCS CTEPUITHHBIM.

4. B COOTBETCTBYIOUIMX Cllydasix, HaOpuUMep, B OTHOILIEHUU CYCIEH3UH WM
AMYJbCUH, HMEeTCi IUIaH BaJlMJalUMK [polecca IPOU3BOJACTBA WIH B
COOTBETCTBUHM C TEKYIIHMM IPOTOKOJOM YCIICIIHO NPOBEACHA BaauAalus
IIPOM3BOJICTBA HAa HOBOM IUIOINAJKE C HE MEHEe 4eM 3 IPOMBIIUICHHBIMU
CEPUSIMH.

5. PaccmaTrpuBaemblil JIEKapCTBEHHBIM Mpenapar He SBISIETCS OMOJIOTrMYECKUM
JIEKAPCTBEHHBIM MPEIIAPATOM.

JoxymeHnTanus

1. IlonTBepkaeHHe TOTO, YTO TMpejuiaraeMas IUIONIaJka JUIEH3UpOBaHa
YHOJHOMOYEHHBIM OPTraHOM CTPAaHbl MECTOHAXOXKJIEHUS JUIsl MPOU3BOJCTBA
JIEKapCTBEHHOM (POPMBI MU paccMaTPUBAEMOT0 JIEKAPCTBEHHOTO Tpernapara.

2.B cooTBeTCTByHOIIMX clydasxXx HEOOXOAMMO YKa3aThb HOMEpa Cepui,
COOTBETCTBYIOIIIME pa3Mep CEpUM M JaTy TPOM3BOJACTBA cepuil (= 3),
HCII0JIb30BaHHBIC B BAJTUAAIIMOHHOM UCCIICIOBAHUM, U IPEJICTABUTH JJAHHBIE 110
BaJIMJIAIIMU WU TIPOTOKOJ (CXeMy) BalluJalliy, TTOAJISKAIUN TToAaye.

3. B 3asBieHnn O BHECEHMHM W3MEHEHHUU HEOOXOIMMO YETKO YKa3aTh paHee
0JI00pEHHBIX U Tpe/IaraéMbIX TPOU3BOIUTENCH.

4. Konuu yTBEep>KIEHHBIX CrelU(pUKAIMi Ha BBIMYCK W KOHEI[ CPOKa TOJAHOCTH
(eci MPUMEHHUMO).

5. laHHble aHanu3a OJHOM MPOMBIIIJIEHHOM CEpUM U JIBYX ONBITHO-
MPOMBIIIJICHHBIX CEPUH, UMUTHUPYIOIIMX MPOIECC MPOU3BOJACTBA (MU JBE
MPOMBIIIIJICHHBIE CEpUHM) U CPABHUTENIbHBIC JaHHbIE (B TOM YHCJE TECT
CpPaBHUTEIbHOM KUHETHUKHA PACTBOPEHHUS B NMPUMEHUMBIX CIydasiX) ¢ Tpems
CepusiMU, MPOU3BEICHHBIMUA Ha MPEbIAYIIEH MPOU3BOJACTBEHHOMN MIIOMIAIKE.
[To 3ampocy HEOOXOAUMO MPEJCTABUTH TAHHBIC 1O CICAYIOIINM JABYM TOJHBIM
MPOMBIIIJICHHBIM CepUsiM; HEOOXOAUMO COOOIIUTD, €CIU PE3yJbTaThl aHATN3A
HE YKJIQJBIBAIOTCS B CHICIU(DUKAIIIIO, ¥ PEJIOKUTH IUIAH JTCHCTBHM.

6. CooTBEeTCTBYyIOIIIME  JAHHBIE 110 BaJWJAllUM, BKJIIOYas  PE3yJbTaThl
MHUKPOCKOIIMH paclpe/ieiieHUs 10 pa3MepaM YacTHUI] B UX MOP(OJIOTHU MSATKUX
U JKUJKUX JIEKAPCTBEHHBIX (OPM, B KOTOPBIX (hapMarieBTHIEeCKast CyOCTaHITUS
HAXOJIUTCSI B HEPACTBOPEHHOM COCTOSIHUH.
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7.Ecnu Ha HOBOM MPOM3BOJICTBEHHOM TIUIOMIAJKE B KaueCTBE HMCXOJHOIO
MaTepuajga HCIOJIb3yeTCsd AaKTUBHAs (apmaneBTHuUecKas cyOcTaHIus, -
JIeKIapalys yrnoJHOMOYEHHOTO JIMIIA TUIOMIaJAKU, OTBETCTBEHHOI'O 3a BBIITYCK
cepuii, 4YTO akTHBHas QapmareBTUUecKass CyOCTaHIIUS IIPOW3BEICHA B
cootBercTBUU C [IpaBuiamu Hajsexamen Mponu3BOACTBEHHON MPAKTUKU IS
HCXOJHBIX MaTEpPUAJIOB.

8. [lormpaBka K COOTBETCTBYIOIIEMY paszfeny (pasnenaM) pPEerHCTPalMOHHOTO

JOChC.

9. Eciii mpon3BO/ICTBEHHAS TUTONIA/IKA U TUIOMIAKA, HA KOTOPOH OCYIIEeCTBIISETCS
NEepBUYHAS YMAKOBKa, pa3MYaroTcsi, HEOOXOIUMO OMUCATh U BaJUAHPOBATH
YCJIOBHS TPAHCTIOPTUPOBKH M XpaHEeHUs HepacdacoBanHoro npemnapata (bulk).

10. [eticTByrOIMi AOKYMEHT, MOATBEPKIAIONINI COOTBETCTBUE TPEOOBAHHIM
HaJJIeXKalle MpPOU3BOJICTBEHHON mpakTuku Coro3a, MPOU3BOJICTBEHHON
TUTONIA/IKH (TIPOU3BOACTBEHHBIX TIONIAIOK), OCYIIECTRISIONIEH TPOU3BOICTBO
TOTOBOM JIEKAPCTBEHHOMN (POPMBI.

[TIpumeuvanus:

Jexnapanuy ~ yNmOJHOMOYEHHOTO  JIMIA,  3aTparuBarollue
aKTUBHYIO (hapMalleBTUYECKYIO CyOCTaHIIUIO

Bragensiibl auIleH3U Ha TPOM3BOJCTBO 00s3aHBI B KAYECTBE
HMCXOJHBIX  MaTEpUAJIOB  HCMOJIb30BaTh  UCKIIOYUTEIIHHO
aKTUBHBIC (hapMalleBTUUYECKUE CYOCTaHIIMH, MPOU3BEIICHHBIC B
cootBeTcTBUU ¢ [IpaBunamu Haamexkamen Npou3BOJICTBEHHOU
MPaKTUKH, TIOATOMY  KaXAblM  Blajenel JIMIEH3UHW Ha
MIPOU3BOICTBO JIEKapCTBEHHOM dhopMBI 00s13aH
MPOAECKIAPUPOBATH, YTO OH B KA4E€CTBE HCXOJHOrO0 MaTepualia
WCIIONB3YeT AaKTUBHYIO  (DapMaleBTHUYECKYIO CYOCTaHIIHIO,
MPOU3BEJACHHYIO B COOTBETCTBMU C [IpaBunamu Hajmexamien
IIPOM3BOJCTBEHHOW NpakTUKU. Kpome TOro, mnocCKOIbKy
YIOJIHOMOYEHHOE JINII0, OTBETCTBEHHOE 3a BBIITYCK CEpUU, OEpeT
Ha ce0s OOIIyI0 OTBETCTBEHHOCTh 3a KaXIYH0 CEpHI0, €CId
TJIOIIA/IKA, BBINYCKarOIIas CepHIo, OTJIMYaeTCA OT
MPOU3BOJUTENS  JIGKAPCTBEHHON (OPMBI, YIMOJTHOMOUYEHHOE
JUII0, OTBETCTBEHHOE 3a CEPTHU(PHUKAIMIO CEPUH, JIODKHO
MPEICTABUTH JOMOJHUTEIIBHYIO AEKIapalnio.

Bo MHOrux ciy4asix BOBJICUEH JIMIIb OJIMH BJIAJEIEL JIULIECH3UN
Ha TPOU3BOJACTBO, IOATOMY TOTpeOyeTcs JHIlb OJHa
neknaparus. OgHako, €ciid BOBJICUECHBI HECKOJIBKO BJIAJICIIBIIEB
JUILEH3UWM Ha MNPOU3BOACTBO, BMECTO IOJIa4d HECKOJIBKHUX
JIeKIapaluid  JIOMyCKaeTcss  MoJaTh  OJHY  JEKjJapauuio,
MOAMUCAHHYID  OJJHUM  YIOJHOMOYEHHBIM  JHUIOM.  OJTO
JIOITYCTUMO IIPH YCIOBUH TOTO, YTO:

B JICKJIapallii YETKO YKa3aHO, YTO OHA IMOJIKCAaHa OT JIMIla BCEX
BOBJICUEHHBIX YITOJHOMOYEHHBIX JIUII;

JIOTOBOPEHHOCTH  CKPEIUIEHBl TEXHUYECKUM  COIJIALICHUEM,
OIKMCAHHBIM B Ty1aBe 7 [IpaBui Hajexamen nponu3BOACTBEHHON
MPAKTUKU, U YIIOJTHOMOYEHHOE JIMIO, MOJAI0IIEe AEKIAPALHIO,
yKa3aHO B TaKOM COTJAlllGHHH Kak Oepymiee Ha cebs
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00513aTeNIbCTBO o COOTBETCTBUIO IPOU3BOIUTEIIS
(mpou3BoauTeNnel) akTUBHOM (papManeBTUYECKON CyOCcTaHIUU
[IpaBunam  Hajgaexamed  NPOU3BOJACTBEHHOM  IPAKTHUKH.
[Tpumeuanue: yka3aHHbIE COTJIALLEHHS SIBISIOTCS IPEIMETOM

HWHCIICKIUN YITOJTHOMOYCHHBIX OpPraHOB.

Bb.11.6.2. U3Mmenenune
MIPOU3BOJUTENS TT0 KOHTPOJIO
KayecTBa JICKaPCTBEHHOTO
npernapata M BBITYCKY CepUit
JICKapCTBEHHOTO Mpemnapara

HeoOxoanmeie
YCIIOBUS

JIOKyMEHTHI U
JaHHbIE

[Ipouenypa

a)3amMeHa WIH J00aBJICHUE
ILUIOIIAJIKH, Ha KOTOpOH
OCYIIIECTBIISIETCS KOHTPOJIb
KayecTBa (MCIbITAaHUE) CEpUi

1,2,3

3,4

0)3ameHa wiIM Jo00aBIEHHE
IUIOIIAJIKH, Ha KOTOpOH
OCYIIECTBIIACTCS KOHTPOJIb
KauecTBa (MCHBITAaHUE) CEpHUit
OMOJIOTHYECKOTO
JIEKapCTBEHHOTO TMperapara u
JIOOBIX METOJ0B HCIBITAHUH,
OCYIIECTBIIIEMBIX Ha
IUIOIIAJIKE, SIBJISTIOIIIAXCS
OMOJIOTHYECKUM
(MMMYHOJIOTHYECKUM,
UMMYHOXUMHUYCCKIM )
METOJIOM

B) 3aMe€Ha UJIu J00aBlieHUE
IPOM3BOIUTEIS,
OTBETCTBEHHOT'O 32 BBIYCK
cepuii

1. 3a UCKIIFOYCHUEM
KOHTPOJISt KayecTBa
(ucnblTaHus) cepuit

1,2,3

|Any

2. Bxmrouas KOHTPOJIb
KauecTBa (MCIBbITAHKUE) CEpUid

1,2

1,2,3

|Any

3. Britouas KOHTPOJIb
Ka4yecTBa (ucnpiTaHuE)
OHOJIOTHYECKOTO
JIEKapCTBEHHOTO Tpenapara u
OJIMH u3 METOJIOB
HUCIIBITAHUH,
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OCYILIECTBIISIE MBI Ha

TJIOIIAJIKE, SIBJISICTCS

OMOJIOTUYECKUM

(MMMYHOJIOTHYECKHM,

UMMYHOXUMHUYECKUM )
VYcnoBus

1. Ilnomanka JMIEH3UPOBAHA B YCTAaHOBIICHHOM TOPSIKE YITOJHOMOYEHHBIM

2.

3.

OpraHOM CTpaHbl IPOU3BOJICTBA.
JlexapCTBeHHBI TMpenapar He SBISETCS OWOJIOTMYECKHM JIEKapCTBEHHBIM
IpernapaToMm.

Tpancdep aHaTUTHUECKUX METOJIUK Ha HOBYIO UCIBITATEIbHYIO J1a00paTOPUIO
MPOU3BE/ICH YCIEIIHO.

JlokymMeHTauus

1

2.

3.

.B COIIPOBOJUTCIIBHOM ITHUCHME U B q)opMe 3asiBJICHUS] O BHECCHUH W3MCHCHUI

HEOOXOUMO YEeTKO OO0O03HAYUTh paHee OJOOPEHHBIX M IMpeasiaraeMbIX
MIPOU3BOIUTENCH.

Jlexnapanus ymoJIHOMOYEHHOTO JIHIA, OTBETCTBEHHOTO 3a BBIIIYCK CEPUH, B
KOTOpOW YKa3bIBAae€TCsl, 4YTO MPOU3BOJAUTENb (MIPOU3BOIUTENN) AKTHUBHOMN
(dapmanieBTHUECKOW CYOCTAaHIIMM, YKa3aHHOW B PEruCTPAllMOHHOM JIOChE,
pabortaer B coorBercTBUU C [lpaBmiamu Hajyiexkarieil Mpou3BOJICTBEHHOMN
NPAKTUKU U1 UCXOJHBIX MarepuasioB. IIpu onpenenaeHHbIX 00CTOSATENBCTBAX
JIOITYCKaeTCs MPEICTAaBIATh OJHY AEKIapaluio (CM. MpUMeYaHUe K U3MEHEHUIO
B.IL.6.1).

[TompaBka K COOTBETCTBYIOIIEMY pa3zeny (pasfenaMm) perucTparioHHOTO
J0che, BKJIOYas HWHGOpPMALMIO O JIEKapCTBEHHOM Mpernapare U, INpu
HEOOXOJMMOCTH, JaHHble IO BalduJauuu (BepUpUKALWK) aHATUTUYECKUX
METOJIUK, MEPEHECEHHBIX CO CTapOil Ha HOBYIO IUIOIIAJKY, COTJACHO aKTaMm
opranoB Coro3a B cdepe TpaHcepa TEXHOIOTUN U aHATTMTUYECKUX METO UK.

4. JIeWCTBYIOIIMI JTOKYMEHT, MOATBEPKAAIOIINNA COOTBETCTBUE TPEOOBAHUAM

IIpaBun Hamexamen MOPOU3BOJCTBEHHOW MPAKTUKH, IPOU3BOJICTBEHHOU
Iomaaky  (IIOHIaJ0K),  OCYHIECTBJSIONIEH  MPOU3BOACTBO  T'OTOBOM
JIEKapCTBEHHOM ()OPMBI U BBIMTYCKAOIIUN KOHTPOJIh KaueCTBA JIEKAPCTBEHHOTO
npenapara.

b.11.6.3. U3smenenue mpouecca| Heoboxomumeie | Jlokymentsl u |[Iponenypa

MIPOU3BOJICTBA JICKAPCTBEHHOTO yCJIOBUS JAHHBIE

npenapara, BKJTIOYAS

IIPOMEKYTOUHBIN IPOAYKT,

VCIIOJIb3YEMBIN B

MPOU3BOJICTBE JIEKAPCTBEHHOTO

npenapara

a) He3HAYUMBbIE U3MEHEHUS 1,3,4,5,
1,2,3,4,56,7 1A

mpoiiecca Mpor3BOICTBA 6,7,8
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0) 3HaYNMBbIE M3MEHECHUS
nporecca IPOU3BOJICTBA,
KOTOpbIE ~ MOTYT  OKa3aTh
CYIIECTBEHHOE BJIUSHUE 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 YyBEIUYCHHE
u30bITKa, HCIOJIb3yEMOIO B
OTHOIICHUH AKTUBHOMN
dbapmareBTH4IeCKOM
cyOcTaHIu

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

1,2,4,6,7,8

) U3BMEHEHUE npouecca
MIPOU3BOJICTBA JICKAPCTBEHHOTO
npenapara: nepeMeInieHme
sTana CTEPWIN3YIOIIEH
dbunbpTpanun u3 3086 A/B B
30Hy C

3) U3BMEHEHUE Marepuana
BTOPUYHOM YITaKOBKH
Hepac(hacoBaHHOTO
JIEKapCTBEHHOIO  Tperapara,
HETIOCPEICTBEHHO HE
COIPUKACAIOIIETOCs C
JIEKapCTBEHHBIM  MPENapaTomM
(BKITIOYAst 3aMeHy WIH
J00aBJICHHE)
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VYcnoBug

1.

2.

N3meHeHns KauyeCTBEHHOTO WJIM KOJMYECTBEHHOTO Mpoduis MpUMeced WUiu
(bU3UKO-XMMUYECKUX CBOMCTB OTCYTCTBYIOT.

W3meHeHne KacaeTcs:

TBEPJION JEeKapCTBEHHON (OPMBI C HEMEJIECHHBIM BBICBOOOXKIACHUEM ISt
IIpyueMa BHYTPb WM HAPYKHOTO IPUMEHEHHS;

KUJKUX JIEKApCTBEHHBIX (OpPM B BHUJIE PACTBOpPA, MATKHUX JIEKapCTBEHHBIX
dbopM, CYIIO3UTOPUEB, KOTOPhIE HE OTHOCATCS K CIHEHUATU3UPOBAHHBIM
JIEKapCTBEHHBIM (opMaM, MPOU3BOJUMBIM HECTAHAAPTHHIMU MPOIIECCAMU B
COOTBETCTBUU C akTamu opraHoB Coro3a B cdepe oOpalieHus JeKapCTBEHHBIX
cpeactB. Ilpm 3TOM H3MEHEHHE OTHOCHTCS K IlapaMerpaM Ipolecca
MPOU3BOJICTBA, KOTOPHIE CUMTAIOTCS HE BIMSIONMMU HAa KayeCTBO
JIEKapCTBEHHOTO MpernapaTa (He3aBUCUMO OT BHJIa JIEKAPCTBEHHOTO IIperapara
U (WIM) JeKapcTBEHHOW (OpMBI), M paccMaTpUBAEMbI JIEKApCTBEHHBIN
npenapar He SIBISETCS OMOJIOTMYECKUM WJIU JICKAPCTBEHHBIM PACTUTEIBHBIM
IpenapaTom.

.HpI/IHI_II/Il'I IMPOU3BOACTBA, BKIIOYAadA OTACIBHBIC CI'0 3Tallbl, HC H3MCHACTCA,

HampuMmep, 00paboTKa MPOMEKYTOYHBIX MPOIYKTOB, OTCYTCTBYIOT U3MEHEHUS
KaKUX-1100 pacTBOPUTEINIEH, UCTIOIb3YEMBIX B MTPOLIECCE TPOU3BOICTBA.

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

MIOJIBEPracTCs MPoIleccaM BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOJIS U U3MECHEHUE
MPOIIECCOB TAKOTO KOHTPOJS (pacHiMpeHHe WIA HUCKIIOYCHUE KPUTEPHCB
MIPUEMIIEMOCTH) HE TpeOyeTcsl.

. Ciennukanuu JeKapcTBEHHOTO MpernapaTa Uuii MPOMEKYTOYHBIX MPOTYKTOB

HC U3BMCHAIOTCA.

.Ilo pesympraram HOBOro MpoIlecca AOKEH OOpa30BHIBATHCS HIACHTHYHBIN

JICKaQpCTBEHHBIA TpenapaT ¢ TOYKM 3PEHUsS BCEX acleKTOB KadecTsa,
6e3omacHOCTH 1 3(PPEKTUBHOCTH.

. CormacHo COOTBCTCTBYIOIINM JOKYMCHTaM Coro3a HavaThl COOTBCTCTBYIOIIIHEC

WCCIEeNOBaHUA CTAaOMJILHOCTA HE MeEHee 4YeM Ha | ONBITHOM WIH
IOPOMBIIIJIEHHOW  CEpUM; B PACHOPSIKEHUM  3asBUTENSL  HAXOIATCS
YIIOBJIETBOPUTEIBHBIE PE3YJIBTATHI 10 MEHBIIEW Mepe 3-MECAYHOr0 U3ydeHUs
ctabunbHoCTH. [loATBEpkKAEHHE TOTO, YTO UCCIIEI0BaHUs Oy YT 3aBepIIEHbBI, U
€ClIM pe3yNnbTaThl HE OYAYT YKIAAbIBaThCS B CHEUU(UKAIMM WM MOTYT
HNOTEHIMAIHO HE YJOXKUTHCS B CrHenu(uKanuyu Ha KOHEI CPOKa TOJTHOCTH,
JepKaTelb  PErMCTPAllMOHHOTO  YIAOCTOBEpPEHHs  00si3aH  COOOLIUTH
YIOJTHOMOYEHHOMY OpraHy Hapsiiy C MpejularaéMbIM IJIAHOM JIEHCTBUM.

8. Bropuunasi ymakoBka He sBIseTCcS (YHKIMOHAIBHOW it oOecreyeHus

CTaOMIILHOCTH, WJIA TI0 3HAYUMBIM CBOMCTBAM 110 MEHbIIIEH Mepe IKBUBAJIEHTHA
0/I00pEHHOM.

JlokymeHnTauus

1.

2.

[TonpaBka K COOTBETCTBYIOLIEMY pa3zzeny (pasfenaMm) perucTparioHHOTO
JI0ChE.

B oTHOIICHHH MATKUX W KUIKUAX JICKAPCTBEHHBIX (POPM, B KOTOPBIX aKTHBHAs
dbapmanieBTHUECKass CyOCTaHIIMS HAaXOAHUTCS B HEPACTBOPECHHOM COCTOSHHM:
HaJJIeXKAIIasi BATHIAINAS U3MEHEHUS, BKIII0OUass MUKPOCKOITHIO YACTHI] B IEIISX
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NPOBEPKH BHIUMBIX H3MEHEHHH MOpP(OJIOTUH; CpPaBHUTEIbHBIC MAHHBIE O
pacnpeleNeHud 10 pa3Mepy 4YacTull (JMCIEpPCHOCTH), IOJIyYEHHBIE
Ha/IJIeKaIIUM CIIOCOO0M.

3. B oTHOmIEHUN TBEPABIX JEKAapCTBEHHBIX (POPM: JaHHBIE PO(UIIS paCTBOPEHHUS
OJIHOW pEINpEe3eHTAaTUBHON IPOMBIIUICHHON CEpUHA M CPaBHUTEIBHBIC JTaHHBIE
TPEX MOCIEAHUX CEpUM, IPOU3BEIECHHBIX C TOMOIIBIO IIPEIBIAYIIETO MTpoLiecca.
ITo 3anpocy HEOOX0IUMO MPEICTAaBUTh JaHHBIE MO CIEIYIOIIUM JABYM HOJIHBIM
IPOMBIIIJIEHHBIM CEPUSM WM COOOUIUTH, €CIIM PE3YyIbTaThl HE YKIIAbIBAIOTCS
B crnenuuUKayio W NPeUIOKUATh IUIaH JAeicTBUil. B oTHomeHUn
JIEKapCTBEHHBIX PACTUTENIBHBIX MPENapaToB MOTYT ObITh JOCTATOYHBI JaHHbIE
CPAaBHUTEJIBHOM paclaJaeMOCTH.

4. O0O0OCHOBaHMSI  HEMPEJCTABICHUS  PE3YyIbTAaTOB HOBOTO  HCCIEIOBAHUSA
OMOSKBUBAJIEHTHOCTH B  cooTBeTCTBUM ¢  IIpaBunmamu  mpoBeneHUs
uccieaoBanuil OnosksuBasieHTHOCTH Cor03a.

5. [Ipu u3MeHenuu napamerpa (apaMmeTpoB) MpoIecca, KOTOPbIE CUUTAIOTCS HE
OKa3bIBAIOIMMK BJIMSHAE Ha Kad4eCTBO JIEKAPCTBEHHOI'O Ipenapara,
JeKIapanus, 4YTo 3TO JOCTUTHYTO B XOJ€ paHee MpOBEIEHHOW 0100peHHOMN
OLICHKHU PUCKOB.

6. Kommnu cnenmdukanmii Ha BRITYCK U KOHEI[ CPOKa TOJTHOCTH (B BUJE CCHUTKH Ha
COOTBETCTBYIOLIUI JOKYMEHT B IIOCJIEOBATEIBHOCTH JOChE WU NPUIIOKEHUS
K COIIPOBOAMUTEIBHOMY MHUCHMY).

7. JlanHble aHanu3a cepuil (B opmare CpaBHUTEIBHON TaONMIIBI) 110 MEHbIIEH
Mepe OJHOW Cepuu, TMPOU3BEACHHOM C TIOMOIIBID OJOOPEHHOTO U
npeuiaraemMoro mnpotuecca. Ilo 3ampocy He06X0AMMO MpeCTaBUTh JaHHbBIE T10
CJIEYIOIUM JIBYM IOJHBIM HPOMBIIUIEHHBIM CEPUSM; CIEIyeT COOOIIUTS,
€CJIM Pe3yJIbTaThl aHAJIM3a HE YKJIaAbIBAIOTCS B CHELU(PUKALNIO U MPEIJIOKHUTD
IJIaH JEUCTBUM.

8. IloaTBepxaeHue aepxaresss perucTpalMOHHOTO YAOCTOBEPEHHS, YTO HAYAThI
COOTBETCTBYIOLIME HCCIEAOBAaHUA CTaOUIBHOCTH (C yKa3aHHEM HOMEpOB
cepuii) ¥ u3y4eHbl HEOOXOJUMBbIE TApAMETPhI CTAOMIILHOCTH IO MEHbILIEH Mepe
Ha OJHOM ONBITHO-NPOMBIIIICHHOW WM MPOMBIIIJIEHHOW CEpUU U HA MOMEHT
YBEJOMJIEHUS B PACHOPSKEHUU 3asBUTENS HAXOAMIIUCH YJOBIETBOPUTEIIBHBIE
pe3ynbTaThl MO MEHbIIEH Mepe 3-MEeCSYHOI0 HM3Y4YeHHs] CTaOWIbHOCTH; U
npodmib  CTaOMIBHOCTH  AHAJIOTWYEH  TEKYIIeW  3aperucTpupOBaHHOMN
curyaiuu. IlpencraBieHo MOATBEpXKJIEHHE TOTO, YTO HCCIEOBAHUA OYyIyT
3aBEpILIEHBI, U €CIIU PE3yJIbTAaThl HEe OYAYT YKIIaIbIBAThCS B ClieUU(DUKAIIUN UITU
MOTYT TOTEHLMAJIBHO HE YIOXKHUTbCS B CHEIU(UKALMA Ha KOHEI[ CpoKa
TOAHOCTH, JEp)KaTelb PErUCTPALMOHHOTO YAOCTOBEPEHUS 00s3aH COOOLIUTH
YIIOJTHOMOYEHHOMY OpraHy Hapsiiy C MpeUIaraéMbIM IIAHOM JIEUCTBHIA.

b.11.6.4. U3menenune pasmepa| Heobxomumeie | loxkymentsi u | [Ipouemypa
cepun (BKJIIOYAs UANIa30HBI YCIOBUS JIaHHBIC
pa3Mmepa cepun)
JIeKapCTBEHHOTO TIpernapara
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a) yBesqMueHue BIUIOTH 0 10
pas 10 CpaBHEHHIO c| 1,2,3,4,5 7 1,4 1A
0JI00pEHHBIM

0) yMEeHbIIIEHHE pa3Mepa CepUn
no 10 pa3 mo cpaBHEHHUIO C
3apEruCTPUPOBAHHBIM
pazMepom

1,2,3,4,5,6 1,4 1A

B) U3MEHEHUE TPeOyeT aHamu3a
COMOCTaBUMOCTH
OMOJIOTUYECKOTO
JIEKapCTBEHHOTO  Iperapara — — I
WIH U3MCHEHHE pa3Mepa Cepuu
TpeOyeT HOBOTO MCCIIe0BAHUS
OMOSKBHUBAJICHTHOCTH

I') I3MEHEHHE 3aTparuBaeT BCe
OCTaJIbHBIE JIEKapCTBEHHBIE
GbopMBI, TPOU3BOJAILINECT C — — I
MOMOIIIBIO KOMIJIEKCHBIX
MPOLIECCOB MPOU3BOJICTBA

1) yBenmuenue ooiee 10 pas mo
CPaBHEHHIO C OJOOPEHHBIM
pazmepom cepuu
JIEKapCTBEHHBIX dbopm c — 1,2,3,4,5,6 IB
HEMEIJICHHBIM
BBICBOOOXKIEHUEM (mmst
pueMa BHYTPb)

e) MacuTad MIPOU3BOJICTBA
OMOJIOTHYECKOTO
JIEKapCTBEHHOTO  Tpermapara
yBeIU4WiICs (yMEHbIIUIICA) O6€3 — 1,2,3,4,5,6 IB
U3MCHEHHUSI npoiiecca
IIPOU3BOACTBA (Hampumep,
TyOIMpOBaHUE JTUHUH)

Ycnosus

1. I3MeHeHue He BIMSAET Ha BOCIIPOU3BOJAUMOCTD U (MJIM) MOCTOSIHCTBO KauecTBa
JIEKapCTBEHHOTO Mpenapara.

2. lI3MeHeHHe 3aTparuBaeT CTaHAAPTHBIC JEKapCTBEHHBbIE (POPMBI UIA MpueMa
BHYTPb C HEMEJJIEHHbIM BBICBOOOXK/IEHUEM WM HECTEPHUJIbHBIE KUJKUE
JIeKapCTBEHHbIE (DOPMBI.

3. JltoOple  W3MEHEHUS  METOJOB  TMPOU3BOACTBA H  (WJIM)  METOJOB
BHYTPUIIPOU3BOJICTBEHHBIX KOHTPOJIEH HEOOXOAUMBI JUIIbL AJI W3MEHEHHS
pasMepa cepuu, HapuMep, UCIOIb30BaHne 000PYIOBaHUS IPYroTro pa3mMepa.
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. UmeeTcst cxema BaJIaali WJIW B COOTBCTCTBUH C TCKYIIUM IMPOTOKOJIOM

YCIIENTHO TPOBEJIEHA BalWJanus TMPOW3BOJICTBA HE MEHEe YeM Ha 3
MPOMBIIINICHHBIX CEPHSIX C HOBBIM Pa3MEPOM B COOTBETCTBHH C IIPUMEHHUMBIMH
TpeOOBaAHUSMH.

. PaccMaTpuBaemblil JIeKapCTBEHHBIN Mpenapar He SBISIETCS OMOJIOTrMYECKUM

JICKAPCTBCHHBIM IIPCIIapaTOM.

. I3aMeHeHrue He OOJKHO OBITH CJIICACTBUCM HCIPCABHUACHHBIX CHTyaHHﬁ,

BO3HHUKIOHNX B XOJ€ ITPONU3BOACTBA, UJIIN N3SMCHCHUA CTaOMIJIBHOCTH.

. Pazmep cepunm yxitagpiBaercs B 10-kpaTHbIN Auana3oH, IpelyCMOTPEHHBIN IpU

perucTpaiv, WJIK II0CJIC IIOCICAYIOIICIO HN3MCHCHHA, HC ABJIIBHICTOCAH
n3MeHenueM IA tuma.

JlokymMeHTanus

1.

2.

o1

[lompaBka K COOTBETCTBYIOLIEMY pa3feny (pasaenam) PperucTparuoHHOTO
JTOCheE.

Jlannbie ananuza cepuil (B opmaTe CpaBHUTEIBHON TaOIHIIBI) 110 MEHbIIEH
Mepe OJIHOM MPOMBIIIUIEHHOHN CepuH, TPOU3BEICHHON B 3apETUCTPUPOBAHHOM U
npeasiaraéMoM pasMmepax (B TOM YHCIE TECT CPAaBHUTEIBHOM KUHETHKU
pacTBOpeHUs B MPUMEHHUMBIX citydasx). [1o 3ampocy He0OX0AMMO MPEICTaBUTh
JAHHBIC TIO CJEAYIOUIUM JIByM TOJIHBIM MPOMBIIUICHHBIM CEpUSIM; JIepKaTeh
PY o00s3aH cooOmmTh, €ciau pe3yibTaThl aHalu3a HE YKIAIbIBAIOTCS B
crienuPpUKaInio, U IPEI0KUTh TUIaH IeUCTBUH.

. Kotum omoGpenHbIX cnenudukanuii Ha BBITYCK W KOHEI[ CpOKa TOJHOCTH (B

BUAC CCBIIIKHM Ha COOTBGTCTBYIOH_II/Iﬁ JOKYMCHT B IIOCJICAOBATCIIbHOCTH IOCHC
HJIN IIPHUIIOKCHUA K COITIPOBOAUTCIIBHOMY HI/ICBMy).

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

pa3MepoM cepud C JAaTol HMX Mpou3BoACTBa (=3), HCHOIB30BAHHBIX B
BAJIMJAIIMOHHOM HCCIICIOBAHUM, WJIM TPEACTaBUTH MPOTOKON (CXeMy)
BAJIMIAIUU.

. HeoOxommMo npecTaBuTh pe3ybTaThl BAIUIAIUH.
. PesynpTaTel uccnenoBaHuid  CTAaOMJIBHOCTH 10 3HAYUMBIM TapaMeTpam

CTaOMJILHOCTH MO MEHbLIEH Mepe Ha OAHOW ONBITHOM WJIM NMPOMBIIUICEHHON
CEpHH, OXBATHIBAIOLIEH 10 MEHBLIEN Mepe 3 Mecs1a; OATBEPKIAECHUE TOTO, YTO
TaKkue HMCCIeA0BaHUS OyAyT 3aBepIIEHBbI M, YTO €CIH pe3yJbTaThl HE OyayT
YKJIa/bIBaThCA B CHEUU(PUKALMN WK MOTYT MOTEHLIMAIBLHO HE YJIOXKUTHCA B
cnenuuUKalMM Ha KOHEI[ CpoKa TOJHOCTH, Jep’KaTeib PEruCTPAlIOHHOTO
yIIOCTOBEpEHUsI 00s3aH COOOIIUTH YIOJIHOMOYEHHOMY OpraHy Hapsay cC
npeajiaraéMbIM  TUTAaHOM  JedcTBH. B OoTHOmIEHMM ~ OMOJIOTHYECKUX
JIEKAPCTBEHHBIX CPEJCTB: JEKJapalus, 4YTO OILIEHKAa COIMOCTaBUMOCTH HE
Tpebyercs.

b.11.6.5. 3menenue Heo6xomumeie | Jlokymentsi u | Ilpomenypa

BHYTPHIIPONU3BOJACTBCHHBIX YCJI0BHA JaHHBIC
WCHOBITAHUN WU KPpHUTCPUCB
IMPUEMIIEMOCTH,

HCITOJIB3YIOIINXCA npu
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IPOM3BOICTBE JICKAPCTBEHHOTO
nperapara

a) Y)KeCTOUeHHE
BHYTPHUITPOHU3BOJICTBEHHBIX
KPUTEPHUEB MPUEMIIEMOCTH

1,2,3,4

1,2

0) mo6aBieHUE HOBBIX
UCIIBITAHUHA WM KPUTEPHUCB
IPHEMIIEMOCTH

1,2,5,6

1,234,
57,8

B) UCKIIIOUCHUE
HECYIIECTBEHHOTO
BHYTPHUIIPOU3BOICTBEHHOT'O
UCTIBITAaHUS

1,2,7

1,2,6

') UICKJIFOUEHHUE
BHYTPHUIIPOU3BOJCTBEHHOTO
UCIIBITAHUSA, KOTOPOE MOXKET
CYIIECTBEHHO TMOBJHUATH Ha
COBOKYITHOE Ka4yecTBO
JIEKapCTBEHHOTO Mpenapara

1) pacliupeHrue OJ00pEHHBIX
BHYTPHUITPOU3BOICTBCHHBIX
KPUTEPHECB MIPUEMJIEMOCTH,
KOTOpPBIE MOTYT CYIIECTBEHHO
MOBJIUATH HAa  COBOKYITHOE
KayeCTBO JIEKapCTBEHHOTO
npemnapara

¢) m1obaBjeHHE WM 3aMeHa
BHYTPHUITPOU3BOJICTBEHHOTO
UCHBITAHUA M3 COOOpaKeHUM
0€30MMacHOCTH WJIM KauecTBa

1,234,
5, 7,8

’K) HE3HAUUTEIbHOE
U3MCHECHHUE aHAJIMTUYECKOU
METOINKH
BHYTPHUIIPOU3BOJCTBEHHOTO
KOHTPOJIA

4,6,8,9

1, 2,3,

VYcnoBug

1. I3meHeHue He ABISETCS CIEACTBHEM KaKOTro-JIMOO 00s3aTeNbCTBA, IPUHATOTO
II0 Pe3yJIbTaTaM paHee MPOBEACHHBIX JKCIIEPTU3 C LEIbI0 aHAJIN3a KPUTEPHUEB
NPUEMJIEMOCTH crielupUKaIK (HalpuMep, B X0/1€ pETUCTPALIUU I BHECEHUS

n3meHenu Il tuna).
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2. I3MeHeHue He SBISETCS CIICICTBUEM HENPEIBHICHHBIX CUTYAIlNi, BOSHUKIITHX
B XOJ/I¢ NMPOU3BOJICTBA, HApPUMEpP, HOBas HEKBaIU(UIMPOBAHHAS MPUMECH,
U3MEHEHHUE MPEIETIOB COJIEPKaHUs CYMMBI IPUMeECEH.

3. JItoboe n3MeHeHne TOJDKHO YKJIaAbIBaThCs B TUANA30H TEKYIIUX 0JI00pEHHBIX
KPUTEPHUEB NMPUEMIIEMOCTH.

4. Meton aHanu3a HE W3MEHWICSA, a METOJMKA aHallu3a He H3MEHWJach WU
M3MEHUJIACh HE3HAUUTENIBHO (HampuMep, W3MEHEHHE JIMHBI KOJOHKH WU
TEMIIepaTyphbl, HO HE APYTON BUJI KOJIOHKH).

5. Hu oavH HOBBI METOJ HWCIBITAaHHWS HE OCHOBaH HA HOBOM HECTaHAApTHOU
METOJIOJIOTMH UM CTaHIapTHOW METOI0JIOTHH, UCTIOIb3YEMOM T0-HOBOMY.

6. HoBblif MeTO/] UCTIBITAHUS HE SIBISIETCS] OMOJOTHYECKUM (MMMYHOJIOTHYECKUM,
MMMYHOXUMHUYECKUM) WIH METOJIOM, B KOTOPOM UCIIOJIb3YETCSI OMOIOTUYECKUI
peakTuB ig OMOJOTUYECKON aKTHBHOW (hapMmaleBTHYeCKOl cyOcTaHuuu (3a
UCKIIIOYEHUEM  CTAaHAAPTHBIX  (apMaKOMEHHBIX  MHUKPOOHMOIOTHUECKHUX
METOJIOB).

7. BHyTpUINIpOM3BOJICTBEHHOE  HUCIIBITAHWE  HE  3aTparuBaeT  KOHTPOJb
KPUTHYECKOTO IMapaMeTpa, Halpumep:

KOJIMYECTBEHHOE OIpeIeNICHUE;
npuMecH (€ciM TOJIBKO OINPEENICHHbI pacTBOPUTENh OJHO3HAYHO HE
UCIIOJIb3YETCsl B TPOU3BOJICTBE);
TO0YI0  KPUTUYECKYI0 (DU3MYECKYI0 XapakTEepUCTUKY (pa3Mmep YacTHil,
HACBITTHYIO TJIOTHOCTBIO JI0 U MOCJE YIJIOTHEHUS U T.1.);
UCIIBITAaHUE Ha TMOJUIMHHOCTH (B OTCYTCTBUE MOJXOJSIIETO albTePHATUBHOTO
KOHTPOJIs);
MUKPOOHUOIOTHYECKHIT KOHTPOJIb (€CIM TOJIBKO OH HE TpeOyeTCsi B OTHOLICHUU
OTpPE/ICIIEHHOM JIEKApCTBEHHON (POPMBI).

8. B cooTBeTcTBUU ¢ akTamu opranoB Coro3a B cepe oOparieHust JeKapCTBEHHBIX
CpPEICTB TpOBEJEHA HeOoOXoAMMasl Balualus, MOATBEPKAAONIAsl, YTO
OOHOBJICHHAs] aHAIUTUYECKAash METOJMKA 1O MEHbBIIEH Mepe JKBHBAJICHTHA
MPEIbIAYIIECH.

9.Ilpenensl comepkaHus CyMMBI TpUMECEd HE W3MEHWINCh, HOBBIE
HEKBAM(UIIMPOBAHHBIC IPUMECH HE OOHAPYKECHBI.

JlokymMeHTauus

1. [TonpaBka K COOTBETCTBYIOIIEMY pa3aeny (pasaenam) perucTparmoHHOTO
JTIOChE.

2. CpaBHUTENbHAS Tabauna TEeKYIIUX u npejiaraeMbpix
BHYTPUIIPOU3BOJCTBEHHBIX HCHBITAHUN, KPUTEPHEB MPUEMIIEMOCTH WU
CpaBHUTEIbHAS Ta0IUIIa U3MEHEHUNM aHAIUTUYECKOU METOIUKH.

3. [TonpoOHOEe omucaHue HOBOW AaHAIUTUYECKOM METOAMKHA M JIaHHBIE 110
BaluJanuMu (B COOTBETCTBYIOIIMX Clly4asiX), C MOATBEPXKIACHHEM (eciu
MPUMEHHUMO) YTO OOHOBJICHHAsI aHATUTUYECKAsi METOJMKA 1O MEHBIIEH Mepe
AKBUBAJICHTHA MPEBIIYIICH.

4. JlaHHble aHaNM3a JBYX IPOMBIIUICHHBIX CEepUidl (B OTCYTCTBHUE JOJIKHBIX
000CHOBaHM /1711 OMOJIOTUYECKUX aKTUBHBIX (hapMalleBTUUYECKUX CyOCTaHITUI
— TpW cCcepuM) JIEKQpCTBEHHOTO TIpermapaTta IO BCEM IMapaMeTpam
cnenupuKaIum.
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. B cooTBeTCTBYIOMIMX CiTy4asXx CpaBHUTEIbHBIC TaHHBIE TIPOGUIIS PACTBOPEHUS
JIEKapCTBEHHOTO TIpErapara He MEHEEe 4YeM Ha | ONBITHO-IIPOMBIIUICHHON
cepuH, TMPOU3BEACHHON C  HCIOJb30BAaHMEM  TEKYIIMX M  HOBBIX
BHYTPUIIPOU3BOACTBEHHBIX UCIIBITAHUM.

. B oTHOmIEHUU JEKApCTBEHHBIX PACTUTENBHBIX MPEnapaTtoB MOTYT OBbITh
JIOCTaTOYHBI JaHHBIE CPAaBHUTEIBHOM paclaiaeMOCTH.

. O6ocHOBaHUE (ouenka PHUCKOB), MOATBEPIKIAIOIIIHE, 4TO
BHYTPHUIPOU3BOJICTBEHHOE MCIIBITAHUE SIBISIETCA HECYIIECTBEHHBIM  HIIH
yCTapelo.

. O6ocHOBaHME HOBOTO BHYTPHUIIPOM3BOICTBEHHOTO HCIIBITAHUS M KPUTEPHEB
MIPUEMIIEMOCTH.

b.11.B) KonTpoJib KauecTBa BCIIOMOTaTEIbHBIX BEIIECTB

b.I1.B.1. I3menenue
napaMeTpoB creuupukanuu u
(nnn) KpUTEpHUEB
IPUEMIIEMOCTH
BCIIOMOT'aTeIbHOI'O BEIIECTBA

HeoOxonumelie
YCIIOBUS

JIoKyMeHTBI U
JAHHbBIC

[Ipouenypa

a) yK€CTOUeHUE  KpPUTEpPHUEB
MPUEMIIEMOCTH CclielM(pUKaALUN

1,2,3,4

1,2

0) mobaBneHNE B
crienupuKanmnio HOBOTO
napamerpa crnenupukanuu u
COOTBETCTBYIOIIETO eMy
METOJ1a UCIIBITAaHUN

1,2,56,7

1,2,3,4,6,8

B) UCKIIFOUEHUE
HECYILIECTBEHHOTO TapameTpa
cnenuukanuu  (Hampumep,
HCKJIFOUEHUE yCTapeBILIEro
napamerpa)

1,2

1,2, 7

') U3BMEHEHHE, BBIXOASIIEE 3a
0J100peHHbBIE KpUTEPUH
MPUEMIIEMOCTH CIIeIU(UKAIIIT

1) UCKIIFOUEHUE napamerpa
cneundukanuy, KOTOpBI
MOJKET CYIIECTBEHHO MOBIHUATH
Ha  COBOKYMHOE  Ka4decTBO
JIEKapCTBEHHOTO Tpernapara

€) nobaBiIeHWe WM 3aMEHa
(uckrouas OMOJIOTMYECKUI
JIEKApCTBEHHBIN npenapar)

11 21 31 41
56,8
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napamerpa crenuukanuu u
COOTBETCTBYIOIIETO emy
MeTo/1a UCTIBITAHUH u3
cooOpakeHUH  0€30MacHOCTH
WJTM Ka4eCcTBa

) €CJII Ha BCIOMOTAaTEIbHOE
BEIIIECTBO OTCYTCTBYET CTaThs
dapmakornen  Coro3a WM

CTaThU bapmakorneu

roCy/IapCcTBa-4JICHa,

U3MEHEHNE COOCTBEHHBIX

JAHHBIX  crenuUKauu  Ha B 1,2, 3,4, B
cnerudukanuo  (hapMakonen 56,8

COTJIaCHO Kounenmuu

rapMOHH3aIINH, a pu

OTCYTCTBUM B Hei — Ha

cnenudukanuo ¢dapMakorneu,
He Bxoasmed B Konuenmuio

rapMOHHU3allU

YcioBus

1.

o1

\l

N3menenue He SBISIETCS CJIEICTBHEM KaKOT0-IMOO 0053aTeNbCTBA, IPUHATOTO
[0 pe3yJibTaTaM paHee MPOBEAEHHBIX IKCIEPTU3 C LIETbI0 aHAIN3a KPUTEPUEB
npUeMIIeMOCTH  crienudukanuu  (Hampumep, B XOJ€  perucTpanuu
JIEKapCTBEHHOTO MpernapaTa Uiii BHeceHuu n3Menenu 11 tumna).

. I3meHenue He ABIsieTCs CJICACTBUCM HCIIPCABUACHHBIX CHTyaHHﬁ, BO3HHUKIINX

B XO0J/i¢ MPOM3BOJCTBA, HAaIpUMEpP, HOBOW HEKBAIM(DUIMPOBAHHOW MpPUMECH,
WU3MEHEHUs NIPEJEIIOB CONEPKaHUSI CYMMBI IPUMECEN.

. JIro0oe u3MeHeHHe JOJDKHO YKIIJIbIBaThCS B IMANA30H TEKYIIUX OJJ0OPEHHBIX

KpUTEPUEB MPUEMIIEMOCTH.

. AHanuTHYECKasg METOAUKA HE U3MEHSAETCS WA U3MEHIETCS HE3HAUUTEIILHO.
. Hu oguH HOBBIM METOJ MCIHBITAHWS HE OCHOBAaH HAa HOBOW HECTaHAAPTHOU

METOOJIOTHH WJIM CTAHJAAPTHON METOAO0JIOTHH, UCTIOB3yEeMOM MO-HOBOMY.

. HoBpri1 METO/J UCIIbITaAHUA HE SABJIACTCA OMOJIOTHYECKUM (I/IMMYHOJ'IOFI/I'-ICCKI/IM,

MMMYHOXUMHUYECKHM) UJIM METOZIOM, B KOTOPOM HCTIOJIb3yETCs] OMOIOTHUECKUI
peakTuB AJid OMOJOTMYECKON akTHUBHOM (hapMmaneBTHUYecKoil cyOcTaHuuu (3a
UCKIIIOYEHUEM  CTaHAApPTHBIX  (apMaKOMEHHBIX  MHKPOOMOJIOIMUECKHX
METOJIOB).

. I3MeHeHune He kacaeTcs FeHOTOKCUYHOM MPUMECH.
. [TapameTp crienudukauy He 3aTparuBaeT KOHTPOJIb KPUTHUECKOTO TTapameTpa,

HarpuMmep:

npuUMecH (€ClIM TOJIBKO ONPENEIECHHbI pacTBOPUTENb OJIHO3HAYHO HE
UCIIOJIb3YETCS B IPOU3BOJICTBE)

MO0yl KPUTUYECKYI0 (DU3MYECKYI0 XapakTepUCTUKY (pa3Mmep 4YacTHil,
HACBIMHYO IJIOTHOCTBIO JI0 U NOCJIE YIUIOTHEHUS U JIp. )
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WCTIBITAaHNE Ha TOJUTMHHOCTH (B OTCYTCTBHE MOIXOMAIIETO aTbTEPHATHBHOTO
KOHTPOJIS)

MHKPOOHOJIOTHYECKHI KOHTPOJIb (€CTIH TOJIBKO OH HE TpeOyeTcs B OTHOLICHUU
OIpEeIeTICHHOM JIeKapCTBEHHOW (hOPMBI).

JlokymeHTanus

1.

2.
.HO,Z[pO6HOG OIMMCAaHHE HOBOM aHAJIMTHYECKOM METOAUKM M JaHHbIC II0

[TonpaBka K COOTBETCTBYIOIIEMY paszelry (pa3aenaMm) pPerHCTPArOHHOTO
JIOCKE.
CpaBHHUTENBHAS TAOIHIIA TEKYIINX U MIPeiaraéMpIX CrielnpuKamii.

BaJIUJallMU (B COOTBETCTBYIOIIMX CIy4Yasix).

. JlanHple aHanmM3a 2 TPOMBINUICHHBIX cepuid (B OTCYTCTBHE JIOJKHBIX

000CHOBaHMM 711 OMOJIOTHYECKUX aKTUBHBIX (hapMalleBTHUYECKUX CyOCTaHIINI
— 3 cepuM) BCIIOMOTaTEILHOTO BEIIECTBA MO BCEM MapaMeTpaM crelupuKaium.

.B COOTBCTCTBYIOIIUX Cly4dasaX HOaHHBIC TECTa CpaBHI/ITeJIBHOﬁ KHHCTHUKU

pacTBOpEHUs JIEKAPCTBEHHOI'O IperapaTta M0 MEHbIIEH Mepe OJHOW OIBITHO-
MPOMBILIJIEHHON  CepuM, COJEp)Kalllell  BCIOMOTraTelbHOE  BEIIECTBO,
COOTBETCTBYIOIIETO TEKYIIEH U MpeaaracMoi cnenudukanusM. B oTHomeHuu
JIEKapCTBEHHBIX PACTUTENBHBIX MPENapaToB MOTYT OBITh JOCTATOYHBI JaHHBIC
CpPaBHUTEIBHON pacnagaeMOCTH.

6. OO0oCcHOBaHUS  HEMPEACTABICHHUS  PE3YNbTaTOB  HOBOTO  HCCJICIOBAHHS
OMOSKBUBAJICHTHOCTH B  cooTBeTcTBMM ¢  [IpaBmiamu  mpoBefeHUs
UCCIIeI0BaHUN OMOIKBUBAJIEHTHOCTH.

7. O6ocHOBaHUE (OIIEHKA PUCKOB) MOATBEPIXKIAIOIIEE, YTO MapaMeTp SBISETCS
HECYILIECTBCHHBIM WJIN yCTape.

8. Ob6ocHOBaHKE HOBOT'O MTapaMeTpa CreluPpuKaluyd U KpUTEPUEB MPUEMIIEMOCTH.

b.11.B.2. U3meHeHue Heo6xomumeie | Jlokymentst u | [lpomeaypa

AHAIMTUYECKOW METOJIUKHU ISt YCIOBUS JAHHbIC

BCIIOMOTI'aTCJIbHOT'O BCIICCTBA

a) He3HAYUMBbIE W3MEHEHUS
OJIOOPCHHOW  aHAJIMTHYECKOM 1,2,3,4 1,2 1A
METOIUKH

0) HCKITIOUEHUE
aHAJIUTHUYECKOM METOIUKH,
€CIM  aJpTepHATHUBHAs  €u
METOJIMKa yXke 0JJ00peHa

B) 3aM€Ha OMOJIOTUYECKOTO
(MMMYHOJIOTMYECKOT O,
UMMYHOXHMHUYECKOT0) METOo/a
UCTIBITAHUA WM MeTojAa, B
KOTOPOM UCTIONBb3YyeTCA
OMOJIOTUYECKUI peaKTHB
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I) Ipoyue VU3MEHEHHUS

aHAITUTHYECCKOU METOIMKH 12 IB
(Bkmrouast o0aBIEHUE WU '

3aMeHY)

YcaoBus

1. CormacHO COOTBETCTBYIOIIMM JOKYMEHTaM, TIPOBEJIECHBI HEO0OXOIUMBbIE
BaJMIAIIMIOHHBIC HCCIEAOBAHUS, MOJATBEPKAAIOIINE TO, YTO OOHOBIIEHHAS
aHAJIMTUYECKas METO/IMKA 10 MEHbIIEH Mepe SKBUBAJICHTHA MPEAbIIYIIEH.
.Ilpenensl comepkaHuss CyMMBbl TpUMecedl HE W3MEHWINCh, HOBBIE
HEKBAJIM(PUIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

. Meton ananuza He W3MEHWICS (Hampumep, U3MEHEHHE UIMHBI KOJIOHKU WITU
TEeMIIepaTyphbl, HO HE APYTroi BUJ KOJIOHKU WU METOJ).

. HoBbIit MeTO HicTIBITAaHNSA HE SABISETCS OMOIOTUIECKUM (MMMYHOJIOTHUECKUM,
MMMYHOXUMHUYECKUM) UM METOJIOM, B KOTOPOM HUCIIONIb3YETCSI OMOIOTUYECKUI
peaKkTuB (3a UCKITIOUEHUEM CTaHIapTHBIX dbapmakoneHbIX
MHUKPOOHOJIOTHIECKUX METOOB).

. AbTepHAaTHBHAS aHAIWUTHYECKAs METOAMKA IS Mapamerpa crenupuKanuu
yke og00peHa

JlokymeHTauus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3aeiaM) perucTpalvoOHHOTO
JI0ChE, BKJIFOYAs OMMCAHNE aHATUTUYECKON METOJIONIOTHH, PE3IOME TaHHBIX I10
BaJUAAINH, IEPECMOTPEHHBIE CHIEIIM(PUKALINN HA IPUMECH (€CTTU IPUMEHUMO).

2. CpaBHI/ITCHBHBIe PE3YIbTAaThl BajlWAalliK HWJIH, IIPpU HAJIXYHUHU O6OCHOBaHI/ISI,

CpaBHUTCIIBHBIC PC3YIbTAThl dHAJINW34d, ITOATBCPKAAIOINEC TO, YTO TCKYLICC U
npeajraracMoc HUCIIBITAHHUEC OKBHUBAJICHTHBI. JlaHHOC Tp€6OBaHI/I€ HE

IIPUMCHACTCA, CCIIN I[O6aBJI$IeTC5I HOBas aHAJIUTHUYCCKAasd MCTOJHUKA.

b.II.B.3. I3mMeHeHue
HUCTOYHMKA IIOJIyYECHUS
BCIIOMOTaTENbHOTO  BEIIECTBA
WJIM pEeaKTuBa ¢ puckom I'D

HeobOxonnMeie
YCIIOBHUS

JIoKyMeHTBI U
JAHHbIE

[Ipouenypa

a) U3 Matepuana ¢ puckom ['D
Ha MaTepuan pPacTUTEIBHOTO
WK CUHTETHYECKOTO
TIPOUCXOXKICHUS

1. s BCIIOMOTaTEIbHBIX
BCIICCTB WMJIM PEAaKTHBOB, HE
UCIIOJIb3yEeMBbIX B
MIPOU3BOJICTBE
OMOJIOTHYECKOU AKTHUBHOM
bapmareBTH4IeCKOM
cyOcTaHIuu 150105
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OMOJIOTHUECKOTO
JIEKapCTBEHHOT0 IIpenapara

2. lns BCIIOMOTaTEIbHBIX

BCIICCTB WJIM  PCaKTHUBOB,

UCIIOJIb3yEeMBIX B

MIPOU3BOJICTBE

OMOJIOrNYECKO AKTUBHOM - 1,2 IB
dapmareBTHIECKOM

cyOcTaHIu 1507051

OMOJIOTHYECKOT'O

JICKaApCTBCHHOTI'O ITpCIiapara

0) I3MEHEHHE WM BBEJICHUE
Marepuana ¢ puckom I'D umum
3aMeHa MaTrepuaiga C PHUCKOM
I'D na nppyroir marepuan c¢ — — I
puckom ['D, He wuMeroIUA
cepTudHUKAT COOTBETCTBUS IIO
|§C)

B) U3MEHEHUE MCTOYHHUKA
MOJTyYEHHUs BCIIOMOTAaTEIHHOTO
BEIIECTBA C HHU3KHUM PHCKOM
KoHTaMuHauu ['D

YcenoBus

1. Cneundukanuu Ha BBITYCK M KOHEI[ CPOKa TOJHOCTH BCIOMOTaTEIIbHOTO
BEIIECTBA U JIEKAPCTBEHHOT'O MpernapaTa He U3MEHSIIOTCS.

2. HeobxonmuMo oOecreduTh COONIOJCHUE YCIOBHUM MO MHUHUMH3AIUUA PHCKA
KoHTamuHaIWu [, yka3aHHbBIX B akTax opraHoB Coro3a B cepe oOpaieHus
JICKapCTBEHHBIX CPEICTB.

JloxymeHTanus

1. lloaTBepkieHHE  TPOU3BOIAUTENS WU JIepKaTeNsl  pa3pelIuTeIbHOTO
JIOKYMEHTa Ha UCIOJIb3YEMbII MaTepual, YTO OH MOJHOCTbIO PACTUTEIBLHOTO
WJIM CUHTETUYECKOTO MPOUCXOKICHUS.

2. UccnenoBannue SKBUBAJIGHTHOCTH MaTEpPHAlOB M BJIUSHUE HA MPOU3BOJCTBO
rOTOBOIO MaTepuajia ¢ BIHSHHE Ha XapaKTepUCTUKU (HAIpHUMED,
XapaKTEPUCTUKU paCTBOPEHHUS) IEKAPCTBEHHOTO IIpenapara.

b.Il.B.4. U3smenenue cunte3a| Heobxomumeie | Jloxkymentsi u | [Ipouemypa
W MOJIyYEHUS YCJIOBUS JAHHBIE
HedapMakoneiHoro

BCIIOMOTaTEIbHOTO  BEILECTBA
(ecm OTMCaH B
PETUCTPALMOHHOM J0ChE) WM
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HOBOTI'O BCIIOMOI'aT€JIbHOI'O
BECIICCTBA

a) HECYILIECTBEHHOE
U3MCHCHHE  CHHTE3a  WJIH
TIOJTYYCHHUS
HedapmakoneHHOTro 1,2 1,2,3,4 1A
BCIIOMOTATEIFHOTO  BEIECTBA
WJIX HOBOT'O BCTIOMOTATEIILHOTO
BEIIECTBA

0) U3MEHSIOTCS crienpuKaIum
WIM  UMEETCI  U3MEHEHHE
(OUBHKO-XUMUYECKUX CBOMCTB
BCIIOMOTaTeIbHOI0 BEIECTBA, - - I
KOTOpbIE MOTYT IOBIUSTH Ha
Ka4yecTBO JIEKapCTBEHHOTO
mpernapara

B) BCIIOMOTaTEILHOE BEIIECTBO
— OMOJIOTMYECKOE BEIECTBO

T') yIaJieHue OJIHOTO Ipoliecca
MIPOM3BOJICTBA
He(dapMaKkoneiHoro
BCIIOMOTATEIBLHOTO  BEIIECTBA
(ecu OH oITMcaH B 3,4 1,45 1A
PETHCTPAITMOHHOM JIOChE
JICKapCTBEHHOTO  TIperapara)
WJIA HOBOT'O BCIIOMOTaTEILHOIO
BEIIECTBA

YcnoBus

1. Crioco6 cuHTe3a M crenu(pUKalUd UICHTUYHBI U OTCYTCTBYIOT KaueCTBECHHBIC
Y KOJIMYECTBEHHBIC M3MEHEHUs Npoduis mpuMecer (MCKIoYash OCTaTOYHbIC
pacTBOpPUTENH, TMPU YCIOBUU TOTO, YTO HX KOHTPOJIb OCYIIECTBISETCS B
COOTBETCTBUU C TPENEIbHBIM COJACpXKAHUEM, YKAa3aHHBIM B aKTaX OpPraHOB
Corw3a B cdepe oOpamieHusi JTE€KapCTBEHHBIX CpPEACTB) WIH (DU3UKO-
XUMHYECKUX CBOMCTB.

2. BciomorarenbHOE BEIIECTBO HE SBISETCS aTbIOBAHTOM.

3. JIomKeH ocTaTbCcsl Kak MHUHHUMYM OJIMH TIPOW3BOJICTBEHHBIN IpoIliece,
0JI00pEHHBIN paHee.

4. UckioueHne HE JIOJDKHO OBITH CBSI3AHO C KPUTHUYECKHUMH HEJIOCTaTKaMU
MIPOU3BO/ICTBA.
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JloxymeHTanus
1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3aeiaM) perucTpalvoOHHOrO

JIOCKE.

2. Jlannbple aHanm3a cepuit (B hopmMaTe CpaBHUTEIHHOW TaOIMIIBI) TTO MEHBIICH

Mepe 2 cepuili (MO  MEHbIIEHW Mepe  OMBITHO-NPOMBIIIICHHBIX)
BCIIOMOTATEJILHOTO BEIIECTBA, MPOU3BEICHHBIX C MOMOIIBIO CTAPOTO U HOBOTO
IPOIECCOB.

3.B COOTBCTCTBYIOIIUX ClIy4dasaX AOaHHBIC TCCTa CpaBHI/ITeHbHOﬁ KHMHCTHUKHU

4. Konus

pacTBOpEHUsl JIEKApCTBEHHOIO Iperapara Mo MeHblnel mepe 2 cepuil (1o
MEHBIIIEH Mepe OMBITHO-MPOMBIIUICHHBIX). B OTHOIIEHWH JeKapCTBEHHBIX
PaCTUTENbHBIX MPEnapaToB MOTYT OBITh JOCTATOYHBI JIaHHbIE CPAaBHUTEIHHON
pacnagaeMoCTH.

OJIOOpEHHOM ©  HOBOW
BCIIOMOTaTEIbHOTO BEIIECTBA.

(eciu  TMpUMEHHMMO)  crenudpuKaIui

5. HOI[TBep)KI[eHI/Ie 3asBUTCIIA, YTO HCKIIOYCHHUC HC CBA3aHO C KPUTHYCCKUMU

HCOOCTAaTKaMHU ITPOU3BOJACTBA

b.11.r) KoHTposib kauecTBa JI€KapCTBEHHOrO IIpenapara

b.IL.r.1. U3meHeHue
napaMeTpoB clieuudukanuu u
(nm) KpUTEPUEB
IPUEMIIEMOCTH
JIEKapCTBEHHOTO Mpenapara

HeoOxonumeie
YCIIOBUS

JIoKyMeHTBI 1
JTaHHbIE

[Ipouenypa

a) y’KecTOUeHHue KpUTEpHEB
NPUEMIIEMOCTH CHEIH(PUKAIIH

1,2,3,4

1,2

0) y’)XxecToueHue
IPUEMIIEMOCTH
UMMYHOJIOTHYECKOTO
JICKapCTBEHHOTO  TIpermapara
WIN TIPETapaToB, MOJTYYEHHBIX
U3 IJIa3Mbl 4YEJIOBEKa, CEpUH
KOTOPBIX TOJICKAT BBHIITYCKY B
oOpaiieHue opuIaTbHBIM
KOHTPOJIbHBIM OpraHom
rocyaapcTBa-ujieHa

KpUTEpUEB

1,2,3,4

1,2

[Any

B) 100aBJICHHE B
crienuuKanuio HOBOTO
napameTpa u
COOTBETCTBYIOILIETO emMy
Meroga u (WIM) METOJIUKH
HCTIBITAHU I

I') UCKITIOUEHHUE
HECYIIECTBEHHOI0 Iapamerpa

1,2, 7

1,2,4
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cnemudurkanmu  (Hampumep,
UCKITIOUEHUE yCTapeBIIETro
napamerpa)

1) ©3MEHEHHUe, BBIXOJslIee 3a
0J100peHHbIE KpUTEPUH
IPUEMJIEMOCTH cliennpUKanui

€) UCKJIIOUEHHUE napamerpa
crienuuKanum, KOTOPBII
MOKET CYIIECTBEHHO MOBIIUATH
Ha  COBOKYITHOE€  KadecTBO
JIEKapCTBEHHOT0 Ipenapara

’K) 100aBlieHUE WJIM 3aMeHa
napamerpa crnenupukanuu M
COOTBETCTBYIOIIETO emMy
MeTo/1a UCTIBITAHUH u3
cooOpaxeHud  0€30MacHOCTH
WJIH Ka4ecTBa

3) OOHOBIICHHE J0ChE, B TOM

YHUCJIC HOPMATHUBHOI'O
JAOKYMCHTA IIO Ka4dY€CTBYy, C
OCJIbIO COOTBCTCTBHUA

MHOJIOKEHUIM 0OHOBJIEHHON
obmelr cratpu  DapMmakorieu

Cow3a wumu (B ciydae 1,2, 3,4, 19 An
pEerucTpaiu JeKapCTBEHHOTO 5,6 ’ M
npemnapara B OJIHOM

rocyJ1apCTBe-UJIeHE)

dbapmakorien rocyJiapcTBa-

YJieHa (BKITFOUAS

aKTyaJu3alHuilo CChUIOK) Ha

JIeKapCTBEHHBIN Mpenapar <*>

1) BBEJICHHE UCIIBITAHUS

cornmacHo cratee Papmakorien

Corosa 2.1.9.14

«OHOPOAHOCTH

JI03MPOBAHHBIX CIMHHIDY

BMECTO paHee O0J00pEHHOTO 128 123 A

3apEerucTPUPOBAHHOTO METOoAa
WIX HUCHBITAHUS  COIJIACHO
crarbe 2.1.9.5 «OpHOopoaHOCTH
MacChl € TUHUILIBI
JIO3UPOBAHHOTO
JIEKapCTBEHHOTO TIpernapara
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K) COKpalleHue YaCTOTHI
PYTUHHBIX UCTBITAHUN BIUIOTH
70 WCKJIIOYCHUS HCIBITAaHUS

17001 MIEPUOTUICCKIX 195 IB
UCTIBITAHUN (mammpumep, T
MUKPOOHOIOTHUECKUE

UCTIBITAHHUST  JIEKAPCTBEHHOTO

npenapara).

J) U3MEHEHHUE ToKa3aTeleld u

(nm) MpEETIOB

crienuuKanum

JIEKapCTBEHHOTO  TIpemapara 2 1,2 1A

g 0ojiee TOYHOT'O OIMMCAHUSA
BHEIITHETO BUIA
JICKapCTBEHHOTO Mperapara.
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Ycenosus

1. 3meHeHue He ABISIETCS CIIEICTBHEM KaKOro-IM00 00s13aTeNbCcTBa, IPUHSATOTO
[0 pe3yjpTaTaM paHee MPOBEICHHBIX O3KCIEPTH3 C LEJIbI0 IepecMoTpa
KPUTEPUEB MPUEMIIEMOCTH crenudukanuu (HampuMmep, B XOJA€ perucTpanuu
JIEKapCTBEHHOTO Mpenapara Wil BHECEHUH u3MeHeHul 11 tuna).

2. I3aMeHeHue He SBISETCS CIEICTBUEM HEMPEIBUICHHBIX CUTYaINi, BOSHUKIIINX
B XOJI¢ MPOU3BOJACTBA (HANpUMEpP, HOBOM HEKBATU(DUIIMPOBAHHOW MPUMECH,
U3MEHEHHS IMPEAENIOB COJEP/KaHUA CYMMBbI IPUMECEH) WM HCHBITAHUN
JIEKapCTBEHHOTO Mpenapara.

3. JIto6oe u3MeHeHue TOJDKHO YKIaAbIBaThCS B JUANA30H TEKYIIUX 0J100pEHHBIX
KPUTEPUEB MPUEMIIEMOCTH.

4. Metonuka ocrtaercss 0e3  HM3MEHEHUH WIM  W3MEHEHMsS  SIBJISIIOTCS
HE3HAUYUTEJIbHBIMH.

5. 3MmeHeHne He 3aTparuBaeT Kakue-iaubo mpumecu (BKIIOUYas TeHOTOKCUYHBIC)
WJIH pacTBOpPEHUE.

6. I3aMeHeHHe ~ 3aTparmBacT  OOHOBJIGHWE  KPUTCPUEB  MPUEMIIEMOCTH
MUKpPOOHUOJIOTMYECKMX KOHTPOJEH B IMENAX COOTBETCTBHUS JICHCTBYIOIIEH
®apmakonee Coro3a, a Ipu OTCYTCTBUU B Hel — B Dapmakoriee rocygapcTBa-
YIE€Ha WM NpU OTCYTCTBUU B YKa3aHHBIX (papMakornesx — MHOW (apmakoriee
cornmacHo KoHuenmuum rapMoHU3alMKM, a TEKYIIWE 3apEeruCTPUpPOBAHHBIC
KPUTEPUU TPUEMIIEMOCTH MHKPOOHOJIIOTMYECKUX KOHTPOJIEH HE BKIIOYAIOT
KaKhe-TM00 JOMOJIHUTENIbHbIE KOHTPOJIM, BKJIIOYEHHbIE B cHelu(UKaIHIo,
noMHMO  (papMakonelHbIX TpeOOBaHMNH B OTHOLLEHUU OIpPEIECICHHON
JIEKapCTBEHHOU (DOPMBI.

7. [Tapametp cneruduKkanuy He 3aTparuBaeT KPUTUIECKUN TapaMeTp, HampuMep:
KOJIMYECTBEHHOE OIpeie/IeHNe
npuMecH (€ClIM TOJIBKO ONPEJEJICHHBIM pacTBOPUTENb OJIHO3HAYHO HE
MCIIOJIb3YETCS B IPOU3BOJICTBE JIEKAPCTBEHHOTO Mpenapara)

TH00YI0 KPUTHUECKYIO (PU3NYECKYIO XapaKTEPUCTUKY (YCTOMUYMBOCTH TabJIETOK
K pa3JaBiMBaHUI0O U HCTUPAEMOCTh TaOJETOK, HE MOKPBITHIX O0OOJOUYKOMH,
pa3Mepsl, u 1Ip.)

710001 3ampoc Ha MPOITYCK UCTIBITAHUS

8. [Ipeqymaraemplii KOHTPOJIb TOJIHOCTBIO COOTBETCTByeT Tabnuie 2.1.9.14.-1
cratb ®apmakonen Coro3a «OIHOPOAHOCTH JO3UMPOBAHHBIX €AUHUID> U HE
BKJIIOYAET B ce0sl aJIbTepHATUBHBIC MTPEIOKEHNUS UCTIBITAHUH OJTHOPOIHOCTH C
MCIIOJIb30BAHUEM PACYeTHO-MAcCOBOro crnoco0a BMECTO crnocodba MpsMOro
OTpeJIeNIeHUs, €CIIM MOCIEeIHUN yKa3aH B BbIIIIEyKa3aHHOW Ta0nuIle.
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JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) PperucTpanioHHOrO

JIOCKE.

2. CpaBHHTENbHAS Ta0NUIA TEKYIUX U MIPpeIaraeMbIX crierudukanuii.

3. JlanHbple aHanmM3a ABYX NPOMBIIUICHHBIX Cepuil (B OTCYTCTBHE JOJDKHBIX
000CHOBaHUH JUIs1 OMOJIOTUYECKUX aKTUBHBIX (DapMarieBTHUECKUX CyOCTaHIUN
— 3 cepun) IEKapCTBEHHOTO IIperapaTa Imo BCeM IMapaMeTpaM Crieliu(HuKainy.

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

HC3HA4YUMBbIM.

5. O6ocHOBaHuE (OIIEHKAa PHUCKOB), MOATBEPKAAIOIIEe, YTO YaCTOTa MCIBITAHUMA
0 TTapaMeTPy MOXKET OBITh U3MEHEHA.

[Ipumeuanue <*>

€CIM B PETHCTPAIMOHHOM J0Che U (WJIM) HOPMATUBHOM
JTOKYMEHTE o Ka4yeCTBY 3apErUCTPUPOBAHHOTO
JIEKapCTBEHHOTO MpenapaTa YIIOMHHAETCS «TEKYIIEE U3/TaHNe
(meticTBytolee W3/1aHKE B COOTBETCTBUU c
3aKOHOJATENIbCTBOM  TOCYAAapCTBa-4iI€Ha)»  OTCYTCTBYET
HEOOXOIUMOCTh B YBEJIOMJICHUU YIOJHOMOYEHHBIX OpPraHOB
00 oOunoBinenHoit cratbe @apmakornen Coro3a WU
dbapmakonen TrocymapcTBa-wieHa (B clydae perucTpanuu
JIEKapCTBEHHOTO Mpenapara B OJHOM rocyaapcTse-uieHe). B
CBSI3H C TUM TAKOE€ U3MEHEHHE MPUMEHSIETCS TP OTCYTCTBUU
YIOMUHAHUS OOHOBJICHHON (apMaKOIeHHOW CTaThMl B
PETrUCTPALIMOHHOM JI0Ch€ U (WJIM) HOPMATUBHOM JOKYMEHTE
[0 KayecTBYy, a HW3MEHEHUE OCYLIECTBIISIETCS B IEJISAX
BKJIFOUEHUSI YIIOMUHAHUS OOHOBIIEHHOW BEPCHUHU.

B.Il.r.2. U3meueHue

AHAITUTUYECKON

JICKApCTBCHHOTI'O IIpriapaTa

HeoOxonumeie
YCIIOBHS

JIoKkyMeHTHI u
JaHHbIE

[Ipouenypa
METOJIUKHU

a) HE3HAYUTEIIbHbIE
YTBEPKICHHOU
aHAJIUTHYECKON METOIUKHU

HU3MCHCHUA

1,2,3 1 IB

0) UCKITIOUEHHUE
aHAJIMTUYECKOMU
eclin

aNbTepHATUBHAS
METOAMKa yKe 0JI00peHa

METOJINKH,
el

B) U3MEHEHUE
OMOJIOTHYECKOTO

(MMMYHOJIOTMYECKOT O,
UMM YHOXUMHUYECKOTO)

UCTIBITAHUS  JTH
KOTOPOM

3aMcHa

UCTIONB3YeTCS
OMOJIOTMYECKUI pEaKTHUB, WU
OHMOJIOTHYECKOTO

(3ameHa)

METOJIa, B
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mperapata  CpaBHEHUS, HE

OXBAYEHHOTO YTBEPXKICHHBIM

IIPOTOKOJIOM

T) IpOYHe U3MCHCHHMS

AHATMTHYCCKOMN METOJIUKH 1
(BKiouas 100aBIEHHE WU a a

3aMEHY)

1) OOHOBJICHHE aHATUTUYCCKOU

METOJIUKH B EeNSIX

COOTBETCTBUS  OOHOBJICHHOM

oOmeit crateeit dapmakonen

Coro3a wnmm  ¢apmakornei 1,2,3,4 1 1A
rocyapcTBa-ujicHa (mpu

pEeTHCTpaIuu JICKAaPCTBEHHOTO

npermapara B OJTHOM

roCy/IapCTBE-UJICHE)

e)B HeJIsIX OTpaKECHUS

cootBercTBUss  Dapmakonen

Coro3a wnmm  ¢apmakorieu

rocyaapcTBa-ujieHa (mpu

pEerHCTpaIuu  JICKAPCTBEHHOTO

npenapara B OJTHOM 1,2,3,4 1 1A
rocyJIapCTBE-4JICHE) 151

UCKITFOUCHUS YIIOMUHAHHUS

yCcTapeBIIeit coOCTBEHHOM

AQHAJTUTUYCCKON METOJUKH U €€

HOMepa <*>

YcnoBust

1. Tllpenensl  coiepKaHUs CYMMBI TpHUMECEH HE HW3MCHHWINCH, HOBBIC

HEKBATM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKECHBI.

2. OTCYTCTByIOT CYHECCTBCHHBIC U3MCHCHUS, BIIMAIOINUC HA BOCIIPONU3BOJUMOCTD

aHAJIUTHYECKON METOIUKH.

3. Meton wucnblTaHusT HE SBISIETCS OMOJNIOTMYECKUM (MMMYHOJIOTHYECKUM,

UMMYHOXUMHUYECKUM) WIH METO/I0M, B KOTOPOM HCIIONIB3YETCSI OMOJIOTUYECKHI
peaKkTuB (3a HCKIIFOUEHUEM CTaHJApPTHBIX bapmakoneiHbIX
MUKPOOHOJIOTHYECKUX METOOB).

4. 3aperucTpupoBaHHasi aHAJIUTUYECKAs METOJMKA YK€ CChUIAETCS Ha OOIIyIO

cratbto @apmakonen Coro3a win (apMakonen TrocynapcTBa-uiieHa (mpu
perucTpanuu JEKapCcTBEHHOrO Mpernaparta B OJHOM TocyJapcTBe-ujieHe), a
T00bIE W3MEHEHUS SBIAIOTCS HE3HAYMMBIMU M TPEOYIOT TEXHHUYECKOTO
OOHOBJIEHMSI PErMCTPALIMOHHOTO JJOChE.
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JloxymeHnTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY paszeny (pas3aenaMm) pPEerHcTpPariOHHOTO
J0Che, BKJIOYasi OINMCaHWE AaHAIUTUYECKOM METONUKH, MEepecMOTPEHHbIE
crienupuKaIMKy Ha MPUMECH (€CIId TPUMEHHIMO).

[Tpumeuanue <*> |Ecim B J0Che 3aperuCTPUPOBAHHOTO  JIEKAPCTBEHHOTO
npenapara yInoOMUHAETCSl «TEKyllee M3/aHue (AeicTByrolee
M3JIaHUE B COOTBETCTBUU C 3aKOHOAATEIBCTBOM I'OCY/1apCTBa-
YJieHa)», HEOOXOAUMOCTh B YBEJOMIIEHUH YIOJIHOMOYEHHBIX
opraHoB o0 oOHOBieHHOU cTaThe Papmakoneu Coro3za WUIU
(apmakoneu rocyjapcTpa-uieHa OTCyTCTBYET.

b.1L.r.3. 3meHeHue, Heo6xomumeie | Jlokymentsl u | Ilpomenypa
3aTparuBaroniee BBCJICHUE YCIOBHUS JTAHHbIE
BBIITYCKA B pPE€aJbHOM BPEMEHHU
WIN BBIIIYCKa IO MapameTpam
npu MPOU3BOJCTBE
JIEKapCTBEHHOT0 Ipenapara

Bb.I1.x) Cucrema ynakoBku (YKyHOPKH)

b.1l.a.1. Usmeuenue Heo6xomumeie | Jlokymentsl 1 | Ilpomemypa
TePBUYHOMN YIaKOBKH yCJIOBUS TAHHBIE
JIEKapCTBEHHOTO Mpenapara

a) KAYECTBEHHBIH ©  (WIH)

KOJINYECTBEHHBIN COCTaB
Marepuaja CUCTEMbI YITaKOBKHU
(YKyTIOpKH) IIEPBUYHOMN
YIaKOBKHU
1. TBepasie 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, 00J1a1aI01TY 10 I
MEHBIIIUMHU 3alTUTHBIMH

CBOMCTBaM npu
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OJIHOBPEMEHHBIX HM3MEHEHUSX
YCIOBUM XpaHeHUsT u (WUJIn)
COKpAILIEHUHU CPOKa T'OJTHOCTH

0) U3MEHEHHE BUAa TICPBUIHOM
yIIAaKOBKA WU  J00aBlieHUE
HOBOTO  BHJA  IEPBUYHOM
YITaKOBKH

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

o
o
~N w

2. CTepusibHbBIC
JICKapCTBEHHBIC TpemnapaThl H
OnoIorUYecKue
JICKapCTBEHHBIC TIPENapaThl

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

YcenoBus

1. I3meHeHune 3aTparuBaeT TOJBKO OJMH U TOT K€ BHJ YNAKOBKU (HAmpUMeEp,
onuctep Ha OHCTED).

2. 1o 3HaUYMMBIM CBOMCTBAM IMpeajiaracéMblii yIaKOBOYHBIM MaTepHall JIOJKEH
OBITH 110 MEHBIIICH Mepe SKBUBAJICHTHBIM 0JI00PECHHOMY.

3. Hauatel cOOTBETCTByIOIIME HCCIETOBAHUS CTAOMIBHOCTA W 3asBUTENIEM Ha
MOMEHT BBEJCHHUS HW3MEHEHUN TMpOaHATU3UPOBAHBI COOTBETCTBYIOIINE
napaMeTpbl CTaOUILHOCTH HE MEHEE YeM Ha 2 OMBITHO-TIPOMBIIUICHHBIX HIIN
MIPOMBIIIJICHHBIX cepusix, B ero pacropsKeHUH HaXOJIATCs
YAOBJIETBOPUTEIIbHBIC PE3YIIBTAThI 10 MEHBIIIEH Mepe 3-MECSUYHOTO U3YyUCHUS
crabunpHocTH. OfHAKO, €CM TpeajiaraemMasl ynakoBka 0Oojiee ycToiumBa 1o
CpPaBHEHHIO C OJOOpPEHHOW, TO 3-MecSuHble JaHHBIE IO CTAOMILHOCTH HE
TpeOyroTcs. MccnenoBanus 10MKHBI OBITH 3aBEPIIICHBI, €CITU UX PE3YIbTaThl HE
YKJIQJBIBAIOTCS B CHEIU(DUKAIMYA WA MOTCHIIMATHHO MOTYT HE YJIOXHUTHCS B
cnenuuKalu Ha KOHEI[ CPOKa TOAHOCTH, JEpKaTeldb PETUCTPAIIMIOHHOTO
yIOCTOBEpEHUsI 00s3aH COOOIIUTHh YIOJHOMOYEHHOMY OpraHy Hapsay ¢
MPEIIaraeMbIM IIJIAHOM JECUCTBUM.

4. OcraBmasicss ¢popma ((popmbl) BBIITyCKa JIGKAPCTBEHHOTO Mpernapara JA0KHA
OBITh JIOCTATOYHA JJIS BBITIOJIHEHUS PEKOMEHJANMA IO JIO3UPOBAHUIO U
MPOJODKUTEIBHOCTH  JICYCHUS, YKa3aHHBIX B OOIIEH XapaKTepPHUCTHKE
JIEKapCTBEHHOTO TIpernapara.
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JloxymeHTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3aesiaM) PperucTpalioOHHOrO
TOCBE.

2. HeoOxo1uMble TaHHBIE O HOBOW yIaKOBKe (HAllpUMED, CPaBHUTEIbHBIC JaHHBIC
0 MPOHHIIAEMOCTH, Hanpumep, 1 Oz, CO2, Bnaru u T.1.).

3. B cooTBeTcTByrOmmMX ciaydasx HEOOXOIHMMO MpPEICTaBUTh TMOJTBEPKICHUE
TOTO, YTO B3aUMOJEICTBUE MEXKIY COAEPKUMBIM U YIIAKOBOUHBIM MaTE€pUAIOM
HE TMPOUCXOAUT (HANpUMEp, OTCYTCTBYET NE€pPEMEIIEHUE KOMIIOHEHTOB
MpeAIaraeMoro MaTepuasia B €ro coAepKuMoe, KOMIIOHEHTHI JIEKAPCTBEHHOTO
npernapaTa He MepexXosT B YMaKOBKY), BKIIOYAs MOATBEPKICHUE TOTO, YTO
MaTepual COOTBETCTBYET COOTBETCTBYIOIIMM (hapMaKOMNEeHbIM TpeOoBaHUSIM
Wik aktam opraHoB Coro3a 0 6€30MaCHOCTH MaTEPUaIOB KOHTAKTUPYIOLIUX C
MUAIIEBONW TPOAYKIIUEH.

4. [lexnapanus Jep)kKatelsi PEerucTPallMOHHOTO YAOCTOBEPEHMS, YTO HAYaThI
TpeOyeMble UCCIIEeI0BaHUs CTAOMIIBHOCTH (C YKa3aHUEM HOMEPOB CEPHil) U UTO
(B COOTBETCTBYIOIIMX CJIy4yasix) Ha MOMEHT BBEIECHHUS HM3MEHEHHUH B
pacmopshKEHUM  3asBUTENS  HAXOAWIUCh  TpeOyemble  MUHUMAaJbHBIC
yIIOBJIETBOPUTENIbHBIC JaHHBIC 10 CTAOUIBLHOCTH, M YTO MMEIOIIUECS JaHHbIC
HE CBHJETEIbCTBOBAIM O Kakou-mumbo mpodbimeme. HeobOxomumo Takxke
MPEICTaBUTh MOJATBEPXKIIEHNUE TOTO, YTO HCCIEAOBaHUS OYIyT 3aBEPIICHbI, U
YTO €ClM pe3yiabTaThl He OYyIyT YKIAIbIBaThCS B CHeUU(DUKAIUN WU
MOTEHIIMAJILHO MOTYT HE YJIOXHUThCA B crenuuUKalMM Ha KOHEIl CpoKa
TOJHOCTHU, JAEpXKaTellb PErHCTPAIMOHHOIO yJIOCTOBEpEHUsl 00s3aH COOOLIUTH
YIOJHOMOYEHHOMY OpPTaHy Hapsay € MpejjiaraéMbIM IJIAaHOM JEHCTBUI.

5. Pe3ynbTaThl uWcclenOBaHMN CTAOWJIBHOCTH TIO 3HAYMMbBIM  [apameTpam
CTaOMJIPHOCTM HE MEHEe YeM Ha 2 OINbITHO-NIPOMBIIUICHHBIX  WIIU
MPOMBILIJIEHHBIX ~CEpPUSX, OXBAThIBAIOIIMX HE MeHee 3 MecsleB, U
MOJITBEPKACHNE TOTO, YTO YKa3aHHbIE UCCIIEA0BaHUs Oy IyT 3aBEPILEHBI U €CIIU
pe3ynbTathl He OYAyT YKJIaAbIBaThCS B ClEUM(PHUKAIMU WU MOTEHIUAIbHO
MOTYT HE YJIOXHUThCS B CEU(PUKALNNA Ha KOHEL CpOKa FOJJHOCTH, JIepHKaTellb
PETUCTPALMOHHOTO YAOCTOBEPEHHsI 00s3aH COOOIIUTH YIOJIHOMOYEHHOMY
OpraHy Hapsay € IPeaJIaraeéMbIM IJIAaHOM JECUCTBUM.

6. CpaBHEeHUE TEKYUIMX M MpejiaraeMbiX crelu@uKanuii NepBUYHON YIMaKOBKH
(ecnu MPUMEHUMO).

7. ITpu HeoOxomuMocTH GoTO U (MIIM) CXEeMATUIECKUN PUCYHOK HOBOW CHCTEMBI
YHaKOBKH (YKYTIOPKH).

8. lexnapanus aepxaTess perucTpallMOHHOTO YAOCTOBEPEHHMSI, YTO OCTABIIUMHCS
pazMep (pa3mepbl) YINAKOBKM COOTBETCTBYET PEKHUMY JO3UPOBAaHUSA U
MPOIOKUTENIBHOCTH JICYEHUS U JJOCTATOYHBI JJIs1 BHITTOJIHEHUSI PEKOMEH Al
M0 JI03WPOBAHMIO, NMPUBEJIEHHBIX B OOLIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara.

[Tpumeuanue |[dnsa B.I1JI.1.6) — ecnu u3mMeHeHHUe MPUBOJUT K «OOpPa30BAHUIO
HOBOW JICKapCTBEHHOW (HOPMBI», TO TaKoe M3MEHEHue Tpedyer
[0JIa4M 3a5IBJICHUS O pPACUIUPEHUN PETUCTPALIUH.
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b.I1.n.2. U3menenue
napaMeTpoB creuuuKanum u
(vm) KpUTEpHEB
IPUEMIIEMOCTH NEPBUYHOMN
YITaKOBKH JIEKapCTBEHHOTO
npernapara

HeoOxonnmsie
YCIIOBUS

JIoKyMeHTHI u
JTaHHbIE

[Ipouenypa

a) y)KECTOUEHHE  KpUTEpPHUEB

1,2,3,4

1,2

IMPUCMIICMOCTHU Cl'IeI_II/I(bI/IKaHI/II/I

0) nobaBneHUE B
crerupUKaInio HOBOTO
napamerpa u
COOTBETCTBYIOLIEH eMy
AHAIMTUYECKON METOIUKHU

1,2,5 1,2,3,4,6 1A

B) UCKJIIOYECHHUE
HECYIIIECTBEHHOTO TapameTpa
cnenuukanuu  (Hampumep,
UCKIIIOUEHUE yCTapeBILIETO
rmapamerpa)

1,2 1,2,5 1A

r) 100aBJicHUE WJIH 3aMecHa
napaMeTpa CHernupuKauy 13
cooOpakeHUN  0€30MacHOCTH
WJIM Ka4eCcTBa

— 1,2,3,4,6 1B

1) pacivpeHue KpUTEpHEB
MPUEMIIEMOCTH ISl TTapamMeTpa
«oOmras TOJILIIAHA)
OnucTepHOn donbru
(MOKPBIBHOM  aJIFOMUHUEBOMU
(G oJIbru) MEepBUYHON YIIaKOBKHU
TBEPJIBIX JICKapCTBEHHBIX
¢hopmM, BBI3BAHHOE PA3HUIICH B
KOJIMYECTBE HaHOCHUMOT'O
MaTepuaa TPYHTOBKHU

Lo
N
>

6,7

ol
o
\l

YcnoBus

1. I3meHeHune He ABISIETCS CIEICTBUEM KaKOTro-ITu0o 00s3aTebCTBa, MPUHATOTO
M0 pe3yJbTaTaM paHee MPOBEICHHBIX dKCIEPTHU3 C IEJIbI0 aHAIN3a KPUTEPHUEB
mpueMIIeMOCTH  crienudukanuu  (Hampumep, B XOJe  pEerucTparuu
JIEKapCTBEHHOIO Mpernapara Uiy BHECEHUU u3MeHeHul 11 tumna).

2. I3MeHeHue He SIBISETCS CASACTBUEM HEMPEIBUICHHBIX CUTYyAIi, BOZHUKIITNX
B X0JI€ MPOU3BOJICTBA.

3. JIro6oe n3MeHeHue TOJDKHO YKIAIbIBATHCS B IMATNIA30H TEKYIUX 0JI00pEHHBIX
KPUTEPHUEB MPUEMIIEMOCTH.

4. AnanuTtrdeckas METOJMKa HE N3MEHSIETCS WU U3MEHSIETCS He3HAYUTEIBHO.
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5. HoBass MeTonuka WCHBITAaHWS OCHOBaHA Ha OOIMMX METONAax aHauu3a,
onucanubix B ®Papmakorniee Coroza win dapmakornee rocyaapcrpa-uicHa (B
cllydae peruCTpalliy JCKapCTBEHHOTO Tpenapara B OJJHOM TOCYAapCTBE-UICHE)
(marmpumep, BOXX, criekrpodoToMeTpus, THATpUMETPHS | TIP. ).

6. Matepuan rpyHTOBKH HE U3MCHSIETCS.

7. HauaThl COOTBETCTBYIOIUE HUCCICAOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C
akTamu opranoB Coro3a B cepe 0OpaIieHus JIEKapCTBEHHBIX CPEJICTB HE MEHEE
9eM JIBYX OIBITHO-NIPOMBINUICHHBIX WM TPOMBINUICHHBIX CEepHid. ITH
WCCIICIOBAaHUsI  JO/DKHBI  OBITh  3aBEpIICHBI, a JIaHHBIE HEMEIJICHHO
IPEJICTaBIICHBl YIIOJIHOMOYCHHBIM OpraHaM, €CJIM OHHM BBIXOJAT 3a TPEICITbI
cnenuuKanmuii WIK TMOTCHIMAIBHO BBIMAYT 3a TPEACIbl CIEIUPUKAIUN B
KOHIIE 0I0OPEHHOTO CPOKa TOTHOCTH.

JloxymeHTanus

1. [TonpaBka K COOTBETCTBYIOLIEMY pasieny (pas3aenaMm) pEerHCTPAIliOHHOTO
JI0Che.

2. CpaBHUTeIbHAS TaOIUIA TEKYIIUX U MPEJIaraeMbIX CeIU(pUKAIIA.

3. [TonpoOHOE omnMcaHWe HOBOW AHAJIMTUYECKONM METOJUKA W JIAHHBIE I10
BaJIUAaIMH (B COOTBETCTBYIOLIUX CIyUasix).

4. JlanHble aHANIM3a JABYX CEpUi YIIAaKOBOYHOTO MaTepuaja Mo BCeM MapameTrpam
(mokazarensam) crieruuKaIum.

5. O6ocHOBaHuE (OLIEHKA PUCKOB), MOATBEPKIAIOIIUE, YTO MapameTp SBISETCS
HE3HAYUMBIM.

6. O6ocHOBaHUE HOBOTO TapaMeTpa crielu(GUKaIuu U KpUTEPUEB MIPUEMIIEMOCTH.

7. IlogTBepxIeHne Havajga COOTBETCTBYIOUIMX HCCIECIOBAaHHWNA CTaOMIBHOCTH B
COOTBETCTBUU € akTamu opranoB Coro3a B cepe oOpaleHus JIeKapCTBEHHBIX
CPEICTB HE MEHEE YeM JIBYX ONBITHO-IIPOMBIIUICHHBIX WM MPOMBIIIICHHBIX
Cepuid.

Bb.11.n.3. I3meHnenune Heo6xomumeie | Jlokymentsl u | Ilpomemypa
AQHAJTUTUYCCKON METOJUKH JJIS YCJIOBUS JTAaHHBIE
MIEPBUYHOMN YIIAKOBKU

JICKApCTBCHHOI'O IIpCIiapara

a) He3HAYUMBbIE U3MEHEHHUS
OJIOOpPEHHOM  aHATUTUYECKOU 1,2,3 1,2 1A
METOJIUKH
0) mpoune U3MEHEHHUS
AHATUTHYECKOU METOAUKHU
8 1,3,4 1,2 1A
(BKITHOYAst 3aMEHy W
n00aBJICHHE)
B) UCKIIIOUEHUE
aHAJTUTUICCKON METOJIUKH, 5 1 IA

ecayM  ajlpTepHAaTHUBHasA  eu
METOJIMKA yXkKe 0100peHa
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VYcnoBus

1. CornacHo cooTBETCTBYIOIIMM akTaM opraHoB Coro3a B cepe oOparieHus

JICKApCTBCHHBIX CpCACTB,

IIpOBCACHA

HeoOXxoumas

BaJIUIAIHA,

MOJITBEPIKIAI0IIast, YTO OOHOBJICHHAS aHAIUTUYECKAas METOAMKA MO0 MEHbIIEH
Mepe SKBUBAJICHTHA MPEIbITYIIEH.
2. Meton aHanu3a He M3MEHWICS (Hampumep, U3MEHEHHE UIMHBI KOJOHKU WU
TEeMIIepaTyphbl, HO HE JApyrasi KOJIOHKA WJIH METON).
3. Hu onuH HOBBIM MeTOJ WCHBITaHWS HE OCHOBAaH Ha HOBOW HECTAHIAPTHOU
METOJIMKE WU CTaHIapTHOW METOIHKE, HCIIOIh3YEeMOU ITO-HOBOMY.
4. AxtuBHas (apmaieBTHUYECKass cyOcTaHims (JICKApCTBEHHBIN IIpemapaT) He

SIBJISIOTCSI OMOJIOTHYECKHUMH.

5. AnbTepHaTHBHAs aHATUTUYECKas METOJAMKA IS mapameTrpa crnenudukanuu

yKe 0J100peHa.

JlokymeHTanus

1. ITorpaBka K COOTBETCTBYIOIIEMY pa3zaeny (pas3aeiiaM) PperucTpalrioHHOTO

JOCKC.

2. CpaBHI/ITGJIBHBIC PE3YJIbTAaThl BaJIWAAllUW HWIIH, IMPU HAJIUYIHUH O6OCHOB3,HI/I$I,
CPAaBHUTCIIBHBIC PC3YJIbTAThl aHAIN34a, IMOATBCPIKAAIOIMUC TO, YTO TCKYIICC U

npeajraracMoc¢ HCHLITAHUC OSKBHUBAJICHTHBI.

Hacrosimee TpeboBanue He

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

b.Il.n.4. Usmenenne  popmbl
WIM  pa3MepoB CUCTEMBI
YIIAKOBKH (YKynopku)
IIEPBUYHOMN yIIAKOBKHU

HeoOxoanmeie
YCIIOBUS

JIOKyMeHTHI
JTaHHbIE

[Ipouenypa

a) HECTEPUJIbHbBIE
JIEKapCTBEHHBIC MpemapaThl

1,2,3

1,2, 4

0) u3mMeHenue  (GopmMbl  UIU
pa3MeposB 3aTparuBaeT
KITFOUEBBIC MOKa3aTenu
YIIaKOBOYHOTO MaTepuana,
KOTOpbIE MOTYT CYIIIECTBCHHO
TIOBJIHSITh Ha JIOCTaBKY,
MpUMEHEeHHe,  0e30MacHOCTh
15810 CTaOMIBLHOCTh
JIEKapCTBEHHOTO TIpernapara

B) CTEpUJIbHBIC JIEKaPCTBEHHbBIE
mpernaparbl

1,2,3,4
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YcnoBus

1. KauecTBeHHBIN 1 KOJIMYECTBEHHBII COCTAB MaTepuaia MePpBUYHON YIIaKOBKH HE
U3MEHUIICS.

2. I3MeHeHne He 3aTparvBaeT KJIIOYEBBIE MOKa3aTelld KauecTBa YMaKOBOYHOTO
Marepuana, KOTOpPblE MOTLYT TIOBIHATh HA JIOCTaBKY, IPHUMEHEHHUE,
0€30MacHOCTh WM CTAOMIBHOCTH JIEKAPCTBEHHOT'O MIperapara.

3. [Ipn u3MeHeHHH CBOOOJHOTO MPOCTPAHCTBA WM H3MEHEHUU OTHOIICHUS
MOBEPXHOCTH K OO0OBEMY HadaTbl COOTBETCTBYIOIIME  HCCIEIOBAHUS
CTaOUIIBHOCTH; MPOAHATU3UPOBAHBI COOTBETCTBYIOIIINE MapaMeTpPsI
CTaOMJILHOCTH HE MEHee 4YeM Ha 2 OINbITHO-MPOMBINUICHHBIX (s
OMOJOTUYECKUX JICKAPCTBEHHBIX MTPENapaToB — 3 CEpHUsIX) UIH TPOMBIIILIEHHBIX
CepusAX; B PpACHOPSKEHUHM 3aABUTENA HAXOIATCS  YAOBJIETBOPUTEIBHBIC
pe3yNbTaThl O MEHBIIEH Mepe 3-MecSYHOTO W3Y4YeHHs! CTaOMIbHOCTH (AJis
OHMOJIOTUYECKUX JIEKAPCTBEHHBIX MperapaToB — 6-MecssuHoro). [loaTBepkaenue
TOTO, YTO HMCCJIEAOBaHUS OYyIyT 3aBEpIICHBI M €CIU Pe3yibTaThl HE OymyT
YKJIQJBIBATHCS B CHEUU(PUKAIMU WA MOTYT TMOTCHIIMATBHO HE YIIOXKHUTHCA B
cnenuuKalui Ha KOHEI] CpPOKa TOAHOCTH, JEp>KaTeilb PETrUCTPAIMOHHOTO
yIIOCTOBEpEHUs 00s513aH COOOUIUTH YIOJTHOMOYEHHOMY OpraHy Hapsay ¢
MpeIaracMbIM MIAHOM JEHCTBUM.

JoxymeHTanus

1. [TonpaBka K COOTBETCTBYIOILEMY pa3zfaeny (pas3aenam) perucTparmoHHOTO
J0Chbe, BKJIIOYas OMNHCaHWe, NOIPOOHBIM YEpPTEek M COCTaB MaTepualia
MEPBUYHON YMAaKOBKM WJIH YKYIMOPKH, a TakKkKe MepecMoTp HH(opMaInuu o
JIEKapCTBEHHOM TIpenapare.

2. [Tpu HeoOxogumocTH GOTO U (WIHM) CXeMaTHIECKHI pUCYHOK HOBOM YIaKOBKHU
(yKymopku)

3. [IpoBeneHbl  TOBTOpHBIC  BalUJALMOHHBIE  HWCCIEAOBAHUS  CTEPUIIBHBIX
Mpenaparos, MOIBEPrarOIInXCs (buHUIITHON CTEpUIIN3ALINH. B
COOTBETCTBYIOIIMX  CIy4dasXx HEOOXOAMMO  yKa3aTh HOMEpa Cepui,
WCIIOJIb30BAHHBIX B BAJIUJIALIMOHHBIX HCCIIEIOBAHUSIX.

4. Tlpu u3MeHeHUn CBOOOTHOTO MPOCTPAHCTBA WJIM OTHOIICHUS MMOBEPXHOCTH K
o0BeMy JeKJiapalus JAeprKaTesss PErucTPalioOHHOTO YAOCTOBEPEHUS, 4TO
HayaThl TpeOyemble HCCIEeNOBaHUs CTAOMIBHOCTH (C YKa3aHHEM HOMEpOB
cepuil); U 4YTO (B COOTBETCTBYIOUIMX CIIy4asix) Ha MOMEHT peaiu3aiiu
yBenomiieHus: 00 nu3meHeHuu [A Tumna v nmojgayu yBeIoMJIeHUs 00 U3MEHEHUU
IB Tuma B ero pacnopspKeHUM HaXOJATCS YAOBJIETBOPUTENbHBIE PE3YIbTAThI
M3y4YeHUs CTaOMILHOCTH; M UTO UMEIOIIHMECS JaHHbIC HE YKA3bIBAIOT HA KaKue-
60 npobiembl. HeoOxoammo Takke MpeiCTaBUTh MOATBEPKACHUE TOTO, YTO
MCCIIeIOBaHUs OYIyT 3aBEPILEHBI, U €CJIH PE3YJIBTATHI HE OYAYT YKIIaIbIBATHCS
B CTICIIU(PMKAIIUN WM MOTYT IMOTEHITUAIBHO HE YIOKUTHCSA B CIICIIU(DUKAITIN HA
KOHEII CPOKa TOJTHOCTH, JIepKaTeIb PETUCTPAIIMOHHOTO yI0CTOBEPEHUS 0053aH
COOOITIUTh YIMOJHOMOYEHHOMY OpraHy Hapsay C TMpeajiaraéMbiM IIJIaHOM
JIEUCTBUM.
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b.IL.n.5. U3menenne  popmbl
BBIITyCKa JIEKapCTBEHHOTO
npemnapara

HeoOxonnmsie
YCIIOBUS

JIoKyMeHTHI u
JTaHHbIE

[Ipouenypa

a) U3MEHEHHE KOJIMYECTBA
€IMHMUII JIeKapCTBEHHOM
dbopmbl (Hanmpumep, TaOJETOK,
aMITyJ U T. JI.) B YIIaKOBKE

1. I3meHeHue yKIIaJbIBaeTCs
B OJIOOpCHHBIM  JHWANa3oH
KOJIMYEeCTBA  JICKapCTBEHHOM
dbopmbl  (umcima  103) B
yIaKOBKe

1,2

1,3

[Any

2. IsmeHeHue HE
YKJIaIbIBAETCS B OJI00PEHHBIN
Uana3zoH KOJIMYECTBa
JIEKApCTBEHHOMN (dbopMbI
(dnucna 7103) B yIakoBKe

1,2,3

0) uckiroueHue popM BBITyCKa

1,2

[Any

B) I3MCHCHHEC  HOMHHAJILHOMN
MaCCBI (HOMUHATBLHOTO
oObema) CTEPHUIIBHBIX
MHOTOJ03HBIX (nnm
OJIHOJIO3HBIX C  YaCTHYHBIM
W3BJICUCHHUEM )
MapeHTePaTbHBIX
JIEKapCTBEHHBIX MpEnapaToB U
OHMOJIOTMYECKUX MHOI'OJI03HBIX
MapeHTepaTbHBIX
JIEKapCTBEHHBIX MPEnapaToB

T) I3BMEHEHHE  HOMMHAJIbHOMN
MacChl (HOMUHAJIBHOTO
o0bemMa)  HemapeHTepaJbHBIX
MHOTOJJ0O3HBIX (nnu
OJTHOJIO3HBIX C  YaCTHUYHBIM
W3BJICYEHUEM) JIEKAPCTBEHHBIX
IpenapaToB

1,2,3
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YcnoBus

1. HoBblil pa3Mep YNaKOBKH JOJIKEH COOTBETCTBOBATH PEKUMY JO3UPOBAHUSA U
IOPOJOJDKUTENBHOCTH  JIEYEHMsI, YKa3aHHbIM B OOILIEH XapaKTepUCTHKe
JIEKapCTBEHHOIO Mpernapara.

2. Marepuan nepBUYHON YIAaKOBKU HE H3MEHSIETCH.

3. OcraBmmecs: (opMbl BBIIYCKa IO3BOJISIIOT BBIIOJIHUTH PEKOMEHJAIMM 10
JI03UPOBAHHUIO U TUTEILHOCTH JICUEHUS, YKa3aHHbIE B OOIIEH XapaKTEepUCTUKE
JIEKApCTBEHHOT'0 IIpenapara.

JlokymeHTanus

1. IlonpaBka K COOTBETCTBYIOLIEMY pa3ieny (paszenaM) perucTpallioOHHOTO
JI0ChE, BKITIOYAs MepecMOTp HH(OPMAIIUK O JICKapCTBEHHOM Iperapare.

2. O0ocHOBaHHE, UYTO HOBBIE (OCTAIOIIUECS) pa3MEPhl YITAKOBOK COOTBETCTBYIOT
peXKUMY JO3UPOBAHUS U MPOJOHKUTEIBHOCTH JICUEHHUS, YKa3aHHBIM B 0O0IIIEH
XapaKTEPUCTUKE JIEKAPCTBEHHOTO TIpenapara.

3. Jekmapaliys, 4To eCJIM OKUAETCs BIMSHUE HA CTA0OMIBHOCTD, COTJIAaCHO aKTaM
opranoB Coro3a B cdepe oOpalieHus JIeKapCTBEHHBIX CPeCTB OyayT HadaThl
uccieoBaHus ctabwibHOCTH. JlaHHBIE HEOOXOAMMO TPEACTaBUTH (C
MpeyIaraéMpIM TUTAHOM JCHCTBHIA), B ClIydae €Clid OHM HE YKJIaJIBIBAIOTCS B
crienupuKanum.

[Ipumeuanue |ns b.ILa.5.B u b.IlL.p.5.r — ecnum u3MeHeHHWE NTPUBOAUT K
W3MEHEHUIO «IO3UPOBKW» JIEKAPCTBEHHOIO Ipenapara, TO TaKoe
M3MEHEHHUE TPeOyeT MoJauu 3asBJICHUS O PACIIUPEHUHU.

B.11.1.6. U3smenenue kakoi-nu6o| HeoOxomumbie |[loxymentsi| [lpomemypa

COCTaBJISAIOILIEH YIaKOBKHU YCJIOBUS Y JJaHHBIE
(yrnakoBO4HOIO Marepuana),
HEMOCPECTBEHHO HE
compuKacarouiencs c
JIEKapCTBEHHBIM npenapaTom
(Hampumep,  1IBET  ChEMHBIX

KOJIMAuKOB, IBETHbIE KOJIOBBIC
KOJblla Ha aMmIyJjlax, U3MEHEHHE
KOJMayKa, 3alldIAloLEro Hriy
(ucnonb3oBaHue JPyroro
IlacTHKa), W3MEHEHHe u3ailHa
(11B€Ta) MAaKETOB MPOMEKYTOUYHOM
WA  BTOPUYHOU YIIAKOBKH,
HaHeceHue mTpux koaa (2D, 3D),
HaHeceHue mpudTa bpaitns)

a) U3MEHEeHWe,  3aTparupBarolee
UHPOPMAIMIO O JIEKAPCTBEHHOM
rpenapare, yKasaHHYI0 B ITyHKTE 1 1 |Any
1.6.1 npunoxenuss Ne 19 «k
IIpaBunam perucrpanumu.
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0) U3MEHEHHE, HE 3aTParuBaroIIee
MH(OPMALIMIO O JIEKAPCTBEHHOM
npenapare, yKa3aHHYI B ITYHKTE 1 1 1A
1.6.1 npwioxenuss Ne 19 «k
IIpaBuiiam perucrpanuu.

VYcnoBust

1. I3meHeHue He 3aTparuBaeT 4acTU YIMaKOBOYHOTO MaTepHaya, KOTOPhIE MOTYT
MOBJIMATh Ha JIOCTaBKy, IpPUMEHEHHE, O€30MacHOCTh WM CTaOHUIBLHOCTH
JIEKapCTBEHHOTO TIperapara.

JlokymeHTanus
1. ITonpaBka K COOTBETCTBYIOLIEMY pa3zfeny (pas3aenam) perucTparmoHHOTO
JI0ChEe, BKIIIOUast epecMOoTp MH(OpMaLIUK O JIEKapCTBEHHOM IIpernapare.

b.1l.a.7. U3menenune Heo6xomumeie | loxymentsi | IIpouemypa
MIPOU3BOIUTEISI KOMITOHEHTOB YCIIOBUSA U JIaHHbIE
CHUCTEMBI YIAKOBKH (YKYIIOPKH)
TIEPBUYHOMN YITAKOBKH WITH
JOTIONIHUTENbHON MNpPOAYKIMH (B
TOM qucle YCTpOICTBA,
KOMIUIEKTYIOIIETO CpeJcTBa),
(ecnu yKa3aHo B
PETUCTPAIMOHHOM J0ChHE)

a) UCKJIIOUYCHHE POU3BOIUTEIIS 1 1 IA
0) 3aMcHa WK obOaBeHHE

) A 1,2,3,4 1,2,3 IA
MIPOM3BOTUTENSA
B) Jt000€ U3MEHEHUE
MIPOU3BOUTEIA CIieicepoB — — 1
J03UPOBAHHBIX WHTAIATOPOB
') ©I3MCHCHHE HAaWMCHOBaHUS
MIPOM3BOIUTESA KOMITOHEHTA

POHM3BO 5 1 1A

CUCTEMBbl YMAaKOBKHU (YKYIOPKH)
MEPBUYHOMN yIaKOBKHU <*>.

Ycnosus

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

2. KauecTBeHHBIN U (MJIM) KOJUYECTBEHHBIH COCTaB MaTepuajoB KOMIIOHEHTOB
CUCTEMBbl YMAKOBKHU (YKYMOPKH) MEPBUYHON YMAKOBKH WJIM JOTOJHUTEIbHON
IPOAYKIMU (B TOM 4YHUCIE YCTPOMCTBAa, KOMIUIEKTYIOIIETO CpEACTBa) U
cneruuKaluy 3CKU3a He U3MEHSIOTCS.

3. Cneuudukanmm ¥ METOJIbl KOHTPOJS KadyecTBa IO MEHbILIEH Mepe
9KBHUBAJICHTHBI.

4. Meton cTepuIn3ally U €€ yCIOBUS HE U3MEHSIOTCS (€CIU IPUMEHNMO).
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5. I3MeHeHHne MNpOU3BOAMUTENS KOMIIOHEHTAa CHUCTEMBl YHNAKOBKHM (YKYIOPKH)
MEPBUYHON YNAKOBKM WJIM JOINOJHUTEIBHOM NPOAYKIMH (B TOM 4YHCIIE
yCTPONCTBA, KOMIUIEKTYIOLIETO CPEACTBA) HE POUCXOIUT.

JloxymeHTanus

1. IlormpaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3aesiaM) PperucTpalioOHHOTO
JIOChE.

2. IOKyMEHTBI W CBEACHHS O MEAWIIMHCKOM W3JCINN, TpHaraeMbple K
JIEKapCTBEHHOMY TIpEnapary, B COOTBETCTBUM ¢ IyHKTOM 187 IlpaBun
pPErucTpaliii M SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB MJI MEIUIMHCKOTO
MIPUMEHEHHUS

3. CpaBHHUTEIbHAS TAOJIMIIA TEKYNIUX W TpEUIaraeMbIX crernudukanui (eciu
MIPUMEHUMO).

[Ipumeuanue <*> |[Ipu HeoOXoauMMOCTH JAaHHAsT HHQOpPMAIUS MOJJIEKUT
yIAJICHUI0O U3 PEruCTPALMOHHOIO JO0ChE JIEKapCTBEHHOTO

npernapara.
Bb.11.1.8. JloOaBicHue nin | Heobxomum | Jlokymentsl 1 | Ilpomemypa
U3MEHEHUE KAICHAAPHOM | bIE€ YCIOBHS JaHHEBIE
YIIaKOBKHU s yKe
3apEerUCTPUPOBAHHOM hopMbI
BBIITYCKa JIEKapCTBEHHOTO
npemnapara
1 1,2 3,4,5 [Any
VYcaoBus

1. Marepuan mnepBUYHON YIAKOBKM OCTAETCS MPEXKHUM, (PYHKIHMOHAIbHbIE
XapaKTepUCTUKH (3alMTHBIE CBOMCTBA) MaTeprasa OCTAITCs MPEKHUMH.

JlokymeHTauus
1. [TorpaBka K COOTBETCTBYIOIIEMY pazzeny (paszesiaMm) PperucTparmoHHOIO
JIOChE.

2. HeoOxomumMple JaHHBIE O HOBOW YIaKOBKE.

3. CpaBHEHHE TEKYIIUX M IpeIaraeMbplX CIeH(PUKAINN TEePBUYHON YITaKOBKH
(ecnu MPUMEHHUMO).

. B cooTBeTcTBYIOIUX Cllydasx n300pa>keHHs] HOBOTO KOHTeHHepa (YKYTOPKH).

. [lonTBepxaenue, uTo GopMa BEIITyCKAa COOTBETCTBYET PEKUMY JIOZUPOBAHUS U
MPOIOKUTEIbHOCTH JICUSHUSI U TOJXOIUT JIJIsl BBIMIOJTHEHUS PEKOMEHJAIUI 110
JO3UPOBAHUIO, TPUBEJEHHBIX B OOIIEH XapaKTEPHUCTHKE JIEKApCTBEHHOTO
npenapara.

o~

b.1l.e) CtabuibHOCTD
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b.1l.e.1. U3menenue CpOKa
TOJIHOCTU WJIM YCJIOBUM XpaHEHUs
JIEeKapCTBEHHOTO Mpenapara

HeoOxonumeie
YCIIOBUS

JIOKyMEHTBI U
JTaHHbIE

[Ipouenypa

a) COKpalleHHe CpoKa TOJHOCTU
JIeKapCTBEHHOTO Mpemnapara

1. YmakoBaHHOTO BO
BTOPUYHYIO YIIAKOBKY

1,2,3

|1Any

2. [1ocnie mepBOro BCKPHITUS

1,2,3

|1Any

3.Ilocne  pa3BeneHHWs  WIH
BOCCTAHOBJICHUS

1,2,3

|1Any

0) yBelIMueHUE CpOKa TOJHOCTH
JIEKapCTBEHHOTO Mpenapara

1. YnakoBaHHOr0 BO
BTOPUYHYIO YIaKOBKY
(monTBEpKIEHHOE JTaHHBIMH B
peaIbHOM BPEMEHH)

1,2,3

2.Iloce mepBOro  BCKPBITHUS
(MONTBEpPXKIEHHOE JTaHHBIMU B
peaIbHOM BPEMEHU)

1,2,3

3.Iloce  pa3BenacHWS WU
BOCCTaHOBJICHHUSI
(TTonTBEpKIEHHOE JaHHBIMU B
peaJbHOM BPEMEHH )

1,2,3

4. YBenuueHue cpoka TOJHOCTH
MyTeM DKCTPATOJISAIUN JTAHHBIX
[0  CTaOMJIBHOCTH, HE B
COOTBETCTBUU C aKTaMHU OPTaHOB
Corw3a B cdepe oOparmeHus
JIEKapCTBEHHBIX CPEJCTB <*>

5. YBenuueHue cpoka XpaHEHUs
OMOJIOrHYECKOro
JIEKApCTBEHHOTO TMperapara B
COOTBETCTBUU C OJI0OpECHHOMU
porpaMMon U3YYCHUS
CTAaOMIBHOCTHU

1,2,3

B) I3MEHEHUE YCJIOBHI XpaHEHUS
OMOJIOTUYECKHX JIEKAPCTBEHHBIX
HpenapaToB, €CIM HCCIICAOBaHUSA
CTaOMJIBHOCTH TMPOBEACHBI HE B
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COOTBETCTBUU C  OJ0OpEeHHOMU
MIPOTPaMMOM M3Y4YECHUS
CTaOUITBHOCTH

') I3BMEHEHHE YCIIOBUI XpaHEHUs
JIEKapCTBEHHOTO TMpemnapara WiH

JIEKapCTBEHHOTO npenapara - 1,2,3 IB
nocie pa3BeneHus

(BOCCTaHOBJICHUS)

1) NI3MCHCHUE 0/I00peHHOM

MporpaMMBbI H3y4YeHUs 1,2 1,4 1A
CTaOMIBLHOCTH

YcnoBus

1. I3meHeHnue He MAOMKHO OBITh CIEICTBHEM HEMPEABUIACHHBIX CUTYaIUH,
BO3HUKIIIKX B XOJI€ MPOU3BOCTBA, UM U3MEHEHHUS CTAOMIBHOCTH.

2. I3MeHeHHsT He TPHUBOIAT K PACIIMPEHUIO KPUTEPUEB MPUEMIEMOCTH
UCIIBITYEMBIX TMapaMeTpOB, HCKIIOUCHHIO TMapaMeTpa CTaOWIBHOCTH, WU
CHIDKEHHUIO YaCTOTHI UCTIBITAHUH.

JoxymeHnTanus

1. ITompaBka K COOTBETCTBYIOIIEMY pa3zaeny (pas3zeliaM) perucTpaluoOHHOTO
nocke. OHa 0JDKHA COAepKaTh Pe3yIbTaThl COOTBETCTBYIOIIUX UCCIIEJOBAHUIN
CTaOMJIBHOCTH B pEajJbHOM BpPEMEHHU (OXBATHIBAIOIIUX BECh CPOK TOJHOCTH),
NPOBEJIEHHBIX B COOTBETCTBHM ¢ akTamu opraHoB Coro3a B cepe oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB [0 MEHBIIIEH Mepe Ha IBYX OMBITHO-TTPOMBIILIEHHBIX
cepusix <1> gnekapCTBEHHOTO TIpemapara, YHIaKOBAaHHOTO C IOMOIIBIO
3aperuCTPUPOBAHHOIO YIMAKOBOYHOTO MaTepuana M (WJIM) COOTBETCTBEHHO
1OCJIE NEPBOTO BCKPBITUS WM DPA3BEIACHUS; B COOTBETCTBYIOIIMX CIIydasx
HE00XO0AMMO MPEACTABUTh PE3YIbTaThl MUKPOOUOIOTHYECKUX HCTIBITAHUM.

2. [lepecmoTpeHHast HUH(pOpMaIus 0 JEKapCTBEHHOM Ipernapare.

3. Konun yTBepkAeHHBIX crnenu(puKauuii Ha KOHEI CpOKa TOAHOCTU WU, €CIIU
NPUMEHUMO, crienuUKaUU Mocae pa3BeeHNs (BOCCTAHOBJICHUS) WU MOCIIE
NEPBOrO0 BCKPBHITHS (B BUAE CCHUIKM Ha COOTBETCTBYIOIIMM JOKYMEHT B
MOCJIEI0BATENILHOCTH JOChE WIIM MPUIIOKEHUS K COMPOBOJAUTEILHOMY MUCHMY).

4. OG0cHOBaHUE TIpeIIaraéMbIX H3MEHEHUH.

[Ipumeuanue <*> |B OTHOIIEHUU OHOJOTHYECKOTO JEKAPCTBEHHOTO Mpemnapara
AKCTPAIoIsALUA HENPUMEHUMA.

<1> [Tpu Hamuuum oOs3aTeNbCTBA MPOBEPUTH CPOK TOJHOCTH HA
IIPOMBILIJIEHHBIX cepusix JOIYyCTUMBI OIIBITHO-
IIPOMBILIIEHHBIE CEPUH.

B.11.x) [IpoekTHOE TOJIE W  MPOTOKOJ  MOCTPETUCTPALIMOHHBIX
U3MEHECHUM
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Bb.I1.x.1. BBenenue HOBOT'O
MIPOEKTHOTO OIS WA
pacumpeHue 0JI00pPEHHOTO
MIPOEKTHOTO TOJIA
JIEKapCTBEHHOr0 Tmpemnapara (3a
HCKITFOUCHHUEM OHOJIOTHYECKOTO),
3aTparuBaroliee:

HeoOxonumeie
YCIIOBUS

JIOKyMEHTBI U
JTaHHbIE

[Ipouenypa

a) oHy WU OoJiee OTHEIbHbIE
orieparu mporiecca
MIPOU3BOJICTBA  JICKAPCTBEHHOTO
npenapara, BKJIFOYAsT
COOTBETCTBYIOLTUI
BHYTPHUITPOU3BOICTBCHHBIN
KOHTPOJIb U (MJIM) aHATUTUYECKUE
METOIUKHU

1,2,3

0) aHATUTHYECKNUE METOJUKU JUIS
BCIIOMOT'aTeJIbHBIX BEIIIECTB
(MpOMEXYTOUHBIX TMPOAYKTOB) U
(M) TeKapCcTBEHHOTO TIpemnapara

1,2,3

JoxymeHnTanuus

1. PesynbTatel ucclieOBaHUN pa3paOOTKU IMpermapara U Tporecca (BKIOYas

OICHKY PUCKOB 151 MHOI'OMCPHBIC
MNOATBCPKAAOIMUE TO, HYTO AOCTUTHYTO NLEIOCTHOC

HCCICA0BaHUA

COOTBGTCTBCHHO),
MEXaHHUCTHYCCKOC

NOHMMAaHHE TOKa3zaTeJell KauyecTBa MaTEpHUaioB M NapaMeTpoB Ipolecca U

KPUTHYCCKUX ITAPaMCTPOB KaUCCTBaA JICKAPCTBCHHOI'O IIpCIIapara.

2. Onucanne IMPOCKTHOI'0O IIOJIA B TaOTUIHOM BUJC, BKIIOYasd IICPCMCHHLIC

(cBOlicTBa MaTepHaJioB U MapaMeTphl

npeajiaracMbIC Auara3oOHbl.

mpoiiecca TPOU3BOACTBA) U HUX

3. [lommpaBka K COOTBETCTBYIOIIEMY pasieny (pasnenaM) pPEerHCTPalMOHHOTO

JIOCBE.
b.11.x.2. Beenenne Heo6xomumeie | Jlokyments! u | [Ipouemypa
MIOCTPETUCTPALIIOHHOT O yCJIOBUSA JTAHHBIE
IIPOTOKOJIA yIIpaBJICHUS
W3MEHEHUSIMH, 3aTParuBarOlIUMHU
JIEKapCTBEHHBIN Ipernapar
— 1,2,3 1

JloxymeHTanus

1. HO)IpO6HO€ OIMUCaHUC MpeaaaracMoro I3AMCHCHUS.

2. [IpoTrokon ympaBiIeHUS HM3MEHEHUSIMHU, 3aTPardBaOIIMMU JIEKApPCTBEHHBIN

npemnapar.

3. IlompaBka K COOTBETCTBYIOIIEMY pasaeny (pasaeliaM) perucTpariiOHHOTO

JOChE.
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B.11.x.3. Ucknrouenue Heo6xomumelie | Jlokymentsl u | [Ipouenypa
YTBEPKACHHOTO MPOTOKOJIA yCJIOBUS JTaHHBIE
yIpaBJICHUS W3MCEHECHHUSIMH,
3aTparuBarOIIUMHU
JIEKapCTBEHHBIN ITperapar
1 1,2 |1Any

VYcnoBus

1. UcknroueHne nocTperucTpaliioOHHOrO MPOTOKOJIA YIPABIECHUS M3MEHEHUSIMU,
3aTparuBalOLMMU JIEKAPCTBEHHBIM IIpenapar, HE SBIIACTCSA CIEACTBUEM
HeNpeABUICHHBIX CUTYalluil WJIM HECOOTBETCTBUS CIEHU(UKALUU B XOJE
BBEACHUSA W3MCHECHMM, ONMCAHHBIX B IPOTOKOJE, U HHMKAaK HE BIMACT HaA
YTBEPKACHHBIE CBEACHUS, BKIFOUYEHHBIE B PETHCTPALIMOHHOE 10ChHE.

JoxymeHnTanus

1. ObocHOBaHUE MpeTaraeéMoro UCKIIOYSHHUS.
2. [TompaBka K COOTBETCTBYIOIIEMY pa3zeny (pasfenaM) pPerucTparioHHOTO

JI0ChE.
b.11.x.4. U3meHnenus Heo6xomumeie | Jlokyments! u | [Ipouemypa
YTBEPKACHHOTO MPOTOKOJIA yCJIOBUS JTAaHHBIE
yIpaBlIeHUs] U3MEHEHUSIMU
a) 3HAYMMBIC U3MCHEHUS
MPOTOKOJIa yIpaBICHUS — — 1
U3MCHCHUSMH
0) HEe3HAYUMBIE W3MEHEHUS
POTOKOJIA yIpaBJieHUs
U3MEHEHUsIMM,  KOTOpBIE  HE — 1 IB
U3MEHSIOT CTpaTeruio,

OIMMCAaHHYIO B ITPOTOKOJIC

JlokymMeHTauus

1. IlonTBepkaeHue AepKaTenisl perucTpallMOHHOTO YJOCTOBEPEHHS, UTO Jito0oe
M3MEHEHHE JOJDKHO YKIIAQJbIBAThCS B AMANA30H JEHCTBYIOIIMUX YTBEPKIECHHBIX
KpUTEPUEB NpuemieMocTu. IIoMrMo 3T0ro, NOATBEPKAEHUE, YTO B OTHOLIEHUU

OMOJIOTUUECKUX  JICKAPCTBEHHBIX TMIpemapaToB He TpedyeTcss  OIleHKa
CONOCTABUMOCTH.

B.I1.x.5. Peanuzamus usmenenuit,| Heo6xonumeie | Jlokymentsi u | [Iponemypa
MPEAYyCMOTPEHHBIX yCJIOBUS JTAHHBIE
YTBEPKACHHBIM MPOTOKOJIOM

yIpaBJICHUS U3MEHEHUSIMHU

a) peanu3anusi HU3MEHEHUS HE

TpedyeT JIOTIOJTHUTEIBLHBIX 1 1,2, 4 |1Any

BCIIOMOI'aTCIIbHBIX JaHHBIX
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0) peanuzanus W3MEHEHUS

Tpedyer JIOTIOJIHUTEILHBIX - 1,2,3,4 IB

BCIIOMOTI'aTCIIbHBIX JaHHBIX

B) peam3anus A3MEHEHUS

OMOJIOTMUECKOTO JIEKapCTBEHHOTO - 1,2,3,4,5 IB
npermnapara

YcnoBus

1. IlpemoxxkeHHOE W3MEHEHHE OCYIISCTBICHO B IIOJIHOM COOTBETCTBUHU C

YTBCPIKACHHBIM  IIPOTOKOJIOM  VIIPABJICHUA  HW3MCHCHUAMU, Tpe6yfomee
HCMCJICHHOI'O YBCOAOMIJICHHA ITIOCJIC €TI0 PCaJIU3alliu.

JlokymMeHTauus

1.

CchllIKa Ha YTBep)KI[eHHHﬁ IIPOTOKOJI YIIPABJICHNA U3MCHCHUAMU.

2. [loaTBepkaeHUE  JIep)KaTells  PErMCTPAlMOHHOTO  YAOCTOBEPEHHS,  4TO
U3MCHCHHE COOTBETCTBYET  YTBEPXKJACHHOMY  IPOTOKOJY  YIPaBICHHS
U3MCHCHHMSIMH ¥ YTO PE3YJIbTaThl MCCIICIOBAHUS YIOBJICTBOPSIOT KPUTEPHSIM
PUEMIIEMOCTH, OTOBOPCHHBIE B MPOTOKOJE. [IOMUMO 3TOTO, MOATBEPKIACHUE
TOTO, YTO B OTHOIICHHHM OHMOJIOTMYCCKUX JICKAPCTBEHHBIX IpermapaToB HeE
TpeOyeTcs OlleHKa COMIOCTABUMOCTH.

3. Pe3ynbTaThl UCCIIEIOBaHUH, TIPOBEICHHBIX B COOTBETCTBHH C YTBEPKICHHBIM
IPOTOKOJIOM YITPABJICHUS U3MCHCHHUSIMH.

4. ITorpaBKka K COOTBETCTBYIOIIEMY pa3Jieny (pasaenaM) perucTpainoHHOTO
JI0Che.

5. Konust yTBEp)KIACHHBIX CIICUpUKAIMI Ha JICKAPCTBCHHBIN mpenapat (B BUIC
CCBUIKM Ha COOTBETCTBYIOIIMN JTOKYMEHT B IOCJICAOBATEIBHOCTH JOChE HJIH
NPUIIOKECHHSI K COTIPOBOIUTEIILHOMY TTHCHMY).

B.11.3) be3onacHOCTh B OTHOIIIEHUH TOCTOPOHHUX areHTOB

b.11.3.1. O6HOBNIECHHE Heo6xomumeie | Jlokymentsl u | [Ipouemypa

UHpOpMaIHH «OrneHka YCIIOBUS JTAHHBIC

0€30MacHOCTH  JIEKaPCTBEHHBIX

npernapaTroB OTHOCHUTEIBHO

HAJINYMSI TIOCTOPOHHUX arcHTOBY

(pa3nen 32.A2

PETUCTPAIIMOHHOTO 10CHE)

a) UCCJIeI0BAHMUS,
3aTparuBaroIe
MIPOU3BOJICTBEHHBIC STaIbI,
W3YYCHHBIC BIIEPBHIC HA MPEIMET
OJTHOTO Wi 00Jiee TTIOCTOPOHHUX
arcHTOB

0) 3ameHa yCTapeBLINX
VCCIIEIOBAHUM, 3aTParuBarOIIUX
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MPOU3BOJCTBEHHbIE  JTalbl U
MOCTOPOHHUE  areHThl, paHee
BKJIFOUCHHBIC B PETUCTPAIIMOHHOE
JIOChE

1.C wusMeHEHHEM  OLIEHKHA
PHUCKOB

2.be3 wu3MeHeHHs  OLIEHKH

— 1,2,3 IB
PHUCKOB

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3gesiaM) PperucTpalvoOHHOTO
JI0Che, BKIIIOYAst BBEJCHUE HOBBIX MCCIIEAOBAHMIM, HAITPABICHHBIX HA U3yYEHUE
CIOCOOHOCTH MPOU3BOACTBEHHBIX ATAllOB MHAKTUBUPOBATH (DITMMHUHUPOBATH)
MOCTOPOHHUE areHTHI.

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

3. [TompaBka k nHGOpMAILINK O JIEKAPCTBEHHOM TIpernapate (€Ciau MPUMEHHUMO).

B.III. Ceptudukar coorBerctBusi EBpomerickoit ®apmaxomnee (CEP)
(mpu  Hamuuwmu), u (wm) [D, w© (WauM) WU3MEHEHUST aKTUBHOU
dapmaneBTHUECKOM CyOCTaHIIMM W BCIIOMOTATEIbHBIX BEIIECTB B LEIAX
cootBercTBUsi dapmakonee Coro3a, (apMakomnee rocyaapcTBa-uieHa WU
npyrum ¢papmakonesim corjacHo KoHieniuu rapMoHU3aluu

B.III.1. [Togaua  HOBoro  wmnu| HeoOxomumsie | Jlokymentsi u | [Ipouenypa

OOHOBJICHHOTO ceprudukara yCJIOBUS JTAHHbIE
COOTBETCTBUS EBponeickoii
dapmakornee WM HUCKIIOYCHUE
cepTudukaTa COOTBETCTBUS
EBporneiickoit @apmakomnee Ha:
(bhapMaleBTHIECKYIO
CyOCTaHIIHIO;

UCXOJIHBI MaTepuasl (peakTuB,
IIPOMEKYTOUHBIN MPOJYKT),
UCITOJIb3YEMBII B rporecc
MIPOU3BOJICTBA

(bapmarieBTHUECKOI cyOCTaHINH;
BCIIOMOTaTEIbHOE BEIIECTBO

a) ceptudukar COOTBETCTBUS
EBporneiickon @apmakomnee

1. HoBelit cepTudukar ot panee 1,2, 3,4,

000PEHHOrO ITPOU3BOJUTELS 56,9 1,2,3,4,5 |Any
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2. OOHOBNEHHBI  cepTH(]UKAT
oT paHee 0/100pEHHOTO
IPOU3BOIUTEIS

1,2,3,4,6

1,2,3,4,5

3. HoBeiti  ceptudukatr  or
HOBOTO TIPOU3BOIUTEINS (3aMECHA
W T0OaBJICHHE)

1,234,
5,6,9

1,2,3,4,5

|1Any

4, VckmoueHne cepTH(UKATOB
(ecmu k MaTepUaTy MPHUIIATAJIHCH
HECKOJIbKO CepTH(HUKATOB)

5. HoBelif  ceptudukar  Ha
HECTEPUIIbHYIO AKTUBHYIO
(hapMareBTHYECKYIO
cyOCTaHIIHIO, MO/IJISXKAIIYIO
WCIOJIb30BAHUIO B CTEPUIBHOM
JIEKapCTBEHHOM Ipenapare, mpu
WCTIONB30BAaHMA  BOABI  Ha
MOCTICTHEM dTare CHHTE3a, a B
OTHOIIEHUH  MaTepuajia  He
3agBIIEHO OTCYTCTBHE B HEM
SHIOTOKCHHOB

1,2,3,4,5,6

0) ceptuduxat COOTBETCTBHUS
Esponenckorn ®dapmakonen 1o
s Ha AKTUBHYIO
(bapMaleBTHYECKYIO0 CYOCTaHIIUIO
(ucxonHbI MaTrepuall (peakTuB,
IIPOMEKYTOUHBIN MPOJYKT),
BCIIOMOTATEJIbHOE BEIIECTBO)

1. HoBelii  ceptudukar  Ha
aKTUBHYIO (hapMaleBTUUYECKYIO
CyOCTaHIIMIO OT HOBOTO WIH
paHee 0JI00pEHHOTO
MIPOU3BOAUTEIS

3,59

1,2,3,4,5

|1Any

2. HoBwiit  cepruduxar  Ha
(hapMareBTHYECKYIO
CcyOCTaHIINIO (MCXOaHBIHI
MaTepual, pEaKTuB,
IIPOMEKYTOYHBIN HPOAYKT,
BCIIOMOTATEIbHOE BEIIECTBO) OT
HOBOT'O WJIU paHee 0100pEHHOTO
MIPOU3BOIUTEIISI

3,6, 7

1,2,3,4,5
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3. OOHOBNEHHBI  cepTH]UKAT
oT paHee 0/100pEHHOTO 7 1,2,3,4,5 1A
POU3BOTUTEIIS

4, VckmoueHne cepTH(UKATOB
(ecnm K MaTepualy mpuIarajguch 8 3 1A
HECKOJIBKO CepTU(UKATOB)

5. HoBriii (0OHOBJIEHHBIH)
ceptuukat oT paHee
0JI00OPEHHOTO (HOBOTO)
TIPOM3BOIUTEIISA,

WCIOJIB3YIOIIET0  MaTepHalIbl
YEJIOBEYECKOTO MJIM KMBOTHOTO — — 1
MPOUCXOXKJICHHS, B OTHOILICHUH
KOTOpBIX TpeOyeTcsl OlleHKa Ha
MpeIMET pUCKa MOTEHIIUAIbHON
KOHTAMHUHAIIUU TTOCTOPOHHUMHU
areHTamu

VYcinoBug

1

2.

. Cnemudukanyu Ha BBITYCK M HA KOHEI CPOKa TOJHOCTH JIEKApPCTBEHHOTO

npernapaTta He U3MEHSIOTCA.

HeusmeHnenHble (MCKIIIOYasl y)KECTOUCHHE) JOMOJHUTENbHbIE (K EBpomnelickoit
dapmaxomnee) cnenu@uKaMM Ha NpUMecH (MCKJIOYas  OCTaTOYHBIE
pacTBOpPUTENH, MPH YCIOBUU HX COOTBETCTBUS TpeOOBaHUSM DPYKOBOJICTB
MexIyHapoaHOTO COBETa MO TapMOHHU3AIMH TEXHUYECKHUX TpeOOBaHWH K
pErHCTpaluy JICKApCTBEHHBIX IMPENapaToB MJIsi MEIUIIMHCKOTO MPUMEHEHHS)
NpOAYKT-crieupuuHble TpeOOBaHUs (HarpuMmep, NpoQuiiu pa3MepoB YacTull,
nosuMopdubie (OpMBbI), €CITU TPUMEHUMO.

.IIportecc  mpowu3BojaCTBa  aKTHBHOW  (papMalleBTHUECKONW  CyOCTaHIuH,

HCXOJHOr0 MaTrepuana (peakTUBa, IPOMEXYTOYHOIO MPOJYKTa) HE BKIHOYACT
UCIIOJIb30BAHNE MATEPHAIIOB YEJI0BEUCCKOTO MM KUBOTHOTO MPOUCXOXKICHHUS,
JUIS  KOTOPBIX TpeOyeTcsl MpoaHaIM3HUpOBaTh JaHHbIE O BHPYCHOMH
0€30I1aCHOCTH.

. UcxmrounTenbHO J71s aKTUBHOM (papmarieBTUUeCcKol CyOCTaHIMU: OHA OyneT

UCIIBITAaHA HEMOCPEACTBEHHO TMEpPEI  HCIOJb30BAaHUEM, €CIM  IEPUOJ
MOBTOPHOTO HUCHBITAHUS HE BKIIOYEH B CEePTHU(PUKAT COOTBETCTBUS
EBpormeiickoii  ®@apmakonee WM JlaHHbIE, OOOCHOBBIBAIOIINE TEPHO/T
MMOBTOPHOT'O UCIBITAHHUS, YK€ HE BKIIOUEHBI B JOCHE.

. AkTuBHas (apmalieBTHUECKasi cyOCTaHLMs (MCXOJHBIM Marepuall (peakTHB,

MPOMEXKYTOUYHBIN MPOAYKT), BCHOMOTATEIbHOE BEIIECTBO) HECTEPUIIbHBI.

. Pacturenbnupie  (apmanieBTHUECKHE CYOCTaHIIMM: CHOCOO0 TPOU3BOCTBA,

duznueckoe COCTOSTHUE, SKCTPArupyroUIuil pacTBOPUTENb U KOIPPUIUEHT
DKCTPAKLUH JIEKAPCTBEHHOTI'O CPEJICTBA HE U3MEHSIOTCS.

. Eciin B cocraBe JieKapCTBEHHOI'O Ipenapara JUisl NapeHTepaIbHOrO0 BBEACHUS

HCIIOJIB3YCTCA IKCIJIATHUH, HpOHSBG}IGHHBIﬁ nus3 KOCTCﬁ, €ro Ipou3BOJACTBO
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JIOJDKHO OCYIIECTBIISITHCS MCKIIOYUTENIHFHO B COOTBETCTBUU C TPeOOBAHUAMU
CTpaHBI TPOU3BOAUTEISL.

8. B peructpaninoHHOM J0ChE OCTAETCs 10 MEHbIIEH Mepe OUH MPOU3BOAUTEIH
ATOM CYOCTaHIIUH.

9. Eciim aktmBHas ¢apmareBTHUecKas CyOCTaHITUS HECTepuibHA, HO OyIeT
HCIIOJIb30BAThCS B COCTaBE CTEPHIILHOTO JIEKAPCTBEHHOTO Tpernapara, Toraa, B
cootBercTBuU ¢ CEP, Ha mocienHeM »Tarne CHHTEe3a Helb3s HCIO0JIb30BaTh BOY
WIA, €CIM TaKoe TMPOUCXOANT, HEOOXO0IUMO OOECHeunTh OTCYTCTBHUE
OaKTepUaIbHBIX YHIOTOKCUHOB B aKTUBHOM (papMalieBTHUECKON CyOCTaHIIUU.

JloxymeHnTanus

1. Kormuss  peiicTBytomero (0OHOBIEHHOTO) cepTU(HKAaTa  COOTBETCTBHUS
EBponerickoit @apmakornee.

2. Ilpn moGaBieHNH MPOU3BOJCTBEHHOHN IIOMIAJAKH — B 3asBJICHUU O BHECEHUH
U3MEHEHHUW, a TakKe JIONOJHUTEIbHO B COMNPOBOJUTENHHOM IHUCHME,
HEO0OXO0IMMO YeTKO 0003HAYUTh TEKYIIUX U MPeJIaraeMbIX MPOU3BOTUTEICH.

3. [lompaBka K COOTBETCTBYIOIIEMY pa3zeny (pasfenaM) perucTparioHHOTO
JI0Che

4. Ecnmu mpuMeHUMO, JOKYMEHT, COJEp)Kallluii CBEJIEHUS O BCEX MaTepuaiax,
BXomsmmx B cdepy mnpumeHeHuss crtatbu @Dapmakornen Coro3a WU
EBponenckorn ®dapmakonen MO MHUHUMH3AUMU pHUCKA IE€peadyvl arcHTOB
ry0yatoii  sHuedamonaTUM  KUBOTHBIX  IOCPEICTBOM  JIEKAPCTBEHHBIX
MpernapaToB JUIsi MEIUIMHCKOTO U BETEPUHAPHOTO MPUMEHEHUS, BKIIIOYAs
UCIIOJIb3yeMbIe B MPOU3BOJCTBE aKTHUBHBIC (hapMalleBTUUECKOW CyOCTaHIIUU
(BcmoMoraTrenpHOTrO BelecTBa). [l Kakaoro Takoro poaa maTepuaia
HEOOXOIMMO TIPEJICTABUTH CIIEAYIOIINE CBEACHH: HA3BaHUE MPOU3BOIUTEINS,
BUJI KUBOTHBIX W TKaHW, W3 KOTOPHIX TMOJY4eH MaTepuayi; CTpaHa
MPOUCXOXKICHUS )KMBOTHBIX U €r0 UCIOJIb30BAHHUE.

5. B otTHomeHun akTUBHOW (hapMalleBTUYECKONW CYOCTaHIMU: JeKJIapaius
YIOJHOMOYEHHOTO JIMIA KaXKIOro JIMIIEH3UPOBAHHOIO IPOU3BOIUTENS,
YKa3aHHOTO B 3asBJICHHUM, HCIOJb3YIOIIETO0 AaKTUBHYIO (hapMalieBTHUYECKYIO
CyOCTaHIIMIO B KayecTBE MCXOJHOTO MaTepuaia, U YINOJIHOMOYEHHOIO JIHIa
Ka)KIOr0 JIMLIEH3UPOBAHHOIO IPOU3BOAMTENS, YKAa3aHHOIO B 3asBICHUM B
KayecTBe OTBETCTBEHHOI'O 3a BBINNYCK cepuil. B nexmapamnusx HeoO6XoanMo
yKa3zaTh, 4TO MPOM3BOJUTENIb AKTUBHOW (hapMaleBTUUECKOM CyOCTaHIIMH,
YKa3aHHbBIN B 3asBJIEHUH, OCYILECTBISIET CBOIO JIEATEIbHOCTh B COOTBETCTBUHU C
[IpaBunamMu MPOU3BOJACTBEHHON MPAKTUKUM B  OTHOLIEHUHM HMCXOIHBIX
matepuanoB.  Ilpu  ompeneneHHBIX  OOCTOATENBCTBAX  JIOMYCKAeTCs
NpPECTaBIATh OAHY JeKiapauuio (cM. mpuMmedanue Kk u3Mmenenuto b.I1.6.1).
Ecnu 3aTparuBarotcst kakue-muO0 OOHOBIIGHUS CepTU(UKATOB HA aKTUBHBIC
dapmarieBTHUECKHE CYOCTAaHIIMM W MPOMEXKYTOYHBIE TMPOIAYKTHI, OT
MPOU3BOJIUTENCH MPOMEKYTOUHBIX MPOJIYKTOB TakKe TpedyeTcs IeKiaparus
YIOJIHOMOYEHHOTO JIMIA; IeKJIapalys YIIOJHOMOYEHHOTO JINIIA HYKHA, TOJIBKO
€clid 0 CPaBHEHHMIO C paHee 3aperUCTPUPOBAHHON BepCHel cepTH(HKaTa
UMeeTCs  M3MEHEHHEe  JCHCTBYIOIIMX,  BKJIIOYEHHBIX B  TEpeyYeHb
MPOU3BOJICTBEHHBIX IIOMIA0K.
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6. Hannexxariee MOATBEpKACHNE, CBUICTEIBCTBYIONMIEE O COOTBETCTBUH BOJBI,
UCIIOJIb3YEMOI Ha MOCIJIEHEM JTale CHHTE3a aKTUBHOM (papManeBTUYECKOMN
CyOCTaHLIMU, COOTBETCTBYIOUIMM TpeOOBaHUSAM KauecTBa JJI BOJBI JUIS
(apMaleBTUYECKOTO MPUMEHEHHUS.

B.111.2. U3meHnenus AKTUBHOM
dbapmaneBTHYECKONW CyOCTaHIIUU
¥ BCIIOMOTATEJIFHOTO BEIIECTBA B
Heisix cooTBeTcTBUs Papmakoree

Coro3za, (dhapmakoriee
rocyapcTBa-ujieHa WIH APYTUM
dapmakonesm COIJIaCHO

Konnenuuu rapmonusanuu

HeoOxonumeie
YCIIOBUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa
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a) U3MEHEHUE cnenu(puKanuu
(cneruuxanuii) paHee
HedapMakoneitHOM cyOCTaHITUN B
HeJsiX cooTBeTcTBUsA Papmakornee
Coro3a WIH dapmaxomnee
rocy/apcTBa-ujieHa

1. AkTuBHOM
(hapMarieBTHIECKOM
cyOcTaHIu

1,2,3,4,5

1,2,3,4

|1Any

2. 3smeHenue HWCXOJTHOTO
Marepuana JUTSE
BCIIOMOTaTeIbHOIO  BEIIEeCTBa
WA aKTUBHOM
(hapMarieBTHYECKOM
cyOcTaHIIU

1,2,4

1,2,3,4

0) H3MEHEHUS B LEJISIX
COOTBETCTBUS 00HOBJIEHHOU
COOTBETCTBYIOIIEH CTaThe
dapmakonen Coro3za,
dapmakoriee rocyaapcTBa-uicHa
WIn TPYTUX dbapmakorieit
COTJIAaCHO Konnenmuu
rapMOHM3ALUU

1,2,4,5

1,2,3,4

B) U3BMEHEHUE crenuduKanuii ¢
dbapmakoren rocyaapcTBa-ujicHa
Ha @apmakornero Corosza

1,4,5

1,2,3,4

T') UI3MEHEHHE C IIeJIbI0 3aMEHbI
METOJIUKH HUCIIBITAHUH
MPOU3BOIUTENSI HAa  METOJUKHU
dapmakonen Coro3za,
dbapmakonen TrocyaapcTBa-diieHa
u (wmm) apyrux Qapmakornen
COIUIACHO Konuenuuu
rapMOHM3allUM B  OTHOUIEHUU
AKTUBHOMN bapmareBTHIECKOM
cyOCTaHIIMU, BCIOMOTATEIbHOIO
BELIECTBA, UCXOJAHOIO0 MaTepuaa
u (naM) martepuana IMEepBUYHOU
YIaKOBKHU

1,2,3,4

1) U3MEHEHUE  KIlacCU(UKAIIH
BCIIOMOTATEILHOTO BEIIECTBA C
«HOBOT'O BCIIOMOTATEILHOTO
BEILIECTBA» (3.2.P4.6) Ha

6,7,8,9, 10

1,2
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«BCTIOMOTATEIILHOE BEIIECTBO
corimacHo dapmakomnee Coro3a u
(wmu)  gpyrux  dapmakomnei
COTJIaCHO Konueniuun
rapmonmszanun» (3.2.P.4.1)

YcnoBug

1.

O

HN3menenue OCYHMECTBIISICTCA UCKIIIOYUTCIIBHO B LEJIAX ITOJTHOTO COOTBCTCTBUA
(bapMaKonee. Bce ucnpiTanus B CHGI_II/I(bI/IKaHI/II/I JOJIDKHBI COOTBCTCTBOBATH
(i)apMaKOHeﬁHOMy CTaHOapTy IIOCJIC H3MCHCHHA, 34 HUCKIIIOUYCHHUCM JIFOOBIX
JOITIOJIHUTCIIbHBIX BCIIOMOI'aTCJIbHBIX HUCITLITAHUIN

. JlononHutenpHble K (papMakoriee crnenupukanui Ha TPOAYKT-CHEeU(PUIHbIE

CBOICTBA HE W3MEHAIOTCS (Hampumep, MNOpoQWiId pa3MepoB YaCTHII,
noauMopdHast popma WiH, K IpuMepy, OM0JIOTMISCKUE METOIUKH, arperaThl).

. 3HaUMMBbIE M3MEHEHUS KA4YeCTBEHHOTO M KOJMYECTBEHHOTO mnpoduien

pUMeceil OTCYTCTBYIOT (32 UCKITIOUEHUEM Y)KECTOUCHUS CIIEITU(BUKAIIHI).

. JlomomHUTeNbHAS BaJMWJAMS HOBOM WJIM W3MEHEHHOW (QapMaKoneHHon

METOAUKU HE TpeOyeTcs.

. PactutensHblie (bapMaI_leBTI/I‘-IeCKI/Ie CY6CTaHI_II/II/IZ crioco0 IIpOU3BOACTBA,

dbuznueckoe COCTOSTHUE, OKCTPareHT W KO3(PQPUIUMEHT  OKCTPAKIHH
JIEKapCTBEHHOTO CPEACTBA HE U3MEHSIOTCS.

. BcnomorarensHoe BCIICCTBO TIIOJJHOCTBIO COOTBCTCTBYIOT Tp€60BaHI/IHM

MOHOTpauu  COOTBETCTBYIOWIEH  apMakomew, W  BCE  HCIBITAaHUS
COOTBETCTBYIOT (hapMaKOMEHHBIM CTaHIAPTaM

. JlonmomHuTENbHBIE MapaMeTpbl creru(UKaU, Kacaroluecs CrenupuIecKux

CBOWCTB, HE U3MEHSIOTCS (HAIpPUMEp, PAcIpelIeiICHUe YacTHIl M0 pa3Mepam,
nonmuMopdHast ¢GopMa WM, HANpUMeEp, KOJIMYECTBEHHOE OIpeaesieHue
OMOJIOTUYECKHUM METOJIOM, arperaThl)

. BcmomorarenbHO€ BEIIECTBO JIOIKHO OCTABaThCSI HEM3MEHHBIM
. JlomomHUTEbHAS BalWJaIlds HOBOTO HJIHM HM3MEHEHHOro (apmakomeiHoro

MeTo/a He TpeOyeTcs

10. BcnomorarenbHoe BEHIECTBO YyXe ObLI0O 0J00pPEHO  YMOJIHOMOYEHHBIM

OpraHom Ajisd IpUMCHCHUA B JICKAPCTBCHHOM IIPCIIapaTC ¢ KOHKPCTHBIM IIYTCM
BBCICHU:.

JlokyMeHTauus

1.

2.

3

[TonpaBka K COOTBETCTBYyIOLIEMY pa3zzeny (pasfenaMm) perucTparioHHOIO
JIOCBE.
CpaBHuTenbHas TaOIUIA TEKYIUX U MIPEAJIaraeMbIX CTIeIH(pUKAIIAN.

. Jlanusie ananm3a cepuii (B (hopmaTe CpaBHUTEIBHOM TaOIHIIBI) O MEHbIICH

Mepe 2 TPOMBIIIJIEHHBIX CEPUI COOTBETCTBYIOIIEH CyOCcTaHIIMM (BElIecTBa) 1Mo
BCEM UCHBITAHUSAM HOBOM crneuuukanuum ¥, JOMOJIHHUTENbHO, €CIU
IIPUMEHUMO, PE3yJbTAaThl TECTAa CPABHUTEIBHOM KUHETUKU PACTBOPEHHUS IO
MEHBIIEH MEpe OJHOM ONBITHO-NIPOMBIIIICHHON CEpUU JIEKAPCTBEHHOTO
npenapara. B OTHOIIEHUM JIEKapCTBEHHBIX PACTUTENBHBIX ITPENapaToOB MOTYT
OBITh 1IOCTATOYHBI JAHHBIE CPABHUTEIBHON PacnagacMOCTH.
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4. JlaHHble, TOJTBEPXKIAIOIINE MPUTOJHOCTh CTaThbU AJII KOHTPOJS KayecTBa
cyOCTaHIIMU, HANpUMEp, CPaBHEHHE IMOTCHIHAIbHBIX MpPUMECEed C HHBIMHU
crienuGUIMPOBaHHBIMU U ompenensieMbiMu mpumecsiMu B ADC, ucxoaHoM
MaTepHraJie UM BCIIOMOTaTEIbHOM BELIECTBE.

[lpumeuanne |He TtpeOyercs yBemOMISTH YIOJHOMOUYEHHBIE OpraHbl 00
oOHoBnenun crateu @Papmaxoren Coro3a win (apmakoneu
rocylapcTBa-awieHa B Cllydae BHEApEHUs crnenuduxanuu
COOTBETCTBYIOIIEH OOHOBIICHHOI CTaThe B TE€UeHHE 6 MeCSIeB
nocie ee OmyONMKOBaHMA W HAJIMYMU CCBUIKM Ha «TEKyIIee
u3gaHne  (JeHCTByOIIee  W3/JaHME B COOTBETCTBHH  C
3aKOHO/IaTeJILCTBOM TOCYJapCTBa-4wieHa)» B PETUCTPAIMOHHOM
JI0ChE 3apETUCTPHUPOBAHHOTO JIEKAPCTBEHHOTO TIpernapara.

B.IV. MenunuHckue wu3nenuss WM HWHas TpoAyKuus (yCTpOMCTBO,
KOMIUJICKTYIOIIIEE  CPEACTBO),  BXOAAIIAas B  KOMIUIEKT  yIAaKOBKH
JIEKapCTBEHHOT O Mpenapara

b.IV.1. U3meHnenue Heo6xomumeie | Jlokyments! u | [Ipouemypa
KOMIUIEKTYIOIIETO CpeacTBa s YCIIOBUSA JTaHHBIC

JIO3UPOBAHUS BKJTtOUast

MEAUIIMHCKOE  U3Jelaue  JUid

BBEJICHUS

a) 100aBJICHHUE WITH 3aMEHA
YCTPOWCTBA, KOMIUIEKTYIOILIETO
CpeACTBa, BKIIIOYasi MEJUIIUHCKOE
U3JIeNIe, He SBIISIOIIETOCS
YaCThIO IEPBUYHON yIIAaKOBKH

1. Memuuuuckue A37ICTINA,
3aperucTpupOBAHHBIE B
COOTBETCTBUHU [IpaBuamu

perucTpaliii M JKCIEPTU3bI
0e30macHOCTH,  KayecTBa U
3 PEKTUBHOCTH METUIIMHCKUX
W3J1eNnN, YTBEPKICHHBIMU
Pemnrenunem CoBera| 1,2,3,5,6 1,2,3 |1Any
EBpaszuniickoi  SKOHOMHYECKOU
komuccuu ot 12 despans 2016 .
Noe 46 wnum B COOTBETCTBUM C
3aKOHO/IATEIIbCTBOM
rocyJapcTBa-4jieHa WJIn
paspelieHHble K 0OpalleHuio B
TPEThUX CTPaHAX

2. MeauuHCKUE HW3AENUs WU
MHas NpoAykuus (ycTpoucCTBO,
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KOMIUIEKTYIOLIEe CpPEJICTBO),

KOTOpbIE MOTYT OKa3aTh
CYLIECTBEHHOE  BJIMSHUE Ha
JIOCTaBKY JEHCTBYIOIIETO
BEIllECTBA JIEKapCTBEHHOT O
npernapara (manpumep,
creiicepbl JO3UPYIOIINX

WHTaJISITOPOB, HEOYIaii3ep)

0) UCKJIFOYEHHWE WM 3aMeHa
MEIULIMHCKOTO U3IEIUS WIITH HHOU
IPOIYKITHH (ycTpoticTBa,
KOMILICKTYIOIIIETO CpeJICTBA),
BXOJIAIIEH B KOMIUICKT YITAKOBKU
JICKapCTBEHHOTO Mpernapara

4 1,4 |Any

B) J00aBlieHME WX  3aMeHa

YCTPOWCTBA 158105
KOMILJICKTYFOIIIETO Cpe/ICTBa, — — 1
ABJISFOIIUXCS YaCThIO MEPBUYHOMN
YIaKOBKH
YcnoBus
1. [Ipemymaraemoe wu3nenue ¢ u3Mepsomed QyHknuend (yCTpOWCTBO IS

(2l >

JO3UPOBaHUSA)  JOMHKHO  TOYHO  OTMEpPUBATH  HEOOXOAMMYIO  JI03Y
paccMaTpUBaeMoOro JIEKAPCTBEHHOTO IIpernapaTa COINIACHO OJI00OpEHHOMY
criocoOy mpuMeHeHus. Pe3ynbTaThl TAKMX UCCIIEIOBAHUN UMEIOTCS B HATUYHUH.

. HoBoe m3nenue c msmepsromein GyHkiuend (yCTpONUCTBO AJiA JTO3UPOBAHUS)
COBMECTHUMO C JIEKAPCTBEHHBIM MPETIapaTOM.

. I3meHeHne He TOMKHO MPUBOJIUTH K 3HAUMMOMY U3MEHEHUIO UHPOPMAITUHU O
JIEKAapCTBEHHOM Mpemnapare.

. JlekapcTBEHHBIN MpenapaT MOKHO MPOAOIKATH TOUHO JO3UPOBATh.

. MenuuuHCcKOe W3JENHEe HE UCIONb3YeTCS B KAauyeCTBE PAaCTBOPUTENS
JIEKapCTBEHHOTO Mpernapara.

. Eciiu mpegycMoTpena ¢QyHKIMS TOYHOTO JO3UPOBaHMS, MH(POpMAIUs O Hel
JIOJDKHA OBITh BKJIIOYEHA B PETUCTPAIMOHHOE JOChE JIEKAPCTBEHHOTO
npernapara.

JoxymeHnTanus

1

2

. IlonpaBka K COOTBETCTBYyIOLIEMY pa3zeny (pasfenaMm) perucTparioHHOTIO
JIOChE, BKIIIOYAasi CXEMY KOMIUIEKTYIOIIETO CpPeACTBAa WM MEIULIUHCKOTO
U3JIeNNs, a TaKKe COCTaB UX MAaTepUalioB, MH(OpPMAIMIO O MPOU3BOAUTEIE,
€CIM TPUMEHUMO, a TaKXK€ COOTBETCTBYIOIIMI TepecMOTp HHGPOPMAIUU O
JIEKApCTBEHHOM Mpemnapare.

. JIOKyMEHT, NOATBEPKIAIOIINN PETUCTPALMIO MEAULIMHCKOTO nU3sienus B Corose

WIA B COOTBETCTBUM C 3aKOHOAATEIbCTBOM TIOCYJapCTBAa-wIEHA WIN
paspelnieHne K 00palleHuIo B TPEThbUX CTpaHax (eciivi MPUMEHHMO)
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3. JIOKyMEHTBI W CBEICHUS, TMOATBEPKIAIONIUE TOYHOCTh JO3UPOBAHHS U
COBMECTUMOCTh KOMIUIEKTYIOIIETO CPEICTBA WJIM MEIUIMHCKOTO W3JCIHS C
JIEKapCTBEHHBIM ITPENapaToOM.

4. O00CHOBaHUE HCKIIOYECHHUS WM 3aMEHbl MEIUIIMHCKOrO H3AEIHS WM HHOU
MPOAYKIMH (YCTPOMCTBA, KOMILJIEKTYIOIIETO CPEICTBA).

[Ipumeuanue |[ns B.IV.l.B — eciu u3MeHeHUE NPUBOAUT K OOpPa30BAHUIO
HOBOW JIEKapCTBEHHOW ()OPMBI, TO TaKO€ H3MEHEHUE TpeOyeT
MI0/1a4H 3asIBJICHUS O PACIIMPEHUH PETUCTPALUU.

b.V. BHecenus usmeHeHuid B perucTpaliiOHHOE 10Che, 00YCIOBICHHBIE
WHBIMH PETYJISITOPHBIMU MPOLIEAYPAMHU

B.V.a) MOIT (MDBA)
b.V.a.l. Bkitouenue HoBorO, | HeoOxonumsie | Jlokymentst u | [Ipouenypa
O0OHOBJICHHOTO WIH YCIIOBUSA JTaHHBIC

UCIPABICHHOTO  MacTtep-(daiina
mia3Mbl B PETUCTPALIUOHHOE
JI0Ch€ JIEKapCTBEHHOI'O IpernapaTa
(mpoueaypa M®II
2-T0 3Tarna)

a) IepBO€  BKJIFOYEHHE HOBOTO
Macrep-daiina TJ1a3MBbl,
BIIUSIFOIIICTO Ha CBOMCTBA
JIEKapCTBEHHOTO TIpernapara

0) mepBoe  BKJIIOYEHHE HOBOTO

mactep-(daiina  1Ia3Msl, _He i 123 4 B
BITUSIOIIETO Ha CBOICTBA

JICKapCTBEHHOTO Mpernapara

B) BKJIFOUEHHUE O0OHOBJIEHHOT'O

(ucmipaBneHHOTO) MacTtep-daiina

IUIa3Mbl: W3MEHEHHUS BIIMSIOT Ha - 1,2,3,4 IB
CBOMCTBA JIEKApCTBEHHOT' O

npemnapara

T') BKJIIOYEHHE O0OHOBJICHHOT'O

(ucmipaBneHHOTO) MacTtep-daiina

IUIa3Mbl: W3MEHEHHUSI HE BIIHSIIOT 1 1,2,3,4 |1Any
Ha CBOWMCTBa JICKQpPCTBEHHOTO

npenapara

Ycnosus

1. Ha o6HoBnenHsbIi min n3menenHsiid MOII BeiaHo 3akinrouenue (cepTudukar,
ceuzerenscTBo) Coroza Ha MO®II, B coorBeTcTBUU € mpuiioxeHuem Ne 1 k
[IpaBunaM perucTpanuu 1 SKCIepTU3bL.
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JloxymeHnTanus

1. IlonTBepkneHue, 4TO 3aKiroveHue (cepTudukar, cBuaeTenbctBo) Coro3a Ha

M®OII 1 3KCnepTHBIN OTYET NOJHOCTHIO IPUMEHUMBI K 3aPETUCTPUPOBAHHOMY
JeKapcTBeHHOMY Tipenapary. Jlepxkarens MO®II mnpencraBun aepxkareiro
PETUCTPALIMOHHOTO YAOCTOBEPEHHUsI (€CIM JepiKaTellb PEruCTPalMOHHOIO
ynoctoBepeHust u aepxarenb M®II He ABISAIOTCS OOHUM M TEM XKE JIULIOM)
3akmoueHue (ceprudukar, cumerenbctBo) Coroza Ha MOII, skcnepTHBIHA
oTuet u gocbe Ha MOII. 3axmtouenue (ceprudukar, cBuaeTenbcTBO) Coro3a Ha
MO®II n 5kCepTHBIA OTYET 3aMEHSIOT IPEABIAYINYIO ToKyMeHTanuo Ha MODII
JUIs1 JAHHOTO JIEKAPCTBEHHOI'O Mperapara.

2. 3axmouenne (ceptudukar, ceuaeTeabcTBO) Coroza Ha M®PII u skcnepTHBIH

OTYCT.

3. HeKJ’IapaI_II/I}I YIOJIHOMOYCHHOT'O JIMIAd, XapaKTCpU3yromiasd BCC BBOJIHMMLBIC C

nomoIpio cepTudunupoBanHoro M®II u3MeHeHHS M OIEHHUBAIOMIAS HX
MOTEHI[MATIFHOE BJIMSHUE Ha JICKAPCTBEHHBIC MperapaThbl, BKIIOYas OLEHKH
MPOYKT-CIIEIIU(UIHBIX PUCKOB.

4.B (bopMe 3asBJICHUSI O BHECECHMU H3MCEHCHUM H606XOI[I/IMO YCTKO OTpPa3HuTh

«JIEUCTBYIOLIEE» U «TpesIaracMoe» 3aKJII0YEHUE (cepTuduxkar,
cunerenscTBo) Coro3za Ha M®II (Homep Koaa) B PErUCTPALIMIOHHOM JIOCHE.
Ecnu npumenumo, B opme 3asBJICHUS O BHECEHUN U3MEHEHHI TAK)Ke CIeTyeT
YeTKO nepeyuciuTh Bce npourie MOII, Ha KOTOpble cOnepxk aTcs CCHUIKH B
PETUCTPALIMOHHOM JOChE JIEKAPCTBEHHOT O IIpemnapara, naxe eciu 3tu MOII ve
SBJISIIOTCS PEIMETOM 3asIBJICHUS.

b.V.a.2. Bkitouenue HOBoOrO, | HeoOxonumsie | Jlokymentst u | [Ipouienypa
O0OHOBJICHHOTO WIH YCIIOBUSA TTaHHBIC
HCIPABICHHOTO  MacTtep-(daiina

BaKIIMHHOTO aHTHUTEHA B

PETUCTPAITMOHHOE J10Che

JIeKapCTBEHHOTO npernapara

(mpouenypa M®BA 2-ro 3Tana)

a) IepBO€  BKJIIOYEHHUE HOBOTO

mactep-aiina BaKIIMHHOT'O - - I
aHTHUTeHA

0) BKJIIOUEHUE OOHOBJICHHOTO

(uctipaBneHHOTO) Mactep-daiina

BaKIIMHHOT'O aHTHUT'CHA: - 1,2,3,4 IB
W3MEHEHHs BIUSIOT Ha CBOMCTBA

JICKapCTBEHHOTO TIperapara

B) BKJIFOUEHHUE 0OHOBJICHHOT'O

(uctpaBieHHOT0) MacTtep-(paiina

BaKIIMHHOTO aHTHUTCHA: 1 1234 Any
W3MEHCHHWsI HE  BIUSIIOT Ha

CBOMCTBA JIEKapCTBEHHOTO

npemnapara
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VYcnoBus

1. Ha o6HOBieHHBIN min u3MeHeHHbI MOBA BriiaHo 3akimtoueHue (ceprudukar,
cuzerensecTBo) Coroza Ha MPBA B cooTBeTcTBHM ¢ mpuiiokeHrueM Ne 1 k
[TpaBuiam peructpanuu 1 3KCIepTU3bI

JlokymMeHTanus

1. lexnapamusi, 4to 3akitoueHue (ceptudukar, cBumerenbcrBo) Coro3a Ha
M®BA u 3kCniepTHBIN OTUET MOJTHOCTHIO MPUMEHUMBI K 3aPETrUCTPUPOBAHHOMY
JekapcTBeHHOMY mpernapary. Jepxarens M®BA mpeacraBui aepikaTemto
PETHCTPAIMOHHOTO YAOCTOBEPEHUs (€Ciau JAepiaTellb PErucTpaluoOHHOrO
yaoctoBepenus u aepxkarenb MOBA He ABISIOTCS OJHUM U TEM XKeE JHUIIOM)
3akmroueHue (ceptudukat, cBuperenbctBo) Coroza Ha M®BA, skcnepTHBIN
otueT U nocke Ha MDBA. 3akntouenue (ceprudukar, cBuaeTenbctBo) Corosa
Ha M®BA u 3KCOepTHBIA OTYET 3aMEHSIOT MPEIBIAYIIYIO JOKYMEHTALUIO Ha
M®BA 151 1aHHOTO JEKapCTBEHHOTO Tpernapara.

2. 3axmouenue (ceprudukar, cBuaerensctBo) Coroza Ha MOBA u 3kcniepTHbIN
OTYET.

3. Jleknmapanusi yImoJTHOMOYEHHOTO JIMIA, XapaKTEPU3YIOMIas BCE BBOIMMBIE C
nomonipio ceprudunrpoBanHoro MOBA u3MeHeHHs U OLIGHHUBAIOMIAs WX
MOTEHI[MAJIbHOE BJIMSHUE Ha JIEKAPCTBEHHBIE IpENapaThl, BKIIOYAs OLIEHKU
MPOYKT-CIIEIIU(UIHBIX PUCKOB.

4. B ¢opme 3asdBiIeHHS O BHECEHUM HM3MEHEHUN HEOOXOJMMO YETKO OTPa3UTh
NEHCTBYIOIIEe U TpeisiaraeMoe 3akitoueHue (cepTUduKar, CBUIETEIHCTBO)
Coro3a Ha MOBA (HOMep K0/1a) B perUCTpaIlMOHHOM JTocke. Eciii mpuMmennmo,
B (hopMe 3asBJICHUSI O BHECEHUU U3MEHEHHM TAK)KE CIIETYET YETKO MEPEUUCITUTh
Bce npoune M®PBA, Ha KOTOpBIE COAEPKATCS CCHUIKM B PETUCTPALMOHHOM
JIOChE JIEKapCTBEHHOI'0 IMpemnapara, aaxe ecau 3T MOBA He sBistoTcA
MPEIMETOM 3asIBJICHUS.

b.V.0) O6HOBIEHUS B pe3yJIbTaTe 3aMPOCOB YIIOJTHOMOUYEHHBIX OPIaHOB
(9KCTIIEPTHBIX OPTaHU3AIIHI ), B TOM YHCIIE 10 UTOTaM PaCCMOTPEHHSI BOIIPOCOB
DKCHEPTHBIM KOMUTETOM

b.V.6.1. O6noBnenue nocre mo| Heoboxomumeie | [Joxyments u | [Ipouemnypa

KauecTBy, HalpaBJI€HHOE  Ha yCJIOBUS JTAHHbIE
peanusanuio 3aKJTIOYCHUS
3amnpoca YIOJIHOMOYEHHOTO
oprasa (axcniepTHOM

opraHuzanuu)  (peKoMeHaaluu
DKCHEePTHOTO KOMUTETA)

a) U3MEHEHHE peannsyer

3aKJII0YEHUE WIN 3anpoc

YIOTHOMOYEHHOTO oprasa 1 19 Any
(9KCTIepTHOM OpraHHu3aIun) ’

(pekoMeHaauu DKCHepTHOTO
KOMUTETA)
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0) rapMoHM3alUsl ~ JIOCbE€ IO
KauecTBy HE SBJISIACh YacTbIO

3aKTFOYCHUS WIH 3arpoca

YIOJIHOMOYEHHOT'O oprana

(axcniepTHOM OpraHu3aIuun) - - 1
(pekoMeHaaIuu DKCHIepTHOTO

KOMHUTETA), u O0OHOBJICHHE

HAIPABJICHO Ha ero

TapMOHU3AIHIO

VYcnoBus

1. Pe3ynbrar He TpeOyeT nambHEHUIIIEH SKCIIEPTH3HI.

JloxymeHnTanus

1. IlpunoxkeHHOE K CONMPOBOAMTEIILHOMY IHUCHMY 3asBICHHUS O BHECCHHH
U3MEHEHUN: CChUIKA Ha paccMaTpUBaeMOE 3aKIIOUEHHWE WM Ha 3ampoc
YIOJHOMOYEHHOTO oOpraHa (9KCHEPTHOM oOpraHu3anuu) (PEeKOMEHIAIUIO

DKCIEPTHOTO KOMHUTETA).

2.B nocbe HEOOXOAMMO YEeTKO OOO3HAYUTh W3MEHEHUs, BHECEHHBIE B XOJe
YIOJIHOMOYEHHBI  OpraH

mpoueaypsl  oOpamieHusi B
OpraHu3aIuIo).

(3KCHEepTHYIO

B paznene B tabnuiib:

noapaszaeinsl B.l.1 — B.1.8 u3noxute B ciieayronei pe1akuuu:

«B.I. JIekapcTBeHHBIE IpenapaThl Aj1s1 MEIUIUHCKOTO TPUMEHEHUS

B.I.1 U3menenue o0reit
XapaKTCPUCTUKH JICKAPCTBEHHOTO
npernapara, MaKeTOB YIaKOBOK
WIH WHCTPYKIIUH 1o
MEIUITTHCKOMY MIPUMCHCHHIO
(JTMcTKa-BKIIAIBIIIA),
HANIPABJICHHBIE Ha pealu3aIuio
TpeOOoBaHUH, YKa3aHHBIX B
3aKITFOYCHHUH WA 3arpoce
YIIOJTHOMOYCHHOTO opraHa
(9KCIIEpPTHOI OpraHu3aIim)

HeoOxoanMmeie
YCIIOBHUS

JIOKyMEHTBI U
JTAHHBIE

IIpouenypa

a) perucTpaoHHOE J0ChE
JIEKapCTBEHHOTO npernapara
IPOXOJIUT AKCIIEPTUIY B
YIOJTHOMOYEHHOM oprase
(9KCIIEpPTHOM OpraHu3aIim)

1,2,3

1Any

0) perucTpalroHHOE JOChE
JIEKapCTBEHHOr0 Ipernapara He

1,2,3

»;
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N0/IaBAJIOCh HA JKCIEPTH3Y B

YIOJIHOMOYEHHBIN opra’
(3KCTIEpTHYIO OpTraHU3aIMio), HO
U3MEHEHHUS peanu3yoT
TpeOoBaHus, yKa3aHHbIE B
3aKITIOYCHUH WIH 3arfpoce
YIOJIHOMOYEHHOT'O oprana
(axcniepTHOM OpraHu3aIun),

HOBBIC AOIIOJJHUTCIBHBIC JAHHBIC
ACPIKATCICM PCTUCTPAIMOHHOIO
YAOCTOBCPCHUA HE IIPCACTABJICHBI

B) U3MEHEHUS peanu3yoT
TpeOoBaHus, yKa3aHHbIE B
3aKITI0YEHUH WIH 3arpoce
YIIOJTHOMOYEHHOT'O opraHa
(aKCTIEpTHOM OpTaHu3allvn),
JepKaTeinb  PErUCTPallMOHHOTO
yIOCTOBEPEHUS MpeICTaBUI

HOBBIC JOIIOJHHUTCIIBHBIC JaHHBIC

VYcnoBug

1. U3smenenue peanusyeT GOpMYyIHUPOBKY, 3aTpPeOOBAHHYIO YIOJIHOMOYEHHBIM
OpraHoM, ¥ He TpeOyeT Mojauu JOMOTHUTEIBHBIX CBEICHHUN U (WJIN) JaJIbHEHUIIeH

OKCIICPTHUIELI.

JlokymMeHTauus

1. 3asBneHne O BHECEHMM H3MEHEHHI: CChUIKA Ha 3aKIIOYCHHE WIIHM 3alpoc
YIOJHOMOYEHHOTO OopraHa (3KCIepTHOM OpraHu3alim) ¢ IpHoOIIeHHON 001en
XapaKTEePUCTUKOM JIEKAPCTBEHHOTO IIpernapara, MaKeTaMU YIIaKOBOK WIIU

JINCTKOM-BKJIAABIIIICM.

2. [lexnapans, 4YTO COOTBETCTBYIOIIUE
XapaKTEPUCTUKH  JIEKAPCTBEHHOTO

pas3aensl
npernapara,

MAaKE€TOB

npearaeMbix — 0o1en
YIIaKOBOK U

WHCTPYKIIUU TI0 METUIIMHCKOMY MPUMEHEHUIO (JINCTKA-BKIJIA/IbIIIA) UICHTUIHBI
NpUOOIIEHHBIM K 3aKJIIOUYEHHIO WM 3alpocy YIOJIHOMOUYEHHOIO OpraHa

(9KCTIepTHOI OpraHU3aIum).

3. [lepecmoTrpenHast uHpopMaIus 0 JIEKapCTBEHHOM Ipernapare.

B.1.2. Usmenenue oOreit
XapaKTePUCTUKH JICKAPCTBEHHOTO
nmpernapara, MaKEeTOB YIAaKOBOK

WA HHCTPYKIIUH 30
MEUIIUHCKOMY MPUMEHEHUIO
(JIMcTKa-BKJIA bIIIA)
BOCITPOM3BEICHHOTO, WA
TUOPUIHOTO, WU
01M0aHAJIOTHYHOT'O

JICKAapCTBCHHOT'O nmpemapara

HeoOxonumeie
YCIIOBUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa
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Mocjie  OLEHKH  TOTO  XKe
W3MEHECHUS pedepeHTHOrO
JIEeKapCTBEHHOTO Mpenapara

a) peamu3anus WU3MCHEHUS
(u3MeHeHHi), B  OTHOIICHUHU
KOTOPOTO oT JeprKaTens
PETUCTPAIIHOHHOTO

yIIOCTOBEpEeHUsT He Tpedyercs
NIPE/ICTABIISATh HOBBIE

JOITIOJIHUTCIIbHBIC JAaHHBIC

1,2

0) peanuzanus U3MEHEHUS

(u3mMeHeHul), TpeOyroLMX

MpeICTaBICHUS JepKaTeneM

PEerucTpauoOHHOIO

YIOCTOBEPEHHUS HOBBIX — — 1
JTOTIOTHUTENbHBIX JTAaHHBIX,

000CHOBBIBAIOIINX TaKue

M3MEHECHUS (Hampumep,

COTIOCTaBUMOCTb)

JoxymeHnTanuus

1. IlpunoxkeHHOE K COMPOBOAUTEIILHOMY IHCHbMY 3asiBICHUS O BHECEHUU
M3MEHEHHUIA: 3aMpoC YITOJIHOMOYEHHOTO OpraHa (eciau MPUMEHUMO).
2. IlepecmoTpenHas nHGoOpMAaIHs O JIEKAPCTBEHHOM TIperapare.

B.1.3. U3menenne  (M3MEHEHHUS)
oOmen XapaKTePUCTUKU
JIEKapPCTBEHHOTO nperapara,
MaKETOB YIaKOBOK WA
WHCTPYKIIUA TIO MEIUIIMHCKOMY
IIPUMEHEHUIO (JtucTka-
BKJIQ/IbIIIIA) JIEKapCTBEHHOT'O
mpenapara sl MEIUIIMHCKOTO
MPUMEHEHHUsI, HaIpaBJECHHOE Ha
peanuzaluo pe3yJIbTaToOB
MOCTPETUCTPALIMOHHOTO

HCCJIeI0BaHNs 0€30IIaCHOCTH MIIH
3aKIIOUEHUST W TpeJjiaraéMbIx
IIOCJIEYIOLINX JEUCTBUN
MEPUOIUUECKOTO  OOHOBIISIEMOTO
OoTYeTa Mo OE30ITaCHOCTH

HeoOxonumeie
YCIIOBUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

a) BHECEHHE bopMyIHpPOBKH,
COIIACOBAaHHOU
YIIOJTHOMOYEHHBIM OPTaHOM

1,2

1Any
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0) BHECEHHE W3MCHECHUH,

TpeOyroUmX IpeICTaBICHUS

Jep>KaTeieM PerucTpalioHHOTO

YIOCTOBEPCHHUS HOBBIX — — 1
JTOTIOTHUTEITbHBIX JAaHHBIX,

000CHOBBIBAIOIINX TaKue

U3MEHEHHUS

VYcnosus

1. I3MeHeHue HampaBieHO Ha BHeceHUE (HOPMYIUPOBKH,

COTJIAaCOBAaHHOMI

YIIOJIHOMOYCHHBIM OpTraHOM, U HC Tpe6yeT Imogadyu JOIIOJIHUTCIBbHBIX CBCI[CHI/Iﬁ

U (WK JaapHenIeld SKCIepTU3HI.

JloxymeHnTanus

1. Cchuika Ha coracue (OLEHKY) YIOJHOMOYEHHOTrO opraHa B (dopme
NPWIOXKEHUSI K COMPOBOAUTEIFHOMY TMHChbMY 3asBICHUS O BHECCHHUH

U3MEHEHUH.
2. [lepecMoTpeHHas HHGpOPMAIHS O JEKApCTBEHHOM TIpernapare.

B.1.4. U3meHenus, Heo6xomumeie | Jlokyments! u | [Ipouemypa
3aKJIIOYAIONIMECs] B 3HAYMMOM yCJIOBUS JTAaHHBIE
WU3MEHEHNUH oOreit

XapaKTEPUCTUKH JICKAPCTBEHHOTO
npernapara, MaKeTOB YIaKOBOK
17001 UHCTPYKIIHH o
MEIUITTHCKOMY MIPUMCHCHHIO
(TMCcTKa-BKIIAbIIIA) BCJIECICTBUE
HOBBIX JIaHHBIX TIO0 Ka4ecTBY,
JTOKJIMHUYECKUM, KIHHHYCCKHM

JTaHHBIM WITH JAaHHBIM
dbapmakonamzopa

- - I
[Tpumeuanue DT0 U3MEHEHHE HE IPUMECHSICTCS, €CJTH HOBBIC JJAHHBIC TI0JIaHbI

B cooTBercTBUM ¢ u3MmeHeHueMm B.[.13. B Takux cnydasx
U3MEHEHHEe  OOlell  XapaKTepUCTUKH  JIEKAPCTBEHHOTO
npenapata, MakKETOB YMAaKOBOK W (WJIM) HWHCTPYKIUU TIO
MEJIUIIUHCKOMY IIPUMEHEHHIO (IMcTKa-BKJIaAbBIIIA)
knaccuduupyercs kogom nimenenus B.1.13.

B.L5. U3menenue ycnosuii | HeoOxogumeie | Jlokyments! u | [Ipouenypa
OTITyCKa JIeKapCTBEHHOTO YCIOBUS JTaHHbIE
npernapara
a) BOCTIPOM3BEICHHBIX WIN
rUOPUIHBIX WIn
— 1,2 IB
OMOaHaJIOTMYHBIX
JIeKapCTBEHHBIX npernapaTroB
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IIOCJIE  W3MEHEHHs  YCJIOBHUH
OTITyCKa pedepeHTHOrOo
JIeKapCTBEHHOIO IIpernapara

0) UHBIE TPUYHHBI
YCIIOBHI OTITyCKa

N3MCHCHUA

JlokymMeHTauus

1. IlonTBepkeHEe U3MEHEHHUS YCIOBUH OTITyCcKa peepeHTHOTO JIEKapCTBEHHOTO
npernapata  (HampuMep, CCbUIKA HA  COOTBETCTBYIOUIEE  pELIEHUE
YVIOJHOMOYEHHOTO  OpraHa  rocyJapCTBa-wieHa),  MNPWIOKEHHOE K
COMPOBOJIUTEILHOMY TUCHMY 3asIBJICHUS] O BHECEHUU N3MEHEHHI.

2. IlepecmoTtpennas nHGOpMAaIHs O JIEKAPCTBEHHOM IIperapare.

B.1.6. U3meHneHue nokazanusi| HeoOxoaumeie | Jloxymentsl u | [Iponeaypa

(mokazaHuil) K NPUMEHEHUIO U YCIIOBUSA JTAHHBIE

(W) pexxuma J103UpOBaHUS

a) BKJIIOYEHHE HOBOT'O MOKa3aHUs

K MPUMEHEHUIO U (WIH) pekuMa l

JO3UPOBAHUA WIM H3MEHEHHE

paHee 0JJ00pEeHHBIX

0) HCKITIOYCHNE  TOKa3aHus K

NPUMEHEHHIO U (WJIM) peKruMa — — 1B

JIO3UPOBAHUS

[Ipumeuanue |Eciu y  BOCHpPOM3BENEHHOTO, WJIM  THOPUIIHOTO, WU

OMOaHAJIOTUYHOTO JICKapCTBEHHOTO TMpernapara J100aBIeHUE WU
U3MEHEHHE TIOKa3aHMs K TMpPUMEHEHHI0 U (WIHM) pexnuma
JIO3UPOBAHUS MPOUCXOAUT BCIEACTBUE pealln3aliui TpeOOBaHUi,
YKa3aHHBIX B 3aKIH0YEHUH WIN 3a1IPOCE YIIOJTHOMOYEHHOTO OPTraHa
(3KCHepTHOM OpraHu3anuu) WIM H3MEHEHUH uHGOpMalUU O
JICKapCTBEHHOM IIperapaTe IMOCie HKCIEPTU3bl aHAJIOTMYHBIX
U3MEHEHUH y pedepeHTHOro JeKapCTBEHHOro Ipernapara, Takue

u3MeHeHus kinaccudumupytorcs  komamu Bl wmw  B.1.2
COOTBETCTBEHHO.
B.1.7. UcknroueHue: HeoOxonumeie | lokymentsl u | [Ipouenypa
yCIIOBUSA JTaHHBIC
a) JIEKapCTBEHHOU OpMBI U - 19 B
(umm) HOpMBI BBITTyCKa ’
0) 103UPOBKU — 1,2 IB
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JloxymeHnTanus

1. Jlexnaparusi, 9TO OCTaBIIascs JiekapcTBeHHast popma u (wim) dpopma (hopmbl)
BBIITYCKa JJOCTATOYHA IS BBIIOJHEHMS] PEKOMEHJALUH IO JAO03UPOBAHUIO U
JUINTEIBHOCTH ~ JICYEHHs,,  ONMCAHHBIX B

JICKApCTBCHHOTI'O IIpcriapara.

olmieit  XapakTepUCTHKE

2. [lepecmoTpenHast “HGOpMaIUs O JIEKapCTBEHHOM Ipernapare.

[Ipumeuanue Ecnu paccmarpuBaeMas nekapcTBeHHas (hopma WM JO3UPOBKa

ObLJ1a 3apETUCTPUPOBAHA B BUJE OTACIBHOTO JEKApCTBEHHOIO
npernapara, TO UCKJIIOUeHHE TaKO# JIeKapCcTBEHHOM (popMbI min
JO3UPOBKH OyJIeT CUMUTAThCS HE BHECEHMEM HW3MEHEHHM, a
OTMEHOM €€ pEerucTpanuu.

B.1.8. BBenenne wiam mu3sMeHeHHE
KpaTKOM XapaKTePUCTUKH
CHUCTEMBI (dhapmakoHaazopa
Jep)KaTensl  PEerucTPalMOHHOTO
YIIOCTOBEPEHUS JIEKaPCTBEHHOTO
npernapara Uil MEIUIIUHCKOTO
NpUMEHEHHs <*>

HeoOxonumeie
YCIIOBHUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

a) BBEJCHUE KpaTKOu
XapaKTEePUCTUKHU CUCTEMBI
dbapmakonamzopa JepKaTest
PErUCTPAIMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO
rpenapara, W3MEHECHUHN
YIOJHOMOYEHHOTO  JiMla MO0
dbapmakoHaI30py (BKITFOUAS
KOHTaKTHYI0 HH(OpMaIHiO) U
(nnn) U3MEHEHUE
MECTOPaCOJIOKEHUS MacTep-
daiina cucremsl papmakoHaa3opa
(MDCD)

1,2

|Any
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JloxymeHnTanus

1. Kpatkass = XapakTepucTuka  cUCTEMBl  (papMakoHag3opa  Jep:Kareis
PErUCTPAlIMOHHOTO  YJOCTOBEPEHHUSI  JIEKAPCTBEHHOI'O  Ipenapara  HWIH
O0OHOBJICHHE 3HAYUMBIX 3JIEMEHTOB (COOTBETCTBEHHO):
MOATBEPXKJICHUE TOrO, YTO 3asABUTEIb HMMEET B CBOEM paCHOPSKEHUU
YIIOJTHOMOYEHHOE JIMII0, OTBETCTBEHHOE 32 (papMaKOHAI30p, U YTBEPKACHHE,
HNOJINKCAHHOE 3asBUTEJIEM, YTO YMOJHOMOYEHHOE /INLO, OTBETCTBEHHOE 33
dapmakoHagzop obamacT HEOOXOAMMBIMH CIIOCOOAMHM BBHITIOJHCHHS 3a7ad U
o0s3aHHOCTEN, TepeuucieHHblx B [lpaBuiax Hamuexamed NPaKTHKA
dbapmakoHa30pa;
KOHTaKkTHasi MH(popManus o0 YMOJIHOMOUYEHHOM JHIle Mo (hapMakoHAI30DpYy,
rocyJapcTBa-4JIeHa, B KOTOPOM PacIoJIaraeTcs U BBIIIOIHSAET CBOU 3aJ1ay 3TO
YIOJIHOMOYEHHOE JIUIIO;
Mecropacnosioxenne MOCO.

2. Homep MOC® (nipu Hanu4auun)

noapasnaen B.1.9 npusHaTe yrpatuBImuM cuiy;

noapaszaenasl B.1.10 — B.1.13 u3m0XuTh B CIIEIYIONICH peTaKIIiN:

B.1.10. smenenne uactotel u| HeoOxomumelie | Jlokymentsl u | [Iporeaypa
(nnn) JAThI noJavyu YCIOBHUS JTAHHbIE
NEPUOUIECKOTO OOHOBIIIEMOTO
otueta o 6ezonacHoctu (ITOOB)
JIEKapCTBEHHOTO Mpenapara

1 1,2 |Any

YenoBus

1. 3menenre 4acToThl U (MJIM) JaThl TOJAYU MEPUOAUYECKOTO OOHOBIISIEMOTO
oryeta MO 0€30MacHOCTU  COIJIACOBAHO  YIMOJIHOMOYEHHBIM  OPraHoM
rocyJapcTBa-4JieHa.

JoxymeHnTanus

1. Cchlmka Ha OTBET YIOJHOMOYEHHOTO OpraHa, B ¢GopMe NPHIOKEHHS K
COINPOBOJUTEIILHOMY IMTUCHMY 3asIBJICHUS O BHECEHUU U3MEHCHUH.

2. [lepecmoTpennass dyactora U (WiaW) Jara M[OJa4yd  MEPUOJUYECKOTO
OOHOBJIIEMOTO OTYETA IO OC30ITaACHOCTH.

[Tpumeuanue |JlaHHOE W3MEHEHHWE TMPUMEHSCTCSA, B CiIydae €CIIM 4YacToTa
OOHOBJICHHS  TICPUOJMYECKOTO0  OOHOBISIEMOTO  OTYETa  TIO
0€30MacHOCTH yKa3aHa B PETHUCTPAIMOHHOM JIOChE CIOCOO0aMH,
OTJIMYHBIMU OT YKa3aHUSl CCBHUIKM Ha TIEpEeYeHb OTYETHBIX JaT B
COOTBETCTBUU ¢ akTtamu opraHoB Coroza B cdepe oOparieHus
JICKAPCTBEHHBIX CPEJICTB, M TMPU HEOOXOJUMOCTH TIOJAYH
MEPUOUIECKOTO OOHOBIIIEMOTO OTYETa MO0 O€30MaCHOCTH.
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B.1.11. Beenenue wiu uzmenenusi| Heooxonumsie | Jlokymentst u | [Ipouenypa
0053aTeNbCTB u yCIIOBUI yCJIOBUS JTAaHHBIE

perucTpanuy, BKIOYas IUIaH

YIpaBJIEHUS PUCKAMU

a) peanuzaius  (GOpMyITHPOBKH,

COIJIaCOBAHHOM c 1 1,2 |Any

YIIOJIHOMOYCHHBIM OPraHoM

0) peanuzanus W3MEHEHUH,
TpeOyromux MpeJICTaBJICHUS
JICpKaTeIeM PEruCcTpaiOHHOIO
YIOCTOBEPCHUS HOBBIX
JIOTIOJIHUTEJILHBIX JTaHHBIX,
HY)XXJIAIOIIMXCSI B JKCIEPTU3EC
YIOJTHOMOYEHHBIM OpPraHom <*>

VYcnoBug

1. 3menenue peanusyeT IeUCTBUE, 3aTPeO0OBaHHOE YITOJIHOMOYEHHBIM OPTaHOM,
U He TpeOyeT Mojayu IOTMOJHUTEIBHBIX CBEICHMM W (WiIM) JajbHEUIen

OKCIICPTHUIELI.

JlokymMeHTauus

1. HpI/IJ'IO)KeHHOG K COIIPOBOOUTCIIBHOMY IIMCbMY 3as4BJICHHA O BHCCCHHUU
W3MEHEHMH: CChIJIKa Ha COOTBCTCTBYIOIICC PCUHICHUC YIIOJHOMOYCHHOTO

oprasa.

2. [lepecmoTpenHast “H(GOpMAIUs O JIEKapCTBEHHOM Ipernapare.

[Tpumedanne |OTO HM3MEHEHHE OXBATBIBAET TOJBKO CHUTYalMIO, B KOTOPOM
BBOJMMOE M3MEHEHHE 3aTparuBacT UCKJIIOYUTEJIBHO YCJIOBHS U
(un) o0s3aTeNbCTBA PETHCTPALMM, BKIIIOYAS TUIAH YIPABICHUS
pUCKaMU M ycioBUS W (WIM) 00S3aTeNbCTBA perucTpauuil B
HCKIIFOUUTENBHBIX CIy4YasX U YCIOBHOU PErUCTpaLUH.

<*F> BBenenue muiaHa  ympaBieHHsT  pUCKaMHu, 3aTpe0oBaHHOE
YIIOJTHOMOYEHHBIM OPTaHOM, BCerzia TpeOyeT 3KCIEePTH3HI.

B.1.12. Bxitouenue wi | Heooxogumeie | JlokymenTs u | [Iponiemxypa

UCKJIIOYEHUE CHMBOJIa YEPHOIO yCIIOBUSA JTaHHbIE

TpPEeYroJbHUKA WIH

MOSICHUTENIbHBIX ~ YKa3aHWil B

OTHOLIEHUH JIEKAPCTBEHHBIX

NpenapaTos, MOAJIeXKAIIUX

AOIMMOJTHUTCIIBHOMY MOHHUTOPUHTY
B COOTBCTCTBHUHU C peKOMCHI[aHHeﬁ
9KCHepTHOFO KOMUTETAa

1 1,2 |Any
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VYcnoBug

1. JlekapcTBEeHHBIN mpenapaT MOMJIEKUT JIONOJHUTEIBHOMY MOHMTOPHHIY B
COOTBETCTBUH C PEKOMEHIalnel DKCIEPTHOTO KOMUTETA.

JlokymMeHTauus

1. Cchuika Ha peKOMEHAANNIO DKCHEPTHOTO KOMUTETa B (opMe MPUITOKEHUS K
CONPOBOJIUTEILHOMY ITUCHMY.
2. IlepecmoTtpennas nHGoOpMaIHs O JICKAPCTBEHHOM IIperapare.

[Ipumeuanune

JlanHOE€ H3MEHEHUE OTHOCUTCS K CHUTyallUd, MpH KOTOPOM
BKJIIOYEHNE WJIA HUCKJIIOYEHHE CHMBOJIA YEPHOIO TPEYrOJbHUKA
WIM MIOSICHUTEIIBHBIX YKAa3aHUM HE IPOU3BOJUTCS B paMKax JpYyron
NPOLEYPHl, CBA3AHHOM ¢ perucTpauuen (Hanpumep, Nporeaypbl
NOJATBEPXKACHUS ~ peructpauuu  (mepeperucrpanuu)  WiH
IpoLe1ypbl BHECEHHSI N3MEHEHUH, 3aTparuBalonx HH(HOPMaIUIO
0 JIEKapCTBEHHOM IIperapare).

B.1.13. Ilpoune wusmenenus, He| Heobxommmeie | Jlokymentsl u | [Iporeaypa

ONMCAaHHBIE B JAPYIUX paszfenax YCIOBHUS JTaHHBIE
HACTOSIIETO JlononHenus,

BKJTIOYAIOIIHAX nojgavyy

pe3yJIbTaTOB KJIMHUYECKUX

HCCIICOBAHUIN

YIOJHOMOYEHHOMY OpraHy <*>

[Ipumeuanne

Ecnu skcnepTusa ynoJIHOMOUYEHHBIM OPIaHOM IMOJAAHHBIX TaHHBIX
NPUBOAMT K U3MEHEHUIO O0IIel XapaKTepUCTUKH JIEKapCTBEHHOTO
npernapara, MAaKeTOB  YHNAKOBOK WM  MHCTPYKLUMH IO
MEIUIIMHCKOMY TPUMEHEHHMIO (JMCTKa-BKJIAJbIIIA), JaHHBIM
M3MEHEHHEM OXBaThIBAIOTCS COOTBETCTBYIOIIME TIONMPABKH K
o0miell XapakTepUCTUKE JIEKapCTBEHHOrO IpernapaTa, MaKeTOB
YIaKOBOK WM HWHCTPYKIMH MO MEAMIMHCKOMY IPUMEHEHUIO
(JIMCTKY-BKIABIITY).

<*>

JlaHHOE M3MEHEHUE HE NPUMEHSETCS K U3MEHEHUSM, KOTOpPBIE
MOryT OBbITh NPUHATHI B KadecTBe u3MeHeHud IB Tuma mno
YMOJYAHUIO B COOTBETCTBUU C JIIOOBIM JPYTUM DPa3aeiaoM
Hacrosiero Jonoaxnenus.

JOITIOJIHUTD IMOAPA3ACIIOM B.1.14. CJIICAYIOLICTO COACPIKAHUA:

B.1.14. YTouHenue ycnosuii | HeoOxogumeie | Jlokymentst u | [Ipouenypa

XpaHCHUA

paznene

XapaKTEPUCTUKH JIEKAPCTBEHHOTO

pu IMPUMCHCHUHU YCJIOBHUA JaHHBIC
JICKAQpCTBCHHOI'0  Ipfrapara B

4.2 oomen

»;
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npermapata W paszugene 3
WHCTPYKIIUA TIO MEIUIHHCKOMY
MPUMCHCHHIO (;mucTKe-
BKJIAQJBINIE) I OOecTieUeHHS
OpaBWIBHOIO  OOpamieHus ¢
JICKapPCTBECHHBIM ITPEIapaToM

— 1,2,3 IB

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3ieiiaM) perucTpalnuoHHOTO
nocee. llompaBka [oKHA coaepkKaTh pPE3yJbTaTbl  COOTBETCTBYIOIIMX
UCCIe0BaHUM CTaOMIBHOCTH B PE€aTbHOM BPEMEHH (OXBATHIBAIOLIUX BECh CPOK
TOJTHOCTH, €CJIM PUMEHUMO), TPOBEJCHHBIX B COOTBETCTBUH C aKTaMU OPTaHOB
Coro3a B cdepe obOparieHus JeKapCTBEHHBIX CPEACTB IO KpalHeW mepe Ha
OJHOM  ONBITHO-TIPOMBIIUICHHON  CEpUH  JIEKAPCTBEHHOrO  IIperapara,
YIAKOBAHHOTO € IMMIOMOUIBIO 3aPETUCTPUPOBAHHOIO YIIAKOBOYHOTO MaTepurasia u
(WIM) COOTBETCTBEHHO IIOCJIE TIEPBOTO BCKPBITUA WM pa3BeAeHus. B
COOTBETCTBYIOUIMX  CIIy4asX  HEOOXOJAMMO  MPEACTaBUTh  PE3YJbTAThI
MHUKPOOHOJIOTHIECKUX UCTIBITAHUH.

2. [lepecmoTperHast HHGOPMAITUS O JISKAPCTBEHHOM IIpernapare.

3. Konuu yTBepkAeHHBIX crenu(uKaluidi Ha KOHEI] CpOKa TOJHOCTHU U, €CIU
MPUMEHUMO, CeIU(UKAIIMN TIOC]Ie Pa3BeIeHUs (BOCCTAHOBIICHUSI) UK TIOCTIE
MEPBOTO BCKPBITUA (B BHUIE CCBUIKM Ha COOTBETCTBYIOIIMNA JOKYMEHT B
MOCJIEI0BATENIBHOCTH 10ChE I MTPUIIOKEHHUSI K COPOBOUTEILHOMY ITUCHMY ).

pazaen [ TabnuIsl U3JI0KUTh B CIICIYIONICH peIaKIINu:

«. M®IT (M®BA)

I'.1. U3menenue HazBanus u (win) | Heooxoaumeie | JJloxkymentst u | [Ipouenypa
azpeca Jepkarens cepTUdUKaTa YCJIOBUS JTAaHHBIE
M®BA

1 1 |Any
YcnoBus

1. lepxxarens ceptudurkara MOBA nomkeH oCTaBaThCS TEM Ke IOPUAHMUSCKUM
JIALIOM.

JloxymeHnTanus

1. OdunmanbHBI TOKYMEHT OT COOTBETCTBYIOIIETO YIOJHOMOUYEHHOTO OpraHa
(HampuMep, HAJIOTOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE WIIH
azapec.

I'.2. U3smenenue na3zpanus u (win) | Heo6xonumeie | Jlokymentst u | [Iponemypa

azpeca Jepkarens cepTHU(HKaTa YCIOBUS TaHHbIE
MOII
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1 1 |1Any

Ycnosus
1. lepxxarens ceptuduxkara M®PII nomkeH ocTaBaThCs TEM ke IOPUIMYECKUM
JIULIOM.

JloxymeHnTanus

1. OdunmanbHBIE JOKYMEHT OT COOTBETCTBYIOIIETO YIMOJHOMOYEHHOTO OpraHa
(HampuMep, HAJIOTOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE WIIH
azapec.

['.3. Usmenenue wiu Tpanchep| Heobxonumsie | Jlokyments: u | [Ipouenypa
ceptudukata MOII ot Tekymiero YCIIOBUSA JTaHHbIE
Jiep>KaTessi HOBOMY JIEPXKATEIO
(IpyroMy 10pUIUYECKOMY JIHILY)

N
w

|1Any

N =
o
o

JoxymeHnTanus

1. loxymenT, BKIOYas wWACHTHUUKAIMIO (Ha3BaHUE U aApec) TEKYIIEeTro
nep>katernst MOIT (mpaBooTuyxaaTens) U uACHTUPHUKAIUIO (Ha3BaHUE U apec)
JauIa, MpUHUMaroniero Tpadcdep  (mpaBompuoOperarens), a  Takke
npeaIaraeMyro JaTy CIENKH, MOANUCAHHOW 00€UMH KOMITAHUSIMH.

2. Kous mocnefHel CTpaHWIBI 3aKIIOUeHUs (CepTU(UKaTa, CBHICTEIHCTBA)
Coro3a Ha MOII.

3. IloaTBepxaeHnEe pETUCTpallii HOBOTO JepikaTens (BBIMMCKA W3 peecTpa
IOPUANYECKHUX JIMI] U MEPEeBOJl €€ Ha PYCCKUU $3bIK), MOJMUCAHHOE 00EUMU
KOMITAaHHSIMHU.

4. TlontBepxkaenue TpaHcdepa Bceil mgokymeHtanmmun MOII ¢ mepsoit
ceprudpukanuun  MOPII  npaBompuoOperarento, MNOANUCAHHOE  OO0EUMHU
KOMIIaHUSIMU.

5. JloBepeHHOCTh, BKJIIOYasl KOHTAKTHBIE CBEIEHUS JIMLA, OTBETCTBEHHOIO 3a
CBSI3U MEXK]ly YIIOJJHOMOYEHHBIM OpraHoMm u aepsxkareineM M®II, nonnucannas
paBonpuoOpeTaTeseM.

6. II1cbMO0-00513aTENIbCTBO  BBIMIOJTHEHUST BCEX  OTKPBITBIX M OCTaBIIUXCS
00s13aTenbCTB (MpU HAJIMYKH), TOANMCAHHOE MTPABOIIPHOOpETaTEIEM.

['.4. U3menenue nazpanus u (win) | Heooxonumeie | JJoxkymentst u | [Ipouenypa
azpeca ydpexJeHud 1o 3abopy yCIIOBUSA JTaHHbIE
(mpoBepke)  KpOBH,  BKJIIOYas
LHEHTPbl JUI1 3aroTOBKU KpOBHU
(T1a3mbl)

1,2 1,2,3 1A

VYcnoBug
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1. Vupexnenne mo 3abopy (mpoBepKe) KpPOBH JOJDKHO OCTaBaTbCI TEM IKe
IOPUANYECKUM JIULIOM.

2. I3MeHeHHne JOKHO OBbITh aJAMUHUCTPATUBHBIM  (HampuMmep, CIUsHUE,
MOTJIOLIEHUE); U3MEHEHNE Ha3BaHUs YUPEKICHUS 10 3a00py (MpoBepKe) KPOBH
(ueHTpa AJisE  3aroTOBKM  KpOBH  (TUIa3Mbl)), TPU  COXPAHEHUH  €ro
OpraHu3alMOHHO-TIPaBOBON (HOPMBI COOCTBEHHOCTH M MECTA HAXOXKICHUSI.

JloxymeHnTanus

1. IlonmucanHast Jexjapanus TOTO, YTO W3MEHEHHE HE BKIIIOYAET W3MEHEHHE
CUCTEMBI KauecTBa yUpeKIACHHU 0 3a00py (ITPOBEPKE) KPOBHU.

2. [lonmucanHass Jekjapamusi TOTO, YTO HM3MEHEHHUs IIEPEYHS IICHTPOB IS
3aroTOBKHM KPOBH (TJ1a3Mbl) HE TPOUCXOIUT.

3. OGHOBIIEHHBIE COOTBETCTBYIOIIHNE pa3/ieibl U AOMOJIHEHUS K ocke MDII.

I'.5.3amena  wm  gob6asnenue | Heo6xomumeie | JlokymenTsl u | [Ipomemypa
LHEHTpAa ISl 3aroTOBKH KpPOBH YCIOBHUS JTaHHBIE
(mma3Mbl) B paMKax Yy4upeKICHUS
mo 3abopy (IpoBepKe) KpOBH,
BKJIIOUeHHOT0 B M®DII

- 1,2,3 IB
JlokymMeHTauus
1. DnupemMuonorHUecKre JaHHbIE O BUPYCHBIX MapKepax, 3aTparuBaronue HeHTp
il g 3arOTOBKH KPOBH (Tu1azmel), OXBAaTEBIBAOIINE 3 roja.

B oTHOLIEHMH BHOBB OTKPBITOTO IEHTpa (LIEHTPOB) IJsi 3arOTOBKH KpPOBU
(m1a3Mbl) WM B CJIy4dae OTCYTCTBUS JAHHBIX, MOATBEPXKAECHUE TOTO, YTO
AMUJEMHUOJIOTHYECKUE TaHHBIC OyAYyT MPEACTABICHBI B OUEPEIHOM €KETOTHOM
OOHOBJICHUH.

2. Yka3zaHue, 4yTo LEHTpP JJIsl 3arOTOBKH KPOBH (IT1a3Mbl) (PYHKIIMOHUPYET B TEX
)K€ YCTIOBUSX, UTO U APYTHUE IICHTPHI, MPUHATICKAITUE YIPEIKICHUIO TI0 3200y
(mpoBepKe) KPOBH, COTJIACHO TOJIOKEHHUSM CTAaHJIapTHOTO JOTOBOPA MEXKIY
yapexIeHueM 1o 3a0opy (mpoBepke) KpoBu u aepxkarenem MOIL.

3. OOHOBIIEHHBIE COOTBETCTBYIOIINE PA3/IENIbl U TONOTHEHUs K Joche MDIT.

I'.6. Uckmouenne win uzmenenue | Heooxonumeie | Jlokymentst u | [Ipouenypa
craryca (byHKIMOHUPYIOITUT YCIOBUS JTAHHbIE
WIn He( YHKIMOHUPYIOLIHIT)
YUpeXKICHUN o 3abopy
(mpoBepke) KpoBH, (ILIEHTPOB IS
3aroTOBKM  KpoBHU  (TJIa3Mbl)),
UCIOJIb3YEMBIX AJI1 cOOpa KpOBHU
(ma3mMbl) WM IS UCHBITAHUS
KpOBO- W IIJa3MoJady U IyJIOB
M1a3MBbl

1,2 1 1A
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VYcnoBug

1. [IpyunHBl UCKIIOYEHUS WM M3MEHEHHsS CTaryca HE JOJKHBI OBITh
00ycCII0BJIEHBI TPOOJIEeMaMu, CBSI3aHHBIMHU C coO0IeHueM TpeboBanuii [IpaBun

HpOHSBOI{CTBGHHOﬁ IIPpAKTUKH.

2. Yupexaenus 1no 3abopy (mpoBepke) KpoBH (LEHTPHI IJIsi 3aTOTOBKH KPOBH
(r1a3mMel)) JTODKHBI COOTBETCTBOBaThH akTam opraHoB Coro3za B cdepe

npoBelieHusT  (papMaleBTHUECKHX

WHCIICKIMI 151 3aKOHOJAATCIIbCTBY

rocylapcTBa-4wi€Ha B YacTH, HE yperyJupoBaHHOW akramu opraHoB Coro3a,
IpU U3MEHEHHUH CTaTyca C HE(PYHKIIMOHUPYIOMIMX Ha PYHKIIMOHUPYIOIIHE.

JloxymeHnTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIINE Pa3/ieibl U JOMOJHEHHS K Joche MOII.

I'.7. Bknrouenue HOBOTO
YUPEKICHHUS o 3abopy
(mpoBepke) KpoBU B LEsAX cOopa
KpOBU (nmna3zmsl), HE
BKJIIOUeHHOTO B MOII

HeoOxonumeie
YCIIOBHUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

['.8.3amena WM  BKJIIOYCHHE
HOBOTO IIEHTpa JJIsi 3aroTOBKU
KpoBM  (TJIa3Mbl) B IENAX
WCTIBITAHUSL JIOHAIIMM KpPOBU U
ma3Mbl ¥ (WIK) MYyJIOB TUTa3MbI B
paMKax ydpexiaeHus 1o 3adopy
(mpoBepke) KPOBH, BKIIOUEHHOTO
B MOII

HeoOxonumeie
YCIIOBHUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

1,2

IB

JoxymeHnTanus

1. Yka3aHue, 4TO HCHBITAHUS TPOBOJATCS COTJIACHO TEM XK€ YTBEPKICHHBIM
CTaHJAPTHBIMU ONEPALIMOHHBIMU MPOLIEAYPaMHU U (MJIM) METOJIaM UCTIBITAHUM.
2. OOHOBIIEHHBIE COOTBETCTBYIOIINE PA3/IENIbl U TONOTHEHUs K Joche MDIT.

I'.9. Bxirouenue HoBoro | HeoOxonumsie | Jlokymentst u | [Iponenypa
YUPEKICHUS 1o 3abopy yCJIOBUS JTAHHbIE
(mpoBepke) KpOBH, JUIS
WCTBITAHUN JOHAMM KpPOBU W
I1a3Mbl U (UJIM) MYJIOB IUIa3MBbl,
HE BKIIIOUeHHbIX B MDII
— — I
[.10. 3amena wnmm BrmodeHue | Heooxonumeie | JlokymenTst u | [Iponemypa

HOBOTO YYpEeXIEHHUs 1o 3abopy

yCJIOBUS

JTaHHbBIC
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(mpoBepKe) KpOBU WM LIEHTpa B
KOTOPOM XpaHMTCS IJ1a3Ma

- 1,2 1B

JloxymeHnTanus

1. YkazaHue, 4TO LEHTP XpaHEHUs IJIa3Mbl (YHKIIMOHHPYET B COOTBETCTBUU C
TEMU K€ CTaHJAAPTHBIMH ONEPAIMOHHBIMU MPOLIEypaMU, YTBEPKICHHBIMU B
YUpeKISHUHU 110 3a00py (ITpOoBEPKE) KPOBHU.

2. OOHOBIIEHHBIE COOTBETCTBYIOIINE PA3/ICIIbl U TONOJTHEHUS K Joche MDIT.

['.11. Uckmouenne yupexaenus| Heooxonumsie | Jlokymentst u |[Iponenypa
1o 3a0opy (IpoBepKe) KPOBU WIIN yCIIOBUSA JTaHHbIE
LEHTpa B KOTOPOM XPAaHUTCS
mazma

1 1 1A
VYcnosue

1. IlpyunHa wuCKIIOYEHUS HE [JOJDKHA ObITh OO0ycloBiIE€HAa MpoliemMami,
CBSI3aHHBIMU C coOmiofeHueM TpeboBaHuit I[lpaBuia Mpou3BOACTBEHHOM
MPaKTUKH.

JoxymeHnTanus
1. O6HOBNIEHHBIE COOTBETCTBYIOININE Pa3AeIibl M TOMOJHEHUS K Jocbe MOII.
[.12. 3amena wnu BkimoueHnue | Heooxomumbie | JJoxymentst u | [Ipouenypa
YUpEKICHUS, MIPUHUMABIIIETO YCJIOBUS JTAaHHBIE
y4acTh€ B  TPaHCIOPTUPOBKE
TJ1a3MbI

— 1 IB
JoxymeHnTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIINUE pa3feibl U JOMONMHEHUs K jgocke MOII,
BKJIFOYAsl BCE YUPEXKIACHUS 1O 3a00py (IIpOBEpKe) KPOBH, MCIOJIB3YIONINE 3TO
yapeXJICHNUEe, MPUHUMAIOIIEE Y9acTHE B TPAHCIIOPTHPOBKE IUIA3MBI, PE3IOME
JEHCTBYIOIICH CHCTEMBI, 00CCIICUMBAIOIICH TPAHCIIOPTUPOBKY B HAJJICKAIINX
YCIIOBHSAX (BpeMs, TeMIeparypa u cooTBeTcTBue [IpaBuiaM mpou3BoACTBEHHON
MPaKTUKW) W TOATBEPXKJIEHHWE TOTO, YTO YCJIOBHS TPaHCIOPTHPOBKH
BaJIMIMPOBAHBI.

I'.13. Uckmrouenne yupexaeHus,| Heooxomumeie | Jlokyments! u |[Iponenypa
MMPUHUMABIIETO y4acTue B YCIIOBUSA JTaHHBIE
TPaHCIIOPTUPOBKE ILJIA3MBbI

VYcnoBue
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1. IlpyunHa wuCKIIOYEHUS HE JOJDKHA ObITh O00ycloBIEHAa IpoliemMami,
CBSA3aHHBIMHU ¢ coOitofeHneM [IpaBui nponu3BoICTBEHHON NPAKTHKHY.

JlokymMeHTanus
1. OGHOBJIEHHBIE COOTBETCTBYIOILIUE Pa3/Iebl U TOMOJIHEHUS K Jocke MOII.

['.14. Bximouenune tect-cuctemsl,| HeoOxonumsie | Jlokymentst u | [Ipouenypa
3apeructpupoBanHoil B Coro3e B YCIIOBUS JTAHHBIE
KauecTBe MEJIULUHCKOTO
V3AENUs, B LEISIX MCIBITAHUS
OTHENbHBIX JIOHAllU 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. IlepeueHb UCTIBITATENBHBIX IUIOMIAIOK, B KOTOPBIX UCIIOJIB3YETCS TECT-CUCTEMA.

2. OOHOBIIEHHBIE COOTBETCTBYIOIIME pa3ieibl M JOMONHEHUs K aocke MOII,
BKJItOYasi OOHOBJICHHBIC CBEJCHUS 00 HMCIBITAaHUSIX B COOTBETCTBHH C aKTaMHU
opranoB Coro3a B cepe oOparieHus 1eKapCTBEHHBIX CPEACTB.

I'.15. Bximrouenune tect-cuctemsl,| HeoOxonumsie | Jlokyments: u | [Iponenypa
He 3apeructpupoBaHHoi B Coro3ze YCIIOBHUS JIaHHbIE
B Ka4yeCTBe MEJIUIIUHCKOTO
M3AENUsl, B LEJISIX MCIBITAHUS
OTACIBHBIX JIOHAIMA KPOBU U
IJ1a3Mbl B KAUECTBE HOBOW TECT-
CHUCTEMBI

a) HOBasi TECT-CHCTEMa paHEE He
obma omoopeHa B MOII uvu s
OJIHOTO LIEHTpa JJii 3aroTOBKU
KpoBU  (IIa3mbl) B LEIAX
UCTIIBITAHUS JIOHAIIUH KpPOBU U
TJ1a3MBbl

0) HoBasi  TecT-cucTeMa  OblIa
onobpena B MOII g npyrux
LIEHTPOB JUIsI 3arOTOBKH KPOBH - 1,2 1A
(mna3mbl) B LENAX HCIbITAaHUS
JIOHALIMIA KPOBU U TJIa3Mbl
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JloxymeHnTanus

1. [lepevyeHb UCTIBITATENBHBIX LIGHTPOB, B KOTOPBIX UCIOJIB3YETCS TECT-CUCTEMA, U
nepeyeHb UCTBITATEIbHBIX IIEHTPOB, B KOTOPHIX OHA Oy/IE€T UCIIOJIb30BAThCS.

2. OOHOBIIEHHBIE COOTBETCTBYIOIIME pa3leibl M JONONHEHUs K jgocke MOII,
BKJIIOYasi OOHOBJICHHBIE CBEJICHUSI 00 MCHIBITAHUSIX B COOTBETCTBUM C aKTaMU
opranoB Coro3a B chepe oOpalieHus JeKapCTBEHHBIX CPECTB.

I'.16. I3menenue Ttect-cuctembl| HeoOxonumeie | JlokymenTsl u | [Iponemypa
(MeTona), HCIONB3YEeMOIro ISt YCIIOBUS JTAHHBIE
UCIIBITAHUS MTYJIOB (MCIIBITAHUE Ha
aHTUTEA, AQHTUT€HBI WIN
aMIUTMpUKalUg  HYKICHMHOBBIX
KHCJIOT)

— — I
['.17. Beenenue nnu pacumpenue | Heooxonumbeie | TpebGyemas Bun
MPOLEYPBI KapaHTUHHOTO YCIOBHUS JOKYMEHTALHUS | IPOLIEAYPhI
XpaHEHHUs

1 1 1A
Ycnosue

1. Ilpoueaypa KapaHTMHHOIO XpaHEHHs SBJsETCs Oojee CTporoi (Hampumep,
BBIIYCK JIMIIB TOCJIE ITOBTOPHON IPOBEPKU JOHOPOB).

JlokymMeHTauus

1. OOGHOBNIEHHBIE COOTBETCTBYIOIIME pa3leibl U JOMOTHEHUS K nocke MOII,
BKJIIOYAsi OCHOBAHMS BBEACHUS WM PACHIMPEHUS MPOLEAYPbl KAPAHTUHHOIO
XpaHEHHU s, INIOAJKH, B KOTOPBIX OCYIIECTBIISIETCS KAPAHTUHHOE XPaHEHUE, U
W3MEHEHUS NPOLETYPBI, IEPEBO PEIICHUN, BKIIFOYAsl HOBBIE YCIIOBHUSL.

I'.18. Ucknrouenue nepuoga | Heobxomumeie | Jlokymentst u | [Iponeaypa
KApPaHTUHHOTO XPaHEHUS WJHU yCJIOBUS JTAHHbIE
COKpallleHue ero
MPOJIOKUTEIIBHOCTH

- 1 1B
JoxymeHnTanus

1. O6HOBNEHHBIE COOTBETCTBYIOIIKE pa3zeibl jocke MOII.

['.19.3amena wiu nob6asnenue | Heobxonumeie | JlokymenTs: u | [Iponemypa
KOHTEIHEPOB JUISI KpOBU yCJIOBUS TTaHHBIC
(HampuMep, MEIIKOB, (DIIAKOHOB)

a) HOBbIE KOHTEHHEPHI ISl KPOBU
3apeructpupoBanbl B (Coroze B 1,2 1 1A
KaueCTBE MEAUITMHCKUX U3CTHI
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0) HOBbIE KOHTEMHEPHI ISl KPOBU
He 3aperucTpupoBansl B Corosze B - - 1
Ka4ecTBE MEAMLIMHCKUX U3/ETHH

Ycnosus
1. Konreiinep 3apeructpupoBad B Coro3e B Ka4eCTBE MEAULIMHCKOTO U3/1ETHSL.
2. Kpurepun kauecTBa KpOBH, 3aKIIOUEHHON B KOHTEHWHED, HE H3MEHSIOTCS.

JlokymMeHTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIINE pa3Aeiibl U JOMONHEHUS K gocke MDII,
BKJIIOYAasi HAaWUMEHOBaHUWE KOHTEMHEpa, MPOU3BOAUTENS, CcHeUu(UKALINUIO
pacTBOpa aHTUKOATYJISHTA, MNOATBepxkAcHUEe peructpanuu B Coro3e win
rocyJapcTBe-4WICHE W Ha3BaHHE YUPESKJICHHS 10 3a00py (MpoBEpKe) KPOBH, B
KOTOPOM HCIIOJIb3YETCS KOHTEUHED.

I'.20. U3menenue xpanenusi | Heo6xonumeie | JlokymenTs! u | [Iponemypa
(TpaHCTIOPTUPOBKHM) YCIIOBUSA JTAHHBIE

a) yCIOBUM XpaHeHUs U (WIM) 1 1 IA
TPaHCIIOPTUPOBKHU

0) MaKCUMaJbHOTO CpoKa 1,2 1 IA

XpaHCHHUA ITJIa3MbI

YcnoBust

1. I3MeHeHre ODKHO YXKECTOYaTh YCIOBHUS M COOTBETCTBOBAThH TPEOOBAHMSIM
®dapmakonen Coro3a, a Ipu OTCYTCTBUU B HEW — TpeOoBaHUAM (hapMakomeit
FOCYyapCTB-WIEHOB, MPEIBABISEMbIM K IUIa3ME€ KpPOBH YEIOBEKa IS
bpakImOHUPOBAHUSI.

2. MakcuMaabHBIH CPOK XpaHEHHs KOPOUe TPEABIIYIIETO.

JlokyMeHTauus

1. OOGHOBNIEHHBIE COOTBETCTBYIOIIME pa3leibl U JOMOTHEHUs K jnocke MOII,
BKJIFOYAsl TTOJAPOOHOE OMHCAaHUE HOBBIX YCIOBHUM, MOATBEPXKACHHUE BaTudalluu
YCIIOBUW XpaHEHUs (TPAHCHOPTUPOBKH) W HA3BaHHUE YUPEKIEHUs O 3a00py
(mpoBepke) KpOBH, B KOTOPHIX MPOUCXOJAUT U3MEHEHHE (€CIIU TPUMEHHUMO).

['.21. Beenenue wucneitanus Ha| HeoOxomumbie | [Joxymentsl u | [Ipouemypa
BUPYCHBIE MApPKEPhI, €CIIM TAKOE YCIOBHUS JTAHHbIE
BBEJICHHE OKAXET 3HAYUTEIIbHOE
BIIUSIHUE HA OLEHKY BHUPYCHBIX
PUCKOB

['.22. I3menenue npurotosnenus | Heooxonumeie | Jlokymentst u | [Iponenypa
nyJia 1jaa3Msl (HapuMmep, MeTo1a YCIIOBUSA JAHHBIE
IIPOM3BOJICTBA, pa3Mepa IIyJa,
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XpaHeHus 00pa3ioB myJia
TJ1a3MBbl)

- 1 IB
JloxymeHnTanus
1. O6HOBNEHHBIE COOTBETCTBYIOIINE pa3zaeibl jocke MOII.
I'.23. '3MeHeHue Mmep, | Heooxomumeie | Jloxkymentsl u | [Ipouemypa
MIPUHUMAEMBbIX pu YCIIOBUS JTAHHBIE

PETPOCIIEKTUBHOM OOHAPYKEHUH,
YTO JOHAIIMA KPOBH W ITUTIa3MBI
NOJUIeKAT  WCKIIOYCHHIO W3
00paboTku (mpouenypa
PETPOCTIEKTUBHOTO aHAIN3a)

B) B onoiaHeHun VI:
nogpazaensl A.1 — A.7 U3JI0KUTh B CIEAYIOWIEN peAaKIUU:

«A. AIMUHHUCTpPaTUBHBIC U3MECHEHHUS

A.l. U3smeHeune nepxkarens | Heooxogumeie | lokymenTsl u | [Iporienypa
PETUCTPALIMIOHHOTO yCIOBUSA JIaHHBIC
YAOCTOBEPEHHUS

a) I3MCHCHUE Ha3BaHUS W (WJIN) 1 1,3 |Any
azpeca JepKaTens

PETUCTPALIMIOHHOTO

YAOCTOBEPEHHUS

0) Tpancep perucTparmoOHHOTO 2 1,2,3,4 |Any
YAOCTOBEPEHHUS oT OJIHOT'O

JepKaTenss  PErucTPallMOHHOTO

YAOCTOBEPEHMUS JIPyTOMY

IOPUANYECKOMY JIUILY

VcnoBust

1. Jlepxatenb perucTparioOHHOTO YIOCTOBEPEHHS JTOJDKEH OCTABaThCS TEM Ke
IOPUJIAYECKUM JIULIOM.

2. JlepxaTenb ~ PETHCTPAIMOHHOTO  YAOCTOBEPEHHSI  SIBISIETCSI  JIPYTUM
IOPUTAYECKUM JIUIIOM.

JlokymeHnTanus
1. Komnus 10KyMeHTa, BEIJAHHOTO COOTBETCTBYIOIIUM YTIIOJTHOMOYEHHBIM OPTaHOM
CTpaHbl PETUCTPALUM IOPUIUYECKOrO JIMIA JEPHKATEIsd PErUCTPALUOHHOIO
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YIOCTOBEpEHHs (HAllpUMeEp, HAJIOrOBOTO OpraHa), B KOTOPOM YKa3aHO
HaUMEHOBAaHUE U  aJpec IOPUAMYECKOr0 JIMIAa HOBOIO  JepiKaTems
PETUCTPALMOHHOIO YIOCTOBEPEHUs WM HOBOE Ha3BaHHE W (WIM) ajpec
JiepKaTessl perucTpallMOHHOTO YIOCTOBEPEHUSI.

2. JlokyMeHTbI, 000CHOBBIBAIONIHE TPaHC(Ep PETUCTPAIIIOHHOTO YAOCTOBEPEHHUS
(ymocToBepeHMil) W MOATBEP)KIAIOIINE BO3MOXKHOCTb HOBOT'O JEprKaTels
PETUCTPALMOHHOTO yJIOCTOBEPEHUsI 0OecreunBaTh HaJleXkKallee BBIIIOJHEHHE
BCEX 00A3aHHOCTEH JepKaTelsl pErUCTPAllMOHHOIO yIOCTOBEPEHNUS;

KONUSL  JIOKYMEHTa, [MOATBEPKAAIOUIEr0 TpaHCPep PErucTparioOHHOIO
YIOCTOBEPEHUsI OT OJHOTO IOPUAMYECKOro JHIA JAPYroMy IOPHUANYECKOMY
ULy,

NEPECMOTPEHHAs] KpaTKas XapaKTEpUCTHKA CHUCTEMbl (apMakoOHaa30pa WU
IepeCcMOTPEHHBIN MacTep-(aiia cucTeMsl papMakoHaA30pa, €CIU OH BKIIIOUEH
B PETUCTPAIIIOHHOE J0CKE;

cBeZieHUs] 00 opraHu3aluy, OTBETCTBEHHOW 3a paboTy C peKjiaMalusMHU B
EBpa3suiickoM 3KOHOMHYECKOM COO3€.

3. IlepecmoTpeHHass B COOTBETCTBYIOIIMX  paszienax uHpopMmanus o
JIEKapCTBEHHOM ITpernapare.

4. lIokyMeHT (AOKYMEHTHI), MPEICTABIECHHbIE OPUINYECKUM JIMIIOM, KOTOPOMY
NepeatoTcsl MOJHOMOYMS JiepKaTelss PEerucTpalMOHHOIO yIOCTOBEPEHUS,
MOJTBEPKAAIOIIUN OTCYTCTBUE U3MEHEHUH B MH(GOPMAIMH O JIEKAPCTBEHHOM
npenapare, He OTHOCSIIIUXCA K TpaHCc(epy perucTpaioHHOIO yI0CTOBEPEHUSI.

A.2. I3meHeHnue (toprosoro) | Heobxogumeie | Jlokymentsl u | [Iporieaypa
HAaVMCEHOBAaHUS JIEKapCTBEHHOTO YCIJIOBHS JAHHBIE

npenapara

a) JIEKapCTBEHHbIE  IIpenapaThl, 1 1,2 |Any
3apErUCTPUPOBAHHBIC B

coorBercTBun ¢  [IpaBunamm
PErUCTPALIMM U SKCIIEPTU3BI

0) TekapCTBEHHBIE  TIpemaparhl, — 1,2 IB
3apETUCTPUPOBAHHBIE TOJBKO B
pedepeHTHOM TOCyAapCTBE, B TOM
9yuciae B COOTBETCTBHH  C
3aKOHOJATEIIbCTBOM
rocyJlapcTBa-4jicHa

YcnoBus

1. IloaTBEpKIeHHE YIMOJIHOMOYEHHOTO OpraHa (SKCHEPTHOM OpraHu3alvu)
pedbepeHTHOTO  TOCyAapcTBa  MPUEMJIIEMOCTH  HOBOTO  (TOPTOBOTO)
HalMCHOBaHUSI.

JlokymeHnTanus
1. OGocHOBaHME 3asIBUTENS MPUEMIIEMOCTH HOBOTO (TOPTOBOT0) HANMEHOBAHHSI.
2. IlepecmoTtpenHas uHGopMaIys 0 JIEKAPCTBEHHOM Ipernapare.
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A.3. Ismenenne nammeHoBanus| HeoOxomumeie | JlokymenTsr u | [Iponexypa
AKTUBHOU (hapMalieBTHYECKOM YCJIOBUSA JTaHHBIE
cyOcTaHIu 1507051
BCIIOMOTATEJIbHOTO BEIECTBA

1 1,2 |Any
Ycenosus
1. AxtuBHas (apmaneBTHyeckas cyOcTaHIMS (BCIIOMOTaTeIbHOE BEIECTBO) HE
HU3MCHSICTCS.
JloxymeHTanus

1. O6ocHOBaHME U3MEHEHHS HAMMEHOBAHMS AaKTUBHOM (hapMaleBTUUYECKOM
cyocranuun BO3. [lnsg BcmomoraTenpHOro BellecTBa —

000CHOBaHUE

W3MEHEHHUs CIpaBOYHUKA (KiIaccudukaTtopa) BCIOMOTaTENbHBIX BEIIECTB
Coro3a. IloaTBepkieHHEe TOro, 4TO M3MEHEHHE COOTBETCTBYyeT Dapmakonee
Coro3a (ecnu TPUMEHHMMO), a MpU OTCYTcTBHM B Heil — ®dapmakomnee
rocyaapctBa-uieHa. Jleknmapanus, 4YTO HaMMEHOBAaHUE JIEKaPCTBEHHBIX
PacTUTENbHBIX IpPENapaToB COOTBETCTBYeT akTraM opraHoB Coro3a B cepe

oOpalieHus JeKapCTBEHHBIX CPEJICTB.
2. IlepecmoTtpenHas nHGOPMAIIHS O JICKAPCTBCHHOM Iperapare.

A.4. I3MeHenne Ha3BaHHS U
(wm) ampeca: TPOM3BOJIUTENS
(BKIIOYAsl, €CIM  TPUMEHUMO,
TUIOLIAAKU o KOHTPOJIIO
KauecTBa), WIH  JepKaTels
MOADC, wam  1OCTaBIIUKA
aKTUBHOM  (papMaleBTHUECKOU
cyOcTaHuuwy, MCXOTHBIX
MaTepHaioB, pPEAKTUBOB  WIH
MIPOMEKYTOUHBIX MPOYKTOB,
WCIIOIb3YEMBIX B TIPOU3BOICTBE
aKTUBHOM  (papMaleBTHUECKON
cyOcTaHiuu (ecid yKa3aHO B
PETUCTPALMOHHOM JIOChE), €CIIU B
PETUCTPAITMOHHOM J10Che
OTCYTCTBYIOT cepTU(UKATHI
COOTBETCTBUSA EBponeiickon
(dhapmakoriee, UM TPOU3BOTUTENS
HOBOT'O BCIIOMOTATEIHHOTO
BelecTBa (ecliM  yKa3aHO B
PETUCTPAIIMIOHHOM JIOCHE)

HeoOxonnmelie
YCIIOBUS

JIoKyMEeHTBI U
JAHHBIE

[Ipouenypa

1,2,3

1A

Ycnosug

1. ITpou3BoACTBEHHAS TIJIOMIAKA M HU OJHA U3 MPOU3BOACTBEHHBIX OMEpalvii He

HU3MCHACTCA.
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JloxymeHTanus

1. OpunmanbHplii  TOKYMEHT OT YIOJIHOMOYEHHOIO OpraHa (Hampumep,
HAJIOrOBOT'0 OpraHa), B KOTOpOM yKa3aHO HOBOE Ha3BaHHe U (WJIH) aapec.

2. [TonpaBka K COOTBETCTBYIOLIEMY pa3/iely PErUCTPALIHOHHOTO J0ChE.

3.1lpy  wW3MeHeHWM  Ha3BaHHMS Jep)Karenss  MacTtep-Qaiila  aKTHBHOM
dhapmanepTudeckoi cyocranuun (MPADC) — 0OHOBIICHHOE pa3pelicHUEe Ha
JOCTYII.

A.5. Usmenenne Ha3Banmsa u| HeoOxomumeie | JlokymenTsl u | [Ipomenypa

(unu) agpeca  MPOU3BOIUTENS yCIIOBUS JaHHbBIC
JIEKapCTBEHHOTO npernapara,
BKJIIOYast BBIITYCKAIOIIHE

IUIOMAAKH W  IUIOIIAAKUA  IIO
KOHTPOJIIO KauecTBa

a) ICHCTBUS, 3a KOTOpbIE 1 1,2 |1Any
OTBEYaET TIPOU3BOIUTEIh

(uMmopTep), BKIIOYAIOT BBIMYCK

cepuit

0) nericTBUs, 3a KOTOpBIS 1 1,2 1A
OTBEYaET IPOU3BOIUTEINb

(ummopTep),  HE  BKIIOYAIOT

BBIINIYCK CEpUU

VYcmoBus
1. ITpou3BoACTBEHHAS TUTONIAKA, Ha3BaHUE U (MJIH) aJipec KOTOPOM U3MEHSFOTCS,
Y HU OJINH U3 TIPOILIECCOB MPOU3BOACTBA HE U3MEHSIOTCS.

JlokymeHTanus

1. Konus nuieH3ud Ha TPOU3BOACTBO (IIPU HAIUYHMHM) WIH OQPUIIUATBHBIN
JOKYMEHT OT COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO OpraHa (Hampumep,
HaJIOrOBOI'0 OpPTraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE U (MJIM) azipec.

2.Ecnu  mpumeHumo, nompaBka K COOTBETCTBYIOLIEMY  pasfeny
PETUCTPAIIMOHHOTO J0ChE, BKIIOYAs TEPECMOTPEHHYI UH(OOpPMALUIO O
JIEKApCTBEHHOM IIpenapare.

A.6. I3menenue koma ATX Heo6xomumeie | Jlokymentsl u | [Ipouenypa
YCIJIOBUS JAHHbIE

a) U3MEHEHHE BCJIE/ICTBUE 1 1 1A

YTBEPXKACHUS WM U3MEHEHUs

BO3 koma ATX

0) U3MEHEHHE 10 WHHUIIMATHBE — 1 IB

3asiBUTEIIS KOJIa, HE SBIISIOIIETOCS

KOZI0M, TprcBoeHHbIM BO3

YcnoBus
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1. U3meHeHnue BeiecTBUE yTBEpKACHUS uiu u3MeHenus BO3 koga ATX.

JlokymeHTanus
1. IlepecMoTpeHHas nH(pOpMAIHS O JEKAPCTBEHHOM Ipenapare.

A.7. Uckmtouenue Heob6xomumeie | Jlokymentsl u | [Ipouenypa
MPOU3BOJICTBEHHON  TUIOIIAJIKH YCIIOBUS TaHHBIC
(B TOM wuwmcne i aKTHUBHOU
(hapMarieBTHYECKON CyOCTaHIUH,

IIPOMEKYTOYHBIX IIPOTYKTOB,
JIEKapCTBEHHOT'O npemnapara,
yIaKOBIIKMKA,  MPOU3BOIUTEIA,

OTBETCTBEHHOTO  3a  BBIMYCK
CepHuH, KOHTPOJISI KAYECTBA CEpUil
WIM  TOCTaBIIMKA  HCXOIHOTO

MaTepuana, peaKkTuBa W
BCIIOMOTaTEILHOTO BELIECTBA
(ecu yKa3aHbl B

PETUCTPALIMIOHHOM JIOChE))

1,2 1,2 1A

YcnoBus

1. JlomxHO oOcCTaThcsi He MeHee | paHee OJOOPEHHOW IMPOM3BOJICTBEHHOM
MJIOMIAAKH  (TMIPOU3BOJIUTENSA), OCYIIECTBISAIOMIEH Te ke (QYyHKUUH, YTO U
IO IS KAIIE UCKITFOUYECHHUIO.

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

JlokymeHTanus

1. B nyHkTe O BHOCHMMBIX HM3MEHEHHSX 3asBICHUS O BHECEHUH H3MEHEHHU
HEOOXOJIMMO 4YeTKO 0003HauuTh paHee OJIOOPEHHBIX M IMpeajiaraeMblx K
yIAJICHUIO TPOU3BOAMUTENCH, KaK YKa3aHo B pazjeiie 2 (hopMbl 3asiBICHUS.

2. IlompaBka K COOTBETCTBYIOIIEMY pa3zzieny (pasienaM) perUCTPAIlMOHHOTO
J0Che, BKITIOYasi IEPECMOTPEHHYIO HH(POPMAIIHIO O JIEKAPCTBEHHOM ITpernapare.

noapaszaen A.8 mpru3HaTh yTPaTUBIIUM CUITY;

pasaen b TaOnuIel M37I0KUTH B CIICIYIONICH PEeTaKIINN:
«b. U3meHeHus kayecTBa

b.1. AktuBHas papmarieBTHUYECKasi CyOCTaHIIUS

b.1.a) [IpousBoacTBo

b.l.a.1. I3meHeHue Heo6xomumeie | Jlokyments u | [Ipouenypa
IIPOU3BOIUTEIS HCXOJHOTO YCIJIOBHUSA JTaHHbIE

»;
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Marepuana (peakrtuBa,
IPOMEXYTOYHOTO TPOAYKTa),
UCIIONIb3YEMOT0 B IIpolecce
MIPOU3BOJICTBA aAKTUBHOU
dbapmareBTH4IECKOM

CyOCTaHIIMU WM H3MEHEHUE
MIPOU3BOTUTEIS AKTUBHOMN
dbapmareBTH4IECKOM

cyOctaniuu (BKJIIOYasi, €cCiau
OPUMEHUMO, IUJIOMAJKUA IO
KOHTPOJIIO KadecTBa), €clii B

PETUCTPALIMOHHOM J0ChE
OTCYTCTBYET ceptuduxat
cooTBeTCTBUSL  EBporenckoin
dapmakornee

a) npeaiaracMbli
IIPOU3BOJUTENL TPUHAIJICKUT
K TOU xKe rpymre
(bapManeBTHIECKUX
KOMIIAaHUH, YTO U OJOOPEHHBIN
IIPOU3BOUTEID

1,2,3

‘!_\

o
o
\l

N
w

©o >

|Any

0) BHECCHHE HOBOT'O

TIPOU3BOIUTEIISI AKTUBHOU

dbapMareBTHIeCKOM — — I
cyOcTtaHiuu, 0OOCHOBaHHOM

MOADC <*>

B) IpeJjiaraeMblit

MPOU3BOJIUTENH  UCIOJIB3YyeT

PE3KO OTIIMYAIOIIMICS CIOCcO0

CUHTE3a WK YCIIOBUS

IIPOU3BOJICTBA, KOTOPHIE MOTYT
U3MEHUTDH BAYKHBIE IIOKA3aTEIIN

KayecTBa AKTUBHOM
bapmareBTHIECKOM

cyOcTaHIuH, TaKue KaK
Ka4eCTBEHHBIN 51 (mm)
KOJIMYECTBEHHBIN npoduib
IIpuMecen, TpeOyromuit

KBaTM(UKAINH, WIA (U3UKO-
XUMHUYECKUE CBOICTBA,
BITUSIOLIME Ha
OMOIOCTYITHOCTD <*>

I') HOBBII
MaTepuana,

MIPOU3BOAUTEb
Tpebyromero
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OLICHKU BUPYCHOM
0e3omacHOCTH W (WJIM) pHUCKA
IRC

1) U3MEHEHHE 3aTparuBacT
OMOJIOTMYECKYIO aKTUBHYIO
(bapMaleBTHUYECKYIO
cyOCTaHIINIO (BKITIOUAS
UCXOJHBIA MaTepuas, peakTuB,
IPOMEXYTOYHBIN IPOIYKT,
WICIIOJIb3 YIOIIHICS B
MIPOU3BOJICTBE
OMOJIOTUYECKOTO

JIEKapCTBEHHOT'O Iperapara)

€) U3MEHEHHE nopsiika
KOHTPOJIS KadecTBa aKTUBHOM
(bapMareBTH4IECKOM
cyOCTaHLIMM:  CMEHa WU
no0aBjICHHE IUIOMIAJKH, Ha
KOTOpOU OCYILECTBIIAECTCS
KOHTPOJIb (UCIIBITAHUE) CepUi

2,4

1,5

’K) BHCCCHHE HOBOTO
TIPOU3BOTIUTEIIS AKTHBHOM
bapmareBTH4IeCKOM

cyOCTaHIIMU, HE HUMEIOIIeH
M®OADC wu  TpelOyromei
oObHOBIIeHMsT pazzena 3.2.S
PETHCTPAITMOHHOTO JI0Che

JICKApPCTBCHHOI'O Inpcrapara
<*>

3) BKJIOUEHHUE AJIbTEPHATUBHOM
IUIOUIAIKK IO  CTepUIIM3alUU
aKTUBHOM (apMalieBTHUECKON
cyOcTaHIuu c
MCII0JIb30BAHUEM MeTo/1a
@apmakonen Coro3a, a npu
OTCYTCTBUM B HeHd — C
MCIIOJIb30BAHUEM METOJI0B
JIPYTHX bapmaxorneit B
cootBercTBUM ¢ KoHuenuuein
rapMoHu3anuu  (apmaxornei

rocyaapcTB — YJICHOB
EBpasuiickoro
HKOHOMUYECKOTO COI03a,

YTBEPXKACHHOU Pemennem

1,2,4,5,8
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Komnernn EBpasuiickon
AKOHOMHYECKONM KOMHUCCHH OT
22 centsa6ps 2015 1. Ne 119
(mamee — Kounenmnus
rapMOHM3ALIUHN )

1) BHECEHHE HOBOM TUIOIIAJKU
0 MUKpPOHU3AIMNHN <*>

2’ 5 11 41 51 6 IA

K) U3MEHEHUS MOPSAKA
KOHTPOJIA KauecTBa
OuoornuecKon AKTUBHOMU
dbapmareBTH4IECKOM
cyOCTaHIIMU:  3aMeHa WU
BKJIIOYEHUE  IUIOLIAJKH, Ha
KOTOpOU OCYIIECTBIIAECTCS
KOHTPOJIb (MCTIBITAaHUS) CEPU,
BKJIFOYAst OMOJIOTUYECKUI
(MMMYHOJIOTMYECKHUH,
UMMYHO-XUMHUYECKUN ) METOT

1) HOBas TJIoIIa KA 1o
XpaHEHUIO TJABHOTO OaHKa
KJIETOK M (WJIH) pabodero OaHka
KJICTOK

YcnoBus
1. Cnenudukanum  UCXOIHBIX
BHYTPHUIIPOU3BOJACTBEHHbIC

MaTepualioB M  PEakTUBOB  (BKJIHOYAs
KOHTPOJIH, METOBI aHanu3a BCEX

MaTEpUaOB) UICHTUYHBI paHee of00peHHBbIM. Crnernudukanuu (BKIOYAS
BHYTPHUIIPOU3BOJICTBEHHBI KOHTPOJIb, METO/bl aHAJIM3a BCEX MaTEpPHAIOB),
crocoObl MPUTOTOBJICHUS (BKJIOYash pa3Mep Cepuu) M MOAPOOHBIN crocob
CHHTE3a MPOMEXKYTOUYHBIX MPOAYKTOB M AKTUBHBIX (apMaleBTUICCKUX
cyOCTaHIUi UACHTUYHBI paHee 0JJ0OPEHHBIM.

2. AxtuBHas (hapMmaneBTUYECKasi CyOCTaHIIMs HE SIBISIETCS] OMOJIOTMYECKON MiH

CTEPUIIBHOM.

3. Eciiu B mporiecce mpou3BOICTBAa MCTIONB3YIOTCS MaTepUalibl YeIIOBEYECKOTO

WIK  JKMBOTHOTO  TMPOWCXOXKJEHUS W TMPOU3BOJIUTENh  AKTUBHOU
dbapmaleBTH4ECKOi CyOCTaHIINH:

HE WCIOJIb3yeT HOBOTO IOCTaBIIMKA, B OTHOIICHHH KOTOPOTO TpeOyeTcs
OIICHKA BUPYCHOU 0€3011acHOCTH U OlleHKa cooTBeTCTBUsI Dapmakonee Corosa
WK IpyruM QapMakoressM B cooTBeTcTBUM ¢ KoHIenued rapMoHH3aIiuu
dapmaxornei u rimase 24 [IpaBui1 mpoBeICHUS UCCIICIOBAHNN OMOIOTHICCKUX
JIEKapCTBEHHBIX CPEJCTB, MO MHHHMH3AIMKM pPHCKAa Tepe/ladydl areHTOB
ry0yaroii  sHIedanonaTid KUBOTHBIX TOCPEJACTBOM  JICKAPCTBEHHBIX
MperapaToB JJis MEAUIIMHCKOTO ¥ BETEPUHAPHOTO MPUMEHEHUS;

UCIIOJIb3YEeT HOBOTO TIOCTABIIMKA B OTHOIICHHM KOTOPOT'O TaKas OIICHKa
pOBeJICHA.




128

4. Tpancgep MeToaa co CTapoii Ha HOBYIO IUIOIIAJIKY IPOU3BEIEH YCIIELIHO.
5. Crneunduxanus pazmMepa 4aCcTUL aKTUBHOU (papMalleBTHUECKON CyOCTaHIIMK U

COOTBGTCTBYIOHIHI)'I AHAJIMTUYECKUM METOJ HE U3MEHSIOTCS.

JlokymMeHTauus
1. Ecnim mpumeHuMoO, TOTNpaBKa K COOTBETCTBYIONIEMY paszieny (pasaenam)

PErUCTPALIIOHHOIO JOCHE.

2. llogTBepxaeHne AepKaTens PETUCTPAIMOHHOTO  YJOCTOBEPEHUS WM

nepxarensi MOADC coOTBETCTBEHHO, YTO MPOLEAYPHl KOHTPOJIS KadecTBa
crocoba cuHTe3a (MW UIsl JICKApPCTBEHHBIX PACTHTEIBHBIX TPENapaToB —
METOJIa TPHUTOTOBJICHHS, TEOrpad)UuecKOr0 HCTOYHHKA MPOUCXOKICHUS
pacTUTENbHOHN QapMaIieBTHUECKOM CyOCTaHIIMK 1 TIpoIiecca e MPOU3BOICTBA
(COOTBETCTBEHHO)) W  CHEeUM(PUKAIMK aKTUBHOM  (papmarieBTUUeCKOM
CyOCTaHIIMU ¥ MCXOJHOTO MaTepualia, peakTHBa, POMEKYTOUHOTO TIPOTYKTa
B TIpoIIecCe MPOU3BOACTBA aKTUBHOM (papmarieBTUUeCKo cyOcTaHuu (eciau
NPUMEHUMO) HE OTJIUYAIOTCS OT paHee 0JI00PCHHBIX.

3. Ceptudukar coorBerctBus EBpormelickoii @apmakoriee o ['D mis mo6oro

HOBOTO MCTOYHHKA Martepuaina, Ju0o (eclii MPUMEHUMO) JOKYMEHTaJIbHOE
HOJATBEPKICHHUE TOr0, YTO UCTOYHUK MaTepHala, MoABEPKEHHbIN pucky 1'3,
paHee UCCIIEIOBAJICS YIIOJIHOMOYEHHBIM OPTaHOM U OBLIO MOATBEPKIEHO €ro
coorBercTBUe @Dapmakonee Coro3a wunu ApyruM  ¢apmakonesim B
cootBercTBUU ¢ KoHnenmueit rapMmonu3anuu gpapmaxoneii u riase 24 [IpaBun
NPOBEACHUS HCCIEIOBAaHUNA OMOJOTHYECKUX JIEKAPCTBEHHBIX CPEACTB I10
MUHUMM3AIMM ~pHCKa T[epeladyd areHToB TIyOuaTod HsHIedanonatuu
KUBOTHBIX TOCPEACTBOM JIEKAPCTBEHHBIX MpPEMapaToB A MEIULUHCKOIO
npuMeHeHus. [Ipu 3ToMm, Takoe NTOKyMEHTaJIbHOE IMOATBEPKACHHUE JOJKHO
BKIIOYaTh B ce0s B TOM 4HCIE CIEIyIOIIMe CBEACHHs: Ha3BaHUE
NPOU3BOJIUTENS, BUJ JKUBOTHOIO M €ro TKaHU, W3 KOTOPBIX TMOJYy4YeH
MaTepuai; CTpaHa IPOMCXOXKICHUS MAaTepualla, HCIOIb30BAHME JaHHOTO
MaTepuasa B IPOLUIOM U €ro NPUEMIIEMOCTb.

4. Jlannbie aHanuza cepuit (B popmaTe cpaBHUTEIHHOM TAOJHUIIBI) MO MEHbIIIEH

Mepe NIBYX cepuil (M0 MEHBIIEH Mepe, OMBITHO-TIPOMBIIIUICHHBIX) aKTUBHON
dapmanieBTHUECKONW ~ CyOCTaHIIMM  OT  TEKYIIMX W MIpeajaraeMbix
npousBoAuTENEH (TJIOMIA0K).

5.B 3asBaeHMM O BHECEHUHM H3MEHEHUH WB COIIPOBOJUTCIIBHOM IMTHMCHME

HEOOXOJIMMO YETKO YyKa3zaTh paHee OJOOpPEHHBIX M IMpeasiaraeMbIX
IIPOU3BOAUTENEN.

. Ecnn aktuBHas dapmaneBTuyeckas CyOCTaHILIMS HCIONb3YETCS B KayecTBE
MCXOJHOTO MaTepuaya, JAeKiapanys YHOJIHOMOYEHHOTO JIMIA KaXAo0ro
Jep)KaTess JIMIEH3WM Ha IIPOM3BOJCTBO JIEKAPCTBEHHOIO IIperapara,
YKa3aHHOT'O B 3asBJICHUU, WIH YIIOJHOMOYEHHOIO JINLA KAXKIOTO AeprKaTess
JULEH3UM  HAa  TOPOU3BOACTBO,  YKAa3aHHOTO B 3afBJICHUM  KakK
OCYILECTBIISIFOLIETO CTAINIO MPOBEICHUSI BBIITYCKAOIIETO KOHTPOJISI KauecTBa
JeKapCTBEHHOrO TMpemnapata. B nexmapanusx HeE0OXOJUMO YyKaszaTb, YTO
MPOU3BOJIUTENb AKTUBHOM (hapMaleBTUUYECKON CyOCTaHIMM, yKa3aHHBIM B
3asBJICHUH, OCYLIECTBIIET CBOIO JIEATEIBHOCTh B COOTBETCTBUU C [IpaBunamu
HaJUIe)Kalle  MPOM3BOACTBEHHOM  mpakTuku. Ilpum  ompeneneHHbIX
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00CTOATENBCTBAX  JOIMYCKAeTCS MPEACTaBIATh | jmekmapanuio  (CM.
npumeydanue K n3meHenuto b.11.0.1).

7. O0s3aTenbCcTBO (P HEOOXOAMMOCTH)  MPOU3BOJAMUTENS  aKTUBHOU

dapmareBTUUYECKOW CYOCTaHIIMKM OIOBEIIATh JepXKaTeNs PErHCTPAIliOHHOTO
YIOCTOBEpEHHUST O JIIOOBIX W3MEHEHHSIX  Ipoliecca  IPOU3BOJICTBA,
cnenuUKaUi U aHATMTHYECKUX METOJIUK aKTHBHOW (hapMalieBTHUYeCKOM
cyOcTaHIIH.

8. [lonTBepxkaeHne, dYTO TMpemiaraemasl IUIOMIaJKa JIOJDKHBIM — 00pa3om

JUIEH3UPOBAaHA B OTHOIIEHHWU paccMaTpUBAEMOM IPOU3BOJICTBEHHOMN
oTeparuy.

9. HOK}’MGHTH, IMOATBCPKIAOIHUC ITPUHAIICKHOCTD IIPOU3BOJUTCIIA aKTUBHOM

(dapmanieBTHUECKOW CyOCTaHIMM K OJHOW Trpynne (apManeBTUYECKUX
KOMITaHUH (HarpuMep, MUCbMO MOATBEPKICHUE).

[Ipumedanue <*> |B NpUMEHUMBIX CIy4asX MPEACTABISIETCS TaKXKe TeCT

CPaBHUTEIbHON KUHETUKH PACTBOPEHUS HA JIEKApPCTBEHHBII
mpernapar ¢ akTHUBHOM (apMarieBTUYEeCKOW CyOCTaHIIHEH,
MPOU3BEICHHON HA MPEKHEN IUIOMIAJIKE, U IByMSI CEPUIMHU
JIEKapCTBEHHOr'0 TIpernapara, MPOU3BEACHHOTO C aKTUBHOMU
(dbapMaleBTHUYECKON CcyOCTaHIIMEHW, TPOU3BEICHHON Ha

HOBOU NIPOU3BOACTBEHHOM TIJIOMIAIKE.

b.l.a.2. 3MeHenusa mpoiecca
IIPOU3BOACTBA AKTUBHOMN
dbapmarieBTHUECKON
cyOcTaHIN

HeoOxonumeie
YCIIOBUS

JIOKyMeHTHI
JTaHHbIE

[Ipouenypa

a) HECYILIECTBEHHOE
U3MEHEHUE mporiecca
IIPOU3BOJACTBA AKTUBHOMN
dbapmarneBTHIECKON
cyOcTaHIn

1,234,
5,6,7

1,2,3

0) 3HAUMTEIIPHOE  W3MEHEHHE
nporecca MIPOU3BOICTBA
aKTUBHOM (apMalieBTHUECKON
CyOCTaHIIMU, KOTOPOE MOXKET

0Ka3aTh CYLIECTBEHHOE - - 1
BIIUSIHHEC Ha Ka4eCTBO,

0€30macHOCTh 7RI

3¢ HEeKTUBHOCTD

JICKApCTBCHHOTI'O IIpfriapara

B) U3MEHEHUE 3aTparuBacT
OMOJIOTUYECKYI0 CYOCTaHITUIO
WIH HCIIOJIB30BAaHUE JIPYroTo
BEIIECTBA, TOJIYYCHHOTO ITyTEM
XUMHUYECKOTO CHHTE3a, TIpH
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MIPOU3BOJICTBE
OMOJIOTUYECKOTO

JICKapCTBEHHOTO  TIperapara,
KOTOpOE  MOXET  OKa3aTh
CYIIECTBEHHOE BIUSHUE HAa
Ka4ecTBO, O€30MacHOCTh HIIH
3¢ (PEeKTUBHOCTH

JICKapCTBEHHOTO TIperapara u
HE CBSI3aHO C MPOTOKOJIOM

yIpaBJICHUs
NOCTPErUCTPALMOHHBIMA

U3MEHEHUAMHU

T') U3MEHEHHE 3aTparuBacT

JIEKAPCTBEHHBIN PACTUTEIbHBIN

npemnapar, a MMEHHO

reorpapuueckuit MCTOYHUK

IIPOUCXOKIACHUS — — I
JIEKapCTBEHHOTO

PAaCTUTENIBHOTO CBIPBsI, CIIOCO0

IIPOU3BOJICTBA WIH

IPUTOTOBIIEHUS

1) HECYIIIECTBEHHOE

W3MEHEHHE 3aKphITOM YacTH — 1,2,3,4 IB
M®OADC

YcnoBus

1. HexxenaTenbHOE M3MEHEHHE KQYECTBEHHOTO WJIM KOJIMYECTBEHHOTO MPOQIIIS

2.

7.

npuMecei nin GU3NKO-XUMUYECKUX CBOMCTB OTCYTCTBYET.

Crioco6 cuHTe3a OcTaeTcsi TeM e, TO €CTh MPOMEKYTOUYHbIE MPOAYKTHI HE
U3MEHSIOTCS U B MPOLIECC HE BBOAATCS HOBBIE PEAKTUBBI, KaTAaIU3aTOPbl UIU
pactBoputenu. ['eorpaduueckuii MICTOYHUK MPOUCXO0XKACHUS JIEKAPCTBEHHOTO
PaCTUTEIBHOIO CBIPbSl, NPUIOTOBJICHUE JIEKAPCTBEHHOIO PACTUTEIBHOIO
CBIPBSl U CHIOCOO MPOU3BOJCTBA JIEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB
HE U3MEHSIOTCS.

. Cieunduxanuun AKTUBHOMN bapmalieBTHUECKOM cyOcTaHUIUU "

IIPOMEKYTOUYHBIX POJYKTOB HE U3MEHSFOTCH.

. I3MeHeHre OJIHOCThIO ONMUCHIBAETCS B OTKPBITON YaCTH (YACTU «3asBUTEIIS)

MOA®DC (ecnu NIPUMEHHUMO).

. AxTuBHas (apmaneBTHUecKas CyOCTaHUMS He SBIsIeTCS OMOJIOTMYECKON

cyOcTaHIue.

. I3aMeHeHue He 3aTparuBacT FGOI‘pa(i)I/IIICCKI/Iﬁ HUCTOYHUK IIPOUCXOKIACHUA

JEKapCTBEHHOI'O  PACTUTENIBHOTO  ChIpbs, CIOCOO IMPOM3BOJCTBA  WIIU
IPUTOTOBJIEHUS JIEKAPCTBEHHOIO PACTUTENIBHOTO IIpenapara.
M3meHeHne He 3aTparuBaeT 3akpbITyto yacTb MOADC.

JloxymeHnTanus
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. IlompaBka K COOTBETCTBYIOLIEMY pa3zieny (pa3aesiaMm) perucTpalnuOHHOTO
JI0Che, BKITIOYasi MPSIMOE CpaBHEHHE TEKYIIETO U HOBOTO MPOIIECCOB.

2. Jlannble aHanm3a cepuil (B popMare CpaBHUTEIBHOW TAOIHIIBI) IO MEHBITICH
Mepe 2 cepwii (MO MEHBIIEW Mepe, ONBITHO-TIPOMBIIUICHHBIX ),
NPOM3BEJCHHBIX C TIOMOIIBI0 0JJOOPEHHOTO H MPEIIaraeMoro MmpoIeccoB.

. Kommuu  yTBep)KACHHBIX crenupuKauii aKTUBHOW (apMareBTHUCCKOM
cyOcTaHmmu (B BHJE CCBUIKM Ha COOTBETCTBYIOUIMH JOKYMEHT B
MOCJIeIOBAaTEIbHOCTH  PETUCTPAIMOHHOTO JOChE WM TPHIOKEHUS K
CONPOBOJUTEILHOMY ITUCHMY).

. IlonTBepkaeHNE JepXKaTelsi PETUCTPAIMOHHOTO  YIOCTOBEPCHHUS WU
nepxarenss MOADC COOTBETCTBEHHO, YTO HM3MCHEHHE KauyeCTBEHHOTO U
KOJIMYECTBEHHOTO Tpodwiss mpuMeced WM (HU3MKO-XUMHYECKUX CBONCTB
OTCYTCTBYET, CIIOCO0 CHHTE3a, CIICIIU(PUKAIIIN aKTHBHON (hapMaIieBTUIeCKOH
CyOCTaHIIUU ¥ POMEXKYTOYHBIX MPOTYKTOB HE U3MEHSIOTCSI.

[Ipumeuanue

ITon 3HAYUTEIbHBIMU WU3MEHEHUAMU AKTHUBHBIX
(dapManeBTHUYECKUX  CyOCTaHIIHH, MOJIy4EHHBIX  IyTEM
XUMHUYECKOT0 CHUHTE3a, MOJApa3yMeBalOTCd M3MEHEHHUs crocoba
CHUHTE3a WJIH YCJIOBUH TIPOM3BOJICTBA, KOTOPBIE CIOCOOHBI
W3MEHUTh  BA)KHBIE  [IOKAa3aTeJIM  KAadyecTBa  aKTHBHOMU
(dbapMaleBTHYECKON CyOCTaHIIUM, TaKU€ KaK KauyeCTBEHHBIM W
(M)  KOJMYECTBEHHBIM MpoQMiIb NpUMeEceH, TpeOyromu
KBAJTM(UKALIH, WIH (DU3HUKO-XUMUYECKUE CBONCTBA, BIUSIOLINE

Ha 6I/IOIIOCTy1'IHOCTB.

b.l.a.3. I3Menenue  pazmepa
cepuu (BKJIIOYAsi JHANa30HBI
pasmepa cepuu) aKTUBHOMU
dbapmarneBTHIECKON
cyOcTaHIu WIn
MPOMEXKYTOYHOTO  TMPOAYKTA,
UCIIOJIb3YEMOTO B  IIpoLEecce
IIPOU3BO/JICTBA aKTHUBHOU
bapmareBTHIEeCKOM
cyOcTaHIu

Heo0Oxonumele

YCIOBHUS

JIOKyMEHTHI 1
JTAHHbIE

[Ipouenypa

a) yBEJIMYEHUE pa3Mepa cepuu
no 10 pa3 mo cpaBHEHHIO C
3aperucTpUPOBaHHBIM
pazmepom

o1 P
o N
~w
RS

1,2,5

0) yMeHbILIEHHE pa3Mepa Cepuu
no 10 pa3 mo cpaBHEHHUIO C
3aperuCTPUPOBAHHBIM
pazmepom

1,2,3,4,5

1,2,5

B) U3MEHEHUE TpeOyeT aHanusa
COIMOCTaBUMOCTH
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OHMOJIOTHYECKON aKTUBHOU
bapmareBTHIECKOM
cyOcTaHIu

I') YBEIMYCHHUE pa3Mepa Cepuu
6onmee ywem B 10 pa3 mo

CpPaBHEHUIO c — 1,2,3,4 IB

3aperucTpUpPOBAHHBIM
pasmepom

1) yBelnueHue (yMEHBIIICHUE)

maciradba MIPOU3BOJICTBA
OHMOJIOTHYECKOH AKTUBHOMI
apMalleBTUYECKON
(bap — 1,2,3,4 IB
cyoctanuu  0e3 H3MEHEHHUS
nporecca MIPOU3BOJICTBA
(Hampumep, nyOnmupoBaHue
JIMHHM)
VcaoBug
1. Bce u3MeHEeHHsT METOJOB MPOM3BOJACTBA 3aTPArdBalOT JIMIIL HEOOXOIUMBIC

\‘

IPOIICCCHI I YBEJIMUYCHHS WIM YMCHBIICHUS pa3Mepa CEpHH, Hampumep,
UCIIOJIb30BaHKUE 000PYAOBaHHE APYTOro pa3mepa.

. HCO6X0,Z[I/IMO INpCACTAaBUTDH PE3YIbTAaThI HUCIIBITAaHUN COI'JIaCHO

cnenuuKalusIM He MeHee 2 cepuil IpeIaraeMoro pa3Mepa Cepuu.

. PaccMaTtpuBaemblil J1eKapCTBEHHBIN Mpenapar He SBJSETCS OMOIOTHYECKUM

JICKAPpCTBCHHBIM ITpCIIapaToOM.

. I3MeHeHre He BIHMSET HEXKeIaTelIbHbIM 06pa30M Ha BOCIIPOHU3BOIAUMOCTD

nporecca.

. I3mMeHneHue He AOMKHO OBITh CJIEICTBHEM HEMPEABUIACHHBIX CUTYaIUH,

BO3HHKIIHUX B XOAC IIPOU3BOACTBA, NJIM HAPYIICHUA CTaOMIILHOCTH.

. Cienuukaruu aKTUBHOM dbapmarneBTHIECKON cyOcTaHIIU

(MpOMEKYTOUHBIX TPOTYKTOB) HE U3MEHSIFOTCS.

. AKTUBHas (apmalleBTHUECKasi CyOCTaHIUS HE SIBISIETCS] CTEPUIIbHOM.
. Pa3zmep cepun HaxoxsTes B npenene 10-kpaTHOro quanazoHa pasMepa cepuu,

MPEYCMOTPEHHOTO TPU PETUCTPALIUM HIIH TIOCIE OCIEAYIOIIETO U3MEHEHUS
pa3Mepa cepuH, He SIBJISIBIIETOC U3MeHeHueM [A tuma.

JoxymeHnTanus

1.

2.
3.

[TonpaBka K COOTBETCTBYIOIIEMY pazlieny (pazzenam) perucTparoHHOTO
JOChE.

HomMmepa cepuil UCIIBITAHHBIX CEPUN UMEIOT NPEIaraeMblii pa3Mep CEpUH.
Jlannbie aHanu3a cepuil (B popMare CpaBHUTEIBHONW TAOIHIIBI) IO MEHBIIIEH
Mepe OJHOM TPOMBIIUICHHOW CepUM aKTUBHOM (apMaleBTUUYECKON
CyOCTaHIMM ~ WJM  TNPOMEXKYTOUYHOTO  MPOAYKTa  COOTBETCTBEHHO,
IIPOM3BE/ICHHON B YTBEP)KIECHHOM M mpeiiaraeMoM paszmepe. Ilo 3ampocy
HEOOXOJIMMO TMPEACTaBUTh JaHHbIE [0 CJIEAYIOUIUM JBYM  IOJIHBIM




133

4. Komuu

5. [loaTBepxacHME

MPOMBIIIJIEHHBIM CEPUSIM; JepKATeNIb 00s13aH COOOIIUTh, €CIIH PE3YJIbTAThHI
aHaJu3a HE YKJIAJbIBAIOTCS B CIICHU(PUKAINIO U MPEJIOKUTD IIJIaH JEHCTBUM.
0I00OpeHHBIX  crenuuKkanuii  akKTUBHOH  dapMaleBTHICCKON
cyOcTtaHuu (M MPOMEKYTOUHBIX TPOJIYKTOB, €CIM TPUMEHUMO) (B BHUIE
CCBUIKM Ha COOTBETCTBYIOIIHKM JOKYMEHT B MOCJIEA0BATEIBHOCTH JOCHE WU
MIPUIIOKEHHUSI K COTIPOBOIUTEILHOMY MTUCHEMY).

JIiepKaTesiss PETrUCTPALMOHHOIO  YJIOCTOBEPEHUS  WIIU
nepxarenis MOADC coOTBETCTBEHHO, YTO BCE U3MEHEHUS METOJ0B
MPOU3BOJICTBA 3aTPAruBaIOT JIUIIb HEOOXOIUMbIE MPOIIECCHI I YBEIIMUCHUS
WM YMEHBIIICHHUS pa3Mepa cepuu (Hampumep, HCTIoJb30BaHHE 000py10BaHUS
JIPYroro pa3Mmepa), M3MEHEHHE HE BIMSET HEKeJaTeabHbIM 00pa3oM Ha
BOCIIPOU3BOJIUMOCTh IPOILIECCA; HM3MEHEHHWE HE SBISAETCS CIEICTBHEM
HETPEIBUJCHHBIX CHUTyallu, BO3HMKIIUX B XOJE€ NPOU3BOJCTBA, WJIHU
HapyIIeHUs] CTaOMIBLHOCTH; CrenuUKaIMd aKTUBHOW (apMalieBTHIECKON
cyOcTaHIuU (MPOMEXYTOUHBIX TPOJYKTOB) HE U3MEHSIOTCS.

b.l.a.4. U3menenune
BHYTPHUITPOU3BOICTBCHHBIX
WCIIBITAHUNA WJIM KpPUTEpPHEB
MIPUEMIIEMOCTH,
HCTIOJTb3YIOTIUXCS
TIPOU3BOJICTBE
dbapMareBTHIeCKOM
cyOcTaHIN

npu
AKTABHOU

Heo0Oxonumeie
YCIIOBUS

JIOKyMEHTHI 1
JTAHHbIE

[Ipouenypa

a) y)KECTOUYEHHUE
BHYTPHUIIPOU3BOACTBEHHBIX
KpUTEPHUEB MPUEMIIEMOCTH

1,2,3,4

1,2

0) mobasieHue HOBBIX
BHYTPHUIIPOU3BOICTBEHHBIX
UCIIBITAHUNA WM KPUTEPHUEB
IPUEMIIEMOCTH

1,2,5,6

1,2,3,4,6

B) UCKJIIOYEHHE HE3HAUYUMOTO
BHYTPUIIPOU3BOJCTBEHHOTO
UCIIBITaHUS

1,2, 7

1,2,5

) pacllUpeHue  0J00PEHHBIX
BHYTPHUIIPOU3BOICTBEHHBIX
KPUTCPUCB MPUEMIIEMOCTH,
KOTOpBIE€ MOTYT CYILIECTBEHHO
MOBJIUATH HAa  COBOKYITHOE
Ka4yecTBO AKTUBHOM
bapmareBTHIeCKOM
cyOcTaHIu

1) UICKITFOUCHHE
BHYTPHUIIPOU3BOJACTBEHHOTO
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HCIIBITaHUA, KOTOPOC MOKET
CYmCCTBCHHO TIOBJIMATH  Ha

COBOKYITHOE KauecTBO
aKTHBHOUM (papMarieBTHUECKOM
cyOcTaHIu

¢) no0aBieHWe WM 3aMeHa
BHYTPHUITPOU3BOICTBEHHOTO
UCIBITAHUS M3 COOOpaKCHUU
0€30MMacHOCTH WJIM KauecTBa

- 1,2,3,4,6 IB

’K) HE3HAUYUTEIbHOE
HU3MEHEHUE AHATIUTAYECKOU

METOIUKHU 8,9, 10,11 1,7,8 1A

BHYTPHUIIPOU3BOJICTBEHHOTO
KOHTPOJIS

VYcnoBug

1.

(2l >

N3meHeHue He ABISIETCS CIIEICTBUEM KaKOro-Tnbo 00s13aTebCTBa, TPUHATOTO
IO pe3yJIbTaTaM paHee MPOBEACHHBIX IKCIEPTU3 C LENbIO aHATIN3a KPUTEPUEB
OPUEMIIEMOCTH clielU(pUKAUK (HampuMep, B XOJE€ PETUCTPALUU WU
BHeceHus u3meHenuu Il tuna).

. I3MeHenne He sABASETCS CIEACTBHEM HENPEABUICHHBIX  CHUTYyallUu,

BO3HHKIIHUX B XOJC IIPOU3BOJACTBA, HAIIPUMCP, HOBAA HeKBaﬂI/I(bI/ILII/IPOBaHHa}I
IMPUMCECH, UBMCHCHUC ITPCACIIOB COACPKAHUA CYMMBI HpHMeCeﬁ.

. JItoGboe u3MEHEHHE [OJDKHO VYKJIAAbIBATRCA B JUANA30H JCHCTBYIOIIUX

0J100pEHHBIX KPUTEPHUEB MPUEMIIEMOCTH.

. AHaIMTHYEeCcKass METOAUKA HE N3MEHSIETCS WM U3MEHIETCS HE3HAUNUTEIIHHO.
. Hu onuH HOBBIM METOA HMCHBITAaHWS HE OCHOBAH HAa HOBOW HECTaHIAPTHOMU

METOJOJIOTUH WJIA CTaHIapTHON METOI0JIOTUH, UCTIONB3yEeMOM MO-HOBOMY.

. HoBrbIi1 MECTOI HCIIbITaHUA HC ABJIACTCA OMOJOrHYECKUM

(MMMYHOJIOTHYECKUM, HUMMYHOXMMHUYECKUM) HWIM METOJAOM, B KOTOPOM
UCTIONIB3YETCsl OMOJIOTUYECKUM PEAaKTUB [JIi OHOJIOTMYECKON aKTHUBHOMN
dbapmaneBTHUYECKON  cyOcTaHIMM (32  MCKIIOUCHHEM  CTaHJApPTHBIX
dbapmMakoneHBIX MUKPOOHUOIOTUYECKUX METOJIOB).

.IMapamerp cnenudukanu He 3aTparuBaeT KPUTHYECKUH Mapamerp,

HampuMep, JT00H U3 CIEAYIONUX: KOJTNIECTBEHHOE OMPEIeIeHNE, TPUMECH
(ecnu TOJIBKO OTIPEJICIICHHBIN PACTBOPUTEh OJHO3HAYHO HE MCIIONIB3YETCS B
MPOU3BOJICTBE  aKTUBHOW  (hapMalneBTUYECKON  cyOcTaHImMM), Jro0as
KpUTHYECKass (U3MYecKas XapaKTepUCTUKA, HAMpUMEpP, pa3Mep YacTHII,
HACBIIMHAS TUIOTHOCTH JIO M TIOCTIE YIUIOTHCHUS, UCTIBITAHNE HA MOJTMHHOCTD,
BOJIa, JTF000€ U3MEHEHHE YaCTOTHI HCTIHITAHUM.

.B cootBerctBUM ¢ akramu opraHoB Coro3a B cdepe oOpaiieHus

JIEKapCTBEHHBIX CpEICTB, MpOBEJICHA HeoOXxoaumast BaJIMJIAINA,
MOJITBEPIK/TAOIIAST, YTO OOHOBIICHHAS aHAIUTUYECKAs METOIMKA TI0 MEHBIIEH
Mepe SKBUBAJICHTHA MPEABITYLIEH.

.Ilpenensl conmepxkaHusg CyMMBbl [pPUMECE HE M3MEHWINCh, HOBBIE

HEKBaJIM(ULIMPOBAHHBIEC IPUMECH HE OOHAPYKEHBI.
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10. MeTox aHamW3a HE M3MEHWICSA, a METOAMKA aHajiW3a W3MEHUIIACh
HE3HAYUTENIBHO (HAIpuMep, U3MEHEHHE JUTMHBI KOJIOHKH WU TEMIIePaTyphI,
HO HE JPYroi BUJ KOJIOHKH).

11. Meroa WuCHBITaHUS HE SBIACTCA OWOJIOTMYCCKUM (MMMYHOJIOTHYECKHM,
UMMYHOXUMUYECKUM)  WJIA  METOJOM, B  KOTOPOM  HCIIOJB3YETCS
OMOJIOTUYECKHUI peaKkTHUB I OMOJOTHYCCKON aKTHMBHOU (hapMalieBTHICCKOM
cyOcTaHIuu (3a HCKJIIOYEHUEM CTaHapTHBIX (bapMaKoTIeHHBIX
MUKPOOHOJIIOTHYECKUX METOOB).

JlokymMeHTauus

1. [lonpaBka K COOTBETCTBYIOIIEMY paszfeny (pas3aenam) perucTparioHHOTO
JIOCBE.

2. CpaBHUTENbHAS Tabiuia TEKYILIUX U IIpeAJIaraeMbIX
BHYTPHUIIPOU3BOJACTBEHHBIX UCIIBITAHUH.

3. [TonpoOHOE onucanue HOBOM He(hapMaKoeHHON aHATUTHICCKOW METOTUKH U
JTAaHHBIE 10 BAIUAIUH (B COOTBETCTBYIOIINX CIyYasx).

4. JlanHble aHaNMM3a JBYX TMPOMBIIUICHHBIX Ccepuil (st OHUOJIOTHYECKHX
AKTUBHBIX (papMalEBTHUECKUX CYOCTaHIIMN, B OTCYTCTBHUE JIOJDKHBIX
000CHOBaHM, — TPU MPOMBIIUICHHBIE CEPUHN) aKTUBHOU (hapMarieBTUYECKOi
CcyOCTaHIIMU TI0 BCEM MapaMeTpaM crielupuKaIuu.

5. O6ocHOBaHUE (OIIEHKAa PUCKOB) CO CTOPOHBI JEpPKATENsl PETUCTPALMIOHHOTO
YIAOCTOBEPEHUS 1580078 JepKaTens M®OADC COOTBETCTBEHHO,
MOATBEPKIAIOIINE, YTO BHYTPUIIPOU3BOACTBEHHBIE MMapaMETPhl SIBISIOTCS
HE3HAYMMBIMH WJIH YCTAPEBIINMH.

6. O00CHOBaHHE CO CTOPOHBI JIEPXKATENST PETUCTPAMMOHHOTO YIOCTOBEPEHUS
niu aepxkaress MOADC cooTBETCTBEHHO HOBBIX BHYTPUIIPOU3BOICTBEHHBIX
WCTBITAHUH U MPEAEIIOB.

7. CpaBHUTENbHAS Ta0IUIA U3BMEHEHUN aHATTUTUYECKON METOUKH.

8. [Togpo6Hoe onrcanre HOBOW HedapMaKoNEHHON aHATUTUYECKOM METOTUKH U
JJAHHBIE TI0 BaJMJALMHU (B COOTBETCTBYIOLIUX CIIy4asiX) MOATBEPXKIAIOLINE,
4TO OOHOBJICHHAS AHAIMTUYECKAsI METOIUKA 10 MEHbBIIICH Mepe IKBUBAJIEHTHA
MPEIbILAYIIECH.

b.l.a.5. Usmenenne axtuBHOVM | Heobxomumeie | Jlokymentsl u | [Ipouenypa

bapmareBTHUECKON yCIIOBUSA JTaHHbIE
cyOcTaHIn CE30HHOM,
IpenaHIeMUYECKON W

MaHACMUYCCKOW BaKIUHBI JIJIS
npOGUIAKTUKY TPUIITA

a) 3aMeHa mrTamMma (IITaMMOB)
CE30HHOM, MpENaHAEMHYECKON
WINA TIAaHJIEMHYECKON BaKIIMHBI
JUTS TPO(MITAKTHKY TPHUIITA

b.1.6) KonTponp kauecTBa akTUBHOU (papMalieBTUUECKOM CyOCTaHIIMU
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b.1.6.1. U3menenue Heo6xomumeie | Jlokymentsl u | IIpouenypa
napamMeTpoB crnenupukanuu 1 yCJIOBUS JTaHHBIC

(wn) KpUTEpHEB

IPUEMIIEMOCTH AKTUBHOM

dbapmareBTH4IECKOM

cyOcTaHIu, HCXOJTHOTO

MaTepuana (MpoOMeXYTOUHOTO

IIPOJYKTA, peakTuBa),

UCIIONIB3YEMBIX B  IIpoliecce

MIPOU3BOJICTBA aKTUBHOMN

dbapmareBTHUECKON

cyOcTaHIu

a) Y)KECTOUEHHE  KpUTEpPHUEB

MPUEMIIEMOCTH CrielU(PUKaINK

OMOJIOTUYECKOTO

JIeKapCTBEHHOTO Tpemnapara (B

COCTaB  KOTOPOTO  BXOAMUT 123 4 1,2 TAny
aKTUBHas (apmaleBTUIecKas

cyOcTaHIus),  TOJJIEKAIIETO

BBITYCKY CepUil OPHUITHATBHBIM

KOHTPOJIbHBIM OpraHom

rocy/iapcTBa-ujieHa

0) y)KecToueHue  KpUTEpHEB 1,234 1,2 IA
MPUEMIIEMOCTH clienupuKauu

B) 100aBJICHHE B

crienuuKanuio HOBOT'O

napaMmeTpa ul 1,2,56,7 1,2,3,4,7 1A
COOTBETCTBYIOILIETO emMy

METO/1a UCTIBITAHUS

I') UCKJIFOYEHUE

HE3HAUYMUTEIILHOTO TapameTpa

cnenubukamy  (HaIpuMep, 1,2,8 1,2,6 1A
HCKIIIOUECHHE yCTapeBIIETO

napamerpa)

1) UICKJIFOUEHHE rnapaMmeTpa

crienuuKanmm, KOTOPBIH

MOJKET CYIIECTBEHHO TOBIHUSATH
Ha  COBOKYIMHOE  KadecTBO
aKTUBHOU (papMarieBTHUECKOI
cyOcTaHIu U (nn)
JICKapCTBEHHOTO TIperapara

€) U3MEHEeHHe, BbIXOJsllee 3a
0JI00pEHHBII Iuana3zoH
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KPUTEPUECB MPUEMIIEMOCTH
crienuuKanmii aKTHUBHO
dbapMareBTHIeCKOM
cyOcTaHIu

)K) pacliupeHue 0oJ00pESHHBIX
KPUTEPUCB IPUEMIIEMOCTH
cnenupUKaue Ha WCXOIHBIC
MaTepuasibl  (TIPOMEKYTOYHBIC
NPOAYKTHI), KOTOpPBIE MOTYT
CYIIECTBEHHO TMIOBJIHUATh Ha

COBOKYITHOE KauecTBO
aKTHBHOHM (papMarieBTHUECKOM
cyOcTaHIu U (nm)

JICKApCTBCHHOTI'O IIpriapara

3) mo0aBlIeHUE WM 3aMeHa
(uckimrouass ~ OMOJOTHYECKYIO

CcyOCTaHIIHIO) napamerpa
crienupuKaIum u

AL - 1,2,3,4,57 IB
COOTBETCTBYIOIIETO emMy
MeToa UCTIBITAHUS u3
cooOpaxeHud  0€30MacHOCTH
WJTH Ka4eCcTBa
1) eciu Ha aKTUBHYIO
(bapMaleBTHIECKYIO
CcyOCTaHIUIO OTCYTCTBYET
cratbgs Papmakonen Coro3a
158105 MHOU apMakoIeu

bap - 1,2,3,4,5,7 1B

COIJIaCHO Konuenmuu
rapMOHHU3AIINH, U3MCHECHHE

coOCTBEHHOH crenuuKanuu
NPOM3BOAUTENS Ha  CTaThiO
dbapmakonen TpeTheil CTpaHbI

K) no0aBIeHUE WM 3aMeHa B

crienuuKanum HOBOT'O
MOKa3aTess u
COOTBETCTBYIOIIETO emMy
METOJa  HCIBITaHUS VISt
OMOJIOTUYECKOM
(MMMYHOJIOTHYECKOM )

aKTUBHOU (papMarieBTHUECKOI
cyOcTaHIuu

YcnoBug
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1.

W3meHeHre He SBISETCS CIEACTBUEM JF000ro 00s513aTeNbCTBa, IPUHSITOTO 10
pe3yJibTaTaM paHee MIPOBEIEHHBIX SKCIIEPTU3 C LEIbI0 IEPECMOTPA KPUTEPUEB
OpUEeMIIEMOCTH  cnenuuKanuu  (HampuMep, B XOJIe  PErucTpanuu
JIEKapCTBEHHOTO Mpernapara Wil BHeceHUH u3MeHnenuit Il tuna).

2 I3MeHeHne He ABISETCS CJICACTBUCM HCIIPCABUACHHBIX CHTyaL[I/Iﬁ, BO3HUKIIINUX

(G2l

B XOJie MPOU3BOJCTBA, HApUMEp, HOBOM HEKBaNU(UIIUPOBAHHOW MPUMECH,
U3MEHEHHUS MPECIIOB COJIEPKaHUS CYMMBI IPUMeECEH.

. JIto6oe u3MeHeHue JOKHO YKIIAIBIBAThCS B IMAMA30H TEKYIIUX 0JI00pEHHBIX

KPUTEPUEB MPUEMIIEMOCTH.

. AHanuTHyeckas MCTOJAMKA HC U3MCHACTCA NMJIIM U3MCHACTCA HC3HAYUTCIIBHO.
. HOBBII MeTO1 HCIIBITAHUSI OCHOBAH Ha 06HII/IX MCTOJaxX aHalJIn3a, OITMCAHHBIX

B dapmakonee coro3a, a IpU OTCYTCTBUU B HEH — HA OCHOBAaHUHU METOJIOB,
ONMHMCAHHBIX B WHBIX (apmakomnesx B cooTBeTcTBUM ¢ KoHuenmuei
rapMoHu3anuu (Hanmpumep, BOXKX, cnexkrpodoromeTpus, TUTpUMETPUS U

ap.).

. HoBrbIi1 METOI HUCIIBITaAHUA HE ABJISACTCA OMOJIOTHYCCKUM

(MMMYHOJIOTHYECKUM, WMMYHOXHMHUYECKMM) WA METOJOM, B KOTOPOM
UCTIOJB3YeTCs OWMOJIOTMYCCKUH PEaKTHB JUISl OWOJOTHYECKOH aKTHBHOMN
dbapmanieBTHYECKON  cyOcTaHuuM (32  UCKIIOUEHHEM  CTaHJAPTHBIX
(hapMaKOIEeHHBIX MUKPOOHOJIOTHIECKUX METOIOB).

. U3menenue mro00ro Marcpualia HC 3aTparuBacT I'CHOTOKCHUYHYIO ITPHUMCECH.

Ecnu m3MeHeHue 3aTparvBaeT aKTHUBHYIO (papMalleBTHUECKYIO CYOCTAHIIMIO
(32 UCKIIOYEHHMEM OCTATOYHBIX pPACTBOPUTENIEH, KOTOpBIE JIOJKHBI
COOTBETCTBOBATh IpEJesiaM, YKAa3aHHbIM B COOTBETCTBYIOIIEH CTaThe
®apmakonen Coro3za), KOHTPOJb JIOOOW HOBOM TNPUMECH JIOJDKEH
coorBeTcTBOBaTh dapmaxonee Coro3a, a Ipu OTCYTCTBUM B HEW — HWHOU
dapmaxornee B cooTBeTcTBUM ¢ KoHIlenuel rapMOHU3aIINH.

.[Mapametrp crnenudukanyu HE 3aTparuBaeT KPUTHYECKUN Mapamerp,

HarpuMep, JT00H U3 CIEAYIOMUX: KOINIECTBEHHOE OIpE/IeICHNnE, TPUMECH
(ecu TOJBKO OTPENETICHHBIN PACTBOPUTENTH OJTHO3HAYHO HE UCTIOIB3YETCS B
MPOW3BOJICTBE  AKTUBHOW  (hapmareBTUYECKON  cyOcTaHIMM), Jro0as
KpuTHYecKas (u3ndeckas XapaKTepUCTUKA, HANpUMEpP, pa3Mep YacTHIl,
HACBIIMHAS TUIOTHOCTH JIO W TIOCJIC YIUIOTHEHUS, UCIIBITAHUE HA TTOJJTHHHOCTD,
BOJIa, JTFOOOM MPOITYCK UCIIBITAHMUS.

JoxymeHnTanus

1.

2.
3.

4.

ITorpaBka K COOTBETCTBYIOIIEMY pazjaeny (paszesiam) perucTparimoHHOTO
JIOCKE.

CpaBHuTeNbHAs Ta0JINIIA TEKYIIUX U TIPEjIaraeMblX CrieluuKaiimii.
[TonpoOHoe onrcanue T1000M HOBOM aHAIUTUYECKON METOJIMKH U JTAHHBIC 110
BalIMJAlMU (B COOTBETCTBYIOIIUX CIYyYasix).

JlaHHbIe aHamW3a JABYX MPOMBINIICHHBIX CEpHUil (B OTCYTCTBHE OOOCHOBAHUS
00paTHOTO 7151 OMOJIOTMYECKUX aKTUBHOM (hapMaleBTUHIECKUX CYOCTaHITUN —
3 cepum) COOTBETCTBYIOIIEH aKTHBHOHN (hapMarieBTHUECKOW CyOCTaHLIMU IO
BCEM IMapaMeTpam creruduKaIum.

.B COOTBCTCTBYIOIIUX ClIydasaX HaHHBIC TCCTa CpaBHHTGHBHOﬁ KHHCETUKHU

pacTBOpEHUsl  JIEKapCTBEHHOI'O  Ipernapara, COAEPKAIIEro  aKTUBHYIO
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dbapMareBTUYECKyI0 CyOCTaHIIMIO 10 MEHBIIEH Mepe U3 OMBITHO-
MPOMBIIIICHHON CEPUH, COOTBETCTBYIOIIYIO ICHCTBYIONIUM H IIPETaracMbIM
cnenuuKanusM. B OTHOIIEHUH JIEKAPCTBEHHBIX PACTHTEIIBHBIX MpErnapaToB
MOT'YT OBITh IOCTATOYHBI JJAHHBIC CPABHUTEIBHOM PaciaaeMOCTH.

6. O6ocHOBaHue (OLIEHKAa PUCKOB) CO CTOPOHBI JEPXKATENsl PETUCTPALIMOHHOTO

yIOCTOBEPEHUS WIH nepskarens MOADC COOTBETCTBEHHO,
MOJATBEPKAAIOIINE, YTO BHYTPUIIPOU3BOACTBEHHBIH MMapaMeTp SBISETCS
HE3HAYMMbBIM W YCTaPEBIIUM.

7. O00CHOBaHHE CO CTOPOHBI JepKaTeliss PErucCTPALMOHHOTO YIOCTOBEPEHUS

i nepxkatenst MOADC cooTBETCTBEHHO HOBBIX IMapaMeTpa crienupuxanuu

U KPUTCPUCB IIPUCMIICMOCTHU.

b.1.06.2. U3MeneHue Heo6xomumbie | Jlokymentsl u | IIpouenypa
AQHAJTUTUYECKOU METOAUKU yCJIOBUS JTAHHBIE

aKTUBHOM (apMaleBTHUECKON

CyOCTaHIIUU WU HCXOJHOTO

MaTepuana (MpOMEXYTOUHOTO

IIPOJYKTA, peakTuBa),

UCIIONIb3YEMBIX B  IIpollecce

MIPOM3BOJICTBA aKTUBHOMN

bapmareBTH4IEeCKOM

cyOcTaHIu

a) HE3HAYNMBbIE U3MEHEHUS

0JIOOPCHHOM  aHAJIUTHYECKOM 1,2,3,4 1,2 IA
METOJIUKH

0) HCKITFOUEHHUE

aHAJIUTHYECKOU METOIUKH

aKTUBHOM (apMalieBTHUECKON

CyOCTaHIIUU WU HCXOJIHOTO

Marepuaia (IpOMEXKYTOUHOTO 7 1 1A
MpOJyKTa, PpEaKTHUBa), €CIU

aJbTepHATUBHAS en

AQHAJIUTUYECKAs] METOJUKA YKe

o100peHa

B) IIpoune U3MEHEHUS

aHAJIUTHYECKOU METOIUKH

(BKITIOYAst 3aMeHy WIH

nobaBieHue) peaxTuBa,

KOoTopas HE okaspiBaer| 1,2,3,5,6 1,2 1A
3HAYMMOTO BITUSTHUS Ha

COBOKYITHOE KauecTBO

aKTUBHOU (papMarieBTHUECKOI

cyOcTaHIu
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) CYLIECTBEHHOE HM3MEHEHUE
WIM 3aMcHa OMOJIOTHYECKOTO
(MMMYHOJIOTHYECKOT0,
UMMYHOXUMHUYECKOT0) METO]1a
WCHOBITAHUS WJIH METOaa, B
KOTOPOM HCIIOJIb3yeTCs
OMOJIOTUYECKUIT pPEaKTHB JIJIs
OMOJIOTNYECKO AKTUBHOM
dbapmareBTH4IECKOM
cyOcTaHIu

1) Ipouune U3MEHEHHUS
AHATUTUYECKOMN METOJIUKH
(BkiFOUass J00aBIICHUE WU
3aMeHY) AKTHUBHOMN
dbapmarieBTHUECKON
CyOCTaHIIUU WU HCXOJHOTO
MaTepuaia (MpoMeEXYTOUHOTO
MPOYKTA)

VcaoBug

1.

»

B coorBerctBUM ¢ aktamu opraHoB Coro3za B cdepe oOpareHus
JIEKapCTBEHHBIX CPEACTB, mpoBefiecHa  HeoOxoaumast BaJINIAIH,
MOATBEPIK/IAI0IIIasl, YTO OOHOBIICHHAS aHATUTHYECKass METOIMKA TI0 MEHBIIIEH
Mepe IKBHBAJICHTHA TIPEABITYIICH.

. HpeI[eJILI COACPIKaAHNUA CYMMBI HpHMeCGﬁ HC HW3MCHUIIMCH, HOBBIC

HEKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

. MGTOH aHaJIn3a HEC U3MCHUIICA (HaHpI/IMep, HU3MCHCHUEC AJIMHBI KOJIOHKH WU

TEMIIEpaTypbl, HO HE IPYTOi BUJI KOJIOHKH UIIA METOJ).

. MeTOI[ HUCIIBITAaHUSI HE SBJISETCA OHOJOTMYECKAM (I/IMMYHOHOFI/I‘-IGCKI/IM,

UMMYHOXUMUYCCKUM)  WJIM  METOJOM, B  KOTOPOM  HCIOJBb3YETCS
OMONOTUYECKUI pPEeaKkTUB Il OMOJIOTUYECKON aKTHBHOW (papMarieBTUuecKoi
cyOctanimu (32 HUCKIIIOYEHHEM  CTaHJApTHBIX  (apMaKONEeHHBIX
MHUKPOOHOJIOTHYECKUX METOOB).

. HoBrbIi1 METOJ UCIIBITAaHUA OCHOBAH Ha 06IIII/IX METOJaX aHaJIn3a, OIIMCAaHHBbIX

B PapMakornee coro3a, a pyu OTCYTCTBUH B Hell — B Dapmakornee rocygapcraa-
YJIeHa WU MIPU OTCYTCTBUHU B YKa3aHHBIX (hapMakomnesx — MHOU (papMakoriee
COTJIACHO Konuenuun rapMOHM3ALNN (manpumep, BOXX,
CHEKTPO(POTOMETPHS], TUTPUMETPHS U JP.).

. AxTuBHas papMareBTHUECKas CyOCTaHIIMS HE SIBISIETCS OMOIOTHUYECKOM.
. AlbTepHaTUBHAS aHAIMTUYECKAs METOJMKA IS MOKa3aTeNs crenupuKaiuu

yKe 0J100peHa.

JlokymeHnTauus

1.

[TorpaBka K COOTBETCTBYIOLIEMY paszfeny (paszenaM) perucTpalmoHHOTO
J10Che, BKITIOYAsi OMMMCAaHNE aHATUTUIECKON METOI0JIOTUH, PE3IOME JaHHBIX 110
BAIMIAIIMKM, TIEPECMOTPEHHbIE crneuupuKanuu Ha mnpuMmecH  (eciu
MPUMEHHUMO).
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2. CpaBHHUTENBHBIE PE3YNbTAThl BATHIAINN WM TPU HATUYAKN OOOCHOBAHHS
CPaBHHUTEIBHBIE PE3YJIbTaThl AHAIN3A, MOATBEPKIAIOIIME, YTO TEKyLIee M
npeularaéMoe HCIbITaHWE SKBUBaJEHTHbI. Hacrosimee TpeOoBaHue He
HIPUMEHSETCs, €ClIU J00aBIsIeTCss HOBAsl aHAIMUTHYECKasi METOIUKA.

b.1.B) YnakoBouHO-yKynopo4Has cucTemMa

b.1.B.1. U3menenue nepsuuHoii | Heooxomumeie | Jlokymentsl u | IIpouenypa
YIaKOBKHU AKTUBHOMN yCJIOBUS JTAaHHBIE
dbapmareBTH4ECKOM

cyOcTaHIu

a) KAYEeCTBEHHBIM U (WJIN)

KOJIMYECTBEHHBIN COCTaB

(M3MeHeHue cOoCTaBa

MaTtepuaia YIaKOBKH, 1,2,3 1,2,3,4,6 1A
U3MEHEHNE Martepuana

VIOAKOBKM WM  CTaHJapTa

KauecTBa MaTepHaia)

0) kKauecTBEHHbIH U (WIH)

KOJINYECTBEHHBIN COCTaB

(U3MeHeHue cocTaBa

Martepuana yIaKOBKH,

U3MEHEHUE Martepuana

VIOAKOBKM  WJIM  CTaHJapTa B B I
KauecTBa  MaTepuana) s

CTEPHIHHBIX WIn

HE3aMOPOKEHHBIX

OMOIOTHYECKIX AKTUBHBIX

dbapmareBTHIECKIX

cyOcTaHImit

B) KQUECTBEHHBIN W (WJIH)

KOJINYECTBEHHBIN COCTaB

(M3MeHeHue cocTaBa

Marepuana yIaKOBKH,

U3MEHEHUE Martepuana B 1,235 6 B

VIIAaKOBKH  WJIM  CTaHJIapTa
KauecTBa  maTrepuana) s
HKHUIKHX AKTUBHBIX
(bapMareBTHIECKUX

cyOcTaHIuil (HECTEPUIHHBIC)

VYcnoBug

1. ITo cOOTBETCTBYIOIIMM CBOMCTBaM IpeIaraéMblil yIIaKOBOUHBIN MaTepHa o
MEHbIIe Mepe JOHKEeH ObITh SKBUBAJICHTHBIM 0I00pPEHHOMY.
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2. HauaTtbl COOTBETCTBYIOIUME HWCCIIECNOBAHUS CTAaOMIHBHOCTH B COOTBETCTBUU
¢ aktamu opraHoB Coro3a B cdepe oOpalieHus JEeKapCTBEHHBIX CPEACTB U
3asBUTEJIEM Ha MOMEHT BBEICHMsS HW3MCHEHUN IpOaHATM3UPOBAHBI
COOTBETCTBYIOIIIME MapaMeTPhl CTAOMIHPHOCTH HE MEHEe 4YeM Ha 2 OIMBITHO-
MPOMBIIIJIEHHBIX WM TPOMBINUICHHBIX CEPUSX, B €ro PacHoOpsHKEHUU
HaxoJATCS  YIOBJICTBOPUTEIbHBIC Ppe3yJbTaThl IO MEHBIICH  Mepe
3-MecSYHOro H3y4eHHs cTaOuiabHOCTH. B ciywae, eciu mpeayiaraeMas
ynakoBka Oojiee yCTOWYMBa 10 CpPaBHEHUIO C 3aperUCTPUPOBAHHOM,
TO 3-MecsSuHbIEe JAaHHBIE MO CTAOWIBHOCTH HE TpeOyroTcs. [lo 3aBeprieHuun
TaKUX UCCJIEAOBAHUM, €CIIU PE3YJIbTaThl HE YKIIAIBIBAIOTCS B CHICIU(DUKAIIAN
WM TIOTCHITHAIBHO MOTYT HE YJIOXKHUTHCSA B CHEIU(UKAIIMA Ha KOHEI[ CpoKa
TOJHOCTHU (TIepHOo/ia OBTOPHOI'O MCHBITAHMS), UX HEOOXOIUMO HEMEIJICHHO
MPEACTaBUTh YIOJHOMOYECHHOMY OpTaHy Hapsay ¢ IMpeajiaraéMbIM IIJIaHOM
NEUCTBUHN.

3. Uckmouast  cTepwiibHBIE, JKHJIKHE W OHWOJOTHYECKHUE  AKTHUBHBIE
dbapmarieBTHYECKHE CYOCTaHIUH.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLEMY pa3zzieny (pas3zieliaM) perucTparmoHHOrO
JI0Che.

2. HeoOxomuMble IaHHBIE O HOBOW YIIAKOBKE (HANpUMEpP, CPaBHHUTEIBHBIC
JAHHBIC TI0 IPOHHUIIaeMOCTH, HanpuMmep, it O2, CO2, Biaru u ap.), BKIOUYas
MOJATBEPKICHUE TOTO, YTO MaTepual COOTBETCTBYET (hapMakonelHbIM
TpeOoBaHUsAM WU akTam opraHoB Coro3a 0 0€30MacHOCTH MaTepHalioB
KOHTAaKTUPYIOIINX C THUIIEBON MPOAYKIMEH, a MPU OTCYTCTBUU B HUX —
3aKOHOJATENLCTBY FOCYAapCTB-WICHOB B YAaCTH, HE YPETYJIUPOBAHHON aKTaMHU
opranoB Coro3a.

3. B cooTBeTcTByIOmMMX CiIydasx HEOOXOIUMO MPEACTABUTH MOATBEPKICHUE |,
YTO B3aUMOJICHCTBHE MEX]Y COJAEPKUMBIM U YIIAaKOBOYHBIM MaTEpPHAIOM HE
MPOUCXOAUT  (HampuMep, OTCYTCTBYET MEpEMEIICHUE KOMIIOHEHTOB
MpeAJiaraéMoro Martepuajga B €ro COJEpPKUMOE, KOMIOHEHThl aKTUBHOMU
dbapMalneBTHUYECKON CyOCTaHIIMM HE TEPEeXOIsIT B YIAKOBKY), BKJIOYas
MOATBEPXKJICHUE, UYTO MaTepual COOTBETCTBYET  COOTBETCTBYIOIINM
dbapmakoneitHpIM TpeOOBaHUSAM WK akTaMm opraHoB Coro3a 0 6e30MacHOCTH
MaTepUaIoB KOHTAKTUPYIOIIMUX C MUIIEBON MPOAYKIIUEH, a TPU OTCYTCTBUH B
HUX — 3aKOHOJATEIbCTBY IOCYIapCTB-UJICHOB B YaCTH, HE YPETyJIUPOBAHHOMN
aktamu opraHoB Coro3a.

4. TlonTBepKaeHue JAepKareliss PETHCTPAllMOHHOTO  YAOCTOBEPEHUS] WU
nepxarenss MOADC, uro Tpebyemble UCCIeOBaHUs CTAOMIBHOCTH HA4aThl
B CoOoTBeTcTBHM ¢ akTamu opraHoB Cors3a B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB (C yKa3aHHEM HOMEpPOB cepuid); U 4To (B
COOTBETCTBYIOIIIMX CIydYasX) Ha MOMEHT peaju3allid H3MEHEHHH B €ro
pacropsiKeHUN HaXOJIUITUCh TpeOyembie MUHUMAaJIbHBIC
YIIOBJIETBOPUTEIBHBIC IaHHBIE TI0 CTAOMILHOCTH M, YTO UMEIOIIHECS JaHHbIC
HE CBHJETEILCTBOBAIM O Kakoi-nmubo mnpobieme. Heobxoaumo Takxke
MPEACTaBUTh MOJATBEPIKIACHUE, YTO MCCICIOBAHMS OyIyT 3aBEPIICHBI, U UTO
€ClIi pe3yNbTaThl HE OyIyT YKIAOeIBaThC B CHENU(DUKAIUN  WIH
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MOTEHI[MAJIBbHO MOTYT HE YIJOXHUTbCS B cClelupUKAlMd Ha KOHEIl CpoKa
TOJHOCTU (TI€pUO/ia TOBTOPHOTO HCIBITAHUA), UX HEMEJICHHO MPEICTaBST
YIIOJTHOMOYEHHOMY OpTaHy Hapsiiy C MpejuiaraeMbIM IJIAHOM JIEHCTBUM.

5. PCSYJ'II)TaTI)I HUCCIICIOBAaHUI CTa6I/IJ'IBHOCTI/I, IMPOBCACHHBIX B COOTBCTCTBHHU C

aktamu opraHoB Coro3a B cdepe oOpalleHus JIeKapCTBEHHBIX CPEJCTB, IO
3HAYMMBIM TIapaMeTpaM CTaOWJIBHOCTH HE MEHee 4YeM Ha 2 OIBITHO-
TPOMBIIIVICHHBIX MJIM TMPOMBIIIJICHHBIX CEPUSX, OXBATHIBAIOIINX HE MEHee 3
MECSIEB, W TOATBEPXKICHUE, YTO YyKA3aHHBIE WCCICIOBAaHUSA OyayT
3aBEpIICHBI U €CITU PE3YJIBTATHI HE OYIyT YKIIAIBIBATHCS B CIICIIU(PUKAIIAN HITH
MOTEHITMAILHO MOTYT HE YJIOXHUTHhCS B CleNU(UKAIMU Ha KOHEI[ CpoKa
TOAHOCTH (TIeprOoJia TIOBTOPHOTO HCIIBITAHUS), UX HEMEJICHHO MPEICTaBsIT

YIOJTHOMOYEHHOMY OpPTaHy BMECTE C IIpeyiaracMbIM IUIAHOM JIE€MCTBUMN.
6. CpaBHEHUE JACHUCTBYIOIIMX M TMpeajiaraeéMblX creurukanuii nepBUYHON

YIAaKOBKH (€CJIU TPUMEHUMO).

b.1.B.2. U3menenue Heo6xomumeie | Jlokymentsl u | IIpouenypa
napaMeTpoB crerupuKanud 1 YCIIOBHS JAaHHBIE

(unn) KPUTEpUEB

IPUEMIIEMOCTH MIePBUYHOMN

YIaKOBKH AKTHUBHOM

bapmareBTH4IEeCKOM

cyOcTaHIu

a) y)KeCTOUEHHE  KpUTEpPHEB

MIPUEMIIEMOCTH CHIEIH (PUKAIHH 1,2,3.4 1,2 IA
0) mobaBlIcHHE B

crienupuKauio HOBOT'O

napaMmeTpa )5 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOILIEMY emMy

METOJa UCTIBITAHUH

B) UCKJIIOUYECHHE

HECYIIECTBEHHOT0 IapameTrpa

crienuuranum (Hampumep, 1,2 1,2,5 1A
HCKJTIOUCHUE yCTapeBIIIETO

napameTpa)

r) 1o0aBieHUE WM 3aMeHa

napaMmerpa crenupuKanuu M3 B 12346 B
cooOpaxkeHud  0€30MacHOCTH e

WM Ka4eCTBa

Ycnosusa

1. I3meHeHue He ABISIETCS CIIEICTBUEM KaKOTro-Tn00 00s13aTebCTBa, TPUHATOTO
0 pe3yJibTaTaM paHee MPOBEJAECHHBIX SKCIEPTHU3 C LEbI0 aHANIM3a KPUTEPUEB

NPUEMIIEMOCTH  crielupUKaIu

(Hanmpumep, B  Xxo0ze

perucrpanuu

JIEKapCTBEHHOTO MpernapaTa wid BHeceHust u3Menenuit Il tuna), eciaun Toiabko
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OHO paHee He PacCMOTPEHO W OJOOPEHO B KAa4ECTBE MEPHI MOCIIEIYIOIIETO
HaOJIIOIEHUS.

2. I3MeHeHMe He SBISETCS  CIEACTBHEM  HENPEIBUACHHBIX CHUTYyallUH,
BO3HUKIIMX B XOJ€ IPOM3BOACTBA YINAKOBOYHOIO MaTepuala WIM IpU
XpaHEHUHU aKTUBHOM (hapMaleBTUYECKON CyOCTaHIIMH.

3. JIto00e n3MeHeHne JOHKHO YKIIAbIBAThCS B UAMA30H TEKYIIMX 0J00pEHHBIX
KPUTEPUEB NPUEMIIEMOCTH.

4. AHanuTH4YECKasi METOUKA HE U3MEHSETCS UM U3MEHSAETCS HE3HAUNUTENBHO.

5. HoBblif METO] HCIIBITAHKSI OCHOBAH Ha OOIIMX METO/AAX aHaIn3a, OMMCAHHBIX
B ®apmakornee coro3a, a Ipu OTCYTCTBUHU B Hel — B Dapmakonee rocygapcraa-
YJieHa WK [IPU OTCYTCTBUM B YKa3aHHBIX (papMakomesx — MHOHM (apmakomee
COTJIACHO Konnenunun rapMOHM3ALIH (mampumep, BOXX,
CHEKTPO(POTOMETPUS], TATPUMETPHUS U JIP.).

JoxymeHnTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3jeiy (pasienaM) pEerucTpariOHHOTO
JI0ChE.

2. CpaBHHTENBHAS TAOIUIA TEKYIINX H MPEIIaraeMbIX crienuuKamni.

3. IlogpoOHoe onucanue 10060 HOBOM aHATUTHYECKOM METOJIMKU U JAHHBIE 110
BaJIMALMHU (B COOTBETCTBYIOLIUX CIy4asiX).

4. JlanHbple aHaNIM3a 2 CEpHil YIMaKOBOYHOI'O MaTepuala Mo BCEM MapamMerpam
crienupuKaum.

5. O0ocHOBaHUE (OLIEHKAa PUCKOB) CO CTOPOHBI JiepXKaTessl PerucCTPaliOHHOTO
ynocroBepeHus wnu - aepxkarens MOADC, noarBepKAarolive, 4YTO
BHYTPUIIPOU3BOJACTBEHHBIA ~ NApaMeTp  SBISETCS  HE3HAYUMBIM  WJIU
yCTapeBIIUM.

6. O0ocHOBaHUE CO CTOPOHBI JAEpXKaTeNsl PErHCTPALMOHHOTO YAOCTOBEPEHHS
wn aepxarenst MOADC HoBoro napaMerpa crneuupuKaluu U KpUTEpUEB
PUEMIIEMOCTH.

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

AHAIIMTUYECKON METOJIUKH YCIIOBHUSA JaHHbIE

VCIIBITAHUS NEPBUYHOMN

YIIAKOBKH AKTUBHOMN

bapmareBTH4IEeCKOM

cyOcTaHIn

a) HE3HAYUTEIIbHbIE

W3MEHEHHUS YTBEPKJICHHOM 1,2,3 1,2 1A

aHAJIUTHYECKON METOIUKHU

0) mpoune U3MEHEHUS
AHAJIUTUYECKOM METOIUKHU
A 1,3,4 1,2 IA
(Bkrouass  J0OaBJIICHUE  HIIH
3aMEHY)
B) UCKITFOUCHHUE
) 5 1 1A

AHAJIMTUYECKOHU METOJIUKH,
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€CIIM  aJpTEepHAaTUBHAs €U
METOAMKA YK€ YTBEPKICHA

VYcnoBus

1. Cornacno aktam opranoB Coroza B cdepe oOpaiieHus JIeKapCTBEHHBIX
CpPEICTB TMpoBeJeHa HeoOXoauMas BalUJalMs, MOATBEPXKAAIOIAsi, YTO
OOHOBJICHHAsI aHAJIMTHYECKAas METOJHMKA IO MEHBIIEH Mepe SKBHUBAJICHTHA
MPEABILAYIICH.

2. Meton aHanv3a He U3MEHMJIICS (HampuMep, U3MEHEHHUE JITMHBI KOJIOHKU WU
TEMIIEPaTyphl, HO HE APYTOM BUJ KOJOHKU UM METON).

3. Hu ogwH HOBBIA METOJ] UCIIBITAHUN HE OCHOBAaH HAa HOBBIX HECTAHIAPTHBIX
METOJIaX WM CTaHAapTHBIX METOJIaX, UCIIOJIb3yEeMbIX T0-HOBOMY.

4. AxTuBHas ¢apmaleBTHUecKas cyOcTaHIus (JICKApCTBEHHBI Tpemapar) He
SIBIITFOTCSI OMOJIOTTIECKIMH.

5.B oTHomeHmm mapameTpa CHCHU(PUKANNA COXPAHICTCS aHATUTHYCCKas
METOJIUKA.

JlokymMeHTauus

1. [TonpaBka K COOTBETCTBYIOIIEMY paszieny (pasaenam) perucTparioOHHOTO
JIOChE, BKJIIOYAs ONMMCAHUE aHATTMTUYECKOM METO0JIOTUH, PE3IOME JAHHBIX 110
BaJIMTAIAH.

2. CpaBHUTEIBHBIC PE3YJIbTAThl BAIMIALMK WM, MPU HAIWYAHA OOOCHOBAHMS,
CpPaBHUTEJbHBIC PE3YJIbTATHI AHAJIN3Aa, TOATBEPKIAIOIIUE TO, YTO TEKYLIEE U
mpeajiaraéMoe HCTBbITAaHWEe JKBUBaJeHTHBI. Hacrosimiee TpeboBaHue He
MIPUMEHSETCS, €CIIA T0OaBIAETCS HOBasl aHAIMTHYECKAass METOUKA.

b.1.r) CtabuibHOCTh

b.L.r.1. U3smenenune nepuoaa 1o | Heooxomumeie | Jlokymentsl u | IIpomemypa
MOBTOPHOTO UCTIBITAHUS YCIIOBUS TTaHHBIC
(mepuoga  XpaHeHHs)  WIH
YCIOBUW XpaHEHUs AKTHUBHOMU
dbapmareBTHIECKON

cyOcTaHIuH, eciau B
PETUCTPAIIIOHHOM 70Che
OTCYTCTBYET ceptuduxat
cooTBeTCTBUA  EBpornerckoit
dapmakonee, OXBaThIBAIOIINI

EPHOL IIOBTOPHOTO
UCIIBITAaHUS

a) mepuo ITOBTOPHOT'O
UCIIBITAHUS (mepuon
XpaHEHUs)

1. Cokpamienue mnepuoaa o
MTOBTOPHOT'O MCHBITAHUS

1 1,2,3 1A




146

2. YBenu4eHue mepuoaa Jio
MTOBTOPHOTO UCTIBITAHUS
nyTeM AKCTPaANOJISALUU
JTaHHBIX IO CTA0MIBHOCTH, HE
B COOTBETCTBUU C aKTaMU
opranoB Coro3a B cdepe
oOpallleHus JIeKapCTBEHHBIX
cpeacTp<*>

3. YBenuueHnue nepuojaa
XpaHeHuss  OMOJIOTMYECKON
AKTUBHOU
(bapmareBTH4IeCKOM
cyOcTaHImy, HE
[PEeyCMOTPEHHOE O0J00pPEHHOI
IporpaMmoit U3y4CHHS
CTaOMIIBHOCTH

4., YBenuueHue Wi BBEICHUE
nepuoaa MTOBTOPHOTO
UCIBITAHUSA (mepuona
XpaHeHus),
MTOATBEP)KICHHOTO JTAHHBIMH
€CTECTBEHHOT'O XpaHCHHS

1,2,3

0) ycloBusl XpaHEHUs

1. 3menenue YCJIOBUM
XpaHEeHUs AKTUBHOMU
(hapMarieBTHYECKON

cyOcTaHIuu Ha OoJiee CTpOrue

1,2,3

2. U3menenue YCIIOBHUI
XpaHEHUs OMOJIOTHYECKUX
aKTUBHBIX (hapMaIieBTUYECKUX
cyOcTaHIui, eciu
UCCIIeIOBAaHUSl CTaOMIIBHOCTH
MIPOBEJICHBI HE B COOTBETCTBUU
C TEKYIIMM YTBEPKICHHBIM
MPOTOKOJIOM CTAOMIBHOCTH

3. U3smenenue YCIOBUI
XpaHEeHUs AKTHUBHOU
(bapmMareBTHIeCKOI
cyOcTaHIIH

1,2,3

B) U3BMEHEHUE YTBEPKIACHHOMN
POrPaMMBbI U3YUYCHUS
CTaOMITLHOCTH

1,2

1,4
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YcnoBus

1. I3meHeHne HE MAOMKHO OBITh CIEICTBHEM HENPEIBUACHHBIX CHUTYaIlUH,
BO3ZHHKIITUX B XOJI€ TPOU3BOJICTBA, WU U3MEHEHHUS CTaOUIILHOCTH.

2. I3MeHeHHsT HE TMPHUBOMAT K PACIIUPEHUIO KPUTEPUEB MPUEMIIEMOCTH
UCIIBITYEMBIX TapaMEeTpPOB, MCKIIOUCHUIO MapameTpa CTaOUIbHOCTU WU
CHIDKEHHIO YaCTOTHI UCIIBITAHUH.

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzeny (paszziesiaM) perucTparmoHHOrO
nocbe. HeoOxomuMo  mpeACTaBUTh  PE3YNbTAThl  COOTBETCTBYIOIIMX
UCCIEAOBaHUN CTaOWIBHOCTH B pEaJbHOM BPEMEHHU, MPOBEICHHBIX B
COOTBETCTBUU C COOTBETCTBYIOIIMMH PYKOBOJCTBAMHU IO CTaOMIBHOCTU HE
MeHee YeM Ha 2 (i OMOJOTMYECKHMX JIEKApCTBEHHBIX IpernaparoB — 3)
ONBITHO-MIPOMBINIJIEHHBIX ~ WJIM  MPOMBIIUICHHBIX  CEPUSAX  AKTHUBHOU
bapmareBTH4IeCKOM cyOCTaHIINH, YIaKOBaHHOM c MMOMOIIBIO
3apEruCTPUPOBAHHOTO YNAKOBOYHOI'O MaTepHayia, M OXBaThIBAIOLIUX BECh
MpeAJiaraéMblii Iepruoj MOBTOPHOIO UCTIBITAHUS WU MIPEAJIaraeMble yCIOBHS
XpaHCHMUS.

2. [lonTBepxaeHUEe TOTO, YTO WCCIEIOBAaHUS CTAOMIBHOCTH TIPOBEJCHBI B
COOTBETCTBUM C TeKymeW omoOpeHHOH mporpamMmoin. Pe3ynbrarsl
HCCIIEA0OBaHUs JOJIKHBI MMOATBEPKAATh, YTO COOTBETCTBYIOIINE OJ0OPEHHBIE
cnenupuKaluy POJI0JKAIOT COOI0IATHCS.

3. Konuu yTBep)AeHHBIX crenuduKanuii Ha aKTHUBHYIO (apMareBTHIECKYIO
CcyOCTaHIUIO Wi CChUIKA  HA  COOTBETCTBYIOIIMWA  JTOKYMEHT
PETUCTPALIMOHHOTO J10ChHE.

4. OGocHOBaHUE TIpeAIaraéMbIX U3MEHEHUH.

[Tpumeuanue <*> |Ileprog TOBTOPHOTO HWCIBITAHHS HE MPUMEHUM K
OMOIOTUYECKIM AKTHUBHBIM dbapmareBTHIECKUM
CcyOCTaHIIMIM.

b.1.n) IIpoekTHOE 10JI€ U MPOTOKOJI MOCTPETUCTPALMOHHBIX U3MEHEHUN

b.1.n.1. Benenue HoBoro | Heobxomumeie | JlokymenTsl u | [Iponienypa
MIPOEKTHOTO TOJIst WITH YCIIOBUS JTaHHBIC

pacuupeHue 0/100pEeHHOTO

MPOCKTHOTO TIOJIA AKTUBHOM

dbapmareBTHIECKON

cyOCcTaHIINK, 3aTparuBaroIee:

a) OJIHy OTIePAITUOHHYIO

CIUHUILY nporecca

[IPOU3BOACTBA AKTUBHOMN

dapmarieBTU4IECKOI — 1,2,3 I
cyOcTaHIuHy, BKJIFOYast

COOTBETCTBYIOIINE

BHYTPHUIIPOU3BOJCTBEHHBIN
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KOHTPOJIb (vm)
AQHAJIUTUYECKUE METOIUKHI

0) aHATUTUYECKUE METOJUKHU

MCXOHBIX MaTepHaIoB

(TIPOMEKXYTOUHBIX TIPOJTYKTOB) B 1923 1
151 (nn) AKTUBHOM T
dbapmareBTH4IECKOM

cyOcTaHIu

JloxymeHnTanus

1. IlpoekTHOE TIOJIE pa3paboTaHO HA OCHOBaHUM akTOB opraHoB Coro3a B cdepe

oOpalleHust JeKapCTBEHHBIX

CPEICTB U

MCKAYHAPOJHBIX  HAYYHBIX

PYKOBOJCTB. Pe3ynbTarhl McciieoBaHUi pa3padOTKH MPOAYKTa, IpoLecca u
AQHAIUTUYECKON METOJIOJIOTHH (HAallpUMeEp, B3aUMOJICUCTBUE PA3TUYHBIX
napaMeTpoB, (OPMHUPYIOIIMX NOMAJEXKAIIEe H3YYEHHIO IPOEKTHOE IoJIe,
BKJIFOYAs OIICHKY PUCKOB U MHOTOMEPHBIEC MCCIIEIOBAHMSI COOTBETCTBEHHO), B
COOTBETCTBYIOLIUX CIy4dasX MOATBEPXKAAIOLINE, YTO JOCTUTHYTO LIEJIOCTHOE
MEXaHUCTUYECKOE IMOHMMaHME [IOKa3aTeJell  KayecTBa  MaTepuasos,
MapaMeTpoOB MPOIECCAa M KPUTHUYECKUX IOKA3aTelIe KadyecTBa AKTHBHOMU

dbapmareBTUYECKOM CyOCTaHITNH.
2. Onucanue TPOEKTHOTO ToJis B (opMe TaONUIbl, BKJIIOYAs TEPEMEHHbIE
(cBOlicTBAa MAaTEepHAJIOB W TapaMeTphl IMpoIecca IPOU3BOJICTBA) W UX

npeajaracMbiC Auarra3oHbl.

3. HonpaBKa K COOTBCTCTBYIOIINM pa3aciiaM pEruCTpaifiOHHOIO JOCHC.

b.1.n.3. Uckntouenune
MOCTPETUCTPAITUOHHOTO
MIPOTOKOJIA yIpaBIICHUS
U3MCHCHUSIMH,
3aTparuBarOIIMMH  AKTUBHYIO
bapmareBTHIECKYIO
cyOCTaHIINIO

HeoOxoanmeie
YCIIOBHS

JIOKyMEHTBI U
JaHHbIE

[Ipouenypa

1,2

|Any

VYcnoBug

1. VcknroueHune nocTperucTpallMOHHOTO MPOTOKOJa YIPABICHUS U3MEHEHUSIMH,

3aTparuBarlOLUIMMHU aKTUBHYIO (hapMalleBTUUYECKYIO CYOCTaHIMIO, HE SIBISETCS
WIN HECOOTBETCTBHUSA
cnenuUKalUM B XOJI€ BBEICHUS U3MEHEHHH, ONMUCAaHHBIX B MPOTOKOJIE, U

CJIICACTBUEM HCIIPCABUICHHBIX

HUKaK HE BIMsSIET Ha
PETUCTPALIIOHHOE JOCKE.

YTBEPK/ICHHbBIE

CUTYyalui

CBEJICHUS,

BK/JIFOUCHHBIE B

JlokymMeHTanus

1. OGocHOBaHUE NIpeAIaraeMoro UCKIOUYEHHUS.
2. [TonpaBka K COOTBETCTBYIOLIUM pa3jiesiaM PETUCTPALIMOHHOTO J10CheE.
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b.1.n.4. Usmenenus Heobxomumeie | loxymentsl u | [Iponenypa
YTBEPXKIECHHOTO  TMPOTOKOJIA YCIIOBHS TaHHBIC
yIpaBIIEHUs U3MEHEHUSIMU

a) 3HAYMMBbIe U3MEHEHHUS

MPOTOKOJIa yIpaBiICHUS — — I
W3MCHCHUSMHA

0) HEe3HAYUMBIE U3MEHEHHUS

IPOTOKOJIA yIpaBIICHUS

U3MEHEHUSMH, KOTOphIE HE — 1 IB
U3MEHSIIOT CTpaTeruio,

OTMCAHHYIO B MPOTOKOJIE

JoxymeHnTanus

1. Jlexnaparusi yIoJIHOMOYEHHOT'O JIMIIA IPOU3BOAUTENS, YTO JTI000€ U3MEHEHHUE

JIOJDKHO YKIJIaJbIBAThCS B IUANIA30H JEHCTBYIOIINX YTBEP)KICHHBIX KDUTEPHEB
3TOTO, JeKJIapanusi 4dYTo B
He TpeOyeTcss OleHKa

IMPpUCMIICMOCTH. ITomumo

OMOJIOTMYECKUX JIEKAPCTBEHHBIX IpEnapaTroB

COIIOCTaBUMOCTH.

OTHOIICHHUH

b.1.n.5. Peamuzamus
W3MEHEHUM,
MPEYyCMOTPEHHBIX
YTBEPKJICHHBIM  MPOTOKOJIOM
YIPaBIICHUSI U3MEHEHUSIMU

HeoOxoanmeie
YCIIOBHUS

JIOKyMEHTHI U
JaHHbIE

[Ipouenypa

a) peanuzaius M3MEHEHUs He
Tpedyer JOTIOJTHATEITbHBIX
BCIIOMOTaTEJIbHBIX JAHHBIX

1,3

|Any

0) peanu3anus W3MEHEHUS
TpedyeT JTIOTIOJTHUTEIIbHBIX
BCITOMOTATEJIbHBIX JIAHHBIX

1,2,3

B) peayin3anus U3MEHEHUS
OMOJIOTHYECKOTO
JIEKapCTBEHHOTO Mpemnapara

1,2,3,4

YenoBus
1. [IpemyioxkeHHOE U3MEHEHUE

OCYHICCTBJICHO B IIOJJHOM COOTBCTCTBHU C
YTBECPKACHHBIM ITPOTOKOJIOM YITIPABJICHUSA U3MCHCHUAMMU.

JlokymMeHTanus

1. [ToaTBEpKI€HHE, YTO U3MEHEHHE COOTBETCTBYET YTBEPKJACHHOMY MPOTOKOIY

YIPaBJIECHUS U3MEHEHUSIMHU U, UTO PE3YJIbTAThI UCCIIEIOBAHUS YAOBIETBOPSIOT
KPUTEPUAM TPUEMIIEMOCTH, OrOBOpPEHHbIE B mpoTokoie. [lomumo 3toro,
JeKJapalnys TOTO, YTO B OTHOIIEHWH OHMOJIOTHYECKUX JIEKAPCTBEHHBIX
IpenapaToB HE TPEOYETCsl OLIEHKA COMTOCTABUMOCTH.
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2. Pe3ynbpTaThl UCCIIEOBAHNH, IPOBEIEHHBIX B COOTBETCTBHH C YTBEPKIACHHBIM
IPOTOKOJIOM YIIPaBIEHUS U3MEHEHUSMU.

3. [TonpaBka kK COOTBETCTBYIOLIEMY pa3Jieldy PETUCTPAIIMIOHHOTO JOChE.

4. Komus yTBEp)KIEHHBIX CHEeNU(PUKAIUNA Ha aKTHUBHYIO (hapMaleBTUYECKYIO
CyOCTaHIIMIO MJIM CChUIKA Ha COOTBETCTBYIOLIMN pa3Jesl perucTpaliioOHHOrO
JIOCBE.

b.11. JIekapcTBeHHBIN mpenapar

b.11.a) Baemnuii Bua u cocran

b.ll.a.1. U3meHeHue i | Heobxoaumeie | Jlokymentst u | [Ipouenypa
noOaBieHUE HaJIIeYaTKH, YCIIOBHS JTAHHBIE
OTTHCKOB, TPaBUPOBKU WIH
VMHBIX 3HAKOB, BKIIFOYasl 3aMEHY
uau  A00aBlICHHE  YEpHUI,
WCIIOIb3YEMBIX AJII HAHECEHUS
TaKuX 3HAKOB

a) U3MCHCHUS HaJII€YaTKH,
OTTHCKOB, TPaBUPOBKU WU 1,2,3,4 1 1A
MHBIX 3HAKOB

0) IBMEHEHHE PpUCOK (JIUHUHI
pa3ioma), TpeaHa3HAYCHHBIX
IUIS pa3/ielieHus] Ha paBHBIC
J03BI

— 1,2,3 IB

YcnoBus

1. Cneuundukanuy JEeKapCTBEHHOTO MpemapaTta Ha BBIMYCK M HAa KOHEI[ CpoKa
TOJIHOCTH HE U3MEHSIOTCS (32 MCKIIFOYEHUEM BHEIIIHETO BUIA).

2. Bce YepHUIIA JOJKHBI COOTBETCTBOBATH JIEUCTBYIOLIEMY
(hapMalieBTHYECKOMY 3aKOHOIaTEILCTRY.

3. Pucku (iuHMM pa3inoma) He IpeAHA3HAUCHBI JIJIs1 pa3/ICJICHHs Ha paBHBIC JO3BI.

4. 3HaKku JICKapCTBEHHOIO TIperapara, MCIOJb3yeMble ISl  pa3InuCHUS
JIO3UPOBOK, TTOJTHOCTHIO HE y/IaJICHBI.

JlokymeHTauus

1. [TonpaBka K COOTBETCTBYIOIIEMY pa3jieny (pa3aeiaM) perUCTPaIMOHHOTO
J0Che, BKIIIOYAs MOJApOoOHOE rpadnuecKoe WM TOBECTBOBATEILHOE OTIMCAHUE
TEKYILEro ¥ HOBOT'O BHEIIIHETO BH/IA, a TAK)KE COOTBETCTBYIOIIUI MEPECMOTP
nHpOpMAIIMH O JIEKAPCTBEHHOM IIpernapare.

2. Ilo corjacoBaHUWIO C DKCHEPTHOW OpraHHW3aIreil oOpas3ibl JIEKAaPCTBEHHOTO
npernapara u (WIin) UX BU3yalIbHOE M300paKeHHE IJI1 BO3MOXKHOCTH OIICHKH
BHEIIHETO BUJA.

3. PeaynmbraThl cooTBeTcTBYOmMUX UcTbiTanuii 1o dapmakonee Corosza, a mpu
OTCYTCTBUU B Hel — B Dapmakornee rocy1apcTBa-uwieHa WIH MPH OTCYTCTBUU
B yKa3aHHBIX (papmakomesx — uHOW ¢apmakomnee cormacHo Konuenunu
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rapMOHHU3alLMH, IOATBEPKIAIOLINE YKBUBAJIEHTHOCTh CBOMCTB (IIPaBUIIBHOCTh
JO3UPOBAHUA).

b.11.a.2. U3menenue Gpopmbl Heo6xomumeie | lokymentsl u | [Iponemaypa
WK Pa3MepoB JIEKAPCTBEHHOM yCIIOBUS TaHHbBIE
hopmbI
a) TabJeTKH, KarcyJbl,
CYINIIO3UTOPUU U TIECCApUU C
Y P B 1,2,3,4 1,4 IA
HEMEJICHHBIM
BBICBOOOXKIEHUEM

0) 1exapcTBeHHbIE (QOPMBI  C
OTCPOYCHHBIM,
MOTH(PUITPOBAHHBIM AN
MIPOJIOHTUPOBAHHBIM - 1,2,3,4,5 IB
BBICBOOOXKIEHUEM U TAOJIETKH C
PUCKOM, NIpEeIHA3HAYCHHOU ISl
pa3JeicHHs Ha PaBHBIC JTO3BI

B) no0aByieHHE HOBOTO Habopa
s paguodapmManeBTHIECKOTO
JIEKapCTBEHHOTO TMperapara C — — ]
APYTUM 00BEMOM 3aIOJTHCHHSI
<*>

YcnoBus

1. Ilpodune  pacTBOpeHHMs]  JICKAPCTBEHHOIO  Mpermapata C  HOBBIMHU
JeKapcTBEHHOW (opMoil WM ee pa3MepaMu COIMOCTaBUM C MpoduiemM
pacTBOpEHUsI JIEKAPCTBEHHOIO Ipernapara CcoO CTapbIMU JIEKAPCTBEHHOM
dbopmoil wiu ee pasMepamu, €cCiIM MOpuMeHuMoO. Jlia JeKapCTBEHHBIX
PaCTUTENBHBIX MPENAPATOB MPU HEBO3MOKHOCTH MPOBEJECHUS HCIBITAHUA
TCKP Bpemsi pacnaiaeMOCTH HW3MEHEHHOI'0 JIEKApCTBEHHOTO Ipernapara
COMOCTaBUMO C BPEMEHEM pACHAJAEMOCTH HEU3MEHHOI'O JIEKAPCTBEHHOTO
npernapara.

2. CniennuKkanuuy JIEKapCTBEHHOTO Tperapara Ha BBIMYCK W Ha KOHEI[ CPOKa
TOJIHOCTM HE U3MEHWINCh (3a HCKIIOYEHUEM pa3MepoB JIEKapCTBEHHOM
dbopmbI).

3. KauecTBeHHBIN U KOTUYECTBEHHBIN COCTAB U CPEIHSA Macca HE M3MEHHIIUC.

4. I3MeHeHWe HE 3aTparuBaeT TaOJMETKW C PHUCKOW, MpeIHa3HAYeHHOW st
pasneneHus JIeKapCTBEHHON (OpMBI Ha paBHbBIC JIO3bI.

JloxymeHTanus
1. ITormpaBka K COOTBETCTBYIOIIEMY pazjaeny (pa3zaeiiaM) pPerucTpParioOHHOTO
JI0CheE, BKJTFOYAs noApoOHOE rpadguieckoe n300pakeHue

3aperUCTPUPOBAHHON W TpeAsiaraeéMoil JeKapcTBEHHOW (OpPMBI, a TakkKe
nepecMoTp MH(POPMALIUHU O JEKaApCTBEHHOM IIpenapare COOTBETCTBEHHO.

2. CpaBHUTEJIbHBIE JaHHbIE pPACTBOPEHHMS Kak MHUHUMYM |  ONBITHO-
IIPOMBILIJICHHOM CEpUHM C TEKYIIMMH U MpeNIaracMbIMM pa3Mepamu
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(OTCyTCTBHE 3HAYUTENBHBIX PA3IUYMil C TOYKU 3PEHHUS CONIOCTaBUMOCTU B
COOTBETCTBUH C [IpaBunamu [IPOBEACHUSA HUCCIEeI0BaHUN
OMOIKBHBAJICHTHOCTH). B  OTHOIICHWU JIEKAPCTBEHHBIX PACTHTEIBHBIX
npernapaToB  MOTYT  ObITh ~ NpPUEMJIEMBl  JaHHBIE  CPAaBHUTEIHHOU
pacnajaaeMocCTH.

3. O00cHOBaHUs HENpPEICTaBIEHUS PpPe3yJbTaTOB HOBOTO  HCCIEIOBaHUS
OMOPKBUBAJIEHTHOCTH coryacHo [IpaBunam mnpoBefeHHs HCCIETOBaHUIMA
OMO3KBUBAJICHTHOCTH.

4. OOpa31ipl JIEKapCTBEHHOTO TIpenapaTa U (WJIh) ero BU3yaibHOe H300paxeHue
IpU HEOOXOAUMOCTH 10 COTIIACOBAHUIO C SKCIIEPTHOM OpraHu3aIuei.

5. PesynbraThl cooTBeTcTBYIOMMX HcnbiTaHui no dapmakomnee Coro3a, a mnpu
OTCYTCTBUM B HEW — Pe3yJbTaThl UCNbITaHUA 0 PapMakonee rocygapcrsa-
YJIeHa WU TIPU OTCYTCTBUU B YKa3aHHBIX (papMakoriesx — UHOM (apmakonee
cornacHo KoHnenuuu rapMOHHU3alMU, MOATBEPKAAIOIINE 3KBUBAICHTHOCTD
CBOMCTB (MIPaBUILHOCTD JO3UPOBAHHUSA).

[Tpumeuanue <*> | Jlns b.ll.a.2.B moboe W3MEHEHUE JIO3UPOBKHU
JIEKapCTBEHHOTO Ipenapara TpeOyeT Mmoaauu 3asBIICHUS O
pacUIMPEHUN PETUCTPaAlU, 32 UCKIIIOUEHUEM MIPUBEIACHUS
PETUCTPAIIMIOHHOTO JIOChE B COOTBETCTBUE C TPEOOBAHUSAMHU
Coro3a, B cimydae, €ClIM HOBasi JO3UPOBKA 3apETUCTPUPOBaHa
B COOTBETCTBUH C 3aKOHOJATEIBCTBOM I'OCYAApCTBA-UJICHA
TOJIBKO B OJJHOM M3 3asBJICHHBIX B paMKax MpPHUBEICHUS B
COOTBETCTBUE IOCYJaPCTB-UICHOB.

b.Il.a.3. Usmenenne cocraBa| HeoOxomumeie | Jlokymentsl u | Ilponemypa

(BCrIOMOTATENbHBIX  BEILIECTB)
JIEKapCTBEHHOTO Mpenapara

YCIOBHUS

JTaHHBIC

a) U3MEHEHHE cocTaBa
BKYCOBBIX 100aBOK
(apoMaTu3aTOpOB) 158105
Kpacuresneu

1. JloGaBnienre, UCKIIOYCHUE
WIN 3aMeHa

1,2,3,4,5,
6,7,9, 10

1,2,4,5,6

2. YBenuuenue WA
YMEHBIIICHUE COACPKaAHUS

1,2,3,4,10

1,2,4

0) mpourie BCIIOMOTAaTEIbHBIC
BEIIECTBA

1. JItobas  He3HauWTENILHAS
KOPPEKIHs KOJIMYECTBEHHOTO
CcOCTaBa  BCIIOMOTATEIBLHBIX
BEIIECTB JICKapCTBEHHOTO
npermapara

1,2,7
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2. KauecTBeHHbIE 1501051
KOJIMUECTBEHHBIE W3MEHEHUS
OJIHOTO WIN ooltee

BCIIOMOTATENbHBIX BEIIECTB,
KOTOPBIE MOT'YT CYIIECTBEHHO — — ]
NOBJIMATH HA  KaydecTBo,
0€301MacHOCTh WIH
3¢ (PEeKTUBHOCTD
JIEKapCTBEHHOTO Mpenapara

3. U3menenue,
3aTparuBaroIee
OMOJIOrHYeCKUi
JIEKapCTBEHHBIN ITperapar

4. JTroGoe HOBOE
BCIIOMOTATEIbHOE BEIIECTBO,
npeJnoarariee
HCIIOJIb30BAHUE MAaTEPHATIOB
YEJI0BEUYECKOTO 1581051 — — 1
YKUBOTHOTO TPOHMCXOXKICHUS,
TpeOYIOUINX OLIEHKH JaHHBIX
BUPYCHOM 0€30MacHOCTH U
(unn) pucka ['D

5. I3meHeHue,
000CHOBaHHOE pe3yJbTaTaMU
HCCIIeIOBaHUS
OMOPKBHBAJICHTHOCTH

6. 3amena OJTHOTO
BCIIOMOTATEIBHOIO BEIIECTBA
CXOIQHBIM BCIIOMOTraTeIbHBIM

1! 3! 4! 5!
BEUICCTBOM C TEMH XK€ - 6789 IB
(GyHKIMOHATIBHBIMU R
XapaKTepUCTUKAMHU B

AHaJIOTHYHOM KOJIMYCCTBC

VcnoBust

1. IsmeHeHuss (QYyHKIIMOHATBHBIX XapaKTEPUCTHK JICKAPCTBEHHOW (OpPMBEI,
HaIrpuMep, BpEMEHHU paciagaeMoCTd, TPoQuiIsi paCTBOPECHHUsI, OTCYTCTBYIOT.

2. He3nauuTenpHyI0 KOPPEKIMIO COCTaBa sl MOAJSpKaHUs OOIIe Macchl
HEO0OXO0JIMMO OCYIIECTBISATH BCTIOMOTATeIbHBIM BEIIECTBOM, COCTABIISIFOIIIIM
B HACTOSIIIIEE BPEMSI OCHOBHYIO YaCTh TOTOBOM JIEKAPCTBEHHON (DOPMBL.

3. Cnenudukanus JIEKapCTBEHHOTO Tpernapara OOHOBJIEHA B YacTH OMHCAHUS
BHEIIHETO BHAA (3amaxa, BKyca) M, NpPH HEOOXOAWMOCTH, HCKIIOUYEHO
HUCIIBITAaHUE HA MOJIMHHOCTb.
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4. Hauatbl COOTBETCTBYIOIIME HCCIEIOBAHUS CTAOMWIBHOCTH (C YyKa3aHUEM
HOMEPOB CE€pHil); MPOAHAIU3UPOBAHBI COOTBETCTBYIOLIME IMapaMETPhI
CTaOMJILHOCTH HE MEHee YeM Ha 2 ONBITHO-IPOMBIIIIEHHBIX WU
OPOMBINIJICHHBIX ~ CEpUAX; B  PACIOPSHKECHUM  3asSBUTES  HAXOMASTCS
YAOBJIETBOPUTEIbHBIC PE3YJIHTATHI [0 MEHBIIIEH Mepe 3-MECITYHOTO U3YUCHUS
CTaOUIBHOCTH (HAa MOMEHT peanu3anuu u3MeHeHud [A Tuma U MOMEHT
yBeJOMJICHHS 00 m3MeHeHusx IB Tuma); mpoduib CTaOMIBHOCTH CXOX C
YTBEPXKIACHHBIM B HacTosilee Bpems npoduneM. [loarBepxaeHue Toro, 4ro
HCCIe0BaHus OyIyT 3aBEPIICHBI, U YTO €CJIM PE3YJIbTaThl Ha KOHEI] CPoKa
rOJHOCTH He OyAyT YKIageIBaThCsl B CHCUU(PHUKAMU WX MOTYT
NOTEHLUAJIbHO  HE  YJIOXUThCA B cHeluduKaluuu,  JAepxKaTelb
PErUCTPAILIMOHHOTO YAOCTOBEPEHUsI 00513aH COOOUIUTH YIOJIHOMOYEHHOMY
Oprany Hapsay C TMpe/uiaraeMbiM IUIaHOM jeiicTBuil. Kpome Toro, B
COOTBETCTBYIOIIMX  CIIydasX  HEOOXOAMMO  TPOBECTH  HUCIBITAHHE
(hoTOCTAOMIIBHOCTH.

5.Bce HOBbIe KOMIOHEHTHI  JOJKHBI  YAOBIETBOPATH  TPEOOBAHUSIM
HOpMaTUBHBIX akTOB CoOr03a, KacaloIIUXCs KpacuTellel, UCIOJIb3yEeMbIX B
MUIIEBOM MPOMBIIIUIEHHOCTH, U BKYCOBBIX J0OABOK.

6. Hu onuH HOBBIM KOMIIOHEHT HE TPEIIoJiaracT MUCIOJIb30BaHUE MaTepUAJIOB
YEeJIOBEYECKOTO WIIM KUBOTHOTO MPOUCXOXKIEHUS, TPEOYIOIHUX OICHKU
JaHHBIX BHUPYCHOM OE€30MaCHOCTH WM COOTBETCTBUSL JIEHCTBYIOIIUM
TpeboBanusiM Papmakonen Coroza u (Wiau) Apyrux (papmaxomedt coriacHo
Konuenmuu rapMoHM3anuy MO MHUHMMH3AIMK PHUCKA TIEpeJadyd areHTOB
ry0uatoil  sHIedaNonaTuu S>KUBOTHBIX  IOCPEICTBOM  JIEKAPCTBEHHBIX
MpenapaToB AJisi MEAUIIMHCKOTO MPUMEHEHUSI.

7. B COOTBETCTBYIONIMX CIydasX H3MEHEHHS HE BIUSIOT Ha BO3MOXKHOCTH
pa3iuyueHus T03UPOBOK U HE OKA3bIBAIOT HETaTUBHOIO BJIMSHUS HA BKYCOBBIE
CBOICTBA JIEKAPCTBEHHBIX MPENApaTOB, MPETHASHAYECHHBIX IS JETEH.

8. [Ipoduns pacTBOpeHHs HE MEHEE 4YeM 2 OIBITHO-TIPOMBIIUICHHBIX CEepUid
JIEKaApCTBEHHOTO TpernapaTta ¢ HOBBIM U CTaphIM COCTAaBOM COTIOCTABUM, €CIU
MPUMEHUMO (OTCYTCTBYIOT 3HAQUMTENIbHBIE Pa3IU4YUsi C TOYKUA 3pPEHUS
COTOCTaBUMOCTH TpPO(HIIsE pacTBOpPEHHs] B COOTBETCTBUU ¢ I[IpaBmiamu
MPOBECHUSI HCCJICIOBAHUI OHMOIKBUBAJICHTHOCTH). [IpM HEBO3MOXKHOCTH
MIPOBEJICHUSI WCIIBITAHUS PACTBOPECHHSI C JIGKAPCTBEHHBIMU PACTUTEIbHBIMU
mpenapaTaMd  BpeMsi  paclaJaéMOCTH  W3MEHEHHOIO  JIEKapCTBEHHOTO
npenapara ConocTaBUMO C HEM3MEHEHHBIM BPEMEHEM PacIiaJaéMOCTH.

9. U3meHeHue He ABIAETCS CIEACTBHEM HapyIIeHHs] CTAOWIBHOCTU U (WJIM) He
JOJDKHO  CKa3bIBaThCcsl Ha 0€30MacHOCTH  (BO3MOXKHOCTH — Pa3UUYCHUS
JI03UPOBOK).

10. PaccmaTpuBaemblii IeKapCTBEHHBIN Mpenapar He SBISETCS OMOJIOTUYECKUM
JIEKapCTBEHHBIM MPEMapaToM.

JlokymenTanus

1. ITompaBka K COOTBETCTBYIOLIEMY pa3aeny (pas3aenaM) perucTpalioOHHOIO
J0Che, BKIIOYas METOJAbl MCHBITAHHWS Ha TMOJJIMHHOCTh BCEX HOBBIX
KpacuTene (ecid NPUMEHMMO), a TakkKe IepecMOoTp HuHdopmaluu o
JIEKapCTBEHHOM IIpenapare COOTBETCTBEHHO.
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2.

[ToareepxkaeHue nepareiss peruCTPAMOHHOIO YIOCTOBEPEHUS, UTO HAYATHI
TpeOyemble HCCIEAOBaHMS CTAOMIBHOCTH (C YKa3aHUEM HOMEPOB Cepuil); U
9TO (B COOTBETCTBYIOLIMX CIydyasx) HA MOMEHT peaju3allid W3MEHEHHH B
paclopshKEHUM  3asgBUTENI  HAXOIWJIUCh  TpeOyemble  MHHHMAaJIbHbBIE
YAOBJIETBOPUTEIIbHBIC JIAHHBIE 110 CTAOUIBHOCTH U, YTO UMEIOIIUECS JIaHHbIC
HE CBHJETEIbCTBOBAIM O Kakoil-nubo mpobneme. Heobxomumo Ttaxxke
IPEJICTaBUTh TOJTBEPKACHUE, YTO HCCIEOBaHus OyayT 3aBEPIICHBI U €CIH
pe3yabTaThl HE OYyAYT YKIaAbIBaTHCS B CHEUU(PUKALMKU WU MOTEHIUATILHO
MOTYT HE YJIOXHUThCS B CrieU(PUKALINK Ha KOHEI] CPOKA TOJTHOCTH, JIEpKATEIh
PETUCTPAIIMOHHOTO YAOCTOBEpEeHHsI 00s3aH COOOMIUTH YIMOJIHOMOYEHHOMY
OpraHy BMECTE C MpeAJIaraéMbIM IIJIAHOM JEHCTBUM.

. Pesynbrarel HcciienoBaHuil CTaOMIBHOCTH, MO 3HAYMMBIM [apamerpam

CTaOMJILHOCTH HE MEHEe YeM Ha JBYX OIBITHO-NPOMBIIUICHHBIX WU
MPOMBILIJIEHHBIX CEpPUSX, OXBaThIBAIOIIMX HE MeHee 3 MecsleB, U
MOATBEPXKICHHUE, UTO yKa3aHHBIC HCCJIEIOBAHUS OYIyT 3aBEpILICHBI U €CIU
pe3yabTaThl HE OYyAYT YKIaAbIBaTHCSA B CHEUU(PUKAIMKU UM MOTCHIMATHHO
MOTYT HE YJIOKHUThCS B CIIEIU(UKAIIMK HA KOHEI] CPOKA T'OJHOCTH, JE€PKaTelh
PETUCTPAIIMOHHOTO YIOCTOBEPEHHSI 00s3aH COOOIIUTH YIMOIHOMOYEHHOMY
OpraHy BMECTE C MPEAJIaracMbIM IJIAHOM JICMCTBUM.

4. OOpa31pl IEKAPCTBEHHOTO TMpernapara u (Uiin) ero Bu3yajabHOE U300pakeHue

5.

IpU HEOOXOAUMOCTH IO COTIIACOBAHUIO C SKCIIEPTHOM OpraHu3aueil.

JIn6o ceptudukar coorsercTBust EBponeiickoit @apmakorneu no I'D Ha o000
HOBBI HMCTOYHUK Marepuaia, Ju0o (eciu MPUMEHUMO) JOKYMEHTAIbHOE
MIOATBEPKAECHHUE TOrO, YTO UCTOYHUK MaTepHalla, MOABEPKEHHBIN pucKy 10,
paHee NpOBEpPEH YIOJTHOMOYEHHBIM OpraHOM; U OBbUIO HMOATBEPXKICHO €ro
cooTBeTcTBUE JAelcTByromen cratee Dapmaxonen Coro3a WM APYIUX
¢dapmakoneil cornmacio KoHuenuu rapMoOHU3aiui 10 MUHUMHU3ALUN PUCKa
nepeadynd areHToB TIyOuyaTod sHiedanonaTUd >KMBOTHBIX IOCPEACTBOM
JIEKapCTBEHHBIX MpenaparoB s MEIULIUHCKOTO NpUMEHEHHUs. [l Kax10ro
TAKOro poja MaTepuaja HeoOXOJUMO MPEJCTaBUThH CIEIYIOUINE CBEACHMUS:
Ha3BaHWE NPOU3BOJUTEINS; BUJ >KMBOTHBIX M TKaHW, U3 KOTOPBIX IMOIY4YEH
MaTepHall; CTpaHa MPOUCXO0KIEHUS KUBOTHBIX U €T0 UCIIOJIb30BaHUE.

.B COOTBCTCTBYIOIINX CJIydasiX IOAaHHBIC, MOATBCPKIAOINNC TO, YTO HOBOC

BCIIOMOTaTEIbHOE BELIECTBO HE BIMAET Ha AaHAJIUTHYECKHE METOJIUKHU
cneruduKaluy JeKapcTBEHHOTO Mpernapara.

. Heobxonumo mnocpeacTBoM Hajuiexauniel QapManeBTHUECKON pa3pabOTKu

(BKJITIOYasi BOIIPOCHI CTA0MIBHOCTH U IPOTUBOMUKPOOHOTO KOHCEPBUPOBAHMS,
€CIM  TPUMEHHMMO) TPEACTaBUTh  O00OCHOBaHME CMEHBI  (BbIOOpA)
BCIIOMOTATENIbHBIX BEIIECTB U T.1.

. CpaBHI/ITeJ'IBHI)Ie JaHHBIC HpO(l)I/IJ'ISI PaCTBOPCHHUA TBEPABIX JICKAPCTBCHHBIX

(1)OpM HE MEHEee ueM Ha 2 OIBITHO-IIPOMBIINIJICHHBIX CCPUAX JICKAPCTBCHHOTO
nperapara HOBOI'O M CTApoOro COCTaBOB. B otHOmIEHNHU JICKApCTBCHHBIX
PACTUTCIIBHBIX ITPEIIapaTOB MOI'YT OBITH JOCTAaTOYHbI JaHHBIC CpaBHHTCHBHOﬁ
pacmmagacMoOCTH.

. ObocHOBaHMs HCMIPCACTABIICHHUA  PCE3YJIbTATOB HOBOI'0  HCCIICAOBAHUA

OMOPKBUBAJICHTHOCTH B  COOTBETCTBHMM ¢ [IpaBunmamu  mpoBeneHUS
HUCCIIeNOBAHUN OMODKBUBAJIEHTHOCTH.
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b.11.a.4. U3menenue Mmaccel | Heo6xonumbie | Jlokymentsl u | [lpouenypa
000JI04KH JIEKApCTBEHHBIX yCJIOBUS JTAaHHBIE
dbopM g iprieMa BHYTPb WU
U3MEHEHHUE MacChl OOO0JIOUKHU
KarcyJibl

a) TBEp/bIe JIEKapCTBEHHBIE

(GOpMBI 1714 TpUEeMa BHYTPb 1,234 1,2 1A

0) 1exkapcTBeHHbIE (HOPMBI C
OTCPOYEHHBIM,
MOIU(PUIMPOBAHHBIM WIn
IIPOJIOHTMPOBAHHBIM — — ]
BBICBOOOKICHNEM, B KOTOPBIX
000J104YKa SIBJISETCS KIIFOUEBBIM
(hakTOpOM BBICBOOOXKICHHS

YcioBus

1. Ilpoduns pacTBOpeHUs HE MEHEe 4YeM 2 OMNBITHO-IPOMBIIUIEHHBIX CEepUil

M3MEHEHHOI'0 JIEKapCTBEHHOTO IIperapaTta CoOlocTaBuM co crapbeiM. [lpu
HEBO3MOYKHOCTH TPOBEICHUS UCHBITAHUS PACTBOPEHHUS C JIEKAPCTBEHHBIMU
pacTUTENbHBIMU  IpenaparaMM BpeMsl  paclagaeMOCTH HM3MEHEHHOI'O
JIEKapCTBEHHOTO IIpenapara B CPABHEHNUU CO CTAPBIM.

2. O0010YKa HE ABJIIETCS KIFOUYEBBIM (baKTOPOM MCXaHHU3Ma BBICBO60)KIIGHI/I$I.
3. CHGHI/I(bI/IKaI_[I/IH JICKApCTBCHHOTO IIpCIlapara OOHOBJICHA JIMIIIL B YACTH MAaCChI

U pa3MepoB (eciId MPUMEHUMO).

4. Hauatbl COOTBETCTBYIOIINE UCCIEIOBAHUS CTAOMIHLHOCTH HE MEHEE YeM Ha 2

ONBITHO-ITPOMBIIIIJIEHHBIX WJIA MPOMBIIUICHHBIX CEPHUSX; B PACIOPSIKEHUU
3asIBUTEIS Ha MOMEHT peanuzaiuu W3MEHEHUHN HaXOJIATCS
YAOBJICTBOPUTEIIbHBIE 110 MEHbIIEH Mepe 3-MecsuHble JaHHBIE 1O
CTaOUIILHOCTH;, TIOJITBEPKJACHUE TOTO, YTO UCCIIECIOBAHUS OYAYT 3aBEPILICHBI.
Ecnu pe3ynbrarhl HE YKJIQABIBAIOTCS B ClENU(DHUKAIMU WA MOTCHIIMAIBHO
MOTYT HE YJIOXHUThCS B CrIeU(PUKAIIMKI Ha KOHEI] CPOKa TOJTHOCTH, JIepKaTEIh
PETUCTPAIIMOHHOTO YAOCTOBEPEHUsI 00s13aH COOOIIUTH YIOTHOMOUYEHHOMY
OpraHy Hapsay C MpeJIara€MbIM IIJIAHOM JEUCTBUM.

JlokymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY pazaeny (pas3fenam) perucTpaliOHHOrO

JOCKC.

2. Jlexnapanusi JepsKaTeisl perucTpalliOHHOrO YAOCTOBEPEHHS, YTO HadaThbl

TpeOdyemble UCCIEeI0BaHUSI CTAOUIBLHOCTU (C YKa3aHUEM HOMEPOB CEpHil); U
9TO (B COOTBETCTBYIOIIUX Cydasx) HA MOMEHT BBEJCHUS U3MCHCHHH B €T0
pacropspKeHUH HAXOJMIIUChH TpeOyembIe MUHUMAaJIbHBIC
YIOBIETBOPUTEIBHBIC IAHHBIE TI0 CTAOMIHBHOCTH; U YTO UMEIOIINECS JaHHbBIE
HE CBHUJCTEINHCTBOBAIM O Kakoh-muOo mpobrmeme. HeoOxommmo Takxke
MPEJICTaBUTh TOJTBEPIKICHNUE TOTO, YTO MCCIICIOBAaHUS OyIyT 3aBEPIICHBI, U
9TO €CJIM Pe3yJIbTaThl HE OYAyT YKJIAaAbIBaThCA B CHCHU(PUKAIMHA WM
MOTCHIIMAILHO MOTYT HE VYIOXHTHCS B CHeluUKAINA HAa KOHEI CpoKa




157

TOJTHOCTH, JIePKATellb PETUCTPANMOHHOTO YAOCTOBEPEHUS 00s13aH COOOITUTH
YIIOJTHOMOYEHHOMY OpPraHy Hapsay C MpelaraéMbiM IUIAHOM JEHCTBUU.
KpoMe Toro, B COOTBETCTBYIOIIMX CIIy4asx HEOOXOAMMO TIPOBECTH
ucrbITaHue (OTOCTAOMIIBHOCTH.

b.1l.a.6. Uckntouenue Heo6xomumbie | [lokymentsl u | IIpouemypa
KOHTEWHEpPA C PacTBOPUTEIEM YCIIOBUSA JAHHBIE
(pa30OaBuTENnEM) U3 YIIAKOBKU

- 1,2 1B

JloxymeHTanus

1. O6ocHOBaHME UCKITIOUEHNUS, BKIIIOUYAsl YKa3aHUE HA aIbTEPHATUBHBIE CITOCOOBI
MOJIydeHHUs1 pacTBopuTens (pa3baBuTens) B IeMsIX 0O€30IaCHOTO M
3¢ (HEeKTUBHOrO MPUMEHEHHUS JIEKaPCTBEHHOTO Mpenapara.

2. IlepecmoTtpenHas nHGOpPMAIHS O JIEKAPCTBEHHOM IpeTapare.

b.ll.a.7. U3MeHeHus, Heo6xomumeie | [lokymentsl u | Ilpouemypa
SBJISIIONIMECS  pacUIupeHUEM yCJIOBUS JTAaHHBIE
perucTpanuu 1Mo J03UPOBKE
JIEKapCTBEHHOTO
npenapara<*>

1,2,3 1,2,3 IB
YcnoBus

1. loGaBnsieMple WM BBOAWMBIC B3aMEH paHee 3aperuCTPHUPOBAHHBIX
JO3UPOBKH, JOJDKHBI, Ha MOMEHT IIOJayd 3asBJICHUS O IPHUBEICHUH B
COOTBETCTBHE PETUCTPALMOHHOTO JJOChE, OBITh 3aPETUCTPUPOBAHBI XOTS OBI B
OJIHOM M3 TOCY/1apCTB-UJICHOB.

2.Ha MoMeHT mojauM 3asBICHHWS O TMPHUBEIACHUH B COOTBETCTBHE
PETHCTPAIIMOHHOTO J0Che, B pe(EepeHTHOM TOCYAapCTBE IOJDKHBI OBITh
3apEeTUCTPUPOBAHBI HANMEHbINASI ¥ HAHOOJIbIIas JO3UPOBKH, JTHOO0 TO3MPOBKA,
OmpeneicHHass Ha OCHOBaHWM aHallu3a PHUCKOB, B OTHOIICHUH KOTOPBIX
IPOBEACHBI COOTBETCTBYIOLIME HCCIEAOBaHUS OWOIKBUBAJIEHTHOCTH WM
KJIMHUYECKUE  HCMBITAHWUS,  pe3yabTaTbl  KOTOPBIX ~ MOTYT  OBIThH
AKCTPANOIUPOBAHBI HA OCTAIBHBIEC JO3HPOBKH.

3. JomkHbl OBITH COONIOEHBI KpUTepuH OuOBeWBepa Ui JTONOJHUTEIbHBIX
JO3UPOBOK, omucaHHele B IlpaBuimax mpoBeaeHuss  HMCCIEAOBaHUI
OMOPKBUBAJIEHTHOCTH.

JloxymeHTauus

1. Konuu perucTpalimoHHBIX YIOCTOBEPECHHM, MOATBEPKIAIOIIUX PETUCTPALINH
BHOBb 3a5IBJIIEMBIX JJO3UPOBOK.

2. Monynb 3 perucTpaliOHHOTO JIOChe Ha KAXAYI0 HOBYIO JO3MPOBKY B
COOTBETCTBUU C TpeOoBaHusiMu 4dactu | mpunmoxkenuss Ne 1 k IlpaBmmam
pPETUCTpaIlM M SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB MJIs MEIUIIMHCKOTO
npuMeHeHus. Bo3MoxHa MoaMQUKalUs CYHIECTBYIOIIMX Pa3leoB C
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no0aBiieHUEM B HUX WHPOPMAlMM O JO3MPOBKAX B COOTBETCTBYIOIIUX

CiIyJasx.

3. O0ocHOBaHWE BO3MOXKHOCTH O3KCTPANOJISIMK PE3yIbTaTOB HUCCIICIOBaHUI
OMOSKBUBAJICHTHOCTH WCIIBITAHWA Ha HOBBIC JO3MPOBKH, 3asSBJICHHBIC Ha
ouoBeiiBep. B cinyuae OuoBeliBepa Ha OCHOBaHUM OHO(apMaleBTHUUECKOM

KJ1acCU(PUKAITMOHHON

CHCTCMBbI
BBINIOJIHEHBI B OTHOIIICHUHU KaX 101 JO3HUPOBKH.

YCIIOBUA

OumoBeliBepa

JOJIDKHBI

OBITH

[Tpumeuanue <*>

Jlto6oe u3mMeHeHue JO3UPOBKH JIEKAPCTBEHHOT'O Mpenapara
TpeOyeT Mmojauu 3asiBJICHUS O PACIIMPEHUH PETUCTPALIUH.

b.11.6) [IpousBoacTBO

B.I1.6.1. 3amena WA
nobaBiieHHne HOBOI1
MIPOU3BOJICTBEHHOH TIIOMIAIKN
JUTSI YaCTH MJIH BCEX MPOIIECCOB
IIPOM3BO/ICTBA JIEKAPCTBEHHOI'O
npermapara

HeoOxoanmelie
YCIIOBUS

JIoKyMEeHTBI 1
JAHHbBIC

[Ipouenypa

a) IJIOIAJKa IO BTOPUYHOM
yIIaKOBKe

1,2

1,3,8

|Any

0) momaaka MO TEePBUYHOU
yITaKOBKE

1,2,3,4,5

1! 2! 3! 4! 8’ 9’
10

B) IUIOIIAKa, Ha
OCYIIECTBIIAIOTCS
IIPOU3BOJICTBEHHBIE ONEpaLun
JUIS OMOJIOTUYECKUX
JIEKapCTBEHHBIX  IpEnaparoB
WIH JIEKapCTBEHHBIX  (GOpM,
IPOU3BEACHHBIX C TMOMOIIbIO
CJIOXHBIX TPOU3BOJCTBEHHBIX
IIPOLIECCOB, 3@ MCKIIOUYECHHEM
BBIIIYCKA  CEpUH, KOHTPOJIA
KauecTBa CEpUi U BTOPUYHOU
YIaKOBKHU

KOTOpOU

T) IUIOIIA/IKA, TpeOyrotias
MPOBEJICHUSI TIEPBUYHON WU
MPOIYKTCICITU(PUIHON
WHCTICKIIUN

1) TUIOIajKa, Ha  KOTOpOH
OCYIIECTBIISIOTCS JIFOOBIE
MIPOU3BOJICTBEHHbBIC OMEPAIIIU
IS HECTEPHUIIbHBIX
JIEKapCTBEHHBIX  IPErNapaTos,
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3a HCKIIIOYCHHUECM BBIITYCKa

cepui,  KOHTpPOJIS  CEpHi,
MEPBUYHOM U  BTOPUYHOMN
YIaKOBKHU

€) IUIoIIaJKa, Ha  KOTOpOHU

OCYIIECTBIISIOTCS To0bIe

MIPOM3BOJICTBEHHBIC OTIepaIllun

co CTCPUIILHBIMU

JICKapCTBCHHBIMHU

npernapaTamu,

TIPOU3BOISAITUMUCS c B 1,2,3,4, B
HCIIOJIL30BAHUEM 517,81
ACENTHYCCKUX METOJIOB

(uckIiTrOUast OMOJIOTHYECKHE

JIEKapCTBEHHBIE  IIpemnaparsl),
3a HCKJIIOYEHUEM  BBIITyCKa
Cepuil, KOHTpPOJS KadecTBa
CEepHil U BTOPUYHOW YIAKOBKHU

YcnoBus

1. YooBnerBopuTenpHasi  MHCHEKIMS B TEYEHHE  MOCIEIHUX 3 JIeT
MHCIIEKTUPYIOIIMMHU OPTaHAMH T'OCYJApCTB-WICHOB, WIM CTPAHOW, C KOTOPOH
3aKJIF0YEHO JIEUCTBYIOLIEE COTIIAICHHE O B3AMMHOM MPU3HAHUH CEPTUPUKATOB
COOTBETCTBHS ITpaBUJIaM HAJUJIEKAIIEH IPOU3BOICTBEHHOMN MPAKTHKY.

2. Ilnomaaka JUIEH3UPOBAHA B YCTAHOBJIEHHOM IMOpsAJKE (IS MPOU3BOJCTBA
paccMaTpuBaeMOM JIEKapCTBEHHON (POPMbI WIIH JIEKAPCTBEHHOTO Mpernapara).

3. PaccMatpuBaeMblil TIeKapCTBEHHBIH Mpenapar He sSBISETCS CTEPUIIbHBIM.

4. B COOTBETCTBYIOIIMX ClIy4asX, HapUMep, B OTHOUIEHUM CYCIIEH3MM WU
OMYJIbCUM, HMMEETCS IUIaH BalMJAllMA IIpoliecca IPOM3BOJCTBA WU B
COOTBETCTBUM C TEKYIIUM IIPOTOKOJIOM YCIICIIHO TNPOBEICHA BaJIHMJALMS
IIPOM3BOJICTBA HAa HOBOM IUIOIIAJKE C HE MEHEe 4eM 3 IMPOMBIIUIEHHBIMU
CEPUAMU.

5. PaccmaTrpuBaeMblil JIEKapCTBEHHBIN Mpenapar He SBISeTcs] OMOIOrMYeCKUM
JIEKAPCTBEHHBIM MPETIAPATOM.

JoxymeHnTanus

1. ITonTBepkneHne TOro, 4TO MpeularaeMas IUIOIIaJKa JIMIEH3UpOBaHa
YIOJHOMOYEHHBIM OPIaHOM CTpaHbl MECTOHAXOXKIACHWS JUIsl IIPOU3BOJICTBA
JIeKapCTBEHHOW (POPMBI UM paccMaTPUBAEMOTO JIEKAPCTBEHHOTO Ipenapara.

2. B CcOOTBeTCTBYIOHIMX cllydasX HEOOXOAMMO YKa3aTh HOMEpa Cepui,
COOTBETCTBYIOIIME pa3Mep Cepuu M JaTy NpPOHM3BOACTBA cepuil (= 3),
MCIOJIb30BAHHBIE B BAIMAAIIMOHHOM UCCIIEA0BAHUM, U TPEICTABUTD JAaHHBIE 110
BaJIMAALMH WU TPOTOKOJ (CXeMY) BaJlMJaINK, MOJIekKAIINHN moaaJe.

3. B 3aABNeHUN O BHeCEHWU U3MeHEeHW HeobxoAMMO YeTKO yKas3aTb paHee
0406peHHbIX U NpeasaraeMbiX NPOU3BOAUTENEN.

4. Konuu yTBEp)KICHHBIX crienM(UKanuii Ha BBIMYCK U KOHEI[ CPOKa TOAHOCTH
(ecu IPUMEHHUMO).
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5. JlanHble aHanM3a OJHOM MPOMBILUIEHHOW CEpUM M JIBYX OIIBITHO-
IPOMBIIIJIEHHBIX CEpUM, MMHUTHUPYIOIMIMX MPOLECC MPOU3BOACTBA (WM ABE
IPOMBIIICHHBIE CEpUU) U CpaBHUTEIbHBIC JaHHbBIE (B TOM 4YHCIE TECT
CPaBHUTEJIbHON KMHETUKU PAaCTBOPEHMsI B MPUMEHHMBIX CIIydasx) C TpeMms
CepHSIMH, TIPOM3BEACHHBIMU Ha MPEBbIIYIIEH MPOU3BOJCTBEHHON IUIOLIAJIKE.
ITo 3anpocy HEOOXOAUMO MPEICTABUTh JAHHBIE IO CIETYIOIIUM JBYM HOJIHBIM
IPOMBIIUIEHHBIM CEpHUsIM; HEOOXOIUMO COOOLIUTh, €CIIU PE3yJIbTaThl aHAIHM3a
HE YKJIaJpIBAIOTCS B ClIEUM(UKALINIO, U IPEAJIOKUTH IJIaH AEUCTBHI.

6. CooTBeTCTByIOIME  JaHHBIE 10 BAIWAANNW, BKIIOYas  PE3yIbTATHI
MHUKPOCKOIIMH paclpeeseHHs [0 pa3MepaM 4acTUI U UX MOP(HOJIOTUN MITKHX
U KHUJIKMX JIEKAPCTBEHHBIX (OPM, B KOTOPBIX (hapmarnieBTHUEeCKasi CyOCTaHIMS
HAXOJUTCS] B HEPACTBOPEHHOM COCTOSIHUU.

7.Ecnn Ha HOBOM HPOM3BOJICTBEHHON IUIOINAJKE B KadyecTBE HMCXOIHOTO
MaTepualla HUCHOJb3yeTcs aKTUBHas (apmarieBTHUUecKass CyOCTaHIMS, -
JeKJIapalrs YyIoJIHOMOUYEHHOTO JIMIA IJIOMAKA, OTBETCTBEHHOTO 32 BBIYCK
cepuil, 4TO akTUBHas (apMaleBTHUYECKas CYOCTaHLMS MpOU3BEJAEHA B
cooTBeTcTBUHU ¢ [IpaBuiaMu Hajuliekanieil TpOU3BOJICTBEHHON NPAKTUKH IS
MCXOJHBIX MaTEPHAJIOB.

8. IlompaBka K COOTBETCTBYIONIEMY pa3ieiy (pasaenamM) perucTPaldmOHHOTO
JI0ChE.

9. Ecnn mpou3BOACTBEHHAS TUIOMIAAKA U TUIOIAKA, HA KOTOPOM OCYIIECTBIISETCS
NEepBUYHAs YNAKOBKa, pa3MyaroTcsi, HEOOXOAUMO ONMUCAaTh U BaJUAMPOBATH
YCJIOBHS TPAHCTIOPTUPOBKH M XpaHeHUs HepacdacoBanHoro npemnapata (bulk).

10. deiicTByromuii JOKYMEHT, MOATBEPXKIAIOLIUI COOTBETCTBHUE TPEeOOBaHMSIM
HaJJIeXkKalled Npou3BOACTBEHHOM mpakTuku Coro3a, NIPOU3BOJICTBEHHOMN
IUIOUIA/IKH (MIPOU3BOACTBEHHBIX IJIOIIAI0K), OCYILECTBISAIOIIENH TPOU3BOICTBO
TOTOBOM JIEKAPCTBEHHOU (POPMBL.

[Ipumeuanusa: |/leknapanuu  ymOJIHOMOYEHHOIO — JIMIA,  3aTParuBarollye
aKTUBHYIO (hapMaIieBTUYECKYIO CyOCTaHIUIO

Brnanensupl AuIeH3U HAa MPOU3BOJCTBO O0s13aHBI B KayeCTBE
HUCXOIHBIX  MATEpHAIOB  MCIOJIB30BAaTh  HCKIIFOUHUTEIIBHO
aKTUBHBIE (hapMalleBTUYECKHE CYOCTaHLIMHU, MPOM3BEICHHbIE B
coorBeTcTBUU ¢ [IpaBunamu Haexamen Npou3BOJICTBEHHOU
IIPAaKTUKH, TIO3TOMY KaXKJIbIM  BIAJeNel] JIMIEH3WH Ha
IIPOU3BOJICTBO JIEKapCTBEHHOMN (bopMbI 00s13aH
IIPOJICKJIAPUPOBATh, YTO OH B Ka4eCTBE MCXOIHOIO Marepuaia
UCIOJIb3YyeT aKTHBHYIO (apMaleBTHYECKyI0 CyOCTaHIUIO,
IIPOM3BEJICHHYIO B COOTBeTCTBUM C [IpaBunamm Hamiexaien
IIPOM3BOJACTBEHHON NpakTUKU. KpoMe TOro, mnoCKOIbKY
YIIOJTHOMOYEHHOE JIMI0, OTBETCTBEHHOE 32 BBIITYCK CepHH, OepeT
Ha ce0s OOmIyI0 OTBETCTBEHHOCTb 3a KaXIyl0 CEpHIO, €CIU
IJIOIAIKA, BBIIIYCKAIOIIas  CEpHIO, OTJINYAETCA oT
NPOU3BONUTENS  JIGKAPCTBEHHON (OPMBI,  YHOJTHOMOUYEHHOE
JUI0, OTBETCTBEHHOE 3a CEePTU(PUKALUIO CEpUH, JTOJIKHO
MIPEACTaBUThH JONOJHUTEIBHYIO JEKIAPALIUIO.
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Bo MHOrux ciy4asix BOBJICUEH JIMILb OJUH BIAJEIEL JIULICH3UN
Ha TPOU3BOJACTBO, IOATOMY TOTpeOyeTcs JHIlb OJHa
neknapanusa. OIHAKO €ClIM BOBJCYEHBI HECKOJBKO BJIAJICNIBIIEB
JUILEH3UM Ha TMPOU3BOJCTBO, BMECTO MOJAYM HECKOJIbKUX
JeKIapanuid  JIOIMyCKaeTrcss  MoJaTh  OJHY  JEKJapauuio,
MOANUCAHHYIO  OJHUM  YIIOJHOMOYEHHBIM  JIMLIIOM.  OTO
JIOITYCTHUMO TMPU YCIOBUH TOTO, YTO:

B JICKJIapallMi YETKO YKa3aHO, YTO OHA MOJIKCAHA OT JIUIA BCEX
BOBJICUEHHBIX YIIOJHOMOYEHHBIX JIWLI;

JIOTOBOPEHHOCTH  CKPEIUIEHbl TEXHUYECKUM  COIJIAIICHUEM,
OIKMCAHHBIM B Ty1aBe 7 [IpaBui1 Hajmekalen nponu3BOACTBEHHON
MPAKTUKHU, U YIIOJTHOMOYEHHOE JIMIO, MOJAI0IIEE AEKIAPALHIO,
yKa3aHO B TaKOM COIJIAICHMM Kak Oepyiiee Ha cels
0053aTEILCTBO I10 COOTBETCTBHIO MIPOU3BOAUTENS
(mpousBoauTeNnel) akTUBHOM (papManeBTUYECKON CyOCcTaHIIUU
IIpaBunam  HamiIexkamed  TPOU3BOACTBEHHOM  MPAKTHKH.
IIpumeyanue: ykazaHHBIE COTJIAIICHUS SIBJISIOTCS MPEIMETOM
MHCTEKIIMU YIIOJTHOMOYEHHBIX OPraHOB.

B.11.6.2. U3Mmenenue
MIPOU3BOJIUTENS TI0 KOHTPOJIO
KayecTBa JIEKapCTBEHHOTO
npernapata W BBIYCKY CEpHUit
JICKapCTBECHHOTO Mpernapara

HeoOxonumele
YCIIOBUS

JIoKyMeHTBI U
JAHHBIC

[Ipouenypa

a)3aMeHa WM J00aBIICHHE
IUIOIIAJIKH, Ha KOTOpOH
OCYIIIECTBIISIETCSA KOHTPOJIb
KauecTBa (UCIBITAHUE) Cepuid

1,2,3

3,4

0)3ameHa WM JoOaBIEHHE
IUIOLAIKH, Ha KOTOPOM
OCYIIECTBIIACTCS KOHTPOJTh
KayecTBa (MCHbITaHUE) cepuit
OMOJIOTHYECKOTO

JIEKapCTBEHHOTO TMpernapara u
JIOOBIX METOJOB HCHBITAHHUH,

OCYILIECTBISIEMbIX Ha
TUIOIIAJIKE, SBIISIOLINXCS
OMOJIOrMYECKUM
(MMMYHOJIOTHYECKUM,

UMM YHOXUMHUYECKUM )
METOZIOM

B) 3aMeHa WU Jo00aBlieHUE
IPOU3BOIUTEIS,
OTBETCTBEHHOTO 3a BBIMYCK

cepuii
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1.3a HUCKJIIOUCHHEM
KOHTPOJIS KauecTBa 1 1,2,3 |1Any
(uctpITaHMS) CepUiA

2. Bxiroyast KOHTPOJIb

. 1,2 1,2,3 |Any
KadecTBa (MCIbITAHNE) CEpHil

3. Brirouas KOHTPOJIb
KadyecTBa (uctpITaHUE)
OMOJIOTHUYECKOTO
JIEKapCTBEHHOTO TIperapara u
OJIH u3 METOJIOB
HUCIIBITAHUH, I
OCYILIECTBIISIEMBII Ha
IJIOIIAIKE, SIBJISICTCS
OMOJIOTHYECKUM
(MMMYHOJIOTHYECKHM,
MMMYHOXUMHUYECKHM)

VcaoBug

1.

[Inomanka JJMOCH3UPOBAHA B YCTAHOBJICHHOM IIOPAAKC YIIOJTHOMOYCHHBIM
OpraHoOM CTpaHbI IIPOU3BOJACTBA.

2. JIekapCTBEHHBIH TIpenapaT HE SBISACTCS OWOJIOTHUYECKUM JIEKAPCTBEHHBIM
MpernapaTom.

3. Tpancep aHaTUTHYECKUX METOJTUK Ha HOBYIO HCTBITATEIBHYIO JIA00PAaTOPUIO
MIPOU3BE/ICH YCIICIITHO.

JoxymeHnTanus

1. B conpoBoUTEILHOM MHUCHME U B (pOpME 3asBIICHUS O BHECCHUH M3MEHEHUH
HEOOXOMMO YETKO OO0O03HAYUTh paHee OJOOpPEHHBIX | MpeasiaraeMbIX
IIPOU3BOAUTENEN.

2. Jlexmapanusi ynoJHOMOYEHHOTO JIWIA, OTBETCTBEHHOTO 3a BBIMTYCK CEPHH, B

3.

4.

KOTOpPOM yKa3bIBaeTcsi, 4YTO NPOU3BOJAUTENb (MPOU3BOAMTENN) aKTUBHOMN
(dapMarieBTH4EeCKON CyOCTaHIIMU, YKa3aHHOM B PEruCTPALlMOHHOM JIOChE,
pabotaeTr B cooTBeTcTBHHM ¢ [IpaBuiamu Hajjexamie MPOU3BOICTBEHHOM
NPAKTUKU U1 UCXOJHBIX MaTepuanoB. [Ipu onpeneneHHbIX 00CTOATEIbCTBAX
JIOITYCKaeTCs MPEICTaBIATh OJHY AEKIapalnio (CM. IPUMEUYaHUE K U3MEHEHUIO
b.I1.6.1).

[TonpaBka K COOTBETCTBYIOLIEMY pa3zfeny (paszenaMm) perucTparoHHOIO
Joche, BKJIOYas UWHGOpPMALMIO O JIEKApCTBEHHOM IIpenapare W, IpHu
HEOOXOAMMOCTH, JaHHBIE MO BadUAaluU (BEpUPHUKAINK) aHATUTHICCKUX
METOAMK, MEPEHECEHHBIX CO CTApOM Ha HOBYIO IUIOLIAAKY, COTJACHO aKTam
opranoB Coro3a B cepe TpaHchepa TEXHOIOTHI U aHATUTHUYECKUX METO/IUK.
JleficTByrOIMIA JOKYMEHT, TOJTBEPKIAIOIINNA COOTBETCTBUE TPEOOBAHUSM
[IpaBun Hamnmexamed NPOU3BOACTBEHHOM IIPAKTUKH, NPOU3BOACTBEHHON
wion@aaky  (MJIOMAJ0K),  OCYIIECTBISIONIEH  MPOU3BOJACTBO  TOTOBOM
JIeKapCTBEHHOU (POPMBI U BBIMTYCKAIOLIUN KOHTPOJIb Ka4ecTBa JIEKAPCTBEHHOTO
npenapara.
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b.11.6.3. 3meneHue npoiiecca
MIPOU3BOJICTBA
JIEKapCTBEHHOT0 Ipenapara,
BKJIFOYAsi IPOMEXKYTOUHBIM
MPOAYKT, UCIIOJIb3YEMBIN B
IIPOU3BOJICTBE
JIEKapCTBEHHOT0 IIpenapara

HeoOxonnmsie
YCIIOBUS

JIOKyMEHTBI U
JaHHbIE

[Ipouenypa

a) HC3HAYMUMBIC N3MCHCHUA
Imponecca Mporu3BoaACTBa

1,2,3,4,56,7

1,3,4,5
6,7,8

0) 3HAaYMMBIC U3MCHEHUS
nporiecca MIPOU3BOJICTBA,
KOTOpBIE ~ MOTYT  OKa3aTh
CYIICCTBEHHOE BIIMSHUE Ha
KayecTBO, OC€30IIaCHOCTb H
3¢ (PEeKTUBHOCTD

JICKapCTBCHHOTI'O IIpCIiapara

B) JICKAPCTBEHHBI  Ipemnapar
SIBIISICTCS OMOJIOTHYECKUM
JIEKapCTBEHHBIM IIPENapaToM,
U U3MEHEHue TpeOyeT OLICHKU
COIMOCTaBUMOCTHU

T') BBEJICHUE
MeTo/1a
CTEepUIH3ALUN

HECTaHIAPTHOTO
(UHHIITHOH

1) BBEJICHHE WM YBEIUYECHUE
u30bITKa, HCIOJIb3yEMOro B
OTHOLLICHUHU AKTUBHOM
dbapmarneBTHIECKON
cyOcTaHIu

€) HEeCYIIIECTBEHHOE
M3MEHCHHUE npoiiecca
MIPOM3BOJICTBA BOJHOU
CYCTICH3HMH JIJIS IpYeMa BHYTPb
u TPYTHX
CTIeUATT3UPOBAHHBIX
JeKapCTBEHHBIX (PopM

1,2,4,6,7,8

) U3BMECHEHUE npouecca
POM3BO/ICTBA JIEKAPCTBEHHOTO
npernapara: niepeMeIieHrne
JTamna CTepUITH3YIOMICH
¢unbTpanuu u3 30HEl A/B B
3ony C
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3) U3MEHEHUE Marepuana

BTOPUYHOU YIIAKOBKU

HepacacoBaHHOTO

JIEKapCTBEHHOTO  Tpernapara,

HEIMOCPEICTBEHHO HE 8 1 1A

COTPUKACAIOIIETOCS C

JIEKapCTBEHHBIM  MpEerapaToM

(BKITIOYAst 3aMEHY WIH

JI00aBIICHHE)

VYcnoBus

1. I3MeHeHus KayeCTBEHHOTO WJIM KOJWYECTBEHHOTO MpOouUis MpUMeced Wiu
(bU3UKO-XMMUYECKUX CBOMCTB OTCYTCTBYIOT.

2. I3meHeHne kacaeTcst:

TBEPJIOW JIEKAPCTBEHHON (OPMBI C HEMEUICHHBIM BBICBOOOXKIICHUEM IS
npreMa BHYTPb WM HAPYKHOTO MPUMEHEHUS,

KUJKUX JIEKAPCTBEHHBIX (OpPM B BHUJIE PACTBOpPA, MATKHUX JIEKaPCTBEHHBIX
dopmM, CyMIIO3UTOPUEB, KOTOpPBIE HE OTHOCATCS K CHEIUATN3UPOBAHHBIM
JIeKapCTBEHHBIM (hopMam, MPOU3BOJUMBIM HECTAHIAPTHBIMU MpOIleccaMu B
COOTBETCTBUU C akTamu opraHoB Coro3a B cdepe oOpalieHus JeKapCTBEHHBIX
cpenctB. Ilpm »TOM H3MEHEHHME OTHOCUTCS K MapaMerpaMm Ipolecca
NPOM3BOJICTBA, KOTOPHIE CUMTAIOTCS HE BIHAIOIMUMH Ha Kav4eCTBO
JIEKapCTBEHHOTO MpernapaTa (He3aBUCUMO OT BHJIa JIEKAPCTBEHHOTO Iperapara
U (WIM) JeKapcTBEHHOW (OpMBI), M paccMaTpUBAEMbI JIEKApCTBEHHBIN
npernapar He SBISETCS OMOJOTHYECKAM WU JIEKAPCTBEHHBIM PAaCTUTEIBHBIM
MpernapaTom.

3. [lpuHIMI TMPOU3BOACTBA, BKJIIOYAs OTACIbHBIE €TI0 JTalbl, HE HM3MEHSETCH,
HarmpuMmep, 00paboTKa MPOMEKYTOUHBIX MPOAYKTOB, OTCYTCTBYIOT U3MEHCHHS
KaKUX-1100 pacTBOpUTEINIEH, UCTIOIB3YEMBIX B MPOIIECCE MTPOU3BOICTBA.

4. 3aperucTpupoBaHHBI B  HACTOSIIIEE BpEeMsl  MPOIECC  MPOU3BOJCTBA
HOJBEpraeTcs MpoleccaM BHYTPUIIPONU3BOICTBEHHOTO KOHTPOJIS U U3MEHEHUE
MPOLECCOB TAaKOTO0 KOHTPOJS (pacHIMpeHue WIA HUCKIIOYEHHE KpUTEpHUEB
IPUEMIIEMOCTH ) HE TpeOyeTcsl.

5. Cnenudukanuu 1eKapcTBEHHOTO Mpernapara Uil MPOMEKYTOYHBIX MPOTYKTOB
HE U3MCHSIOTCA.

6. [Io pesymbraTam HOBOTO MpoIlecca AOJKEH OOpPa30BBIBATHCS HIACHTUYHBIN
JICKapCTBEHHBIN TMpemapar C TOYKM 3pPEHUST BCEX aCleKTOB KauecTsa,
0e30macHOCTH U 3(PPEKTUBHOCTH.

7. CorynacHo COOTBETCTBYIOIIUM JoKyMeHTaM Coro3a HauaThl COOTBETCTBYIOLIUE

UCCIICZIOBaHUSI CTAaOMJIPHOCTM HE MEHee 4YeM Ha | ONBITHOW WU
IIPOMBILZICHHOM  CEpUM; B  PACHOPSKEHUM  3asBUTENI  HAXOUATCS
YIOBJIETBOPUTEIIBHBIE PE3YJIBTATHI [0 MEHBIIEH Mepe 3-MECAYHOTO U3yUYEHUs
ctabunbHoCTH. [loATBEpXKACHHE TOTO, YTO UCCIIEI0BaHUs OYIyT 3aBEpILICHBI, U
€CIIi pe3yNnbTaThl HE OYAYT YKIAAbIBAThCS B CHEUU(UKALUU WIA MOTYT
NOTEHIIMAJILHO HE YJIOXKUTHCSA B CleNU(HUKAIMU HAa KOHEI[ CPOKa TOJAHOCTH,
JepKaTelb  PErUCTPAllMOHHOTO  YIAOCTOBEpPEHHs  00si3aH  COOOLIUTh
YIOJIJHOMOYEHHOMY OpPraHy Hapsiy C NpeaIaraéMbIM IUIAHOM JIEUCTBUN.
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8. Bropuunass ymakoBka HeE SBIsieTcd (YHKIHMOHAIBHOW il OOeCTeueHHS
CTaOMIIBHOCTH, WIJTU 110 3HAYMMBIM CBOMCTBAaM MO MEHBIIIEH Mepe SKBUBAJICHTHA
0JI00pPEHHOM.

JlokymMeHTauus

1. ITonpaBka K COOTBETCTBYIOLIEMY pazjeny (pas3aenaMm) pPEerucTpariOHHOTO
JOChE.

2. B OTHOIIEHNN MATKHUX U KHUJIKHUX JIEKaPCTBEHHBIX (DOPM, B KOTOPHIX aKTHBHAS
(dapMmanieBTHUECKass CyOCTaHLMS HAXOIUTCS B HEPACTBOPEHHOM COCTOSTHHM:
HaJJIeXkKallas BaIMalys U3MEHEHUS, BKIIIOYasi MUKPOCKOIIMIO YaCTHUI B LIEIIAX
IPOBEPKU BHJIMMBIX HM3MEHEHHII MOpP(QOJIOTMH; CPAaBHUTEIbHBIE JIaHHBIE O
pacmpeieneHud 1O  pa3Mepy 4acTULl  (JUCIEPCHOCTH), TOJIy4YE€HHBIE
Ha/IJIeKaIIUM CII0OCOO0M.

3. B oTHOmIEHNH TBEPABIX JIEKAPCTBEHHBIX (HOPM: JaHHBIE MPOMUIS pAaCTBOPCHUS
OJIHOW pEIpEe3eHTAaTUBHON NMPOMBIIUICHHON CEpUHM U CPaBHUTEIBHBIC TaHHBIC
TpEX MOCIEAHUX CEpUl, IPOU3BEIEHHBIX C TIOMOILBIO TPEABIAYLIETO MpOIiECCa.
[To 3ampocy HE0OX0UMO MPEICTABUTH JaHHBIE TI0 CJIEAYIOIIUM JIBYM IOJHBIM
MPOMBIIIJIEHHBIM CEPUSM WM COOOUIUTH, €CIIM PE3yIbTaThl HE YKIIAbIBAIOTCS
B croeuuuKanuio M OpeUIOKHUTh IUTaH JecTBUi. B oTHomeHUH
JIeKapCTBEHHBIX PACTUTENBHBIX MPENapaToB MOTYT ObITh JOCTATOYHBI IaHHBIE
CpPaBHUTEIBHON pacnagacMOCTH.

4. OG0CHOBaHUS  HENPEJCTABICHHUS  PE3yJbTaTOB  HOBOTO  HMCCIIEOBaHUS
OMOSKBUBAJIEHTHOCTH B  coOTBeTCTBUM ¢  IIpaBunmamu  mpoBeneHHs
uccieaoBanuil OnosksuBasieHTHOCTH Cor03a.

5. [Ipu u3MeHenuu napamerpa (apaMmeTpoB) Mpolecca, KOTOPbIE CUYUTAIOTCS HE
OKa3bIBAIOIIMMHU BJIMSHUE Ha KadyecTBO JIEKapCTBEHHOI'O IIpernapara,
JEKJIapalus, 4To 3TO JOCTUTHYTO B XOJI€ paHee MPOBEACHHOW OJ00pEeHHOMN
OLICHKHU PUCKOB.

6. Konuu cnenudukanuii Ha BBIITYCK U KOHEI] CpOKa OJAHOCTH (B BUJI€ CCHUIKU Ha
COOTBETCTBYIOLIUI JOKYMEHT B IIOCJIEOBATEIIBHOCTH JOChE WU MPUIIOKEHUS
K COIPOBOJAUTEIBLHOMY ITUCBMY).

7. JlanHble aHanmu3a cepuil (B opmare CpaBHUTEIBHON TaONMIIbI) 1O MEHbIIEH
Mepe OJHOW CepuH, TMPOU3BEIACHHOM C TIOMOIIBIO OJOOPEHHOTO |
npe/uiaraemoro npotuecca. ITo 3ampocy He0OX0AMMO MPeCTaBUTh JaHHbBIE 110
CIEIYIOUIMM JIByM TIOJHBIM MPOMBIIUIEHHBIM CEPUSIM; CIEIYET COOOLIUTb,
€CJIM pe3yJIbTaThl aHAJIM3a HE YKJIaJAbIBAIOTCS B CHEHU(PUKALNIO U MPEIJIOKHUTD
IJ1aH JEUCTBUN.

8. [lonTBepxkaeHue nepKaresss perucTpalMOHHOIO YAOCTOBEPEHUSI, YUTO HAvaThbl
COOTBETCTBYIOLIME HCCIEAOBAaHUA CTaOUIBHOCTH (C yKa3aHHEM HOMEpOB
cepuil) U U3y4eHbl HEOOXOMMBIE MTapaMeTphl CTAOMILHOCTH 110 MEHBIIIEH Mepe
Ha OJTHOM ONBITHO-IIPOMBIIIJICHHON WJIXA ITPOMBIIIJIEHHON CEPUM U HA MOMEHT
YBEJOMJICHUS! B PACHOPSKEHUU 3asBUTENST HAXOAUIUCH YJOBJIETBOPUTENIbHbIE
pe3ynbTaThl MO MEHbIIEH Mepe 3-MEeCSYHOro M3Y4YeHHs] CTaOWIbHOCTH; U
npodmib  CTaOMIBHOCTH  AQHAJIOTWYEH  TEKyIIed  3aperucTpupOBaHHON
cutyauuu. [IpencraBieHo MOATBEPKIEHUE TOTO, YTO HCCIENOBAaHUA OynyT
3aBEpILIEHBI, U €CIIU PE3yJIbTAaThl HEe OYAYT YKIIAIbIBAThCS B ClIeUU(DUKAIIUN UITU
MOTYT TMOTEHLUATbHO HE YIOXUTHCS B cleUU(UKAUU Ha KOHEI CpoKa
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TOJHOCTH, JAEpXKaTellb PErMCTPALMOHHOIO YIOCTOBEPEHHUs 00s3aH COOOLIUTH
YIOJHOMOYEHHOMY OpTaHy Hapsiy C MpejjiaraéMbIM MIaHOM JEHCTBUM.

b.11.6.4. I3menenue pasmepa
cepun (BKJIIOYAs TUATa30HBI
pasmepa cepun)
JIEKapCTBEHHOTO TIperapara

HeoOxoanmeie
YCIIOBUS

JIOKyMEHTHI U
JaHHbIE

[Ipouenypa

a) yBeJIM4eHue BIUIOTH 10 10
pa3 1O  CpaBHEHUI0O  C
0JI00pEHHBIM

1,2,3,4,57

1,4

0) yMEHbILIEHUE pa3Mepa CEpuu
no 10 pa3 mo cpaBHEHHUIO C
3aperucTpUpPOBAHHBIM
pazmepom

1,2,3,4,5,6

1,4

B) U3MEHEHUE TPeOyeT aHamu3a
COIOCTaBUMOCTH
OHMOJIOTUIECKOTO
JIeKapCTBEHHOTO  TIpermapara
WA U3MEHEHHE pa3Mepa Cepuu
TpeOyeT HOBOTO MCCIIEIOBAHUS
OMO3KBUBAJICHTHOCTH

') ©3MEHEHHE 3aTparuBacT BCE
OCTaJIbHBIE JIEKapCTBEHHBIE
GbopMBI, TPOU3BOJALINECT C
MOMOIIIbIO KOMILIEKCHBIX
IIPOLIECCOB IPOU3BOJICTBA

n) yBenuuenue 6onee 10 pas mo
CPaBHEHHI0 C OJOOPEHHBIM
pazmepom cepuu
JeKapcTBEHHBIX  Qopm ¢
HEMEJIEHHBIM
BBICBOOOKIEHUEM (nns
preMa BHYTPb)

1,2,3,4,5,6

e) MacTab MIPOU3BOJICTBA
OMOJIOTUYECKOTO
JIeKapCTBEHHOTO  TIpemapara
yBenuuuics (yMeHbIIucs) 6e3
U3MEHEHHUS npoiiecca
IIPOU3BOJCTBA (manpumep,
TyOIMpOBaHUE TUHUH)

1,2,3,4,5,6

YcnoBug
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. I3MeHeHne He BIMsIET Ha BOCIIPOU3BOANMOCTD U (I/IJ'II/I) IHOCTOAHCTBO Ka4€CTBA

JICKApCTBCHHOTI'O IIpcIiapara.

. I3ameHeHue 3aTparuBacT CTAHAAPTHBIC JICKAPCTBCHHBIC (1)OpMI>I A IIpucMa

BHYTPb C HEMEJUICHHBIM BBICBOOOXKIEHUEM WJIM HECTEPUIIbHbBIE >KUIKUE
JIEKapCTBEHHBIE (DOPMBI.

.JItoOble  W3MEHEHHWs]  METOJOB  MPOM3BOACTBA ®  (WJIM)  METOJIOB

BHYTPHUIIPOU3BOJICTBEHHBIX KOHTPOJICH HEOOXOIUMBI JIUIIL JJIST U3MCHCHHS
pa3mepa cepuu, HalpuMep, UCTI0Ib30BaHIEe 000PYI0BaHUSI JPYTroro pa3mepa.

. UmeeTcs cxema BaJlaalin WJIW B COOTBCTCTBUH C TCKYIIUM ITPOTOKOJIOM

YCIICNITHO TPOBEJICHA BalUJallMs TPOM3BOJICTBA HE MEHee YeM Ha 3
MPOMBININICHHBIX CEPHSIX C HOBBIM Pa3MEPOM B COOTBETCTBHH C IIPUMEHHUMBIMH
TpeOOBaHUSIMU.

.PaCCManI/IBaeMHﬁ HeKapCTBeHHBIﬁ Inpceriapar HE ABJIACTCA OMOJIOTHYECKUM

JICKaApCTBCHHBIM IIPCIIapaToOM.

. I3meHneHnrne He MJOMKHO OBITh CJEICTBHEM HENPEABUIACHHBIX CUTYyaIlUi,

BO3HHUKIIHNX B XOJ€ ITPONU3BOACTBA, NI NU3SMCHCHUA CTaOMJIBHOCTH.

. Pasmep cepun yxnanpiBaercs B 10-kpaTHBIN quana3oH, MPeayCMOTPEHHBIN pu

perucTpanuu, WIM TIOCIe TMOCIEAYIOIMIEro W3MEHEHHs, HE SBISBIIETOCS
n3menenueM [A tuma.

JoxymeHnTanus

1.

2.

4,

»

[TormpaBka K COOTBETCTBYIOIIEMY pasaeny (paslenaM) perucTpanroOHHOIO
JI0ChE.

Jlannble aHanuza cepuil (B opmare CpaBHUTEIBHOM TAOIUIIBI) 11O MEHbIIEH
Mepe OJHOM MPOMBILIJICHHON CEPUH, TPOU3BEICHHON B 3apETUCTPUPOBAHHOM U
npe/ularaeMoM pasMepax (B TOM UHCIE TECT CPABHUTEIbHOM KUHETHKH
pacTBOpeHus B MPUMEHUMBIX ciiydasx). [1o 3anpocy HeoOX0uMO NpeCTaBUTh
JTAHHBIE 10 CIEAYIOIIUM JBYM MOJHBIM IPOMBIIIEHHBIM CEPUSIM; AEpiKATEIb
PETUCTPALMOHHOTO yJIOCTOBEPEHUsI 00s3aH COOOLIUTH, €CIH PEe3yJIbTaThl
aHaJM3a He YKJIabIBAlOTCs B CIICHU(UKALIUIO, U MPEITIOKUTD IUIaH JEHCTBUMA.

. Konmuu ono6pennbix cnenudukanuii Ha BBITYCK U KOHEIl CPOKa TOJHOCTH (B

BUJIC CCBHUIKA HAa COOTBETCTBYIOUIUN JOKYMEHT B MOCIEI0BATEILHOCTH JOChE
WU TIPUIIOKEHUS K COTIPOBOAUTEILHOMY MMUCHMY).

B cooTBercTByIONMX Cliydasx HEOOXOAMMO yKa3aTh HOMEpa CEpUi C HOBHIM
pa3sMepoM cepuM C JaTol WX MPOU3BOACTBA (=3), HCHOIB30BAHHBIX B
BAJIMJAIIMOHHOM HCCIICIOBAHUM, WJIM TPEACTaBUTH MPOTOKON (CXeMy)
BaJIMJIAIUU.

. HeoOxonmMo npeactaBuTh pe3yabTaThl BaJIUJAUH.
. Pe3ynbpTaTel uccnenoBaHuMd CTAOMJIBHOCTH IO 3HAYMMBIM TapaMerpam

CTaOMJIBHOCTH 0 MEHBIIEH Mepe Ha OJHOW OMBITHOW WM MPOMBIIIICHHOM
CepuH, OXBaThIBAIOIIEH IO MEHbIIeH Mepe 3 Mecs1a; MOATBEPKACHUE TOTO, UTO
TaKue UCCcaeAoBaHUs OyAyT 3aBeplIeHbl M, YTO €CJIH pPe3yJbTaThl HE OyIayT
YVKJIAJbIBATHCA B CHENMU(PUKAIMKN WX MOTYT MOTECHIIMAIBHO HE YI0XXHUTHCS B
cnenuUKaMA Ha KOHEI[ CPOKa TOIAHOCTH, IEpKaTelbh PETUCTPAIHMOHHOTO
YAOCTOBEpeHUsI 00s3aH COOOIIUTH YIMOJHOMOYEHHOMY OpraHy Hapsay ¢
npeajiaraéMbiM  TUTAaHOM — JedcTBH. B oTHOmeHMHM  OMOIOTHYECKHUX
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JICKAPCTBCHHLIX CPCACTB: ACKJIapalnus, 4YTO ONCHKAa COIIOCTaBUMOCTH HC

TpeOyeTcs.

Bb.I1.6.5. U3menenune
BHYTPHUITPOU3BOJICTBCHHBIX
UCIIBITAHUHA WM KPUTEPHUCB
IPUEMIIEMOCTH,
UCTIOJTb3YIOTIUXCS npu
MIPOU3BO/ICTBE JIEKAPCTBEHHOT'O
npernapara

HeoOxoanmeie
YCIIOBUS

JIOKyMEHTHI U
JaHHbIE

[Ipouenypa

a) y)KeCTOUCHHE
BHYTPHUITPOU3BOICTBEHHBIX
KPUTEPUEB MPUEMIIEMOCTH

1,2,3,4

1,2

0) moOaBlIcHHE HOBBIX
UCIIBITAHUA WJIH KPHUTEPHCB
IPHEMIIEMOCTH

1,2,5,6

1l 2! 3l 4l
57,8

B) UCKJIIOUYCHUE
HECYIIECTBEHHOTO
BHYTPHUIIPOU3BOJCTBEHHOTO
UCIIBITAHUS

1,2,7

1,2,6

T') UCKJIIOUCHHUE
BHYTPHUIIPOU3BOICTBEHHOT'O
UCIIBITAHUSA, KOTOPOE MOXKET
CYIIECTBEHHO TMOBIUITH Ha
COBOKYITHOE KaueCcTBO
JIEKapCTBEHHOT0 Ipenapara

1) paclIMpeHue  O0JI00PEHHBIX
BHYTPHUITPOU3BOICTBCHHBIX
KPUTEPUCB MIPUEMIIEMOCTH,
KOTOpPBIE€ MOTYT CYIIIECTBEHHO
MOBJIUATH HAa  COBOKYITHOE
Ka4eCTBO JIEKapCTBEHHOTO
npernapara

€) nobaBiIeHWe WM 3aMEHa
BHYTPHUIIPOU3BOJICTBEHHOTO
UCHBITAaHUA M3 COOOpaKEHUM
0€30MacCHOCTH WJIM KauecTBa

l’ 2’ 3’ 4’
57,8

) HE3HAUUTEIIbHOE
U3MEHEHHE  aHAJIMTHYECKOU
METOJIUKH
BHYTPHUIIPOU3BOICTBEHHOI'O
KOHTPOJIS

4,6,8,9

1,23,
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Ycenosus

1. 3meHeHue He ABISIETCS CIEICTBUEM KaKOro-I1u0o 00s3aTeabCTBa, IPUHATOTO
1o pe3yJibTaTaM paHee MPOBEACHHBIX IKCIIEPTU3 C LIETBI0 aHAllU3a KpUTEPHEB
NPUEMIIEMOCTH crielpUKaIy (HampuMep, B X0A€ PEeTUCTPALIMH WIIH BHECEHUS
m3menenuit Il Tuma).

2. I3MeHeHue He SBISETCs CJIEICTBUEM HEMPEIBUICHHBIX CUTYallUid, BOZHUKILINUX
B XOJI¢ TMPOU3BOJCTBA, HANpUMEp, HOBas HEKBAIU(UIMPOBAHHAS TMPUMECH,
M3MEHEHHUE MIPENIETIOB COJIEP/KaHNs CYMMBI IpUMeECEH.

3. JItoboe m3MEHEeHNnEe TODKHO YKIIAAbIBATHCS B TUANA30H TEKYIINX OA00PEHHBIX
KPUTEPUEB MPUEMIIEMOCTH.

4. Metonl aHanu3a HE W3MEHWIICSA, a METOJIMKA aHallu3a HEe WM3MEHWIACh WIU
M3MEHUJIACh HE3HAUMUTEIBHO (HAmpuUMep, M3MEHEHHE JIMHBI KOJOHKH WIIU
TEMIEPATYpPhl, HO HE APYTOM BU KOJOHKH).

5. Hu onuH HOBBIM MeTOA UCHBITaHWS HE OCHOBAaH HAa HOBOW HECTaHIAPTHOMN
METOJI0JIOTMH UM CTaHIaPTHOW METO/I0JIOTMH, UCTIOIb3YEMOU TO-HOBOMY.

6. HoBbIil MeTOI HCIIBITaHUS HE SBISETCS OMOIOTHIECKIM (MMMYHOJIOTHYECKUM,
UMMYHOXUMHUYECKUM) UIIH METOJIOM, B KOTOPOM HCITOJIb3yeTCsS OMOTOTHIECKUI
pEaKTuB AJisi OMOJOTHYECKOW aKTMBHOU (hapMaleBTUUYEeCKOW cyOcTtaHuuu (3a
UCKJIIOYEHUEM  CTAHJAPTHBIX  (apMaKOMEHHBIX  MHKPOOHMOJIOTUYECKUX
METO/IOB).

7. BHyTpUNIpOM3BOACTBEHHOE  MCIBITAHME  HE  3aTparuBaeT  KOHTPOJb
KPUTHUYECKOTO IMapaMeTpa, HalpuMep:

KOJIMYECTBEHHOE OIPEAEIICHNUE;
npuMecu (€ClM TOJIBKO OTpPEJCNICHHbI pacTBOPUTENh OJHO3HAYHO HE
UCIIOJIb3YETCsl B TPOU3BOJICTBE);
TO00YI0  KPUTHYECKYH0 (DU3UYECKYI0 XapaKTepUCTUKY (pa3Mep YacTHIl,
HACBIMHYIO IJIOTHOCTBIO JI0 U NOCJIE YIJIOTHEHMS U T.1.);
UCIBITAHWE HA MOJJIUHHOCTH (B OTCYTCTBHME MOAXOJIAILIErO aJIbTEPHATUBHOIO
KOHTPOJIs);
MUKpPOOHUOIOTMYECKHIT KOHTPOJIb (€CIHM TOJIBKO OH HE TpeOyeTcsi B OTHOLICHUHU
OTIpEJICIICHHOM JIEKApCTBEHHON (hOPMBI).

8. B cooTBeTcTBUU ¢ akTamu opranoB Coro3a B cepe oOparieHust JeKapCTBEHHBIX
CpPEeICTB MpOBEJeHAa HeoOXoAuMasl BajduAalMs, MOATBEpPKAAroIIas, 4YTO
OOHOBJIEHHAs] aHAJIMTHYECKas METOAMKAa IO MEHbIIEH Mepe 3KBUBAJICHTHA
MpEeIbITYIIEH.

9.IIpenensl coaepkaHus CyMMbl [pUMecedl HE H3MEHWIHCh, HOBbIE
HeKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

JoxymeHnTanus

1. ITompaBka K COOTBETCTBYIOIIEMY pa3ieny (pa3fesiaM) perucTparioOHHOIO
J0Che.

2. CpaBHUTENbHAS Tabnuia TEKYIINX u npeagaraeMbIx
BHYTPUIIPOU3BOJICTBEHHBIX HUCIBITAHUM, KPUTEPUEB MPHUEMIIEMOCTH WU
CpaBHHUTENbHAs TaOJIHMIIa N3MEHEHUI aHATUTUYECKOW METOTUKH.

3. [logpoOHOEe omnucaHWe HOBOW aHAIMTUYECKOM METOJUKM W JaHHbIE IO
BaJuAalMM (B COOTBETCTBYIOLIMX Cllydasx), C MOATBEpPXKACHUEM (eciu
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MPUMEHHUMO) YTO OOHOBJICHHAsI aHAJIUTHUYECKasi METOAMKA 10 MEHbIIEH Mepe
AKBUBAJICHTHA MPEABIIYIIEH.

4. JlanHble aHanmM3a JABYX IMPOMBIIUICHHBIX Cepuil (B OTCYTCTBUE JIOJKHBIX

000CHOBaHM JIJ1s1 OMOJOTHYECKUX AKTUBHBIX (papMaIieBTUUECKUX CyOCTaHIIUI
— TpU CepuM) JIEKQpCTBEHHOTO IIpernapaTta IO BCEM IMapaMeTpam
crienupuKamum.

. B cooTBeTCTBYyIOMUX CiTy4asiXx CpaBHUTEIbHBIE IaHHbIE MPOQUIST PACTBOPEHUS
JIEKapCTBEHHOTO TIpErapara HE MEHEEe 4YeM Ha | ONBITHO-IIPOMBIIUICHHON
CepuH, TPOU3BEICHHOM C  HCMOOJB30BAaHMEM  TEKYIIHUX H  HOBBIX
BHYTPUIIPOU3BOACTBEHHBIX UCIIBITAHUH.

. B OTHOIIEHNM JeKapCTBEHHBIX PACTUTEIBHBIX TNIPENapaToB MOTYT ObITh

JIOCTaTOYHBI JaHHBIE CPAaBHUTEIHHOM paciaiaeMOCTH.
MOATBEPIKIAOIIIHE, YTO
BHYTPUIIPOU3BOJCTBEHHOE HCIIBITAHUE SBJISETCS HECYIICCTBCHHBIM HJIU

7. O0ocHOBaHUE (otreHKa

ycTaperno.

PHUCKOB),

8. O0ocHOBaHNE HOBOTO BHYTPUIIPOU3BOJCTBEHHOTO HWCHBITAHHUS W KPHUTEPHEB

IMPpUCMIICMOCTH.

B.11.B) KonTpoJib kKauecTBa BCIIOMOTaTEIbHBIX BEIIECTB

b.I1.B.1. U3menenue
napaMeTpoB crenupuKaud u
(nnn) KpUTEPUEB
MIPUEMIIEMOCTH
BCIIOMOTaTENbHOTO BEILIECTBA

HeoOxoanmeie
YCIIOBHUS

JIOKyMEHTBI U
JaHHbIE

[Ipouenypa

a) y)KeCTOUeHHEe  KpUTEpHUEB
MPUEMIIEMOCTH CIIeIU(UKAITIH

1,2,3,4

1,2

0) mobaBieHNE B
crienupuKaImio HOBOT'O
napaMerpa crnenupukanuu u
COOTBETCTBYIOIIETO eMy
METO0/]1a UCTIBITAHUI

1,2,56,7

1,2,3,4,6,8

B) UCKIIIOUEHUE
HECYILIECTBEHHOIO IapameTpa
cnenuukanuu  (Hampumep,
UCKITIOUEHUE yCTapeBILIEro
rnapamerpa)

1,2

1,2, 7

I') ©3BMEHEHHE, BBIXOJAIIEE 3a
0J100pEHHBIE KpUTEPHUH
MPUEMJIEMOCTH CIEI(DUKAITI

1) UCKJTFOUCHUE napameTpa
cnenudukanum, KOTOPBIT
MOXET CYIIECTBEHHO MOBJIUSIThH
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Ha COBOKYITHOC Ka4ue€CTBO
JICKApCTBCHHOI'O IIpCriapara

e) noOaBjeHWEe WJIM 3aMcHa
(uckmrouass ~ OMOJIOTHYECKHIMA
JICKapCTBEHHBIH npernapar)
napaMerpa crnenupukanuu u 1,2, 3,4,
COOTBETCTBYIOIIETO emy 56,8
MeTo/1a UCTIBITAHUH u3
cooOpakeHUH  0€30MacHOCTH
WJTM Ka4eCcTBa

) €CJII Ha BCIOMOTAaTEIbHOE
BEILIECTBO OTCYTCTBYET CTaThs
@apmakorien  Coroza  unum
CTaTbU bapmakonen
rocyJaapcTBa-4ieHa,
W3MEHEHHE COOCTBEHHBIX
JAHHBIX  crenuUKaud  Ha 1,2, 3,4,
cnerudukanuo  (hapMakonen 56,8
COIVIACHO Konuenuuun
rapMOHH3aIUH, a npu
OTCYyTCTBMM B HEW — Ha
cnenudukanuo ¢dapMakoreu,
He Bxoasmed B Konuenmuio
rapMOHU3ALUN

YcnoBus

1. I3smeHeHue He ABISETCS CIEICTBUEM KaKOTO-TH00 0053aTeNIbCTBA, TIPUHSITOTO
0 pe3yJIbTaTaM paHee MPOBEICHHBIX IKCIIEPTU3 C IEJIbI0 aHATTN3a KPUTEPUEB
MPUEMIIEMOCTH crielinpUKaUU (HapuMep, B X0OJI€ PETUCTPAIUN
JIEKApCTBEHHOT 0 IIpenapara win BHeceHuu n3meHnenui Il tuna).

2. I3MeHeHue He SIBISeTCs CIeCTBUEM HENPEABUACHHBIX CUTYaIUH,
BO3HUKIIIUX B X0JI¢ TPOU3BO/ICTBA, HAPUMEP, HOBOM HEKBaTU(DUIIMPOBAHHON
MIPUMECH, U3MEHEHUS MPEJIETIOB COJIEPKAHUSI CYMMBbI IPUMECEH.

3. JIto60e u3MeHeHHe JOJIKHO YKJIaJAbIBaThCA B IMANA30H TEKYIIUX 0JI00pEHHBIX

KPUTEPUEB MPUEMIIEMOCTH.
. AHanmMTUYECKasi METOANKA HE U3MEHSAETCS WM U3MEHSIETCS] HE3HAUUTEIBHO.
. Hu oqviH HOBBINM METO/1 UCIIBITAHWSI HE OCHOBAH HA HOBOM HECTAaHAAPTHOU
METOOJIOTHH WJIM CTAHJAAPTHON METOAO0JIOTHH, UCTIOB3yEeMOM MO-HOBOMY.

o1

\l

. HoBuIl METO/J UCIIbITaHUSA HE SABJISACTCA OMOJIOTHYECKUM (I/IMMYHOJ'IOFI/I‘ICCKI/IM,

UMMYHOXUMHUYECKUM) U METOJIOM, B KOTOPOM HCIIONIB3YETCSI OMOIOTUIECKUI
peaKTUB I OMOJOTUYECKON aKTHMBHOW (hapMalieBTUYCCKON cyOcTaHimu (3a
UCKITIOUCHUEM  CTaHJAPTHBIX  (apMaKOMCHHBIX  MHKPOOHOJIOTHUSCKHX
METOJIOB).

. I3MeHeHune He kacaeTcs FeHOTOKCUYHOM MPUMECH.
. [TapameTp cienudukauy He 3aTparuBaeT KOHTPOJIb KPUTHUECKOTO TTapamMeTpa,

Hanpumep:
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npuUMecH (€ClIM TOJIBKO ONPENEICHHbIM pacTBOPUTENb OJIHO3HAYHO HE
UCIIOJIb3YETCS B IPOU3BOJICTBE)

MO0YI0 KPUTHYECKYIO (DU3MUYECKYI0O XapaKTepUCTUKY (pa3Mep YacTHIL,
HACBIITHYIO IUIOTHOCTBIO JI0 U M1OCJIE YIIJIOTHEHUS U Jp.)

UCIBITAHUE HA TIOJJIMHHOCTD (B OTCYTCTBUE MOAXOSALIETO aTbTEPHATUBHOIO
KOHTPOJIS)

MHUKPOOHOIOrMYECKUN KOHTPOJIb (€CJIM TOJIBKO OH HE TpeOyeTcs: B OTHOILIEHUH
OIpE/IeJIEHHOH JIEKApCTBEHHON (POPMBI).

JlokymeHTanus

1.

2.
. [logpoGHoe omucanue HOBON AaHAJIUTHUYECKONM METOAMKHA U JaHHBIE IO

[TonpaBka K COOTBETCTBYIOIIEMY pa3zely (paszenaMm) pPerHCTPAOHHOTO
JIOCKE.
CpaBHHUTENBHAS TAOIHIIA TEKYIIUX U MPeJIaracMbIX CrielnpUuKaIuii.

BaJIMalliU (B COOTBETCTBYIOIIMUX CIydasx).

. JlanHple aHanmM3a 2 TPOMBINUICHHBIX cepuil (B OTCYTCTBHE JIOJKHBIX

000CHOBaHMI 1J11 OMOJIOTHYECKUX aKTUBHBIX (hapMalleBTUICCKUX CyOCTaHITUMA
— 3 cepur) BCIIOMOTaTEIFHOTO BEIIECTBA M0 BCEM MapaMeTpaM crienuuKaium.

.B COOTBCTCTBYIOIIUX ClIy4dasdX HOAHHBIC TCCTa CpaBHI/ITCHBHOﬁ KHMHCTHKHU

pacTBOpEHUs JIEKAPCTBEHHOI'O IperapaTta M0 MEHbIIEH Mepe OJHOW OIBITHO-
IIPOMBILIJIEHHONM  CEpUM,  COJEp)Kallel  BCIOMOTATEIbHOE  BEILECTBO,
COOTBETCTBYIOIIETO TEKYIIEH U MpeaaracMoi cienudukanusM. B oTHomeHun
JIEKapCTBEHHBIX PACTUTEIBHBIX MPENapaToB MOTYT OBITH JOCTATOYHBI JaHHBIC
CpPaBHUTEIBHON paciagaeMOCTH.

6. OOocHOBaHUS  HEMPEACTABICHHUS  PE3YJIbTaTOB  HOBOTO  HCCJICIOBAHHS
OMOPKBUBAJICHTHOCTH B  cooTBeTcTBUM ¢ [lpaBunmamu  mpoBeneHUs
UCCIIeZIOBaHNHN OMO3KBUBAJICHTHOCTH.

7. ObocHOBaHUE (OLICHKA PUCKOB) MOATBEPKIAIOLIEE, YTO MapaMeTp SBISETCS
HECYILECTBEHHBIM HJIN yCTapel.

8. Ob6ocHOBaHKE HOBOT'O MTapaMeTpa Crelu(PpUKauy U KPUTEPUEB MPUEMIIEMOCTH.

b.11.B.2. U3meHeHue Heo6xomumeie | Jlokymentsi u | [lpomeaypa

aHAJTUTHYECKON METOJMKH IS YCIOBUS JaHHBIC

BCIIOMOTI'aTCJIbHOT'O BCIICCTBA

a) He3HAYNMBbIC W3MEHEHUS
OJIOOPCHHOM  aHAJIMTHYECKOM 1,2,3,4 1,2 1A
METOIUKHU

0) UCKITIOUEHUE
aHATUTHYECKOM METOINKH,
€CIM  aJlbTEepHAaTUBHAs €W
METOJIMKA yXKe 0100peHa

B) 3aM€Ha OMOJIOTUYECKOTO
(MMMYHOJIOTHYECKOT O,

MMMYHOXUMHYECKOT0) MEeToAa
UCTIBITAHUIA WM METONa, B
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KOTOPOM UCTIONBb3YeTCA
OMOJIOTUYECKUI pEaKTHB

I) Ipoyue W3MEHEHHUS
AHAJIUTHYECKOMN METOIUKHU
(Bkmrouast o0aBiIeHUE WU
3aMeHy)

1,2

YcinoBus

1. CormacHO COOTBETCTBYIOIIMM JOKYMEHTaM, TMPOBEICHBI HEOOXOIUMbIC
BaJIMJAIIMOHHBIC HCCIICIOBAHMs, TOATBEPKAAIONIME TO, YTO OOHOBJICHHAS
aHAJTUTUYECKass METOJIMKA TI0 MEHBIIIEH Mepe IKBUBAJICHTHA TIPEABITYIIICH.
.Ilpemensr  comepkaHWss CyMMBI TpUMECEH HE W3MEHWINCh, HOBBIE
HEKBAJIM(PUIIMPOBAHHBIE IPUMECU HE OOHAPYKEHBI.

. Merop aHanu3a He W3MEHWJICS (HampHMep, U3MEHEHWE JUIMHBI KOJOHKH HIIN
TEMIIEPATYPHI, HO HE APYTOH BU KOJOHKU WJIH METON).

. HoBBIiT MeTOT MCTIBITAHUS HE ABJISETCS OMOJOTHICCKAM (MMMYHOJOTHYECKUM,
MMMYHOXUMHUYECKHM ) WU METOJIOM, B KOTOPOM HUCIIOIB3YyeTCS OMOJIOTMIEeCKUI
pEaKkTHB (3a HUCKIIIOUEHHEM CTaHIAPTHBIX (hapMaKomeHbIX
MUKPOOHOJIOTHYECKUX METOOB).

. AJTbTepHATUBHAS aHAUTUYECKAs METOIWKA JUIsl IapaMeTpa crenu(ukanum
yKe o00peHa.

JlokymeHTauus

1. ITonpaBka K COOTBETCTBYIOLIEMY pa3fieny (pa3aenaMm) perucTparmoHHOTO
JI0ChE, BKJIIOYAs OMMCAHNE aHATTUTUYECKOW METOI0JIOTHUH, PE3IOME JaHHBIX MO
BaJIMJIALIUU, IEPECMOTPEHHBIC CIICIM(PUKAIINN Ha IPUMECH (€CITU MPUMEHUMO).

2. CpaBHI/ITeHBHBIe PE3YIbTAaThl BajluJdalliy WJIH, IIPpU HAJIX4YHUHU O6OCHOBaHI/I$I,

CPABHUTCIIBHBIC PE3YJIbTAThl aHA/IN3a, IIOATBCPIKAAIOINUC TO, YTO TCKYLICC U
npeajraracMoc HUCIIBITAHHUEC OKBUBAJICHTHBI. I[aHHOG Tp€6OBaHI/IC HE

IIPUMCHACTCA, CCIIN I[O6aBJI$IeTC5I HOBas aHAIUTHUYCCKasg MCTOJHUKA.

b.11.B.3. 3meHeHue
HUCTOYHMKA IIOJIyYECHUS
BCIIOMOT'aTEJIbHOTO  BEILECTBA
WJIM peaKTuBa ¢ puckom ['D

HeoOxoanmeie
YCIIOBHS

JIOKyMEHTHI U
JaHHbIE

[Ipouenypa

a) U3 Marepuaia ¢ puckom I'D
Ha MarepWaj pPacTHTEIHHOTO
WA CHHTETHYECKOTO
TIPOMCX 0K ICHHSI

1. qns BCIIOMOTaTEIbHBIX
BCIICCTB WMJIM PEAaKTHBOB, HE
UCIIOJIb3yEeMBIX B
MIPOU3BOJICTBE
OMOJIOTHYCCKOU AKTUBHOM
bapmareBTH4IeCKOI
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cyOcTaHIuu W
OHMOJIOTHYECKOTO
JIEKapCTBEHHOTO TIpernapara

2. Ins BCIIOMOTaTEIbHBIX

BCIICCTB WJIM PCAKTHUBOB,

UCIIOJIb3yEeMBIX B

MIPOU3BOJICTBE

OHMOJIOTHYECKOH AKTHUBHOM - 1,2 IB
dapmareBTHICCKOM

cyOcTaHIu Wi

OHOJIOTHYECKOTO

JICKaApCTBCHHOTI'O ITpCIiapara

0) I3BMEHEHHE WM BBEJCHUE
Marepuana ¢ puckom ['D unm
3aMeHa MaTrepuaiga C PHUCKOM
I'D na ppyroit marepuan c — — I
puckom ['D, He wuMeroIUHA
cepTuduKaT COOTBETCTBUS TIO
1€

B) U3MEHEHUE MCTOYHHUKA
MOJIyY€HHUs BCIIOMOTaTeIbHOTO
BEILIECTBA C HU3KHUM PHUCKOM
KoHTaMuHanuu '

VcnoBust

1. Cnenndukanuy Ha BBIMTYCK M KOHEIl CPOKAa TOAHOCTH BCIIOMOTaTEILHOTO
BEIICCTBA U JICKAPCTBEHHOI'O IperapaTa He U3MEHSIOTCA.

2. HeoOxomumo obOecniednTh COOJIOJCHUE YCIOBHA MO MHHUMHU3AIUU pHCKa
KoHTamuHaIuu ['3, ykazaHHbIX B akTax opraHoB Coro3a B cdepe oOparieHus
JICKapCTBEHHBIX CPEJICTB.

JoxymeHTanus

1. ITloaTBepkieHHE  TPOU3BOAUTENSl WU JIepKaTessl  pa3pelIuTeIbHOTO
JOKYMEHTa Ha UCIOJIb3YEMbII MaTepual, YTO OH MOJHOCTbIO PACTUTEIBLHOTO
WJIU CUHTETUYECKOTO MPOUCXOXKICHUS.

2. UccnenoBanne SKBUBAJIGHTHOCTH MaTEpPHAlOB M BJIUSHUE HA MPOU3BOJCTBO
rOTOBOrO MaTepuaja M BIMSHUE Ha XapaKTepUCTUKU (Hampumep,
XapaKTEPUCTUKH PACTBOPEHHUsI) IEKAPCTBEHHOTO TIpemnapara.

b.11.B.4. I3menenue cunte3a| HeoOxomumeie | Jlokymentsi u | [lpomemypa
WJIN IIOJIy4YEHUS YCJIOBHUS JAHHbBIC
HedapMaKonetHOTO

BCIIOMOTaTEIbHOTO  BEILECTBA
(ecnu omucaH B
PErUCTPALIMOHHOM JI0ChE€) WJIU
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HOBOTI'O BCIIOMOI'aT€JIbHOI'O
BECIICCTBA

a) HECYILIECTBEHHOE
U3MCHCHHE  CHHTE3a  WJIH
TIOJTYYCHHUS
HedapmakoneHHOTro 1,2 1,2,3,4 1A
BCIIOMOTATEIFHOTO  BEIECTBA
WJIK HOBOT'O BCTIOMOTATEIIEHOTO
BEIIECTBA

0) U3MEHSIOTCS crienpuKaIum
WIM  UMEETCI  U3MEHEHHE
(OUBHKO-XUMUYECKUX CBOMCTB
BCIIOMOTaTeIbHOI0 BEIECTBA, - - I
KOTOpbIE MOTYT IOBIUSTH Ha
Ka4yecTBO JICKapCTBEHHOTO
mpernapara

B) BCIIOMOTATEIHLHOE BEIIECTBO
— OMOJIOTMYECKOE BEIECTBO

T') yIaJieHue OJIHOTO Ipoliecca
MIPOM3BOJICTBA
He(dapMakoneiHoro
BCIIOMOTATEIBLHOTO  BEIIECTBA
(ecu OH oITMcaH B 3,4 1,45 1A
PETHCTPAITMOHHOM JIOChE
JICKapCTBEHHOTO  TIperapara)
WJIK HOBOT'O BCIIOMOTaTEILHOIO
BEIIECTBA

YcnoBus

1. Crioco6 cuHTe3a M crenu(pUKalUd UICHTUYHBI U OTCYTCTBYIOT KaueCTBECHHBIC
Y KOJIMYECTBEHHBIC M3MEHEHUs NMpoduiis nmpuMecei (MCKITIoYasi 0OCTaTOYHbBIS
pacTBOpPUTENH, TMPU YCIOBUU TOTO, YTO HX KOHTPOJIb OCYIIECTBISETCS B
COOTBETCTBUU C TPENEIbHBIM COJACpXKAHUEM, YKAa3aHHBIM B aKTaX OpPraHOB
Corw3a B cdepe oOpamieHusi JTE€KapCTBEHHBIX CpPEACTB) WIH (DU3UKO-
XUMHYECKUX CBOMCTB.

2. BciomorarenbHOE BEIIECTBO HE SBISETCS aTbIOBAHTOM.

3. JIomKeH ocTaTbCcsl Kak MHUHHUMYM OJIMH TIPOW3BOJICTBEHHBIN IpoIliece,
0JI00pEHHBIN paHee.

4. UckioueHne HE JIOJDKHO OBITH CBSI3AHO C KPUTHUYECKHUMH HEJIOCTaTKaMU
MIPOU3BO/ICTBA.
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JloxymeHTanus
1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pa3fenaMm) pPEerucTpanloHHOTO

JIOCKE.

2. Jlannbple aHanm3a cepuit (B hopmMaTe CpaBHUTEIHHOW TaOIMIIBI) TTO MEHBIICH

Mepe 2 cepuili (MO  MEHbIIEHW Mepe  OMBITHO-NPOMBIIIICHHBIX)
BCIIOMOTATEJILHOTO BEIIECTBA, MPOU3BEICHHBIX C MOMOIIBIO CTAPOTO U HOBOTO
IPOIECCOB.

3.B COOTBCTCTBYIOIIUX CJIy4dasaX OAaHHBIC TCCTa CpaBHHTeHBHOﬁ KHMHCTHUKU

pacTBOpEHUsl JIEKApCTBEHHOIO Mperapara Mo MEHbIIed mepe 2 cepuil (1o
MEHBIIIEH Mepe OMBITHO-MPOMBIIUICHHBIX). B OTHOIIEHWH JeKapCTBEHHBIX
PaCTUTENbHBIX MPEnapaToB MOTYT OBITh JOCTATOYHBI JIaHHbIE CPAaBHUTEIHHON
pacIagaeMoCTH.

4, Konuss om00peHHON W  HOBOM (eclmd  MPUMEHHMMO)  crenuduKammii

BCIIOMOTI'aTCJIBHOI'O BCIICCTBA.

5. HOI[TBep)KI[eHI/Ie 3asBUTCIIA, YTO HCKIIOYCHUC HC CBA3aHO C KPUTUYCCKUMU

HCOOCTAaTKaMHU ITPOU3BOJACTBA

B.11.r) KoHnTposb KauecTBa JI€KapCTBEHHOIO MIpenapara

b.IL.r.1. U3meHeHue
napaMeTpoB clieuudukanuu u
(nm) KpUTEPUEB
IPUEMIIEMOCTH
JIEKapCTBEHHOTO Mpenapara

HeoOxonumeie
YCIIOBUS

JIoKyMeHTHI
JTaHHbIE

[Ipouenypa

a) y’KecTOUeHHue KpUTEpHEB
NPUEMIIEMOCTH CHEIH(PUKAIIH

1,2,3,4

1,2

0) y’)KeCTOUeHHEe  KpUTEpHEB
IPUEMIIEMOCTH
UMMYHOJIOTHYECKOTO
JIEKapCTBEHHOTO  IIperapara
WIN TIPETapaToB, MOJTYYEHHBIX
U3 IJIa3Mbl 4YEJIOBEKa, CEpUH
KOTOPBIX TOJICKAT BBHIITYCKY B
oOpaiieHue opuIaTbHBIM
KOHTPOJIbHBIM OpraHom
rocyaapcTBa-ujieHa

1,2,3,4

1,2

[Any

B) 100aBJICHHE B
crienuuKanuio HOBOTO
napameTpa u
COOTBETCTBYIOILIETO emMy
Meroga u (WIM) METOJIUKH
HCTIBITAHU I

I') UCKITIOUEHHUE
HECYIIECTBEHHOI0 Iapamerpa

1,2, 7

1,2,4
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cnemudurkanmu  (Hampumep,
UCKITIOUEHUE yCTapeBIIETro
napamerpa)

1) ©3MEHEHHUe, BBIXOJslIee 3a
0J100peHHbIE KpUTEPUH
IPUEMJIEMOCTH cliennpUKanui

€) UCKJIIOUEHHUE napamerpa
crienuuKanum, KOTOPBII
MOET CYIIECTBEHHO MOBIIUATH
Ha  COBOKYITHOE€  KadecTBO
JIEKapCTBEHHOT0 Ipenapara

’K) 100aBlieHUE WJIM 3aMeHa
napaMmerpa creuupukanuu u
COOTBETCTBYIOIIETO emMy
MeTo/1a UCTIBITAHUH u3
cooOpaxeHud  0€30MacHOCTH
WITA Ka4eCcTBa

3) OOHOBIICHHE J0ChE, B TOM

YHUCJIC HOPMATHUBHOI'O
JAOKYMCHTA IIO Ka4dY€CTBYy, C
OCJIbIO COOTBCTCTBHUA

MHOJIOKEHUIM 0OHOBJIEHHON
obmelr cratpu  DapMmakorieu

Cow3a wumm (B  choydae 1,2, 3,4, 19 An
pEerucTpaiu JeKapCTBEHHOTO 5,6 ’ M
npemnapara B OJIHOM

rocyJ1apCTBe-UJIeHE)

dbapmakorien rocyJiapcTBa-

YJieHa (BKITFOUAS

aKTyaJu3alHuilo CChUIOK) Ha

JIeKapCTBEHHBIN Mpenapar <*>

1) BBEJICHHE UCIIBITAHUS

cornmacHo cratee Papmakorien

Corosa 2.1.9.14

«OHOPOAHOCTH

JI03MPOBAHHBIX CIMHHIDY

BMECTO paHee O0J00pEHHOTO 128 123 A

3apEerucTPUPOBAHHOTO METOoAa
WIX HUCHBITAHUS  COIJIACHO
crarbe 2.1.9.5 «OpHOopoaHOCTH
MacChl € TUHUILIBI
JIO3UPOBAHHOTO
JIEKapCTBEHHOTO TIpernapara
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K) COKpalleHue 4acTOThI
PYTUHHBIX UCTBITAHUN BIUIOTH
70 WCKJIIOYCHUS HCIBITAaHUS

17001 MIEPUOTUICCKIX 195 IB
UCTIBITAHUN (mammpumep, T
MUKPOOHOIOTHUECKUE

UCTIBITAHHUST  JIEKAPCTBEHHOTO

npenapara).

J) U3MEHEHHUE ToKa3aTeleld u

(nm) MpEETIOB

crienuuKanum

JIEKapCTBEHHOTO  TIpemapara 2 1,2 1A

g 0ojlee TOYHOT'O OMIMCAHUSA
BHEIITHETO BUIA
JICKapCTBEHHOTO Mperapara.
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Ycenosus

1. 3meHeHue He ABISIETCS CIIEICTBUEM KaKOro-1n0o 00s13aTeNbCcTBa, IPUHSATOTO
[0 pe3yjpTaTaM paHee MPOBEICHHBIX O3KCIEPTH3 C LEJIbI0 IepecMoTpa
KPUTEPUEB MPUEMIIEMOCTH crenuduKanuu (HampuMmep, B XOJAe perucTpanuu
JIEKapCTBEHHOTO Mpenapara Wil BHECEHUH u3MeHeHul 11 tuna).

2. I3aMeHeHue He SBISeTCs CIIEICTBUEM HENPEIBUICHHBIX CUTYallUii, BOZHUKIINUX
B XOJI¢ MPOU3BOJACTBA (HANpUMEpP, HOBOM HEKBATU(DUIIMPOBAHHOW MPUMECH,
U3MEHEHHS IMIPENENIOB COJAEPKaHUS CYMMBl IpUMEcCE) WM MCHbITAHUN
JIEKapCTBEHHOTO Mpenapara.

3. JItoboe n3MeHeHne TOJDKHO YKJIaAbIBaThCs B TUANA30H TEKYIIUX 0JI00pEHHBIX
KPUTEPUEB MPUEMIIEMOCTH.

4. Metonuka ocrtaercss 0e3  HM3MEHEHUH WIM  W3MEHEHMsS  SIBJISIIOTCS
HE3HAUYUTEJIbHBIMH.

5. 3MmeHeHne He 3aTparuBaeT Kakue-ianbo mpuMecu (BKIIOUas TeHOTOKCUYHBIC)
WJIH pacTBOpPEHUE.

6. I3aMeHeHHe ~ 3aTparmBacT ~ OOHOBJICGHHE  KPUTEPUEB  MPUEMIIEMOCTH
MUKpPOOHUOJIOTMYECKMX KOHTPOJEH B IMENAX COOTBETCTBHUS JICHCTBYIOIIEH
®apmakonee Coro3a, a Ipu OTCYTCTBUU B Hel — B Dapmakoriee rocygapcTBa-
YIE€Ha WM NpU OTCYTCTBUU B YKa3aHHBIX (hapMakonesx — HHOM (apmakoriee
cornmacHo KoHuenmuum rapMoHM3alMHM, a TEKYIIUE 3aperuCTPUpPOBAaHHbIC
KPUTEPUU TPUEMIIEMOCTH MHKPOOHOJIIOTMYECKUX KOHTPOJIEH HE BKIIOYAIOT
KaKhe-TM00 JOMOJIHUTENIbHbIE KOHTPOJIM, BKJIIOYEHHbIE B cHelu(UKaIHIo,
NOMHMO  (papMakoneWHbIX TpeOOBaHMUH B OTHOILIEHUU OINPEJEICHHON
JIeKapCTBEHHOU (HOPMBI

7. [Tapametp cneruduKkanuy He 3aTparuBaeT KPUTUIECKUIN TTapaMeTp, HapuMep:
KOJIMYECTBEHHOE OIpeie/IeHNe
npuMecH (€ClIM TOJIBKO ONPEJEJICHHBIM pacTBOPUTENb OJIHO3HAYHO HE
UCIIOJIb3YETCS B IIPOU3BOJICTBE JIEKAPCTBEHHOTO Mpernapara)

TH00YI0 KPUTHUECKYIO (PU3NYECKYIO XapaKTEPUCTUKY (YCTOMUYMBOCTH TabJIETOK
K pa3JaBiMBaHUI0O U HCTUPAEMOCTh TaOJETOK, HE MOKPBITHIX O00OJOYKOMH,
pa3Mepsl, u 1Ip.)

710001 3ampoc Ha MPOITYCK UCTIBITAHUS

8. [Ipeqymaraemplii KOHTPOJIb TOJHOCTBIO COOTBeTcTByeT Tabnume 2.1.9.14.-1
cratb ®apmakonen Coro3a «OIHOPOAHOCTH JO3UMPOBAHHBIX €AUHUID> U HE
BKJIIOYAET B ce0sl aJIbTepHATUBHBIEC IPEUI0KEHUS UCTIBITAHUIA OJTHOPOJITHOCTH C
MCIIOJIb30BAHUEM PACYeTHO-MAcCOBOro crnoco0a BMECTO crnocodba MpsMOro
OTIpEJIeNICHHUs, €CIIM MOCEeIHUN YKa3aH B BbIIIEyKa3aHHOM TabauIe.
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JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) PperucTpanioHHOrO

JIOCKE.

2. CpaBHHTENbHAS Ta0NUIA TEKYIUX U MIPpeIaraeMbIX crierudukanuii.

3. JlanHbple aHanmM3a ABYX NPOMBIIUICHHBIX Cepuil (B OTCYTCTBHE JOJDKHBIX
000CHOBaHUH [Tl OMONIOTHYECKUX aKTUBHBIX (papMalleBTHUECKUX CYyOCTaHIIHA
— 3 cepun) IEKapCTBEHHOTO MIpenapaTa 1Mo BCeM MapaMeTpam crerudukanum.

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

HC3HA4YUMBbIM.

5. O6ocHOBaHKe (OLIEHKA PUCKOB), MOATBEPKAAIOIIEE, YTO YACTOTA HCIIBITAHHUMA
0 TTapaMeTPy MOXKET OBITh U3MEHEHA.

[Ipumeuanue <*>

€CIM B PETHCTPAIMOHHOM J0Che U (WJIM) HOPMATUBHOM
JTOKYMEHTE o Ka4yeCTBY 3apErUCTPUPOBAHHOTO
JIEKapCTBEHHOTO MpenapaTa YIIOMHHAETCS «TEKYIIEE U3/TaHNe
(meticTBytolee W3/1aHKE B COOTBETCTBUU c
3aKOHOJATENIbCTBOM  TOCYAAapCTBa-4iI€HA)»  OTCYTCTBYET
HEOOXOIUMOCTh B YBEJIOMJICHUU YIOJHOMOYEHHBIX OpPraHOB
00 oOunoBinenHoit cratbe @apmakorien Coroza WU
dbapmakonen TrocymapcTBa-wieHa (B clydae perucTpanuu
JIEKapCTBEHHOTO Mpenapara B OJHOM rocyaapcTse-uieHe). B
CBSI3H C TUM TAKOE€ U3MEHECHHUE MPUMEHSIETCS MPU OTCYTCTBUU
YIOMUHAHUS OOHOBJICHHON (apMaKOIeHHOW CTaThMl B
PETrUCTPALIMOHHOM JI0Ch€ U (WJIM) HOPMATUBHOM JOKYMEHTE
[0 KayecTBYy, a HW3MEHEHUE OCYLIECTBIISIETCS B IEJISAX
BKJIFOUEHUSI YIIOMUHAHUS OOHOBIIEHHOW BEPCHUHU.

B.Il.r.2. U3meueHue

AHAITUTUYECKON

JICKApCTBCHHOTI'O IIpriapaTa

HeoOxonumeie
YCIIOBHS

JIoKkyMeHTHI u
JaHHbIE

[Ipouenypa
METOJIUKHU

a) HE3HAYUTEIIbHbIE
YTBEPKICHHOU
aHAJIUTHYECKON METOIUKHU

HU3MCHCHUA

1,2,3 1 IB

0) UCKITIOUEHHUE
aHAJIMTUYECKOMU
eclin

aNbTepHATUBHAS
METOAMKa yKe 0JI00peHa

METOJINKH,
el

B) U3MEHEHUE
OMOJIOTHYECKOTO

(MMMYHOJIOTMYECKOT O,
UMM YHOXUMHUYECKOTO)

UCTIBITAHUS  JTH
KOTOPOM

3aMcHa

UCTIONB3YeTCS
OMOJIOTMYECKUI pEaKTHUB, WU
OHOJIOTHYECKOTO

(3ameHa)

METOJIa, B
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npenapara  CpaBHEHUs, HeE
OXBAUYEHHOTO YTBEPKIACHHBIM
IPOTOKOJIOM

T') IpOYHe
aHAJIMTUYECKOU
(BKITIOUAs
3aMEHY)

W3MEHEHUS
METOIUKHU
no0aBIIEHHE WU

1) OOHOBJICHHE aHATUTUYCCKOU
METOUKU B eIsX
COOTBETCTBHA  OOHOBIICHHOM
oOmeit crateeit dapmakonen
Coro3a wimm  (dapmakoneu
rocyiapcTBa-ujcHa (mpu
pETUCTpAIUU JIEKAPCTBEHHOTO
npernapara B OJTHOM
rocyaapcTBe-4JeHe)

1,2,3,4

e)B HEIAX
cootBercTBUs  Dapmakoneun
Coroza wnmmu  (apmakonen
rocyaapcTBa-ujieHa (mpu
perucTpanuu JeKapCTBEHHOTO
npernapara B OJTHOM
rocyJIapCTBE-4JICHE) 151
UCKITIOUCHUS YIIOMUHAHHUS
yCcTapeBIIeit coOCTBEHHOM
AHATMTHYECKON METOJIUKH U €€
HOMepa <*>

OTpAXKEHUS

1,2,3,4

VcaoBug

1. Ilpenensl  copepxaHus

CYMMBI

IpUMecel  He

HN3MCHUIIUCH,

HEKBATM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKECHBI.

2. OTCYTCTByIOT CYHCCTBECHHBIC U3MCHCHUS, BIIMAIOIINEC HA BOCIIPOU3BOJUMOCTD

aHAJIUTHYECKON METOIUKH.

HOBBIC

3. Meton wucnblTaHusT HE SBISIETCS OMOJNIOTMYECKUM (MMMYHOJIOTHYECKUM,

UMMYHOXUMHUYECKUM) WIH METO/I0M, B KOTOPOM HCIIOJIb3YETCsI OMOIOTMYEeCKHit
peaKkTuB (3a HCKIIFOUEHUEM CTaHJApPTHBIX bapmakoneiHbIX
MUKPOOHOJIOTHYECKUX METOOB).

4. 3aperucTpupoBaHHasi aHAJIUTUYECKAs METOJMKA YK€ CChUIAETCS Ha OOIIyIO

crarpto Papmakonen Coro3a uiaM (apmakonen rocygapcTBa-uieHa (Ipu
pEerucTpanuy JEeKapCTBEHHOro IpenapaTta B OJAHOM TOCYIapCTBE-ulIEHE), a
T00bIC W3MEHEHUS SABISAIOTCS HE3HAUYMMBIMU M TPeOYIOT TEXHUYECKOTO
OOHOBJIEHMSI PErMCTPALIMOHHOTO JJOChE.
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JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) PperucTpanioHHOrO
J0Che, BKJIIOYasi OIKCAaHHWE AaHAIUTUYECKONM METOAMKH, MepecMOTpPEHHbIE

crienupuKaIMKy Ha MPUMECH (€CIId TPUMEHHIMO).

[Ipumeuanue <*> |Ecmu B

JIOChE

3aperucTpUPOBAHHOTO
npenapara yInoOMUHAETCSl «TEKyllee M3/aHue (AeicTByrolee
W3/IaHUE B COOTBETCTBUU C 3aKOHOAATEIBCTBOM I'OCY/1apCTBa-
YJieHa)», HEOOXOAUMOCTh B YBEJOMJIEHUU YIOJTHOMOYEHHBIX
opraHoB 00 oOHoOBieHHOU cTaThe Papmaxonen Coroza WU
(apmakoneu rocyjapcTpa-uieHa OTCyTCTBYET.

JICKAPCTBCHHOT'O

b.I1.x) Cucrema ynakoBku (YKyHOPKH)

b.1l.a.1. U3smeuenue
IIEPBUYHOMN YIIAKOBKHU
JIEKapCTBEHHOTO Ipenapara

HeoOxonumeie
YCIIOBUS

JIOKyMEHTBI
Y JaHHbIE

[Ipouenypa

a) KAYECTBEHHBIH ©  (WIH)
KOJIMYCCTBCHHBIH cocTaB
MaTepualia CUCTEMbI YIIaKOBKU
(YKynopkm) IIEpPBUYHOMN
YITaKOBKH

1. Teepapie  nEKapCTBEHHBIE
hopmbI

1,23

1,2,3,4,6

IA

2. MssTkue W HECTEpWJIbHBIC
KUIKHC JIeKapCTBEHHBIC

(bopMbI

1,2,3,56

3. CrepuibHble
JICKapCTBEHHBIC TpenapaTbl |
OHOJIOTHYECKHUE
JIEKapCTBEHHBIC MpeIapaThl

4. I3menenue 3aTparuBacT
YIaKOBKY, 00J1a1at01I Y10
MEHBIIINMHU 3aIUTHBIMU
CBOMCTBaM npu

OJIHOBPEMEHHBIX HW3MEHEHHUAX
YCIOBUM XpaHEeHUs u (WJIH)
COKpAIllEHUU CPOKa FOTHOCTH

0) M3MEHEeHHE BUJ1a IEPBUYHOMN
YIaKOBKM WJIH J100aBJIEHHE
HOBOTO  BHAA  IEPBUYHOU
YIIaKOBKH
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1. Tsepasie, MATKHE U
HECTEpUJIbHBIE KUJKUE
JeKapCTBEHHbIE (POPMBI

o
o N
~N w

2. CTepusibHbBIC
JICKapCTBEHHBIC TIpenaparhl U
OnoIornuecKue
JICKapCTBEHHBIC MTPETIapaThI

3. Uckimrouenue BHUJIA
HCPBUYHOM YIIaKOBKH,
KOTOPO€ HE IPHUBOAWT K
HOJTHOMY HCKJIIOUYEHHUIO
JTO3UPOBKHU WIIA
JIEKapCTBEHHOM (DOPMBI

1,8

YcioBus

1. U3meHenue 3aTparuBacT TOJIbBKO OJMH H TOT K€ BHI YIIAKOBKH (HaHpI/IMep,

onuctep Ha OIHCTED).

2.1lo 3HAYMMBIM CBOMCTBaM TpeAiaraeMblil YITAKOBOYHBIM MaTephas JOJDKEH

OBITH 110 MEHBIIIEH MCPC SKBHBAJICHTHBIM OI[06peHHOMy.

3. Hauatsl COOTBCTCTBYIOINHNEC HCCICOOBAHUA CTAaOMJIBHOCTH M 3asgBUTEJICM Ha

MOMEHT BBEACHUS M3MEHECHHN MPOAHATU3UPOBAHBI COOTBETCTBYIOIIHE
napaMeTpbl CTaOUILHOCTH HE MEHEE YeM Ha 2 OIMBITHO-TIPOMBIIUICHHBIX HIIN
MIPOMBIIIJIEHHBIX cepusix, B ero pacropsKeHUN HaxXoJsTCs
YAOBJIETBOPUTEIIBHBIE PE3YIBTATHI 10 MEHBIIEH MEPE 3-MECAYHOTO U3YUCHHUS
crabunpHocTH. OfHAKO, €CM MpeajaraemMasl yrnakoBka OoJiee ycToiuMBa IO
CPaBHEHHIO C OJOOPEHHOW, TO 3-MeCSuHble JAaHHBIE MO CTAOMIBHOCTH HE
TpeOyroTcs. MccnenoBanus 10MKHBI OBITH 3aBEPIIICHBI, €CITU UX PE3YIbTaThl HE
YKJIQJBIBAIOTCS B CHEIU(DUKAIUYA WIH TOTCHIIUATBHO MOTYT HE YJIOXKHUTHCS B
cnenuuKalu Ha KOHEI[ CPOKa TOAHOCTH, NEp’KaTelb PETUCTPAIMOHHOTO
yIIOCTOBEpEHUs 00s513aH COOOIIUTH YIOJTHOMOYEHHOMY OpraHy Hapsay C
MpearacMbIM MIAHOM JEHCTBUH.

4. OcraBuasica popma (popMbl) BbIITyCKa JEKapCTBEHHOrO MperapaTa J0JKHA

OBITH JO0CTaTO4YHA [JJ1d BBbIIIOJIHCHHA peKOMeHILaHI/Iﬁ Imo JO3UPOBAHUIO H
OpOAOJDKUTCIBbHOCTHU  JICHCHUA, YKa3aHHBIX B 06HICﬁ XapaKTCPUCTUKE
JICKApCTBCHHOI'O ITpCriapara.
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JloxymeHTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3fesiaM) perucTpanuoOHHOTO
TOCBE.

2. HeoOxouMble JaHHBIE O HOBOW YITaKOBKE (HAaIpUMED, CPAaBHUTEIbHBIEC JaHHbIC
0 MPOHHIIAEMOCTH, Hanpumep, 1 Oz, CO2, Bnaru u T.1.).

3. B cooTBeTcTByOmMX ciaydasx HEOOXOIUMO NPEJICTABUTH TOATBEPKICHUE
TOT0, YTO B3aUMOJICICTBHE MEXIY COAEPKUMBIM U YIIAKOBOYHBIM MaTE€pPUAIOM
HE TMPOUCXOAUT (HANpUMEp, OTCYTCTBYET IIE€pPEMELIEHUE KOMIIOHEHTOB
MpeAJaraeMoro MaTepuasia B €ro CoAepKUMO€E, KOMIIOHEHTHI JIEKAPCTBEHHOT O
npernapaTa He MepexXosaT B YMAKOBKY), BKIIOUas MOATBEPXKACHHE TOTO, UTO
MaTepuaj COOTBETCTBYET COOTBETCTBYIOIIUM (apMaKONeHbIM TpeOOBaHUSIM
Wi aktam opraHoB Coro3a 0 6€30MaCHOCTH MaTEPUaIOB KOHTAKTUPYIOLIUX C
MUAIIEBONW TPOAYKIIUEH.

4. [lexnapanus JepiKatelss PEerucTPaliOHHOTO YIOCTOBEPEHHUs, YTO HayaThl
TpeOyeMble UCCIIEeI0BaHUs CTAOMIIBHOCTH (C YKa3aHUEM HOMEPOB CEPHil) U UTO
(B COOTBETCTBYIOIIMX CJIy4yasix) Ha MOMEHT BBEJECHHUS HU3MEHEHHH B
pacmopshKEHUM — 3asBUTENS  HAXOAWIUCh  TpeOyemble  MUHUMAaJbHbIC
yIIOBJIETBOPUTEIIbHBIC JAHHBIC 10 CTAOMILHOCTH, M UYTO MMEIOIINECs JTaHHbIE
HE CBHJETEIbCTBOBAIM O Kakou-mnbo mpodimeme. Heobxomumo Takke
MPEICTaBUTh MOJTBEPKJICHNUE TOTO, YTO MCCIIEOBaHUS OYIyT 3aBEpIICHBI, U
9TO €ClM pe3yibTaThl He OYyIyT YKIAIbIBaThCS B cCHeUU(UKAIUN WU
MOTEHIIMAJILHO MOTYT HE YJIOXHUThCA B cHeuu(uUKalMM Ha KOHEL CpoKa
TOJHOCTHU, JAEpXKaTellb PErHCTPAIMOHHOIO yJIOCTOBEpEHUsl 00s3aH COOOLIUTH
YIOJHOMOYEHHOMY OPTaHy Hapsiy C MpeajaraéMbIM MIAHOM JE€HCTBUM.

5. Pe3ynbpTaThl uWcclenOBaHUWN CTAOWJIBHOCTH TI0 3HAYMMBIM  TapameTpam
CTaOMJIBPHOCTM HE MEHEe YeM Ha 2 ONbITHO-NPOMBILUICHHBIX WU
MPOMBILIJIEHHBIX ~CEpPUSX, OXBAThIBAIOIIMX HE MeHee 3 MecsleB, U
MOJITBEPKACHNE TOTO, YTO YKa3aHHBIE UCCIIETOBAaHUS Oy IyT 3aBEPILEHBI U €CIIU
pe3ynbTarthl He OYyAyT YKIJIAJbIBaThCS B ClEUM(DHUKAIMU WU MOTEHIUAIBHO
MOTYT HE YJIOXHUThCS B CHEIU(PUKALNNA Ha KOHEL| CPOKa TOJHOCTH, JIepKaTehb
PETUCTPALMOHHOTO YAOCTOBEPEHHsI 00s3aH COOOIIUTH YIOJIHOMOYEHHOMY
OpraHy Hapsay € MPeIaraéMbIM IJIAHOM JIEVCTBHIM.

6. CpaBHEeHHE TEKYUIMX M MpeiaraeMbiX crielu@uKanuii NepBUYHON YIaKOBKU
(ecnu MPUMEHUMO).

7. ITpu HeobxonuMocTu GoTo U (WIKN) CXeMATUIECKUH PUCYHOK HOBOW CHCTEMBI
YHaKOBKH (YKYTIOPKH).

8. lexnapanus aepxareliss peruCTPallMOHHOTO YAOCTOBEPEHHUS, YTO OCTaBIIMHCS
pazMep (pa3mepbl) YINAKOBKM COOTBETCTBYET PEKHUMY JO3UPOBAaHUSA U
MPOIOKUTENIBHOCTH JICYEHUSI U JOCTATOYHBI JIJIsl BHIIIOJIHEHUS] PEKOMEH A
MO JI03UPOBAHMIO, NMPUBEIECHHBIX B OOIIEH XapaKTEepUCTUKE JIEKAPCTBEHHOTO
npenapara.

[Tpumeuanue |[nsa B.I1.JI.1.6) — ecnu u3mMeHeHHE MPUBOJUT K «OOpa30BaAHUIO
HOBOW JICKapCTBEHHOU (HOPMBI», TO TaKOe M3MEHEHHE TpeOyeT
[0JIa4M 3a5IBJICHUS O pPACUIUPEHUN PETUCTPALIUH.
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b.11.x1.2. U3menenue Heo6xomumeie | loxkymentsl | IIpouenypa
napaMeTpoB crenupuKanuu u YCJIOBUS Y JJaHHBIE
(vm) KpUTEpHEB
IPUEMIIEMOCTH NEPBUYHOMN
YIAaKOBKHU JIEKApCTBEHHOTO
npernapara

a) y)KECTOUEHHE  KpUTEpPHUEB

1,2,3,4 1,2 1A
HpI/IeMJ'IeMOCTI/I Cl'IeIII/I(bI/IKaHI/II/I

0) nobaBneHUE B
crienupuKamuio HOBOI'O
napamerpa " 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOLIEH eMy
AHAJIUTHYECKON METOIUKHU

B) UCKJIIOYECHHUE
HECYIIIECTBEHHOTO TapameTpa
cnenudukanuu (Hampumep, 1,2 1,2,5 1A
UCKITIOUCHUE yCTapeBIIETO
rmapamerpa)

r) 100aBJicHUE WJIH 3aMeHa
napaMeTpa CHernupuKauy 13
cooOpakeHUN  0€30MacHOCTH
WJIM Ka4eCcTBa

- 1,2,3,4,6 IB

1) pacivpeHue KpUTEpUEB
MPUEMIIEMOCTH ISl TTapamMeTpa
«oOmras TOJILIIAHA)
OnucTepHOn donbru
(MOKPBIBHOM  aJIFOMUHUEBOMU
($oJIbru) MEepBUYHOMN YIIaKOBKHU
TBEPJIBIX JICKapCTBEHHBIX
¢hopmM, BBI3BAHHOE PA3HUIICH B
KOJIMYECTBE HaHOCHUMOT'O
MaTepuaa TPYHTOBKHU

Lo
N
>

6,7

ol
o
\l

Ycnosus

1. I3meHeHune He SBISETCS CIEICTBUEM KaKOro-Iu0o 00s3aTenbCTBa, TPUHATOTO
M0 pe3yJibTaTaM paHee MPOBEIACHHBIX SKCIEPTU3 C LIETbI0 aHAIM3a KPUTEPUEB
npueMiIeMocTH  crnenudukanuyd — (HampuMep, B XOA€  PETUCTPALUU
JIEKapCTBEHHOIO Mpernapara Uiy BHECEHUU u3MeHeHul 11 tumna).

2. I3MeHeHMe He SBISETCS CIEICTBUEM HEMPEABUICHHBIX CUTYaIMi, BOSHUKIINX
B X0/l TIPOU3BO/ICTBA.

3. JIro0oe m3MeHeHNe TODKHO YKIIAABIBAThCS B AMAINA30H TEKYIIUX OJOOPEHHBIX
KPUTEPHUEB MPUEMIIEMOCTH.

4. AHanuTH4ecKasi METOUKA HE U3MEHSIETCS UM U3MEHSAETCS HE3HAUUTEIbHO.
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5. HoBass MmeToaumka WUCHBITAaHWS OCHOBaHA Ha OOMMX METOJax aHalu3a,
onucanubix B ®@apmakorniee Coroza win dapmakornee rocyjaapcra-uicHa (B
cllydae perucTpaliuy JeKapCTBEHHOTO Tpenapara B OJJHOM rOCYAapCTBE-UIICHE)
(marmpumep, BOXX, criekrpodoToMeTpus, THATpUMETPHS | TIP. ).

6. Matepuan rpyHTOBKH HE U3MCHSIETCS.

7. HauaThl COOTBETCTBYIOIUE HUCCICAOBAHUS CTAOMIBHOCTH B COOTBETCTBHH C
akxtamu opranoB Coro3a B cepe 0OpaleHus JIEKapCTBEHHBIX CPEJICTB HE MEHEe
9eM JIBYX OIBITHO-NIPOMBINUICHHBIX WM TPOMBINUICHHBIX CEepHid. ITH
WCCIICIOBAaHUs  JOJ/DKHBI  OBITh  3aBEpIICHBI, a JaHHBIE HEMEJICHHO
IPEJICTaBIICHbl YIIOJIHOMOYCHHBIM OpraHaMm, €CJIM OHHM BBIXOMAT 3a TpPECITbI
cnenuuKanuii WIK TMOTCHIMAIBHO BBIAAYT 3a TPEACTbl CHEIU(PUKAIIN B
KOHIIE 0I0OPEHHOTO CPOKa TOTHOCTH.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pasaeny (pas3aenaM) perucTparoHHOTO
JI0Che.

2. CpaBHUTeIbHAS TaOIUIA TEKYIIUX U MPEJIaraeMbIX CeIU(pUKAIIA.

3. [lonpoOHOE oOmMCcaHWe HOBOW AHAIWTHYECKOH METOJIWKH W JaHHBIE TIO0
BaJIUAaIMH (B COOTBETCTBYIOLIUX CIyUasix).

4. JlanHble aHAJIM3a JBYX CEpU YIAaKOBOYHOT'O MaTepHala Mo BCEM MapameTpam
(mokazarensaM) crienugpuKaIum.

5. O6ocHOBaHuE (OLIEHKA PUCKOB), MOATBEPKIAIOIIUE, YTO MapameTp SBIAETCS
HE3HAYUMBIM.

6. O6ocHOBaHUE HOBOTO MapaMeTpa crieluGUKauy U KpUTEPUEB MPUEMIIEMOCTH.

7. IlogTBepxkIeHne Havajga COOTBETCTBYIOUIMX HCCIECIOBAaHHWNA CTaOMIIBHOCTH B
COOTBETCTBUU ¢ akTamu opranoB Coro3a B chepe oOparieHus IeKapCTBEHHBIX
CPEICTB HE MEHEE YeM JIBYX ONBITHO-IIPOMBIIUICHHBIX WA MPOMBIIUIEHHBIX
Cepuid.

Bb.11.n.3. I3meHnenune Heo6xomumeie | loxkymentsl | I[Ipouenypa
AQHAJTUTUYCCKON METOJUKH JJIS YCJIOBHS Y JJaHHBIE
MIEPBUYHOMN YIIAKOBKU

JICKApCTBCHHOI'O IIpCIiapara

a) He3HAYUMBbIE U3MEHEHHUS
OJIOOpPEHHOM  aHATUTUYECKOU 1,2,3 1,2 1A
METOJIUKH
0) mpoune U3MEHEHHUS
AHATUTHYECKOU METOAUKHU
8 1,3,4 1,2 1A
(BKITHOYAst 3aMEHy W
n00aBJICHHE)
B) UCKIIIOUEHUE
aHAJTUTUICCKON METOJIUKH, 5 1 A

ecayM  ajlpTepHAaTHUBHasA  eu
METOJIMKA yXkKe 0100peHa
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VYcnoBus

1. CornacHo cooTBeTCTBYIOIIMM akTaM opraHoB Coro3a B cepe oOparieHus

JIEKapCTBEHHBIX CpEICTB, MpoBe/ICHa HEOOXOoaUMAast BaJIMJAINS,
MOATBEPIK/IA0IIasl, YTO OOHOBJICHHAS] aHATMTHYECKAs METOJMKA M0 MEHBIICH
MEp€ SKBUBAJICHTHA IPEABIIYILEH.

. MeTtop aHanu3a He U3MEHWJICS (HampuMep, U3MEHEHWE JJIMHBI KOJOHKH WIIN
TeMIepaTyphbl, HO HE JIpyrasi KOJIOHKa UK METOI).

.Hu oavH HOBBIM METOA HCHBITAaHWS HE OCHOBAaH HAa HOBOM HECTAHAAPTHOMN
METOJIMKE WA CTAaHAAPTHOM METOJIUKE, UCIOJIb3YEMOM MO-HOBOMY.

. AkTHUBHas ¢apmMmaleBTHUYeCcKass cyOcTaHIMs (JIGKapCTBEHHBIH Ipemapar) He
SIBIISIFOTCST OMOJIOTHYECKHUMH.

. AlbTepHAaTUBHAs aHAJUTUYECKasi METOJIMKA JUIsl mapameTpa cruerudukanuu

yKe 0J100peHa.

JlokymeHTauus

1. ITorpaBka K COOTBETCTBYIOIIEMY pa3zeily (paszienaam) perucTpauoHHOTO

JOCKC.

2. CpaBHHUTEIBHBIC PE3YNNbTATHl BATWAANNU WIHA, TPU HAIAYAH OOOCHOBaHUS,
CPaBHUTEJIBHBIC PE3yJIbTAaThl aHAIN3a, [TOATBEPKAAIOIIUE TO, YTO TEKyIIee U
[IPEJIAraeéMoOe MCIBbITAaHUE SKBHUBAJICHTHBI.
MIPUMEHSIETCS, €CTIU 100aBIsIETCS] HOBAsl aHAJIUTHYECKash METOIUKA.

Hacrosimee TtpeOoBanue He

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

HeoOxonumeie
YCIIOBUS

JloKkyMeHTBI
Y JJaHHBIE

[Ipouenypa

a) HECTEPUJIbHbBIE
JIeKapCTBEHHBIC MpenapaThl

1,2,3

1,2, 4

0) u3mMeHenue  (GopmMbl  UIU
pa3MeposB 3aTparuBaeT
KITFOUEBBIC MOKa3aTenu
YIIaKOBOYHOTO MaTepuana,
KOTOpbIE MOTYT CYIIIECTBCHHO
TIOBJIHSITh Ha JIOCTaBKY,
MpUMEHeHHe,  0e30MacHOCTh
15810 CTaOMIBLHOCTh
JIEKapCTBEHHOTO TIpernapara

B) CTEpUJIbHBIC JIEKaPCTBEHHbBIE
mpernaparbl

1,2,3,4
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YcnoBus

1. KauecTBeHHBIN 1 KOJTMYECTBEHHBIN COCTAB MaTepuasia MepBUYHON YITaKOBKH HE
U3MEHUIICS.

2. I3MeHeHne He 3aTparvBaeT KJIIOYEBBIE MOKa3aTelld KauyecTBa YIMaKOBOYHOTO
Marepuana, KOTOpPblE MOIYT TOBJIUATH HA JIOCTaBKY, IPHUMEHECHHUE,
0€30MacHOCTh WM CTAOMIBHOCTH JIEKAPCTBEHHOT'O MIperapara.

3. [Ipn u3MeHeHHH CBOOOJHOTO MPOCTPAHCTBA WM H3MEHEHUU OTHOILICHUS
MOBEPXHOCTH K OOBEMY HadaTbl COOTBETCTBYIOIIME  HCCIEIOBAHUS
CTaOUIIBHOCTH; MPOAHATU3UPOBAHBI COOTBETCTBYIOIIINE MapaMeTPhI
CTaOUJILHOCTH HE MEHee 4YeM Ha 2 OINBITHO-TPOMBIIUIEHHBIX (I
OHMOJIOTUYECKHUX JICKAPCTBEHHBIX MTPENApaTOB — 3 CEpHUsIX) UIH TPOMBIIIEHHBIX
CepusAX; B PpACHOPSDKEHUHM 3aABUTEN HAXOJATCS  YIOBJIETBOPUTEIbHbBIC
pe3yNbTaThl O MEHBIIEH Mepe 3-MecSYHOTO W3Y4YeHHs] CTAaOWIbHOCTH (st
OHMOJIOTUYECKUX JIEKAPCTBEHHBIX MperapaToB — 6-MecssuHoro). [loaTBepxkaenue
TOTO, YTO HMCCJIEAOBaHUs OyIyT 3aBEpIICHBl M €CIU PEe3yIbTaThl HE OyAyT
YKJIQJBIBATHCS B CHEUU(PUKAIMU WA MOTYT MOTCHIIMAIBHO HE YJIOXKHUTHCA B
cnenuduKaluu Ha KOHEI[ CPOKa TOAHOCTH, JEepKaTelb PETUCTPAIMOHHOTO
yIIOCTOBEpEHUs 00s53aH COOOIIUTH YIOJTHOMOYEHHOMY OpraHy Hapsay ¢
MpeIaracMbIM IIAHOM JEHCTBUMN.

JoxymeHTanus

1. ITonpaBka K COOTBETCTBYIOILEMY pa3zfeny (pas3aenaMm) perucTparmoHHOTO
J0Cchbe, BKJIIOYAas ONHMCAaHHWe, MOAPOOHBIM YepTek M COCTaB MaTepuala
MEPBUYHON YIAaKOBKM WJIM YKYIMOPKH, a TakkKe MepecMoTp HH(opManuu o
JIEKapCTBEHHOM TIpenapare.

2. [Tpu HeoOxoauMocTH GHOTO U (WIIH) CXEMATHYECKUI PUCYHOK HOBOM yIIaKOBKU
(yKymopku)

3. [IpoBeneHbl  TOBTOpHBIC  BaTWJALMOHHBIE  HWCCIEAOBAaHUS  CTEPUIIBHBIX
Mpenaparos, TOIBEPraroLInXCst buHUIITHON CTEpWIN3ALIAH. B
COOTBETCTBYIOIIMX  CIy4asXx HEOOXOAMMO yKa3aTh HOMEpa Cepui,
WCIIOJIb30BAHHBIX B BAJIUJIALIMOHHBIX HCCIIEIOBAHMSIX.

4. Tlpu u3MeHeHUn CBOOOTHOTO MPOCTPAHCTBA WJIM OTHOIICHHS MOBEPXHOCTH K
o0BeMy JeKJIapaiusi JepKaTessi PerucTPalliOHHOTO YIOCTOBEPEHUS, YTO
HayaThl TpeOyemble HCCIeNOBaHUS CTAOMIBHOCTH (C YKa3aHHEM HOMEpOB
cepuil); U 4YTo (B COOTBETCTBYIONIMX CIIy4yasx) Ha MOMEHT pealu3aluu
yBenomiieHus: 00 u3meHeHuu [A Tumna u nmojgayu yBeIoMJeHUs 00 M3MEHEHUU
IB Tumna B ero pacnopspk€HUM HaXOJSATCS YAOBIETBOPUTENBHBIE PE3YJIbTAThI
M3y4YeHUs CTAaOMILHOCTH; M UTO UMEIOIIHMECS JaHHbIC HE YKA3bIBAIOT HA KaKue-
60 npobiembl. HeoOxoammo Takke mpeicTaBUTh MOATBEPKACHUE TOTO, YTO
MCCIIeIOBaHUs Oy IyT 3aBEPILEHBI, U €CJIH PE3YJIBTATHI HE OYyIYT YKIIaIbIBATHCS
B cIeU(UKAIIMN WITH MOT'YT IMOTEHITUAIBHO HE YIIOKUTHCSA B CIICIIU(DUKAITIN Ha
KOHEII CPOKa TOJTHOCTH, JIepKaTeIb PETUCTPAIMOHHOTO YIOCTOBEPEHUs 00sI13aH
COOOITUTh YIMOJHOMOYEHHOMY OpraHy Hapsjy ¢ TMpeajiaraéMbIM IIJIaHOM
JIEUCTBUM.
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b.IL.n.5. U3menenne  popmbl
BBIITyCKa JIEKapCTBEHHOTO
npemnapara

HeoOxonumeie
YCIIOBUS

JlokyMeHTBI
Y JJaHHBIE

[Ipouenypa

a) U3MEHEHHE KOJIMYECTBA
€IMHMUII JIeKapCTBEHHOM
dbopmbl (Hanmpumep, TabJIETOK,
aMITyJ U T. JI.) B YIIaKOBKE

1. I3meHeHue yKIIaJbIBaeTCs
B OJIOOpCHHBIM  JHWANa3oH
KOJIMYEeCTBA  JICKapCTBEHHOM
dbopmbl  (umcima  103) B
yIaKOBKe

1,2

1,3

[Any

2. IsmeHeHue HE
YKJIaIbIBAETCS B OJI00PEHHBIN
Uana3zoH KOJIMYECTBa
JIEKApCTBEHHOMN (dbopMbI
(dnucna 7103) B yIakoBKe

1,2,3

0) uckiroueHue popM BBITyCKa

1,2

[Any

B) I3MCHCHHEC  HOMHHAJILHOMN
MaCCBI (HOMUHATBLHOTO
oObema) CTEPHUIIBHBIX
MHOTOJ03HBIX (nnm
OJIHOJIO3HBIX C  YaCTHYHBIM
W3BJICUCHHUEM )
MapeHTePaTbHBIX
JIEKapCTBEHHBIX MpEnapaToB U
OHMOJIOTMYECKUX MHOI'OJI03HBIX
MapeHTepaTbHBIX
JIEKapCTBEHHBIX MPEnapaToB

T) I3BMEHEHHE  HOMMHAJIbHOMN
MacChl (HOMUHAJIBHOTO
o0bemMa)  HemapeHTepaJbHBIX
MHOT'OJI0O3HBIX (nnu
OJTHOJIO3HBIX C  YaCTHUYHBIM
W3BJICYEHUEM) JIEKAPCTBEHHBIX
IpenapaToB

1,2,3




190

YcnoBus

1. HoBblil pa3Mep YNaKOBKH JOJIKEH COOTBETCTBOBATH PEKUMY JO3UPOBAHUSA U
IPOJOJDKUTENBHOCTH  JIEYEHMs], YKa3aHHbIM B OOIIEHl XapaKTepUCTHKe
JIEKapCTBEHHOIO Mpernapara.

2. Marepuan nepBUYHON YIAKOBKHA HE H3MEHSECTCH.

3. OcraBmmecss (opMbl BBIIYCKa IO3BOJISIOT BBINOJIHUTH PEKOMEHJAIMU 10
J03UPOBAHHUIO U ITTUTEILHOCTH JICUEHUS, YKa3aHHbIE B 00IIeH XapaKTepUCTUKE
JIEKApCTBEHHOT'0 IIpenapara.

JlokymeHTanus

1. IlonpaBka K COOTBETCTBYIOLIEMY pa3aeny (paszenaM) perucTpalluoOHHOIO
JI0ChE, BKITIOYAs MepecMOTp HH(OPMAIIUK O JICKapCTBEHHOM Iperapare.

2. O6ocHOBaHUE, YTO HOBBIE (OCTAIOIIUECS) pa3Mephl YIAaKOBOK COOTBETCTBYIOT
peXKUMY JO3UPOBAHUS U MPOJIOKUTEIIBHOCTH JICUEHUSI, YKa3aHHBIM B 00IIIEH
XapaKTEPUCTUKE JIEKAPCTBEHHOTO TIpenapara.

3. Jekmapariys, 4To eCJIM OKUASTCs BIMSHUE HA CTA0MIBHOCTD, COTJIAaCHO aKTaM
opranoB Coro3a B cepe oOpalieHus JTIeKapCTBEHHBIX CPeJCTB OyayT HadaThl
uccieoBaHus cTabwibHOCTH. JlaHHBIE HEOOXOAMMO TPEACTaBUTH (C
npeIaraeéMpIM TUTAaHOM JEHCTBHI), B ClIydae €ClId OHM HE YKJIaJbIBAlOTCS B
crienupuKanum.

[Ipumeuanue |Ins b.ILa.5.B u b.ILa.Sor — ecnum u3MeHeHHE TPUBOIUT K
M3MEHECHUIO «IO3UPOBKW» JIEKAPCTBEHHOIO IpeEnapara, TO TaKOe
W3MEHEHUE TpeOyeT MoJauu 3asBJICHUS O PACIIUPEHUH.

B.11.1.6. U3menenue kakoi-nu6o| HeoOxomumbie |Jloxymentsi| [lpomemypa

COCTaBJISAIOILIEH YIaKOBKHU YCJIOBUS U JaHHBIC
(yrnakoBO4HOIO Marepuana),
HEMOCPECTBEHHO HE
compuKacarouiencs c
JIEKapCTBEHHBIM npenapaTom
(Hampumep,  OBET  ChEMHBIX

KOJIMAuKOB, IBETHbIE KOJIOBBIC
KOJblla Ha aMmIyJjlax, U3MEHEHHE
KOJMayKa, 3alldIAloLEro Hriy
(ucnonb30BaHUe JIPyroro
IlacTHKa), W3MEHEHHe u3ailHa
(11B€Ta) MAaKETOB MPOMEKYTOUYHOM
WA  BTOPUYHOU YIIAKOBKH,
HaHeceHue mTpux koaa (2D, 3D),
HaHeceHue mpudTa bpaitns)

a) U3MEHEeHWe,  3aTparupBarolee
UHPOPMAIMIO O JIEKAPCTBEHHOM
rpenapare, yKasaHHYI0 B ITyHKTE 1 1 |Any
1.6.1 npunoxenuss Ne 19 «k
IIpaBunam perucrpanumu.
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0) U3MEHEHHE, HE 3aTParuBaroIIee
MH(OPMALIMIO O JIEKAPCTBEHHOM
npenapare, yKa3aHHYI B ITYHKTE 1 1 1A
1.6.1 npwioxenus Ne 19 «k
IIpaBuiiam perucrpanuu.

VYcnoBust

1. 3meHenue He 3aTparuBaeT 4acTH YIMaKOBOYHOIO MaTepualia, KOTOPbIe MOTYT
MOBJIMATh Ha JIOCTaBKy, IpPUMEHEHHE, O€30MacHOCTh WM CTa0MUIBHOCTH
JIEKapCTBEHHOTO TIpernapara.

JlokymeHTanus
1. ITonpaBka K COOTBETCTBYIOLIEMY pa3zfeny (pas3aenaMm) perucTparmoHHOTO
JI0ChE, BKIIIOUAsl IEpecMOTp HH(OPMAIIUU O JIEKapCTBEHHOM Ipernapare.

b.1l.a.7. U3menenune Heo6xomumeie | oxkymenTsl | IIpouemypa
MIPOU3BOIUTEISI KOMITOHEHTOB YCIIOBUSA U JIaHHbIE
CHUCTEMBI YIAKOBKH (YKYIIOPKH)
TIEPBUYHOMN YITAKOBKH WA
JOTIONIHUTENbHON MNpPOAYKIMH (B
TOM qucle YCTpOICTBA,
KOMIUIEKTYIOIIETO CpeJcTBa),
(ecnu yKa3aHo B
PETUCTPAIMOHHOM J0ChHE)

a) UCKJIIOUYCHHE POU3BOIUTEIIS 1 1 IA
0) 3aMcHa WK obOaBeHHE

) A 1,2,3,4 1,2,3 IA
MIPOM3BOTUTENSA
B) Jt000€ U3MEHEHUE
MIPOU3BOUTEIA CIieicepoB — - 1
J03UPOBAHHBIX WHTAIATOPOB
') ©I3MCHCHHE HAaWMCHOBaHUS
MIPOM3BOIUTESA KOMITOHEHTA

1Y A 5 1 1A

CUCTEMBbl YMAaKOBKHU (YKYIOPKH)
MEPBUYHOMN yIaKOBKHU <*>.

Ycnosus

1. UcknroyeHre KOMIIOHEHTA YIIAKOBKU UJIN U3/EJINs HE IPOUCXOIUT.

2. KauecTBeHHBIN U (MJIM) KOJUYECTBEHHBIH COCTAB MaTEpUajOB KOMIIOHEHTOB
CUCTEMBI YMAKOBKHU (YKYMOPKH) MEPBUYHONU YMAKOBKU WJIU JOMOTHUTEIbHON
IPOAYKIMU (B TOM 4YHUCIE YCTPOMCTBA, KOMIUIEKTYIOIIErO CpEACTBAa) U
cneruuKaluy 3CKA3a He U3MEHSIOTCS.

3. Cneuudukanmm ¥ METOJIbl KOHTPOJS KadyecTBa IO MEHbIIEH Mepe
9KBHUBAJICHTHBI.

4. Meton cTepuIn3ally U €€ yCIOBUS HE U3MEHSIOTCS (€CIU IPUMEHNMO).
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5. I3MeHeHne MNpoU3BOAMTENS KOMIIOHEHTAa CUCTEMBl YHNAKOBKH (YKYIOPKH)
NEPBUYHON YNAKOBKM WJIM JOINOJHUTEIBHOM NPOAYKIMH (B TOM 4YHCIIE
yCTPONCTBA, KOMIUIEKTYIOLIETO CPEACTBA) HE POUCXOIUT.

JloxymeHTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3zaeny (pas3aenaM) perucTpalrioOHHOTO
TOCBE.

2. IOKyMEHTBI W CBEACHHS O MEAWIIMHCKOM W3JCINHN, TpHiIaraeMple K
JIEKapCTBEHHOMY TIpEnapary, B COOTBETCTBUU ¢ IyHKTOM 187 IlpaBun
PEruCTpallil M SKCHEPTU3bl JEKAPCTBEHHBIX CPEACTB [JISI MEIMIIMHCKOIO
MIPUMEHEHHUS.

3. CpaBHHUTEIBHAS TAOJIMIA TEKYIIUX W TPEUIaraeMbIX crernudukanuii (ecau
MIPUMEHUMO).

[Ipumeuanue <*> |[Ipu HeoOXogumocTH JaHHas HHPOpMALUA MOIJIEKUT
YIQJICHUI0O M3 PETUCTPALMOHHOIO JI0ChE JIEKaPCTBEHHOTO
npernapara.

b.11.e) CtabunbHOCTb

b.1l.e.1. U3meHenue cpoka| Heobxomumelie | Jlokymentsl u | [Iponemypa
TOJAHOCTH WJIA YCJIOBHUM XpaHEHHS YCIOBHUS JTAHHbIE
JIEKapCTBEHHOI0 Ipenapara

a) COKpallleHHe CpOKa TOJIHOCTH
JIEKapCTBEHHOTO Mpemnapara

1. YakoBauHoro BO
1 1,2, 3 |1Any
BTOPUYHYIO YITAKOBKY
2. ITocne mepBOro BCKPBITHS 1 1,2,3 |1Any
3. INocne a3BeleHus  WIH
PasBell 1 1,2,3 |Any
BOCCTAHOBJIEHUSA
0) yBeTMYeHHE CpOKa TOJIHOCTH
JIEKapCTBEHHOTO Mpemnapara
1. YakoBauuoro BO
BTOPUYHYIO YIaKOBKY 123 IB

(MONTBEpPXKIEHHOE JTaHHBIMU B
peaIbHOM BPEMEHH)
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2.1locne TepBOTO  BCKPBITHA
(mOITBEpPXKIEHHOE JTaHHBIMU B - 1,2,3 IB
pCaIbHOM BPEMCHH )

3.Ilocne  pa3BedeHuss WU
BOCCTAHOBJICHUS
(mOITBEpPXKIEHHOE JTaHHBIMU B
peaIbHOM BPEMEHH)

- 1,2,3 IB

4. YBenu4eHue cpoka TOJHOCTH
MyTEeM JKCTPAIOJSIIIUKU JaHHBIX
no  CTa0WJIbHOCTH, HE B
COOTBETCTBUU C aKTaMHU OPTaHOB
Coro3a B cdepe oOpareHus
JIEKapCTBEHHBIX CPEJCTB <*>

5. YBenuyeHue cpoka XpaHeHHs
OMOJIOTHYECKOTO
JIEKapCTBEHHOTO TIperapaTra B
COOTBETCTBUU C 0J0OpPEHHOI
pOTrpaMMOi U3yUYCHHUS
CTaOUIIBHOCTH

- 1,2,3 1B

B) U3MEHEHUE YCIIOBUW XPAHECHUS
OMOJIOrMYECKUX JIEKapCTBEHHBIX
MperapaToB, €CIU UCCICIOBAHUS
CTaOMIBHOCTH TIPOBEJCHBI HE B - - 1
COOTBETCTBUU C  OJ0OpEeHHOU
MPOTPaMMOK M3Y4YEHUS
CTaOUITLHOCTH

I') UI3MEHEHHE YCJIOBHI XpaHEHUs
JIEKapCTBEHHOTO TMpernapara WiH
JIEKapCTBEHHOTO npernapara - 1,2,3 IB
nocine pa3BefeHus
(BoCccTaHOBJIEHUS)

1) I3BMEHEHUE 0/100peHHOM
IpOrpaMMbl W3y4YeHUs 1,2 1,4 1A
CTaOMIJIBHOCTH

YcnoBus

1. I3meHeHrne He MAOMKHO OBITh CIEICTBHEM HEMPEABUIACHHBIX CUTYaIlUH,
BO3HUKIIIUX B XOI€ MPOU3BOCTBA, UM N3MEHEHHUS CTA0MIBHOCTH.

2. I3MeHeHHsT HE TPHUBOIAT K PACIIUPEHUIO KPUTEPUEB MPUEMIIEMOCTH
UCIIBITYEMBIX TMapaMeTpOB, HCKIIOUCHHIO TapaMmeTpa CTaOWIBHOCTH, WU
CHIDKEHUIO YaCTOTHI UCIILITAHUI.
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JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) PperucTpanioHHOrO
nocke. OHa 0JKHA COAepKaTh PE3yIbTAThl COOTBETCTBYIOIIUX UCCIIEJOBAHUIN
CTaOMJIBHOCTH B peaJlbHOM BpEMEHM (OXBaTHIBAIOLINX BECb CPOK T'OJAHOCTH),
IPOBEJIEHHBIX B COOTBETCTBHM C akTamu opraHoB Coro3a B chepe oOpauieHus
JI€KapCTBEHHBIX CPECTB 10 MEHbIIEIH Mepe Ha JIBYX OIBITHO-IIPOMBIIIIEHHBIX
cepusix <1> jexkapCTBEHHOro IpernapaTa, YHNAKOBAaHHOIO C IIOMOIIbIO
3aperucCTPUPOBAHHOIO YIIAKOBOYHOTO Marepuaia U (WIM) COOTBETCTBEHHO
1OCJIE MEPBOTO BCKPBITUS WM PA3BEIACHUS; B COOTBETCTBYIOIIMX CIydasix
HE00XO0AUMO MPEACTABUTh PE3YIbTaThl MUKPOOUOJOTHYECKUX HCTIBITAHUM.

2. IlepecmoTpeHHas uHGOpMaILMs O JIEKapCTBEHHOM Ipernapare.

3. Kommuu yTBepkIeHHBIX crenuuKaniii Ha KOHEN CpPOKa TOAHOCTH M, €CIH
IPUMEHUMO, crienuUKalUU oce pa3BeeHNs (BOCCTAaHOBJICHUS) WU [TOCIIe
IEPBOTO BCKPHITHS (B BHUAE CCBHUIKM Ha COOTBETCTBYIOIIMH JIOKYMEHT B
MOCIIEI0BATENHOCTH JOChE WM MPUIIOKEHUS K COPOBOAUTENLHOMY ITUCHMY ).

4. O00oCcHOBaHKE MpeJIaraeMbIX U3MEHECHUM.

[Ipumeuanue <*> |B OTHOIIEHMU OHOJOTHYECKOTO JEKAPCTBEHHOTO Mpemnapara
AKCTPANONAIUS HEMPUMEHUMA.

<1> [Ipn Hammuum 00sA3aTENbCTBA MPOBEPUTH CPOK T'OJHOCTU Ha
IPOMBIIIEHHBIX cepusix JOMYCTUMBI OTIBITHO-
MIPOMBIIIJIEHHBIE CEPUU.

b.Il.x) IlpoexkTHoe moOJ€ H MPOTOKOJ MOCTPETUCTPALUOHHBIX
VU3MEHECHUN

b.11.x.3. UckitoueHue Heobxonumeie | lokymentsl u | [Iporeaypa
YTBEPKICHHOTO MIPOTOKOJIA YCIIOBHUS JIaHHbIE

yIpaBIICHUS U3MEHECHUSIMU,

3aTparuBarOIUMH

JIEKapCTBEHHBIN IIpernapar

1 1,2 |Any

YcnoBus

1. UckmroyeHne moCTPErucTPalioOHHOTO MPOTOKOJIA YIPABICHUS W3MEHEHUSIMH,
3aTparuBalOIIMMU JIEKAPCTBEHHBIN TIpenapaTr, HE SBISETCS CIEJICTBUEM
HETIPEJIBUJICHHBIX CHUTYyallud WM HECOOTBETCTBHUS CHElU(HUKAIMU B XOJIE
BBEJICHUS M3MEHEHUM, OMHCAHHBIX B IPOTOKOJE, U HUKAaK HE BIMIET Ha
YTBEPKACHHBIC CBEJCHUS, BKIIFOUECHHBIC B PETUCTPAIIMOHHOE JI0ChHE.

JloxymeHnTanus

1. ObocHOBaHUE NpeaIaraeMoro UCKIOYEHUS.

2. [lonpaBka K COOTBETCTBYIOLIEMY pa3zzeny (pa3fenaMm) perucTparroHHOIrO
JI0ChE.
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b.11.x.4. U3menenus Heo6xomumelie | Jlokymentsl u | [Ipouenypa
YTBEPKIECHHOTO MIPOTOKOJIA YCIIOBUS TTaHHBIC

yIpaBIIEHUs U3MEHEHUSIMU

a) 3HAYMMBbIe W3MEHEHHUS

MPOTOKOJIa yIpaBICHUS — — 1
W3MCHCHUSMHA

0) HEe3HAYUMBIE W3MEHEHHUS

IPOTOKOJIA YIpaBIICHUS

U3MEHEHUSMH,  KOTOpbIE  HE — 1 IB
U3MEHSIIOT CTpaTeruio,

OIMMCAaHHYIO B ITPOTOKOJIC

JoxymeHnTanus

1. IToaTBepkIEHUE NEpKATENsl PETUCTPAIIOHHOTO YAOCTOBEPEHHS, YTO JIF000E
U3MEHEHHUE JOJDKHO YKJIaJbIBaThCs B JHAINA30H JACHCTBYIOIINX YTBEPKICHHBIX
KpHUTEpUeB npremiaeMocTd. [IoMrmo 3Toro, moATBEpKACHUE, YTO B OTHOIICHUH

He TpelOyeTcss  OLEHKa

OMOJOTMYECKUX  JIEKAPCTBEHHBIX

COIIOCTaBUMOCTH.

npenaparoB

Bb.I1.x.5. Peanu3anus u3MeHECHUH,
MIPEAYyCMOTPEHHBIX
YTBEPKIACHHBIM MIPOTOKOJIOM
yIpaBJICHUS U3MEHEHUSIMHU

HeoOxonumeie
YCIIOBHUS

JIOKyMEHTBI U
JTaHHbIE

[Ipouenypa

a) peanu3aius U3MEHEHUS He
Tpedyer JIOTIOJTHUTEITbHBIX
BCIIOMOTATENbHBIX JIAHHBIX

1,2,4

|1Any

0) peanu3anus M3MEHECHUS
Tpedyer JOTIOJTHUTEITbHBIX
BCIIOMOTATEIBHBIX TaHHBIX

1,2,3,4

B) peanu3anus W3MEHEHUS
OMOJIOTMYECKOTO JIEKapCTBEHHOTO
npernapara

1,2,3,4,5

VcaoBug

1. HpCIIHO)KCHHOG H3MCHCHHEC OCYHICCTBJICHO B IIOJJHOM COOTBCTCTBHU C

YTBEPKJICHHBIM  MPOTOKOJIOM

yIIpaBJICHUS

U3MCHCHUAMMU,

HEMCJICHHOTO YBCAOMIICHUA ITOCJIC €TO pCaIn3aluu.

TpedyroIiee
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JloxymeHnTanus

1.
2.

Ccbulka Ha yTBEPKIEHHBIN MPOTOKOJ YIIPABICHUSI H3MEHEHUSIMHU.
[TonTBepxkaeHue  aepkarens PErucTpallMOHHOIO — YIOCTOBEPEHHs, 4YTO
U3MEHEHHE COOTBETCTBYET  YTBEPKACHHOMY IPOTOKOJY  YNpaBICHUS
U3MEHEHUSAMM U YTO PE3YNIbTaThl UCCIEAOBAHUS YAOBIECTBOPSAIOT KPUTEPHUIM
IIPUEMIIEMOCTH, OTOBOPEHHBIE B IIPOTOKOJIE. [IoMUMO 3TOrO, MOATBEPKACHUE
TOTO, 4YTO B OTHOUIEHMHM OMOJIOTMYECKUX JIEKapCTBEHHBIX IIpernapaToB He
TpeOyeTcsl OLIEHKA COMOCTABUMOCTH.

. P C3YyJIbTAThI HCCHeﬂOBaHHﬁ, IMPOBCACHHBIX B COOTBCTCTBHUU C YTBCPKICHHBIM

IMPOTOKOJIOM YIIpABJICHHUA U3MCHCHUSAMMU.

. [TompaBka K COOTBETCTBYIOLIEMY pa3Jieny (pa3jienam) perucTpaluoHHOro

JOChC.

. Konust yTBepkieHHbIX crienudukanuii Ha JEKapCTBEHHBIN mpemnapat (B BUIE

CCBIJIKM Ha COOTBGTCTBYIOH_[I/Iﬁ AOKYMCHT B IIOCJIICAOBATCIBHOCTH OOCHC HJIN
IMMPUITOKCHHA K COITPOBOJUTCIBHOMY HI/ICBMy).

b.11.3) be3onacHOCTh B OTHOLIEHUH NOCTOPOHHUX ar€HTOB

b.I.3.1. O6HOBNEHUE Heobxonumeie | lokyments! u | [Ipouenypa

uHpOpMaIHH «Ornenka YCIIOBUS TTaHHBIE
0€30MacCHOCTH  JIEKapCTBEHHBIX
npenapaToB OTHOCHUTEJHHO
HAJINYHST TIOCTOPOHHUX areHTOBY
(pazmen 32.A2
PETUCTPALIMOHHOTO JIOCKE)

a) UCCJIeIOBaHMS,
3aTparuBaroIIye
MIPOU3BOJICTBEHHBIC ATaIbI,
U3YYCHHBIC BIICPBBIC HA MPEIAMET
OJIHOTO WJIK 0OJiee MOCTOPOHHUX
areHTOB

0) 3ameHa yCTapeBIINX
UCCIIEOBAaHUM, 3aTparuBarolIAX
NPOU3BOJICTBEHHbIE  ATambl U
IIOCTOPOHHUE  areHThl, paHee
BKJIFOUEHHBIE B PErUCTPALlMOHHOE
JI0Che

1.C u3MeHeHHEM  OLIEHKH
PHUCKOB

2.be3s u3sMeHeHHs  OLIEHKH

— 1,2,3 IB
PHUCKOB
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JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) PperucTpanioHHOrO
JI0Che, BKJIIOYAst BBEJCHUE HOBBIX MCCIICAOBAHMIM, HAIIPABICHHBIX HA U3yUEHUE
CIOCOOHOCTH MPOU3BOJCTBEHHBIX STANlOB MHAKTHBUPOBATH (ITUMUHUPOBATH)
MOCTOPOHHUE areHTHI.

2. O60CcHOBaHUE TOTO, YTO UCCIEIOBAHUS HE U3MEHSIIOT OLIEHKY PHCKOB.

3. [onpaBka k nH(MOPMAIIMH O JIEKAPCTBEHHOM Ipenapate (eciu IPUMEHHUMO).

B.III. Ceptudukar coorBerctBusi EBpomerickoit ®apmaxonee (CEP)
(mpu  Hamuuwu), u (wm) [D, wu (WIKM) UBMEHEHUS aAKTUBHOU
dbapMaileBTUUECKON CYOCTaHIIMM W BCIOMOTATENIbHBIX BEIIECTB B MEJAX
cootBercTBUsl dapmakonee Coro3a, (hapMakonee rocyJapcTBa-wieHa WU
npyrum ¢papmakonesMm coriacHo KoHieniuu rapMoHU3aliuu

B.III.1. [Tonaua  HOBOoro  wmmu| Heob6xomumeie | JlokymenTsl u | [Ipomemypa

O0OHOBJIEHHOT'O ceprudukara YCIIOBUSA JTaHHbIE
COOTBETCTBUSA EBponerickon
dapMakornee WIH HCKIIOUYEHUE
ceprudukara COOTBETCTBHSI
EBponeinckon @apmakornee Ha:
(bapMaleBTHIECKYIO
CcyOCTaHIHIO;

UCXOJHBIA MaTepuan (peakTus,
IIPOMEKYTOUHBIN OPOIYKT),
MCIIOJIb3YEMBIi1 B nporuecc
IIPOU3BOJICTBA

dbapmaleBTH4YEeCKOM CyOCTaHIINY;
BCIIOMOTaTEIbHOE BELIECTBO

a) ceptudukat COOTBETCTBUS
EBporneiickoit @apmakonee

1. HoBslit cepTudukar ot paHee 1,2, 3,4, 123,45 Any
0JIOOPEHHOTO TIPOU3BOIUTES 56,9
2. O6HOBIIGHHBIN  cepTUdUKaT
oT paHee omobpennoro| 1,2,3,4,6 1,2,3,4,5 1A
TIPOU3BOTUTEIISI
3. HoBeiit  ceptuduxar ot
1,2,3,4,
HOBOTO MPOU3BOAUTENS (3aMEHA 5 6.9 1,2 3,45 1Ay

WU 100aBIICHHE)

4. UckiroueHne cepTU(UKaTOB
(ecnu kK MaTepuany NpUIaragIuch 8 3 1A
HECKOJIbKO CepTU(HUKATOB)




198

5. HoBeiii  ceprudukar  Ha

HECTEPUIBHYIO AKTHUBHYIO
(bapmareBTHIECKYIO
cyOcTaHIHIo, MOJIEKALLYIO

WCIIOJb30BAHUIO B CTEPUIHLHOM
JIEKapCTBEHHOM Ipenapare, mpu
UCTIOJIb30BaHUU BOJIbI Ha
MOCJIETHEM 3Tale CHUHTE3a, a B
OTHOILIEHUU  MaTephajia  He
3asiBJICHO OTCYTCTBHE B HEM
9H/I0TOKCUHOB

1,2,3,4,5,6

0) cepTuduxat COOTBETCTBHUS
Esponenckorn dapmakonen 10
IS Ha AKTUBHYIO
(dhapMareBTHIECKYIO0 CYOCTaHIIUIO
(ucxomHbI MaTepuan (peakTuB,
IIPOMEKYTOUHBIN OPOIYKT),
BCIIOMOTATEIHHOE BEIECTBO)

1. HoBblii  cepTudukar  Ha
aKTUBHYIO (hapMalleBTUYECKYIO
CyOCTaHIIMIO OT HOBOTO WU
paHee 0/100pEHHOTO
MIPOU3BOIUTEISI

3,59

1,2,3,4,5

|1Any

2. HoBprii  cepTudukar  Ha
(bapmareBTHIECKYIO
CyOCTaHIINIO (MCXOaHBIN
MaTepuall, PCaKTHB,
MIPOMEKYTOYHBIN MPOIYKT,
BCIIOMOTATEILHOE BEIIECTBO) OT
HOBOT'O MJIU paHee 0100pEHHOTO
TIPOU3BOAUTEIIS

3,6, 7

1,2,3,4,5

3. OOHOBNIEHHBIN  cepTUdUKAT
oT paHee 0JIOOPEHHOTO
TIPOU3BOAUTEIIS

1,2,3,4,5

4. Uckimouenne cepTUPUKATOB
(ecnu kK MaTepuay NpuIarajuch
HECKOJIbKO CepTU(HUKATOB)

5. HoBwrit (OOHOBIIEHHBII)
ceptudukar oT paHee
0J100pEHHOTO (HOBOTrO)
MIPOU3BOIUTES,

HCITIOJB3YIOHIICTO MaTcpurabl
YCJIIOBCUYCCKOIro HJIN XHMBOTHOI'O
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MIPOUCXOXKIEHUS, B OTHOLLEHUU
KOTOpBIX TpeOyeTcsl OllEHKa Ha
IpeaMeT pUCKa NOTEHIMATIbHON
KOHTaMUHAIMK [TOCTOPOHHUMHU
areHraMu

YcnoBug

1

2.

. Cnenndukanuy Ha BBITYCK M HA KOHEL CpPOKa TOJHOCTU JIEKAPCTBEHHOTO

npernapaTta He U3MEHSIOTCS.
Heusmenennble (MCKITIOYAs yKeCTOUEHHUE) NOMOIHUTENbHbIE (K EBponeiickoit
dapmakonee) crnenuduUKaMMd HAa TOpUMEcH  (MCKJIIOYas OCTaTOYHBIE
pacTBOpUTENH, TMPU YCIOBUU HUX COOTBETCTBUSL TPeOOBAaHUSM PYKOBOJICTB
MexnyHapoqHOTO COBETa MO TapMOHHU3AIMM TEXHUYECKUX TpPeOOBaHHUM K
pETHCTpaly JICKAPCTBEHHBIX IMPEMapaToB Il MEIUIIMHCKOTO TPUMCHEHHUS)
NpOAYKT-cieupHUUHbIe TpeOOBaHUs (HampuMep, Npopuin pa3MepoB YacTull,
nosimMopdHBIEe (HOPMBI), €CITi TPUMEHHUMO.

.IIpoutecc  mpou3BojACTBa  aKTHBHOW  (papMalleBTHUECKOW  CyOCTaHIuH,

HCXOJHOTO Marepuana (peakTuBa, MPOMEKYTOTHOTO MPOJIYKTa) HE BKIIOYACT
HCII0JIb30BaHHE MATEPHAIIOB YEJIOBEYCCKOTO HIIH YKUBOTHOT'O MPOUCX 0K ICHHUS,
JUISE  KOTOPBIX TpeOyeTcs MpoaHaJIM3upOBaTh JaHHBIE O BHPYCHOMH
0Ee30ITaCHOCTH.

. UcximrounTenbHO 1711 aKTUBHOW (papmarieBTUUeCKou CyOCTaHIMU: OHA OyJeT

UCIIbITAHA HEMOCPEACTBEHHO I€pell  HUCIOJb30BAaHUEM, €CJIM  MEPHO]
MOBTOPHOTO HCIBITAHUS HE BKIIOYEH B CEePTU(HKAT COOTBETCTBUS
EBponeiickoii ®dapmakonee WM JaHHBIE, OOOCHOBBIBAIOIINE TEPUO]T
MMOBTOPHOI'O MCIIBITAHUS, YK€ HE BKIIOUEHBI B JOCHE.

. AxTuBHasi (apmaiieBTHUECKass CyOCTaHIUsI (MCXOJHBIM Marepuall (peakTHB,

MPOMEXKYTOUYHBIN MPOAYKT), BCIOMOTAaTEILHOE BEIECTBO) HECTEPUIIHHBI.

. PactutenbHble ¢apmanieBTHUECKHE CYOCTaHLIMM: CIOCOO MPOU3BOJCTBA,

dbusznueckoe COCTOSHUE, SKCTPArHPYIOUIUN pacTBOPUTENh U KOIPPUIIUEHT
HKCTPAKIUU JICKAPCTBEHHOT'O CPEJICTBA HE U3MEHSIFOTCSI.

. Ecau B coctaBe JICKApCTBCHHOI'O IIpcriapara I MapCHTCPAIbHOTO BBCACHUA

UCIIOJIb3YETCSl JKEJIaTHH, IPOU3BENEHHBIM W3 KOCTEH, €ro Ipou3BOJICTBO
JOJDKHO OCYIIECTBIISITHCS UCKIIOYUTEIBHO B COOTBETCTBUU C TPeOOBAHUSMU
CTpaHbI IPOU3BOIUTEIISL.

.B PETUCTPALNMOHHOM AOCBE OCTACTCA IO MEHBIIICH MCPE OJHMH MMPONU3BOJUTECIIb

ATOM CYOCTaHIIUH.

. Ecnm axtuBHas QapmaneBTuueckass cyOCTaHIUMs HeCTepuibHA, HO Oyner

HCIIOJIb30BAaThCS B COCTaBE CTEPHIILHOTO JICKAPCTBEHHOTO TIperapara, Toraa, B
cootBercTBuu ¢ CEP, Ha mocieHeM dTare CHHTE3a HEeJb3s HCIIOIb30BaTh BOTY
WIH, €CIH TaKoe MPOUCXOJUT, HEOOXOJUMO O00€CIeUnuTh OTCYTCTBUE
OaKTepUaIbHBIX YHJIOTOKCHHOB B AKTUBHOU (hapMaIrieBTHUECKON CyOCTaHITUH.
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JloxymeHnTanus

1. Konus  peiictByromero  (OOHOBIEHHOrO)  cepTU(PUKATA  COOTBETCTBUS
EBponerickoit @apmakornee.

2. [Tpu noGaBieHUU MPOU3BOACTBEHHOMN IUIOIIAJKU — B 3asBJICHUU O BHECEHUU
U3MEHEHHUW, a TakKXKe JIONOJHUTEIbHO B COINPOBOJUTEIBHOM IHCHME,
HEO0OXO0IMMO YeTKO 0003HAYUTh TEKYIIUX U MpeJiaraeMbIX MPOU3BOTUTEICH.

3. [TonpaBka K COOTBETCTBYIOLIEMY pa3feny (paslenaMm) perucTparioHHOTO
JI0ChE

4. Ecnu nmpuMeHUMO, JOKYMEHT, COJEp)KAIlMK CBEJEHUS O BCEX MaTepuaniax,
BXomsaumx B cdepy mnpumeHeHuss crtatbu @Papmaxonen Coro3a UIU
EBponerickoii ®dapmakornen N0 MUHUMH3AIMUA PHUCKA TMEpeJayd arcHTOB
ry0yatoii  3HuedamonaTHM  KUBOTHBIX  IOCPEICTBOM  JIEKAPCTBEHHBIX
[penapaToB Il MEIULIHUHCKOTO M BETEPUHAPHOTO NPUMEHEHUs, BKIIOYAs
UCIIOJIb3yeMbIe B MPOU3BOJICTBE aKTUBHBIC (hapMalleBTUUECKOW CyOCTaHIIUU
(BcioMoratrenpHOTrO BelecTBa). [l Kakaoro Takoro poaa maTepuaia
HEO0OXOIMMO MPEICTaBUTh CIEAYIOIINE CBEACHMS: HAa3BaHUE IPOU3BOIUTEINS;
BHUJl KUBOTHBIX W TKAaHM, W3 KOTOPHIX TMOJYy4YEeH MaTepuai; CcTpaHa
MIPOUCXOKACHUS KUBOTHBIX U €70 UCIIOJIb30BAHHUE.

5. B otrHomeHun akTUBHOM (hapMaleBTUUECKONW CYOCTaHIIMU: JeKJIapaius
YIOJHOMOYEHHOTO JIMIAa KaXJO0ro JMIEH3UPOBAHHOTO IPOU3BOJUTEIIS,
YKa3aHHOTO B 3asIBICHUH, HCIIOJIB3YIONIETO aKTUBHYIO (hapMaleBTUUECKYIO
CcyOCTaHIIMIO B KayecTBE MCXOJHOTO MaTepuasa, M YINOJIHOMOYEHHOTrO JIMLA
KQKJIOTO JIMIEH3UPOBAHHOTO IPOM3BOJAUTENS, YKAa3aHHOTO B 3asBJIICHHU B
KayecTBE OTBETCTBEHHOI'O 3a BBINYCK cepuii. B nmekmapanusx HeoOxoammo
yKa3zaTth, 4TO MPOU3BOJIUTENIb AKTUBHOW (hapMalleBTUYECKON CyOCTaHIINU,
YKa3aHHBIN B 3as1BJICHUH, OCYILIECTBISET CBOIO IEATEIIBHOCTh B COOTBETCTBUH C
[TpaBmiaMu  TPOM3BOJACTBEHHOM MPAKTMKM B  OTHOLIEHWH HUCXOIHBIX
matepuasioB.  [Ipm  ompeneneHHBIX — OOCTOSTENBCTBAX  JOIYCKaeTCs
NpPECTaBIATh OAHY Jekiapauuio (cM. mpumedanue K uaMmenenuto B.I1.6.1).
Ecnu 3aTparuBarorcst kakue-nuO0 OOHOBIIEHHS CepTU(UKATOB Ha aKTUBHBIE
dapmMarieBTHUECKHE CYOCTAaHIIMM W MPOMEXKYTOUHBIE IPOJAYKTHI, OT
IPOU3BOAUTENEH MPOMEXKYTOUHBIX MPOAYKTOB TaKXKe TpeOyeTcs NeKiapariys
YIOJIHOMOYEHHOT O JINIA; AEKIapanys YIIOJTHOMOYEHHOIO JIMLA HYKHA, TOJIBKO
€ClId 0 CPaBHEHMIO C paHee 3aperucCTPUPOBAHHON BepcUell cepTudHUKaTa
UMEEeTCS  M3MEHEHUE  JCHCTBYIOIIMX,  BKIIOYEHHBIX B  IIEPEUYECHb
IIPOU3BOJCTBEHHBIX IUIOMIAOK.

6. Hagnexaniee moATBep»KIAEHHE, CBUICTENBbCTBYIONIEE O COOTBETCTBUU BOJBI,
UCIIOJIb3yeMOI Ha TOCIIETHEM JTare CHHTE3a aKTUBHOW (papMareBTHUYeCKOn
CcyOCTaHLIMM, COOTBETCTBYIOUIMM TpeOOBaHUSAM KauecTBa JJI BOJBI JUIS
dbapmaleBTH4eCKOro MPUMEHEHUS!.

B.111.2. U3meHnenus aktuBHOM | HeoOxomumeie | Jlokymentsl u | [Ipouemypa
dapmarieBTHUECKONW CyOCTaHIIUU YCIIOBUSA JTaHHBIE
Y BCIIOMOTaTEJIbHOTO BEIIECTBA B
nesix coorBercTus Gapmakornee
Coro3a, dhapmakoree
roCy1apCcTBa-4jeHa WIH JIPyTUM
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dbapmakomnesm COTJIACHO
Konmenuu rapmoHu3anuu

a) U3MEHEHUE cnenupuKanu
(cneruduxanyii) paHee
HedapMakoneitHOM cyOCTaHITUN B
1ensax cooTBeTcTBs Papmakonee
Coro3a WIH dapmaxomnee
rocyaapcTBa-uicHa

1. AKTUBHOMI

(hapMarieBTHIECKOM 1,2,3,4,5 1,2,3,4 |1Any
cyOcTaHIIKI
2 N3menenne HICXOHOTO
Marepuana JUTSE
BCIIOMOTaTeIbHOIO  BEIECTBA
1503051 aKTUBHOM 12,4 1,2,3,4 IA
(hapMarieBTHYECKOM
cyOcTaHIIn
0) H3MEHEHUS B LEJISIX
COOTBETCTBHSI OOHOBJIEHHOH
COOTBETCTBYIOIIEH cTaThbe
dapmakoneun Coro3a, 1,2,4,5 1,2,3 4 IA
dbapmakoriee rocyaapcTa-uicHa
WA TPYTUX dhapmakorieit
COTJIaCHO Konnenmuu
rapMOHM3ALUU
B) U3BMEHEHUE crenuduKanuii ¢
dapmakonen rocyaapcTBa-djieHa 1,4,5 1,2,3,4 1A
Ha @apmakornero Corosza
I') U3BMEHEHHUE C IIEJIbI0 3aMEHBI
METOJUKH HWCHOBITaHUH
MPOU3BOIUTENSI HAa  METOJUKHU
dapmakonen Coro3za,
dbapMmakorien rocyaapcTBa-4icHa
u (uam) apyrux Qapmakomnen
COTJIACHO Kounnenmnuu 1,2,3,4 1A

TapMOHM3ALlMM B  OTHOIICHUU
aKTUBHOW  (papMaleBTUUECKOMN
CyOCTaHLIMM, BCIIOMOTATEJIBHOTO
BEIIIECTBA, UCXOJIHOTO MaTepuasia
u (niaM) martepuana IMEepBUYHOU
YITaKOBKH
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1) I3MEHEHNEe  KIacCU(UKAINH
BCIIOMOT'aTEJIbHOTO BEIIECTBA C

«HOBOTO BCIIOMOTATEIBLHOTO
BEILIECTBAY (3.2.P.4.6) Ha
«BCIIOMOTATEIbHOE Bemrectso| 6,7,8,9,10 1,2 1A

cornacio ®dapmakonee Coros3a u
(wmu)  gpyrux  (dapmakomnei
COIJIaCHO Konuenmuun
rapmonm3zanun» (3.2.P.4.1)

VYcnoBus

1. I3MeHeHune OCyIIeCTBISETCS UCKIIOUUTEIBHO B LIEJSX TMOJIHOTO COOTBETCTBHUS
dapmakonee. Bce ucnpiTaHus B crnenu(pUKalUdyd JOJKHBI COOTBETCTBOBATH
dbapMakoneHOMy CTaHAAPTy IOCJAE HU3MEHEHHMs, 32 HUCKIIOUCHHEM JFOOBIX
JIOTIOJTHUTEIBHBIX BCIIOMOTATENbHBIX UCTIBITAHUI

2. JlononHUTEIbHBIE K (papMakoriee creruduKanui Ha TPOAYKT-CHeupUIHbIE
CBOICTBA HE W3MEHAIOTCH (HampuMep, MNpoPWIM pa3MEepoOB YACTHIL,
nosmmopdHas hopma WK, K IpUMEPY, OMOJIOTHYECKNE METOIUKH, arperarhl).

3. 3HauMMble HM3MEHEHHUs] KAauyeCTBEHHOTO U KOJMYECTBEHHOTO mpoduieit
pUMeceil OTCYTCTBYIOT (32 UCKITIOUEHUEM Y)KECTOUCHUS CIIEITU(BUKAIIHI).

4. JlononHUTeNbHAS BajduJalusi HOBOW WM HW3MEHEHHON (apMaKomeiHom
METOAUKU HE TpeOyeTcs.

5. PactutenbHble  ¢apmaneBTHUYECKHE CYOCTaHIIMM: CIOCOO TMPOU3BOJICTBA,
dbuznueckoe COCTOSTHHE, DOKCTPareHT W KO3(PQPUIUMEHT  OKCTPAKIHH
JIEKapCTBEHHOTO CPEACTBA HE U3MEHSIOTCS.

6. BcmiomorarenbHOe BEIIECTBO TMOJHOCTBIO COOTBETCTBYIOT —TpeOOBaHUSIM
MOHOTpauM  COOTBETCTBYIOIIEH  ¢dapMakomew, © BCE  HUCIBITAaHUSA
COOTBETCTBYIOT (hapMaKONEHHBIM CTaHJapTaM

7. JlonoIHUTEIbHBIE TTapaMeTphl crienu@UKaIy, Kacammuecs crnenuuyeckKux
CBOMCTB, HE MU3MEHSIOTCS (HampUMEp, paclpeesieHHe YacTull M0 pa3Mepam,
nonmuMopdHast ¢GopMa WM, HANpUMEp, KOJIMYECTBEHHOE OIpeesieHue
OMOJOrMYECKUM METOJIOM, arperaThl)

8. BcriomorarenbHOE BEIIECTBO JI0JKHO OCTABAThCS HEM3MEHHBIM

. JlomonHUTENIbHAS BaNUJAIMs HOBOTO WJIM W3MEHEHHOTO (papMakorneiHoro

MeTo/a He TpedyeTcs

10. BcnomorarenbHoe BEHIECTBO yxke ObLUIO 0J00pEHO YIMOJIHOMOYEHHBIM
OpraHoOM JiJIsl IPUMEHEHHS B JICKAPCTBEHHOM IIpenapaTe ¢ KOHKPETHBIM ITyTeEM
BBE/ICHUSI.

O

JloxymeHnTanus

1. TlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) perucTpaluoOHHOrO
JI0Che.

2. CpaBHHTENbHASA TAOMUIA TEKYIIHUX U MIPEJIaraeMbIX crienupuKaui.

3. lannbpie ananu3a cepuii (B hopmaTe CpaBHUTEIHHOW TAOIMIIBI) IO MEHBIIICH
Mepe 2 TPOMBIIITIEHHBIX CEpU COOTBETCTBYIOIIEH CyOCcTaHIIMU (BEllecTBa) 1o
BCEM HCIBITAaHUSIM HOBOW cHenu(ukanmuu ¥, JAOMOJHUTEIBHO, €CIU
OPUMEHUMO, pEe3yNIbTaThl T€CTa CPABHUTEIHHONW KHHETHKH PACTBOPEHUS II0
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MEHBIIEH MEpe OJHOM OIBITHO-IIPOMBIIUICHHON CEpUU JIEKAPCTBEHHOTO
npenapara. B OTHOLIEHUM JIEKAPCTBEHHBIX PACTUTENBHBIX IIPENapaTOB MOTYT
OBITh JOCTATOYHBI JAHHbIE CPABHUTEIBHON PacagaeMOCTH.

4. JlaHHble, MOATBEP)KJIAIOLINE IPUTOJHOCTh CTAaThbU I KOHTPOJS KadyecTBa
cyOcTaHIMU, HalpuUMeEp, CPaBHEHHE IMOTEHIHUAIbHBIX MNPUMECEH C HHBIMHU
crnenu(uuUpoBaHHBIMU M omnpeaensieMbiMu npumecsiMu B ADC, ucxonHom
MaTepHajle WIA BCIIOMOTaTeIbHOM BEILIECTBE.

[Ipumeuanue |He TpeOyercss yBemOMIIATH YHNOJIHOMOYEHHBIE OpraHbl 00
oOHoBieHun cratbu Papmakonen Coro3a WM (papmakoreu
rocyjgapcTBa-wieHa B Cjlydae BHEIpPEHUsA creuudukanuu
COOTBETCTBYIOIICH OOHOBJIEHHOW cTaThe B TeueHUE 6 MecsIeB
nociie ee OnyOJMKOBAaHUS M HAJIMYUU CCHUIKM Ha «TEKyIlee
u3nanve  (AeicTByrolee  M3JaHUE B COOTBETCTBUU  C
3aKOHOJIaTE€IbCTBOM T'OCYIapCTBA-UJI€HA)» B PErUCTPALIMOHHOM
JIOChE 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tpernapara.

b.IV. MenuuuHckue wuzaenuss Wik HHAas NOpoAykuus (yCTpoHCTBO,
KOMIUIEKTYIOIIIEE  CPEACTBO), BXOAsAIlas B  KOMIUIEKT  YIaKOBKHU
JIEKapCTBEHHOI0 IIpenapara

b.IV.1. U3meHnenue Heo6xomumeie | Jlokyments! u | [Ipouemypa
KOMIUIEKTYIOIIETO CpeICcTBa s YCIIOBUSA TTaHHBIC

JIO3UPOBAHUS BKJTtOUast

MEAUIIMHCKOE  U3Jeaue  JUid

BBEICHUS

a) nobaBleHWe  WIW  3aMeHa
YCTPOMCTBA,  KOMIUIEKTYIOLIETO
Cpe/CTBa, BKJIIOYasi MEIUIIMHCKOE
u3zienre,  He  SBJSIOLIErocs
YaCThIO MEPBUYHON YITAKOBKH

1. Mequimackue A3/CTINA,
3aperucTpupOBaHHbIE B
COOTBETCTBUU [IpaBuiiamu

pPErUCTpallMl W DKCHEPTHU3bI
0e30IMacHOCTH,  KadecTBa M|
3 PEKTUBHOCTH METUITMHCKUX
W3J1eNNN, YTBEPKICHHBIMU
Pentenunem CoBera| 1,2,3,5,6 1,2,3 1Any
EBpa3suiickoi  3KOHOMHYECKOHN
komuccuu ot 12 deBpains 2016 .
Noe 46 wnum B COOTBETCTBUM C
3aKOHO/IaTEJIbCTBOM
rocyJapcTBa-4jieHa WJIn
paspelieHHble K 0OpallleHuio B
TPEThUX CTPaHAX
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2. MenMIMHCKUE W3S HWIU
WHas TOpoayKuusi (yCTpOMCTBO,

KOMILJIEKTYIOILee CpPEICTBO),
KOTOpbIE MOTYT OKa3aTh
CYWECTBEHHOE  BIWAHHE  HA B B I
JOCTaBKY NeMCTBYIOLIETO
BEIIIECTBA JI€KapCTBEHHOI'O
npenapara (manpumep,
criercepsl JO3UPYIOLIUX

UHTAISITOPOB, HEOyai3ep)

0) UCKJIFOYEHHWE WM 3aMeHa
MEIUIMHCKOTO U3IEJIUS WA UHOU

MPOAYKIHH (ycrpoiicTsa, 4 1,4 |Any

KOMIUIEKTYIOIIIETO CpEICTBA),
BXOJAIICH B KOMIUICKT YITaKOBKH
JIEKapCTBEHHOT'O TIpernapara

B) I[06aBJ'IeHI/Ie nin 3aMCHa

YCTpOMCTBA 178107
KOMIUIEKTYFOIIETO CpelCTBa, — — 1
SIBIISFOIIUXCS. YaCThIO MEPBUYHOM
YIIaKOBKH
YcnoBus
1. [Ipepyaraemoe wu3aenue ¢ wu3MepsOmed QyHKuue (ycTpoucTBO st

SN

JO3UPOBaHUA)  JOJUKHO  TOYHO  OTMEpPUBATh  HEOOXOAMMYIO /103y
paccMaTpUBaeMOro JIEKapCTBEHHOIO IpernapaTa COIJacHO OJ0O0pEeHHOMY
cnoco0y nmpuMeHeHusl. Pe3ynbTaThl TAKMX UCCIIETOBAaHUI UMEIOTCS B HAIUYUH.

. HoBoe m3nenue c¢ usmepsromen ¢pyHkuuend (yCTpOHCTBO Ui AO3UPOBAHUSA)
COBMECTHMO C JIEKaPCTBEHHBIM IIPEMAPATOM.

. I3MeHeHne He JOKHO MPUBOJUTH K 3HAYMMOMY U3MEHEHHIO MH(OPMAIUH O
JIEKApCTBEHHOM Ipenapare.

. JIlekapCTBEHHBIN IpeENapaT MOKHO MPOJOJKATh TOYHO J03UPOBATH.

. MCIIHHHHCKO@ H3ACIINC HE HCIIOJB3YCTCA B Ka4YCCTBC PACTBOPUTCIIA

JICKApCTBCHHOTI'O IIpriapara.

. Ecniu mpegycMoTpena ¢QyHKIMS TOYHOTO JO3UPOBaHUSA, MHQOpMALuUs O Hel

JOJKHA OBITh BKJIIOYEHA B PETHUCTPALMOHHOE JOChE JIEKAPCTBEHHOTO
npernapara.

JloxymeHnTanus

1

. [lonpaBka K COOTBETCTBYIOIIEMY pa3zaeny (pa3fenaMm) perucTpalioHHOIO

JI0CbE, BKIIOYAsl CXEMYy KOMIUIEKTYIOIIEr0 CpeACcTBa WM MEIUIUHCKOTO
U3JIeNns, a TAaKXKE COCTaB MX MaTepHalioB, MH()OPMALMIO O MPOU3BOIUTEIE,
eclii TMPUMEHHMO, a TaK)K€ COOTBETCTBYIOIIMU MEpecMOTp HH(OpMaLUU O
JIeKapCTBEHHOM Ipenapare.
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2. JIOKyMEeHT, IOATBEPKAAIOIINI PETUCTPALINIO MEAULIMHCKOTO n3enust B Corose
WIN B COOTBETCTBUM C 3aKOHOJATENBbCTBOM TIOCYAAapCTBa-wieHa WU
pasperieHue K 0OpalieHnIo B TPEThUX CTpaHax (eCiIu IPUMEHHUMO)

3. JIOKyMeHTBI H CBEICHHUS, IOATBEPXKAAIOUINE TOYHOCTH JIO3HMPOBAHUS W
COBMECTUMOCTh KOMIUIEKTYIOIIETO CPEACTBAa WM MEIUIIMHCKOTO H3ACTHS C
JIEKapCTBEHHBIM IIPETIapaToOM.

4. O0OCHOBaHME HMCKIIOYECHHUS WU 3aMEHBI MEAWIMHCKOTO H3JACIHS WIH WHON
NPOAYKIUH (YCTPOMCTBA, KOMIUIEKTYIOIIETO CPEACTBA).

[Ipumeuanue |[na B.IV.1.B — eciu u3MeHeHHWE NPHUBOAMT K OOpa30BaHHUIO
HOBOW JIEKapCTBEHHOW ()OPMBI, TO TaKO€ H3MEHEHUE TpeOyeT
MI0/1a4H 3asIBJICHUS O PaCIIMPEHUH PETUCTPALUU.

b.V Buecenuns N3MEHCHUU B PETUCTPALIMOHHOE I0Che
00yCIOBJIEHHBIC MHBIMH PETYISATOPHBIMHU IIPOIIEAYypPaMH
b.V.a) M®IT (M®BA)
b.V.a.l. Bkitouenue HoBoro, | Heo6xonumsie | Jlokymentst u | [Iponenypa
OOHOBJICHHOTO WA YCIIOBUS TTaHHBIC

UCTIPABJICHHOTO  MacTtep-(daiina
IUIa3MBl B PETUCTPAIMOHHOC
JI0Che JICKapCTBEHHOTO Tpernapara
(mpouenypa MOII
2-T0 3Tarna)

a) MepBO€  BKIIIOYCHHE HOBOTO
mactep-daiina J1a3MBbl,
BJIASIIOILIETO Ha CBOICTBA
JIEKapCTBEHHOTO Mpernapara

0) mepBoe BKJIIOYEHHE HOBOTO
mactep-(daiina  1Ia3Msl, HE
BIIUSIOINIETO Ha CBOMCTBA
JIeKapCTBEHHOTO Mpenapara

- 1,2,3,4 IB

B) BKJIFOUEHHUE 0OHOBJICHHOT'O
(uctpaBiieHHOT0) MacTep-daiina
IUIa3Mbl: W3MEHEHHUS BIIMSIOT Ha - 1,2,3,4 IB
CBOMCTBa JIEKapCTBEHHOI'O
npenapara

I') BKJIIOUYEHUE 0OHOBJICHHOT'O
(uctpaBiieHHOT0) MacTep-daiina
IUIa3Mbl: W3MEHEHHUSI HE BIIHSIIOT 1 1,2,3,4 |1Any
HAa CBOICTBa JIEKQPCTBEHHOTO
npenapara
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VYcnoBug

1. Ha o6HoBneHHbIN nnu u3Mmenennsldi M®II Boimano 3akimouenue (ceprudukar,
cBunetenbetBo) Coroza Ha MOII, B cooTBercTBUM ¢ mpuioxeHueM Ne 1 k
[IpaBuiam peructpanuu 1 SKCHEPTU3HL.

JlokymMeHTanus

1. IlonTBepkeHue, 4To 3aKiroveHue (cepTudukar, cBuaeTenbctBo) Coro3a Ha

M®II u 3kcnepTHBIN OTYET NOJHOCTHIO TPUMEHUMBI K 3aPETUCTPUPOBAHHOMY
JeKapcTBeHHOMY Tipenapary. Jlepxkarens MO®II mnpencraBun aepxkareiro
PErHCTPAIMOHHOTO YAOCTOBEpEHUS (€ciau JepxkaTellb PErucTParioHHOro
ynoctoBepenust u nepxarenb M®II He SBASIOTCS OJHUM U TEM XKE JIUIIOM)
3akmroueHne (ceprtudukar, cBugeTenbcTBO) Coroza Ha MODII, skcmepTHBIN
otueT u gocbe Ha M®DII. 3akmouenue (ceprudukar, cBuaeTenbeTBo) Coro3a Ha
MO®II n 5kcepTHBINA OTYET 3aMEHSIOT IIPEABIAYINYIO JoKyMeHTanuo Ha MOII
JUIsl JAHHOTO JIEKAPCTBEHHOI'O Mperapara.

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

OTYCT.

3. Jlexmapanusi ynoJHOMOYEHHOTO JIMIA, XapaKTepU3YIOIash BCE BBOAUMBIE C

nomoItpio cepTudunupoBanHoro M®II u3MeHeHHUs M OIEHHUBAIOMIAS HX
MOTEHIIMAIbHOE BIIMSHUE Ha JICKAPCTBEHHBIC MpemnapaThl, BKIIOYAs OLICHKU
MPOYKT-CIIEIIU(UIHBIX PUCKOB.

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

«JIEUCTBYIOLIEE» U «TpesIaracMoe» 3aKJII0YEHUE (cepTuduxkar,
cBunetenbeTBo) Coroza Ha MO®II (Homep Koja) B PerHCTPAIMOHHOM JOCHE.
Ecnu npumenumo, B hopme 3agBICHUS O BHECEHUHU U3MEHEHUM TaKXKe CIeayeT
4eTKO nepeyucauth Bce npourie M®II, Ha kOTOpble comepi arcs CChbUIKH B
PEruCTPAlMOHHOM JI0ChE JIEKAPCTBEHHOIO Ipenapara, gaxe eciau 3tu MOII ne
SABJISIFOTCS MPEIMETOM 3asIBIICHUS.

b.V.a.2. Bkirouenue HOBOTO,
OOHOBJICHHOTO WA
HCIPABICHHOTO  MacTtep-(daiina
BaKIMHHOTO aHTUTCHA B
PETUCTPAIIMOHHOE JI0Che
JIEKapCTBEHHOTO npenapara
(mpouienypa M®BA 2-ro 3Tamna)

HeoOxonumeie
YCIIOBUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

a) IepBO€  BKJIIOYEHHUE HOBOTO
mactep-haiina BAKIIUHHOT'O
AHTUTCHA

0) BKJIIOUEHHUE OOHOBJICHHOTO
(uctpaBiieHHOT0) MacTep-daiina
BaKIIMHHOTO AHTHUTCHA!
W3MCHCHHUS BIIUSIOT HA CBOWCTBA
JICKapCTBEHHOTO TIperapara

1,2,3,4
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B) BKJIIOUEHUE OOHOBJICHHOTO

(uctpaBiieHHOr0) MacTtep-daiina

BaKIIMHHOT'O aHTHUTCHA!

1 1,2,3,4 |Any

U3MEHEHHUS He  BJIUSIOT Ha

CBOMCTBA JIEKapCTBEHHOT' O

npernapara

VYcnoBus

1. Ha o6HOBIeHHBIN mitn n3MeHeHHbI M®BA BrIIaHO 3aKkiTioueHue (cepTudukar,
ceuzerensecTBo) Coroza Ha MPBA B cooTBeTCcTBHM ¢ mpuiiokeHrueM Ne 1 k
[TpaBmitam perucTpanuu 1 3KCIEPTU3HI

JloxymeHnTanus

1. lexnaparmusi, 4yto 3akitoueHue (ceprudukar, cBuaereabcTtBo) Coroza Ha
M®BA u 3KkCnIepTHBINM OTUET MOJTHOCTHIO MPUMEHUMBI K 3aPETUCTPUPOBAHHOMY
JEeKapCcTBEHHOMY Ipemnapary. [lepxkarens M®PBA mnpencraBun nepxaTemnto
PETUCTPAIIMOHHOTO YAOCTOBEPEHUs (€CiM JepiKaTellb PEerucTpalioOHHOIO
ynoctoBepeHus u aepxkareab MOBA He ABISIOTCS OJHUM U TEM K€ JIULIOM)
3akimoueHue (ceprudukar, cBugerenbctBo) Coroza Ha MDBA, skcnepTHbIN
otueT U gocke Ha M®BA. 3akmouenue (ceptudukat, cBuaeTeNbcTBO) Coro3a
Ha M®BA u skCHEpTHBIA OTYET 3aMEHSAIOT MPEIBIAYIIYI0 JOKYMEHTAIUIO Ha
M®BA 1151 1aHHOTO JIEKapCTBEHHOTIO Mpenapara.

2. 3akmoyenne (cepTudukar, cBuaeTenscTBo) Coroza Ha MOBA 1 sKcrepTHEI
OTYer.

3. Jlexmapanusi yHoJHOMOYEHHOTO JIMIA, XapaKTepU3yIollas BCE BBOAMMBIE C
nomotipio ceprudunrpoBanHoro MOBA u3MeHeHHs U OlIEHMBAIOIIAs UX
MOTEHI[MATIFHOE BJIMSHUE Ha JICKAPCTBEHHBIC MperapaThbl, BKIIOYas OLEHKH
MPOYKT-CIICIIM(UIHBIX PUCKOB.

4. B ¢opme 3asBieHUS O BHECEHUM HM3MEHEHUN HEOOXOJMMO YETKO OTPa3UTh
JEHCTBYIONIEe U MpeisiaraeMoe 3akitoyeHue (cepTU(UKAT, CBHUIIETEIHCTBO)
Coro3a Ha MOBA (HOMep K0/1a) B peTUCTPAIlMOHHOM JIocke. Eciu mpumeHnnumo,
B JopMe 3asiBICHUS O BHECEHUH U3MEHEHUI TaKKe CIIETyeT YeTKO MePEUUCIUTh
Bce npoune M®PBA, Ha KOTOpbIE COAEPKATCS CCHUIKM B PETUCTPALMOHHOM
JIOCbE JIEKapCTBEHHOTO IMpenapara, aaxe ecau 3tu MOBA He sBISIOTCS
NPEeIMETOM 3asIBJICHUS.

b.V.0) O6HOBIEHUS B pe3yJIbTAaTe 3aMPOCOB YIIOJTHOMOUYECHHBIX OPTaHOB
(9KCHEPTHBIX OPTaHU3AIIMIA ), B TOM YHCJIE [T0 UTOTaM pacCMOTPEHHS BOIIPOCOB
DKCMEePTHBIM KOMHTETOM

b.V.6.1. O6noBnenne nocke mo| Heobxomumsie | JlokymenTs: u | [Iponemypa

KayecTBY, HalpaBJeHHOE  Ha yCIIOBUSA JTaHHbIE
pean3auio 3aKJIFOYEHHUS
3arpoca YIIOJTHOMOYEHHOI'O
opraHa (aKcrepTHOM

opraHuzanuu)  (peKoMeHaaluu
DKCNEPTHOTO KOMUTETA)
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a) U3MEHEHUE peayuzyer
3aKITIOYCHHE 170071 3arpoc
YIIOJTHOMOYEHHOTO oprana
(3KCTIepTHOM OpraHu3aIlin)

(pexomeHaau DKCHepTHOTO
KOMHUTETA)

1,2

|1Any

0) rapMoHM3alUsl  JIOCbE€ IO
KayecTBY HE SBIIAJIACH YAaCThIO

3aKTFOYCHUS WIH 3ampoca

YIIOJTHOMOYEHHOTO opraHa

(3KCTIepTHOM OpraHU3aIliN) - - 1
(pekoMeHaaIuu DKCHIepTHOTO

KOMHUTETA), u OOHOBJICHHE

HAIPaBJICHO Ha ero

rapMOHH3AIUIO

Yenosus

1. Pe3ynbTrar He TpeOyeT nadbHEHUIIeH SKCIIEPTH3HI.

JlokymMeHTauus

1. IlpunoxxeHHOE K CONPOBOAMUTEILHOMY IHCbMY 3asBJICHUS O BHECEHUH
U3MEHEHHUI: CChUIKA Ha pacCMaTpUBAaEeMOE 3aK/IIOUEHHWE WM Ha 3ampoc
YIIOJTHOMOYEHHOTO oOpraHa (PKCHEpTHOM opraHu3anuu) (PeKOMEHAAINIO

DKCIEPTHOTO KOMHUTETA).

2. B moche HEOOXOAWMO YETKO O0O3HAYUTh W3MEHEHUS, BHECCHHBIE B XOJE
YIOJIHOMOYEHHBI  OpraH

mpouenypsl  oOpamieHusi B
OpraHU3aIuIo).

(3KCHEepTHYIO

B paznene B TaGmuiist:

noapasznenst B.l.1- B.1.8 u3no0xuTh B cnenytomiei pelakiuuu:

«B.I. JIekapcTBeHHBIE NpENapaThl Jj1s MEAUIUHCKOTO TPUMEHEHUS

B.1.1 U3menenue oO1ei
XapaKTEPUCTUKH JIEKAPCTBEHHOTO
npernapara, MaKeTOB YIaKOBOK
WIH WHCTPYKIIHH 1o
MEIUITTHCKOMY MIPUMEHEHUIO
(JIucTKa-BKIIAIbIIIA),

HATIPABJICHHBIE Ha pealn3aIuio

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

(9KCTIEpTHOM OpraHU3aIiN)

HeoOxonumeie
YCIIOBUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

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

1,2,3

|1Any

0) perucTpairoHHOe JOCBhE
JIEKapCTBEHHOTO0 Ipernapara He
MOJIaBaJioOCh Ha JKCIEPTH3Y B
YIOJTHOMOYEHHBIN opras
(9KCIIEpPTHYIO OpraHu3aIuio), HO
U3MEHEHHUS peanu3yroT
TpeOoBaHus, yKa3aHHbIE B
3aKJIFOYEHUHU WIH 3arpoce
YIOJIHOMOYEHHOIO oprasa
(aKCTIEpTHOM OpTaHu3allin),
HOBBIE JIOTIOJIHUTEIbHBIE JaHHBIC
JIepKaTeleM PEerucTpalioOHHOrO
yIIOCTOBEPEHUS HE MPEICTABIICHBI

1,2,3

B) U3MEHEHUS peanu3yroT
TpeOoBaHus, yKa3aHHbIE B
3aKITI0YEHUH WIH 3arpoce
YIOJHOMOYEHHOIO oprasa
(aKCTIEpTHOM OpTaHu3aIvn),
JepKaTenb  PEerucTPalliOHHOTO
YI0CTOBEPEHUS MpeACTaBUI

HOBBIC JOITIOJIHUTCIIBHBIC JaHHBIC

VcaoBug

1. Usmenenue peanusyeT GOpPMYIHUPOBKY, 3aTpeOOBAHHYIO YITOJHOMOYEHHBIM
OpraHoM, ¥ He TpeOyeT MoIauu JOMOTHUTEILHBIX CBEICHUH U (MJI1) JaJIbHEHIIICH

AKCIIEPTU3BI.

JloxymeHnTanus

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

YIIOJTHOMOYEHHOT0 OpraHa (3KCIEpTHON OpraHu3aIim) ¢ MPpUOOIIEHHOM 001ei
XapaKTePUCTUKON JIEKAPCTBEHHOTO IMpernapara, MaKeTaMH YIaKOBOK WIIH
JUCTKOM-BKJIQIBITIICM.

2. Jlexmapanusi, 4YTO COOTBETCTBYIOIIHME pasleibl MpejiaraeMbpix — oOmein

XapaKTEpPUCTUKNA  JICKApCTBEHHOTO TMperapaTa, MaKeTOB YIaKOBOK U
WHCTPYKIIMH 110 METUITTHCKOMY IPUMEHEHHIO (JINCTKA-BKIIABIIIA) HICHTHYHBI
OpUOOIICHHBIM K 3aKIIOUEHHIO WM 3alpocy YHNOJHOMOYEHHOTO OpraHa
(3KCTIEpTHOI OpraHU3aIn).

3. [lepecmoTpenHas nHpopMalus o JIeKapCTBEHHOM Ipernapare.

B.1.2. Usmenenue oOmeit
XapaKTEPUCTUKH JICKAPCTBEHHOTO

HeoOxonumeie
YCIIOBHUS

JIOKyMEHTBI U
JTAHHbIE

[Ipouenypa
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npernapara, MaKeTOB YHNAaKOBOK

WITH WHCTPYKIIHH 1o
MEIUIIUHCKOMY NPUMCHEHUIO
(JTMCTKa-BKIIABIIIIA)
BOCIIPOU3BEICHHOTO, WA
THOPUTHOTO, 1507051
OMOaHAJIOTUYHOTO
JIEKapCTBEHHOTO npemnapara
mocjie  ONEHKH  TOTO K€
U3MCHCHHUSI pedepeHTHOTO

JICKaApCTBCHHOTI'O ITpCIiapara

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

yIOCTOBEpEHUsT He Tpedyercs
MPEACTABIATh HOBBIE

JOITOJIHUTCIIbHBIC NJaHHBIC

1,2

0) peanuzanus W3MEHEHUS

(M3MEHEeHMH), TPEOYIOIINX

MIPEICTaBIICHUS JepKaTeIeM

PETHCTPAITMOHHOTO

YIOCTOBEPCHHS HOBBIX — — 1
JTOTIOTHUTENbHBIX JTAaHHBIX,

000CHOBBIBAIOIINX TaKue

M3MEHECHUS (Hampumep,

CONOCTaBUMOCTb)

JlokymMeHTauus

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

B.1.3. U3menenne  (M3MEHEHHUS)
oOmei XapaKTePUCTUKH
JIEKApCTBEHHOTO npemnapara,
MaKeTOB YIaKOBOK WiIn
WHCTPYKIIMA TI0 MEIUIIMHCKOMY
MIPUMEHEHHUIO (JucTka-
BKJIAJIBIIIIA) JIEKapCTBEHHOTO
npenapara sl MEIUIIMHCKOTO
NPUMCHEHHsI, HANpaBJIEHHOE Ha
peanu3aiuio pe3ynabTaTOB
MOCTPETUCTPAITMOHHOTO

uccaea0BaHus 0€30MacHOCTH WU
3aKJIIOUYCHUS W TIpeJjlaraeMbIX

HeoOxonumeie
YCIIOBHS

JIOKyMEHTHI U
JaHHbIE

[Ipouenypa
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IIOCJIEIYIOLIHAX JNEUCTBUN
NEPUOJUYECKOTO OOHOBIIIEMOIO
oTYeTa Mo 6e30MaCHOCTH

a) BHECCHHE hopMyITHPOBKH,
COTJIACOBAHHOMU 1 1,2
YIIOJTHOMOYEHHBIM OPTaHOM

|1Any

0) BHECeHHUE W3MEHEHUH,
TpeOyroUmMX IpeICTaBIICHUS
JiepKaTeIeM PETUCTPANUOHHOTO
yIIOCTOBEPCHUS HOBBIX - -
JTOTIOTHUTEITbHBIX JTAHHBIX,
000CHOBBIBAIOIINX TaKue
U3MCHCHHUSI

VYcinoBug
1. I3mMeHeHne HampaBieHO Ha BHeceHHE (OPMYIHUPOBKH,

COTJIACOBAHHOMI

YIIOJIHOMOYCHHBIM OpTaHOM, 1 HC Tp€6y€T mogadu JOITOJIHUTCIIBHBIX CBGI[GHI/Iﬁ

U (W1K) JaabHenIen SKCIepTU3HI.

JoxymeHnTanus

1. Ccbuika Ha cornacue (OLEHKY) YIOJHOMOYEHHOTO opraHa B Qopme
NPWIOKEHUSI K COMPOBOAMTENILHOMY TIMCBMY 3asBJICHUS O BHECECHUU

U3MEHEHUH.
2. [lepecmoTperHast HHGOPMAITUS O JIEKAPCTBEHHOM Ipernapare.

B.1.4. U3menenus, Heo6xomumeie | Jlokymentsl u | [Ipouemypa
3aKIIIOYAIOIIUECS B 3HAYUMOM YCIIOBHUS JIaHHbIC
U3MEHECHUU oOreit

XapaKTEPUCTUKHU JIEKAPCTBEHHOTO
mpernapara, MaKeTOB YIaKOBOK
WITN UHCTPYKIMH o
MEIUIITHCKOMY IPUMEHEHHUIO
(JIucTKa-BKIJIAJbIIIA) BCIEJCTBUE
HOBBIX JIaHHBIX IO KadecTBy,
JOKJIMHUYECKUM, KIMHHUYECKUM

JTAHHBIM WIn JTAHHBIM
dbapmakoHazopa

— — I
[Ipumeuanue DTO U3MEHEHHUE HE MPUMEHSIETCS, €CJIM HOBBIE JaHHBIC MOJaHBI

B cooTBeTcTBUM ¢ u3MeHeHueM B.I.13. B Ttakux ciywasx
U3MEHEHHE  O0med  XapaKTepUCTHKM  JIEKAPCTBEHHOIO
npenapaTa, MaKEeTOB YNAaKOBOK W (WJIM) HWHCTPYKLHUU TO
MEAUIIMHCKOMY MIPUMEHEHHIO (McTKa-BKJIAABIIIA)
kiaccuuuupyercs kogom n3menenus B.1.13.
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B.1.5. U3menenue ycioBuii | Heooxomumelie | Jlokymentsl u | [Ipouenypa
OTITyCKa JIEKapCTBEHHOTO YCIIOBUS TTaHHBIC

npernapara

a) BOCIIPOU3BEIACHHBIX WU

TUOPUTHBIX WITH

OMOaHAIOTUYHBIX

JIEKapCTBEHHBIX MIpEnapaToB — 1,2 IB

1ocJie U3BMEHEHHUS YCIOBUM
OTITycKa peepeHTHOTO
JIEKapCTBEHHOTO Mpenapara

0) uHBbIE IPUYMHBI U3MEHEHHUS
YCJIOBUM OTITyCKa

JoxymeHnTanus

1. IlonTBepkIeHNE U3MEHEHHUS YCIOBUH OTITyCKa pehepeHTHOTO JIEKApCTBEHHOTO

npermapata  (Hampumep,  CChUJIKa  Ha

YIIOJIHOMOYCHHOT'O opraHa

COOTBETCTBYIOIIIEE
rocy/apcTBa-wieHa),

COMPOBOIUTEILHOMY MUCHEMY 3asIBJICHUSI O BHECCHUH N3MEHECHHUIA.
2. [lepecmoTpenHast “H(GOpMAIUs O JIEKapCTBEHHOM Ipernapare.

peuICHnuC

OPUWIOKEHHOE K

Heo0Oxonumele
YCIIOBHUS

B.1.6. U3meneunne HOKa3aHus
(moka3zaHWii) K TNPUMEHEHHUIO H
(unn) pexuma 103UpOBaHUS

JIOKyMEHTBI U
JTAaHHBIE

IIpouenypa

a) BKJIFOUEHHE HOBOTO TTOKa3aHUs
K IPUMEHEHUIO U (UJIN) peKuMa
JIO3UPOBAHUS UM U3MEHEHNE
paHee 0J00pPEHHBIX

0) HCKJTFOUEHUE TTOKa3aHUs K
NPUMEHEHHIO U (WJIH) pexXuma —
JI03UPOBaHUS

[Ipumeuanue |Ecim y  BOCHPOU3BEICHHOTO,

150040

TUOPHUIHOTO,

501041

OMOaHAJOTMYHOTO JICKaPCTBEHHOTO TMpernapara J100aBIeHUE WU
W3MEHEHUE T[I0Ka3aHWs K NPUMEHEHUI0 U (WiM) pexuMma
JIO3UPOBAHUS TPOUCXOJUT BCIECACTBUE pealn3alii TpeOOBaHUM,
YKa3aHHbBIX B 3aKII0YEHUH WX 3a1IPOCE YIIOJTHOMOYEHHOTO OpraHa
(9KCTIEpTHOM OpraHu3anuu) WId HU3MEHEHUH WHPOpMaluu O
JIEKApCTBEHHOM TIperapare IMocle HKCIEePTU3bl aHaTOTMYHBIX
M3MEHEHUN y pedepeHTHOro JEKapCTBEHHOTO IMperapara, Takue

u3MeHeHus  kimaccuumupyrores komamu Bl w  B.2
COOTBETCTBEHHO.
B.1.7. Uckmrouenue: Heo6xomumeie | Jlokymentst u | [Ipoueaypa

JIaHHBIC

yCJIOBUS
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a) JIEKapCTBEHHOU (POPMBI — 1,2 IB

0) T03UPOBKH

- 1,2 IB

JlokymMeHTauus

1. Jlexnaparusi, 9TO OcTaBIIascs JiekapcTBeHHast popma u (wim) dpopma (hopmbl)
BBIIIyCKa JOCTAaTOYHA JJI BBINOJIHEHHUS PEKOMEHAAMM MO JO3UPOBAHUIO U

JIUTCIIBHOCTHU

JICUCHMUAI, OIMMCaHHBIX B 061]16171 XApPAaKTCPUCTUKE

JIeKapCTBEHHOIO IIpernapara.
2. IlepecmoTtpennas nHGoOpMaIHs O JICKAPCTBEHHOM IIperapare.

[Ipumeuanne

Ecau paccmarpuBaemast iekapcTBeHHas (popMa Uil TO3UPOBKA
ObLJIa 3aperucTpupoBaHa B BHUJIE OTACIBHOTO JIEKAPCTBEHHOTO
npernapara, TO UCKJIIOUeHHE TaKO# JIeKapCTBEHHOM (popMbl min
JIO3UPOBKH OyIET CUMUTAThCI HE BHECEHHEM HW3MEHEHUH, a

OTMEHOM €€ pEerucTpanum.

B.1.8. BBenenne wim musMeHeHHe
KpaTKOU XapaKTEPUCTUKU
CUCTEMBI dbapmakoHaazopa
JepXKatensl — PETUCTPANUOHHOTO
YIIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpernapara Uil MEIUIUHCKOTO
MpUMEHeHUs <*>

HeoOxonumeie
YCIIOBUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

a) BBEJICHHE KpaTKoi
XapaKTEePUCTUKA CUCTEMBI
dbapmakoHaazopa JeprKaTes
PETUCTPALIIOHHOTO
yJIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara, M3MEHEHUHN
YIIOJTHOMOYEHHOTO  JIIIA 110
dbapmakoHazopy (BKITFOUAs
KOHTakTHYI0 HMH(GOpMaLUI0) U
(nnn) U3MEHEHUE
MECTOPACIIONIOKEHUS MacTep-
daiina cucremsl (hapmMakoHaA30pa
(MDCD)

1,2

|1Any
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JloxymeHnTanus

1. Kpatkass = XapakTepucTuka  cUCTEMBl  (papMakoHag3opa  Jep:Kareis
PErUCTPAlIMOHHOTO  YJOCTOBEPEHHUSl  JIEKAPCTBEHHOrO  Ipernapara  HWIH
O0OHOBJICHHE 3HAUUMBIX 3JIEMEHTOB (COOTBETCTBEHHO):
MOATBEPXKJICHUE TOrO, YTO 3asABUTEIbL HMMEET B CBOEM pPaCHOPSHKECHUU
YIIOJTHOMOYEHHOE JIMII0, OTBETCTBEHHOE 32 (papMaKOHAI30p, U YTBEPKACHHE,
HOJINMCAHHOE 3asBUTEJIEM, YTO YMOJHOMOYEHHOE /UL, OTBETCTBEHHOE 33
dapmakoHagzop obamacT HEOOXOAMMBIMH CIIOCOOAMHU BHITIOJHEHUS 3a7ad U
o0s3aHHOCTEN, TepeuucieHHblXx B [lpaBuiax Hamuexamed NOpPaKTHKU
dbapmakoHaI30pa;
KOHTaKkTHasi MH(popManus o0 YMOJIHOMOUYEHHOM JHIle Mo (hapMakoHAI30DpYy,
rocyJapcTBa-4JIeHa, B KOTOPOM PacIoJIaraeTcs U BBIIIOIHSAET CBOU 3aJ1ay 3TO
YIOJIHOMOYEHHOE JIUIIO;
Mecropacnoioxenue MOCO.

2. Homep MOC® (nipu Hanu4auun)

noapazaen B.1.9 npusHathe yTpaTtuBIINM CHITY;

noapasaenst B.1.10 — B.1.13 uznoxuts B ciienyromen peaakiium:

B.1.10. smenenne uactotel u| HeoOxomumelie | JlokymenTsl u | [Iporeaypa
(nnn) JAThI noJavyu YCIOBHUS JTAHHbIE
NEPUOUIECKOTO OOHOBIIIEMOTO
otueta o 6ezonacHoctu (ITOOB)
JIEKapCTBEHHOTO Mpenapara

1 1,2 |Any

YenoBus

1. 3menenre 4acToThl U (MJIM) JaThl TOJAYU MEPUOAUYECKOTO OOHOBIISIEMOTO
oTdyeTa 1O OE30MaCHOCTH COTJIACOBAHO  YIMOJHOMOYEHHBIM  OPraHoM
rocyJapcTBa-4JieHa.

JoxymeHnTanus

1. Ccpimka Ha OTBET YIOJHOMOYEHHOTO oOpraHa, B ¢GopMe NPHIOKEHUS K
COINPOBOJUTEIILHOMY IMTUCHMY 3asIBJICHUS O BHECEHUU U3MEHCHUH.

2. [lepecmoTpennass dvactora u (Wiau) Jara TMOJa4d  MEPUOTUYECKOTO
OOHOBJIIEMOTO OTYETA IO OC30ITaACHOCTH.

[Tpumeuanue |JlaHHOE W3MEHEHHWE TMPUMEHSCTCS, B CiIydae €CJIM 4YacToTa
OOHOBJICHHS  TICPUOJMYECKOTO0  OOHOBISIEMOTO  OTYETa  TIO
0€30MacHOCTH yKa3aHa B PETHUCTPAIMOHHOM JIOChE CIOCOO0aMH,
OTJIUYHBIMU OT YKa3aHHS CCHUIKM Ha TEepedYeHb OTYETHBIX JaT B
COOTBETCTBUU ¢ akTtamu opraHoB Coroza B cdepe oOparieHus
JICKAPCTBEHHBIX CPEJICTB, W TMPU HEOOXOJUMOCTH TOJAYH
MEPUOUIECKOTO OOHOBIIIEMOTO OTYETa MO0 O€30MaCHOCTH.
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B.1.11. Beenenue wiu uzmenenusi| Heooxonumsie | Jlokymentst u | [Ipouenypa
0053aTeNbCTB u yCIIOBUI yCJIOBUS JTAaHHBIE

perucTpanuy, BKIOYas IUIaH

YIpaBJIEHUSI PUCKAMU

a) peanuzaius  (GOpMyITHPOBKH,

COIJIaCOBAHHOM c 1 1,2 |Any

YIIOJIHOMOYCHHBIM OPraHoM

0) peanuzanus W3MEHEHUH,
TpeOyromux MpeJICTaBJICHUS
JICpKaTeIeM PEruCcTpaiOHHOIO
YIOCTOBEPCHUS HOBBIX
JIOTIOJIHUTEJILHBIX JTaHHBIX,
HY)XXJIAIOIIMXCSI B JKCIEPTU3EC
YIOJTHOMOYEHHBIM OpPraHom <*>

VYcnoBug

1. 3menenue peanusyer eUCTBUE, 3aTPEOOBAHHOE YIIOJITHOMOUYEHHBIM OPTaHOM,
U He TpeOyeT Mojayu IOTMOJHUTEIBHBIX CBEICHUM W (WiIM) AalbHEHIICH

OKCIICPTHUIELI.

JlokymMeHTauus

1. HpI/IJ'IO)KeHHOG K COIIPOBOOUTCIIBHOMY IIMCbMY 3as4BJICHHA O BHCCCHHUU
W3MEHEHMH: CChIJIKa Ha COOTBCTCTBYIOIICC PCUHICHUC YIIOJHOMOYCHHOTO

oprasa.

2. [lepecmoTrpenHast uHGoOpMaIus O JTIEKapCTBEHHOM Ipernapare.

[Tpumedanne |OTO W3MEHEHHME OXBATBIBAET TOJBKO CHUTYalMIO, B KOTOPOM
BBOJMMOE M3MEHEHHE 3aTparuBacT UCKJIIOYUTEJIBHO YCJIOBHS U
(un) o0s3aTeNbCTBA PETHCTPALMM, BKIIIOYAS TUIAH YIPABICHUS
pUCKaMU M ycloBUS U (WIM) 00S3aTeNbCTBA PErUCTpaluid B
HCKIIFOUUTENBHBIX CIy4YasX U YCIOBHOU PErUCTpaLUH.

<*F> BBenenue miaHa  ympaBieHHsT  pUCKaMu, 3aTpe0oBaHHOE
YIIOJTHOMOYEHHBIM OPTaHOM, BCerzia TpeOyeT 3KCIEePTH3HI.

B.1.12. Bxitouenue wi | Heooxogumeie | JlokymenTs u | [Iponiemxypa

UCKJIIOYEHUE CHMBOJIa YEPHOIO yCIIOBUSA JTaHHbIE

TpPEeYroJbHUKA WIH

MOSICHUTENIbHBIX ~ YKa3aHWil B

OTHOLIEHUH JIEKAPCTBEHHBIX

NpenapaTos, MOAJIeXKAIIUX

AOINOJTHUTCIIbBHOMY MOHUTOPHUHTY
B COOTBCTCTBHUHU C peKOMCHI[aHHeﬁ
9KCHepTHOFO KOMUTETAa

1 1,2 |Any
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VYcnoBug
1. JlekapcTBEeHHBIN TMpenapaT MOMJIEKUT JOMOJHUTEIHHOMY MOHUTOPUHTY B

COOTBCTCTBHH C peKOMCHﬂaHHeﬁ 9KCHepTHOFO KOMMUTCTA.

JlokymMeHTauus
1. Ccpinka Ha pEeKOMEHIAINI0 DKCIIEPTHOTO KOMUTETa B (popMe MpHUIIOKEHUS K

CONPOBOJIUTEIBHOMY IIUCBEMY.

2. IlepecmoTtpennas nHGoOpMaIHs O JICKAPCTBEHHOM IIperapare.

[Ipumeuanue |/laHHOE HW3MEHEHHWE OTHOCUTCA K CHTYallud, NOpPH KOTOPOH

BKJIIOYEHNE WJIA HUCKJIIOYEHHE CHMBOJIA YEPHOIO TPEYrOJbHUKA
WIM MIOSICHUTEIIBHBIX YKAa3aHUM HE IPOU3BOJUTCS B paMKax JpYyron
NPOLEYpHl, CBA3aHHOM ¢ peructpaunuen (Hanpumep, Nporeaypbl
NOJATBEPKACHUS  pErucTpauuu  (MepeperucTpanuu)  Wid
IpoLe1ypbl BHECEHHSI N3MEHEHUH, 3aTparuBalonx HH(HOPMaIUIO
0 JIEKapCTBEHHOM IIpernapare).

JTOTOJIHUTH TioApaszaenom B.1.13. cienyroriero coaepxanus:

B.1.13. YTounenue ycnoBuit | Heobxonumeie | lokyments! u | [Ipoueaypa
XpaHCHHUS TIPH  TPUMCHCHHH YCIIOBUS TTaHHBIC
JICKapCTBEHHOTO  Tpernapara B

pasnene 4.2 oOomeit

XapaKTEPUCTHKHU JIEKAPCTBEHHOTO
mpenapata M pasmgene 3
WHCTPYKIIMHA TI0 MEIUIIHHCKOMY
IIPUMEHEHHUIO (Jtuctke-
BKJIQJpIIE) Uil oOecrneueHus
NpaBWIBHOTO  oOpamieHus ¢
JIeKapCTBEHHBIM IpenapaTom

— 1,2,3 IB

JoxymeHnTanus

1. [lonpaBka K COOTBETCTBYIOLIEMY pa3aeny (pa3aenam) perucTpauuoHHOTO

N

nocse. llompaBka [okHA coaepkaThb pPe3yJbTaTbl  COOTBETCTBYIOIIMUX
HCCTIe0BaHUM CTAOMIHLHOCTH B peajbHOM BpEeMEHHU (0XBATHIBAIOIIUX BECh CPOK
TOJIHOCTH, €CJIM IPUMEHHUMO), TPOBEJACHHBIX B COOTBETCTBUU C AKTAMU OPraHOB
Coro3a B cdepe obOparieHus JeKapCTBEHHBIX CPEACTB MO KpalHEW mepe Ha
OJHOM  ONBITHO-TIPOMBINUICHHONM  CEpUU  JIEKAPCTBEHHOr'O  Iperapara,
YIaKOBAaHHOTO C MOMOIIBIO 3aPETUCTPUPOBAHHOTO YIIAKOBOYHOTO MaTepuana u
(WIM) COOTBETCTBEHHO IIOCJIE TEPBOTO BCKPHITUA WM pa3BeAeHus. B
COOTBETCTBYIOIIUX  CIIy4asX  HEOOXOJAMMO  MPEACTaBUTh  PE3YJbTATHI
MHUKPOOHOJIOTHIECKUX UCTIBITAHUH.

. IlepecmoTpennas nHpopMaIys o JIEKapCTBEHHOM Tpenapare.
. Konmuu yTBepkneHHBIX crenupuKanuii Ha KOHEI CPOKa TOAHOCTH U, €CIU

NPUMEHUMO, crielU(HUKAMU 1OCie pa3BeeHusl (BOCCTAHOBIICHUS) WIH TIOCTIE

»;
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NEPBOrO0 BCKPBHITHS (B BUIE CCBUIKM HA COOTBETCTBYIOIIMA JOKYMEHT B
NOCJIEI0BATENLHOCTH JOChE WIIU MPUIIOKEHUS K CONPOBOAUTEILHOMY HCHMY).

pazzaen [ TaGnuIel M3JI0KUTh B CIICYIONICH peTaKIINM:

«". MOIT (MDBA)

I'.1. U3menenue nazpanus u (win) | Heodxonumsie | Jlokymentst u | [Ipouenypa
azpeca Jep)karens cepTU(UKaTa yCJIOBUS JTAaHHBIE
MO®BA

1 1 |Any
YcnoBus

1. lepxarens ceprudukara MOBA nomkeH ocTaBaThCS TEM Ke OPHUINYECKUM
JIULIOM.

JlokymMeHTauus

1. OpunmanbHBI JOKYMEHT OT COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO OpraHa
(HampuMep, HaJIOTOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE WIIH
azapec.

I'.2. U3menenue Ha3zBanus u (win) | Heo6xonumeie | Jlokymentsl u | [Iponemypa
azpeca Jnepikarens cepTudUKara YCJIOBUS JTAaHHBIE
MOII

1 1 |Any
YenoBus

1. lepxarens ceptudukara M®PII nomkeH ocTaBaThCs TEM ke IOPUIMUYECKUM
JIULIOM.

JoxymeHnTanus

1. OdunmanbHBId TOKYMEHT OT COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO OpraHa
(HampuMep, HAJIOrOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE HAa3BAHHUE WU
azapec.

I'.3. Usmenenune wiu TpaHchep | Heobxonumsie | Jlokyments: u | [Ipouenypa
ceptudukata MOII ot Texymiero YCIIOBUSA JTaHHbIE
Jiep>KaTelisi HOBOMY JIEpXKATEIIO
(IpyroMy HOpUIUYECKOMY JIUILY)

1Any

N
o N
o w
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JloxymeHnTanus

1. loxymenT, BkiIoYas wWACHTUGUKAIMIO (Ha3BaHUE U aJpec) TEKYIIEero
nep>katenst MOIT (mpaBooTuyxaaTens) U uACHTUPHUKAIUIO (Ha3BaHUE U apec)
JuIa, TMpUHUMaroniero TpaHcdep (mpaBompuoOperarenisi), a  Takke
MpeaJiaraeMylo J1aTy CACJKH, OAMUCAHHON 00eUMH KOMIIAHUSMHU.

2. Konusi mocnennedt crpaHuIlbl 3akitodeHus (ceptuduxaTa, CBUACTEIHCTBA)
Coro3a Ha MOII.

3. [lonTBepxkaeHUE pEruCTpallid HOBOTO JeprkaTens (BBITMCKA W3 peecTpa
IOpUIMYECKUX JIUI[ U TIEPEBOJ €€ Ha PYCCKHUH S3bIK), MOAMUCAHHOE 00enuMU
KOMITAaHHUSIMU.

4. TlontBepknenne TpaHchepa Bcedl gokymeHtanuu MO®II ¢ mepsoid
ceprudpukaiun  MOII  mpaBompuoOpeTaTento, MNOANUCAHHOE O00EUMU
KOMITAaHHSIMU.

5. JloBepeHHOCTh, BKJIIOUAs KOHTAKTHBIE CBEICHUS JIMIA, OTBETCTBEHHOTO 3a
CBSI3M MEX]ly YIIOJITHOMOYEHHBIM OpraHoM u aepsxkarenem M®II, noanucannas
npaBonpuoOpeTaTeneM.

6. [TuceM0-0053aTE€ILCTBO  BBIMOJTHEHHUS] BCEX OTKPBITBIX M OCTaBIIUXCS
00s13aTeNnbCTB (IIPU HATTMYKH ), TIOJIITMCAHHOE TPABONPUOOpETATEIEM.

I'.4. U3smenenue Ha3zBanus u (win) | Heo6xonumeie | Jlokymentsl u | [Iponemypa
aJpeca ydpexJIeHud 1o 3abopy YCIIOBUSA JTAHHbIE
(mpoBepke)  KpOBH,  BKJIIOYas
LHEHTPHl JJI1 3aroTOBKU KPOBU
(T1a3mbl)

1,2 1,2,3 1A

Ycenosus

1. Vupexknenne no 3abopy (IpoBepKe) KPOBH JOJKHO OCTAaBaThCS TEM e
IOPUANYECKUM JIULOM.

2. I3mMeHeHHe JIOMKHO OBITh  AJMHHHMCTPATUBHBIM (HampuMep, CIHUSHUE,
MOTJIONICHHE ); U3MEHEHNE Ha3BaHUsI YUPEIKICHHS 110 3a00py (MpOBEpKe) KPOBU
(ueHTpa Jid  3aroTOBKM  KpOBH  (IJ1a3Mbl)), TMpPU COXPAHEHUU  €ro
OpraHU3alMOHHO-TIPABOBON (hOPMBI COOCTBEHHOCTH M MECTA HAXOXKIACHUS.

JoxymeHnTanus

1. [loanucanHas Aekiapamus TOro, 4YTO M3MEHEHHE HE BKIIIOYAET W3MEHEHUE
CHCTEMBI KauecTBa YUpexKJACHUS 10 3a00py (MpOBEpKe) KPOBH.

2. [lognucanHas nexnapamusi TOTO, YTO HW3MEHEHMsI TEpedHs IEHTPOB JJIf
3aroTOBKHU KPOBH (IJ1a3Mbl) HE TPOUCXOIUT.

3. OOHOBIIEHHBIE COOTBETCTBYIOIINE PA3/IENIbl U TONOTHEHUs K Joche MDII.

['.5.3amena wmm  pobGasnenue | Heobxonumere | Jlokymentst u | [Iponenypa
LEHTpa JUIsl 3arOTOBKH KPOBH YCIIOBUS JTaHHbIE
(mna3Mbl) B paMKax Y4upesKIeHUs
no 3abopy (IpoBepKe) KpOBH,
BKJIIOYeHHOTO B MDII
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- 1,2,3 IB
JlokymMeHTauus
1. DnupemMuonoruuecKkre JaHHbIE O BUPYCHBIX MapKepax, 3aTparuBaronyue HeHTp
VIS 3arOTOBKH KpOBH (TuTazMmel), OXBaTBIBAIOIIHE 3 roja.

B oTHOIIEHWH BHOBH OTKPBITOTO IICHTpa (IIEHTPOB) JIS 3arOoTOBKHA KpPOBHU
(T1a3Mpl) WU B CIIy4ae OTCYTCTBUS JAHHBIX, MOATBEPXKIACHHE TOTO, YTO
ATUIEMHUOJIOTUIECKUE TaHHBIE OYAyT MPEICTABICHBI B OUYEPETHOM €KETOTHOM
OOHOBJICHUH.

2. YKka3zaHue, 4yTO LEHTP JJI 3arOTOBKH KPOBH (ILIa3Mbl) (PYHKIIMOHHUPYET B TEX
e YCIIOBUSX, YTO U IPYTUE IEHTPBI, MPUHAJICKAIINE YIPEKICHUIO 10 3200py
(TpoBepKe) KPOBH, COTJIACHO ITOJIOXKCHHUSAM CTaHJIAPTHOT'O JOTOBOpa MEXKIY
yapexJIeHUEM 10 3a00py (IIpoBepKe) KpoBH u aepkareineM MOII.

3. OOHOBIIEHHBIE COOTBETCTBYIOIINE PA3/ICNIbl U TONOJTHEHUS K Joche MDIT.

I'.6. Uckmouenue unu uameHenue | Heooxonumsie | Jlokymentst u | [Iponenypa
craryca (pyHKIIMOHMpYIOIIHIA YCIIOBUSA JTAHHBIE
WIH HEYHKITUOHUPYIOIITHIN)
yUpeXKICHUN 1o 3abopy
(mpoBepke) KpoBHU, (LIEHTPOB ISt
3aroTOBKM  KpoBHU  (TJIa3Mbl)),
UCIIOJIb3YEeMBIX Ji1 cOopa KpOoBU
(mma3mbl) WM A1 UCHBITAaHUS
KpOBO- W IUIa3MoJay U IIyJIOB
TTa3MBI

1,2 1 IA

YcnoBus

1. IlpyuuHBl WCKIIOYEHHS WJIM W3MEHEHHUS CTaTyca HE JIOJDKHBI OBITh
00ycCIJIOBIIEHBI MPOOIIEMaMu, CBSI3aHHBIMHE C coOMI0IeHueM TpeboBanuii [IpaBun
IIPOU3BOJICTBEHHOMN MPAKTUKHU.

2. YupexzaeHust 1o 3abopy (mpoBepke) KpoBU (LIEHTPHI AJs 3arOTOBKH KpPOBU
(ma3mbl)) JTOJDKHBI  COOTBETCTBOBAaTh aktam opranoB Coro3a B cdepe
npoBefieHusT  (papMalleBTMUECKUX  WHCIEKIMHM M 3aKOHOAATENbCTBY
rocyiapcTBa-4eHa B YacTH, HE yperyJupoBaHHOW akTamu opraHoB Coro3a,
IpY U3MEHEHHUH CTaTyca ¢ He()yHKIIMOHUPYIOUNX Ha (PYHKIMOHUPYIOIIHUE.

JoxymeHnTanus
1. O6HOBNIEHHBIE COOTBETCTBYIOIINE PA3ACIbl M JOMOTHEHUS K Joche MOIIL.

['.8.3amena wmu  Brimouenue| Heobxoaumsie | [Joxkymentst u | [Ipouenypa
HOBOTO IIEHTpa JJis 3aroTOBKU yCIIOBUSA JTaHHbIE
KpoBU  (IIa3mbl) B LEJAX
UCHBITAaHUS JIOHAMH KpOBU U
T1a3Mbl U (WJIM) MYJIOB TUIa3Mbl B
paMKax ydpexaeHus 1Mo 3adopy
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(mpoBepKe) KPOBH, BKIIOUEHHOTO
B MODII

- 1,2 1B

JloxymeHnTanus

1. Yka3aHue, 4TO HCHBITAHUSI TPOBOJATCS COTJIACHO TEM XK€ YTBEPKICHHBIM
CTaHJAapTHBIMH ONEPALIMOHHBIMU MPOIIEAYPAMH U (UJIM) METOIaM HUCIIBITAaHHM.

2. OGHOBIIEHHBIE COOTBETCTBYIOIINE Pa3/Ieibl U I0MOJIHEHU K Jocke MDII.

['.10. 3amena wnmmn BrmodyeHue | Heooxonumsie | Jlokymentst u | [Ipouenypa
HOBOTO YYpEXKJICHUS IO 3a00py yCIIOBUSA TaHHbBIE
(mpoBepKe) KPOBU WM IICHTpa B
KOTOPOM XpaHHUTCS I1a3mMa

- 1,2 1B

JlokymMeHTauus

1. Ykazanue, 4TO LEHTP XpaHEHUs IJIa3Mbl (YHKIIMOHHPYET B COOTBETCTBUU C
TEMH K€ CTaHJAPTHBIMHM OTNEPAIlMOHHBIMH MPOLETYPaMH, YTBEPKICHHBIMHU B
YUpEeKISHUH 110 3a00py (IIpOoBEpPKE) KPOBH.

2. OOHOBJIEHHBIC COOTBETCTBYIOIIHE PA3ICIIbl M TOTOJHEHUS K Jochbe MDIT.

I'.11. Uckmouenne yupexaenus | Heooxonumele | Jlokymentsl u |[Ipomnenypa
1o 3a0opy (IpoBepKe) KpOBU WU YCIIOBUSA JTaHHbIE
LIEHTpa B KOTOPOM XPAaHUTCS
mia3zma

1 1 1A
Ycnosue

1. IlpyunHa WCKIIOYEHUS HE [OJDKHA OBITh OOYyCIIOBIEHa MpobieMaMu,
CBSI3aHHBIMU C coOmtofieHueM TpeboBaHuit IlpaBuia Mpou3BOACTBEHHOM
MPaKTUKH.

JoxymeHnTanus
1. O6HOBNIEHHBIE COOTBETCTBYIOIINE PA3ACIbl U JOMOTHEHHS K Jocbe MOII.
['.12. 3amena wnmm BrmodyeHue | Heooxonumeie | Jlokyments: u | [Iponenypa
YUPEKACHUS, [IPUHUMABILIETO YCJIOBHUS JIaHHbIE
y4acTh€ B  TPaHCIOPTUPOBKE
TJ1a3MbI

— 1 IB
JloxymeHnTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIIUE pa3Aeiibl U JOMONHEHUs K jgocke MOII,
BKJIIOUAsi BCE yUPEKJEHUs 1Mo 3a00py (MpoBepke) KPOBHU, UCTOIB3YIOIINE TO
yUYpexJIeHue, NMPUHUMAIOIIEe y4acTUE B TPAHCIOPTUPOBKE ILUIA3MBbI, PE3IOME
JEUCTBYIOIIEH CHUCTEMBI, 00ECIIEUNBAIOIIEH TPAHCIIOPTUPOBKY B HAICIKAIIUX
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yCIIOBUSX (BpeMs, TEMIIEpaTypa U cooTBeTCTBUE [IpaBriiaM npon3BoICTBEHHON
NPAKTUKKA) M TOATBEPKIEHUE TOTO, UTO YCIOBHUA TPAHCIOPTHUPOBKH
BAJIMUPOBAHBI.

I'.13. Uckmouenne yupexaeHus,| Heooxomumeie | Jlokymentsl u |[Ipomnenypa
MIPUHUMABIIIETO ydacTue B YCIIOBUS JTAHHBIE
TPAHCHOPTUPOBKE IIA3MBI

1 1 1A

Ycnosue
1. IlpyunHa WCKIIOYEHUS HE JOJDKHA ObITh OOyClIOBIEHa MpobiemMaMu,
CBSA3aHHBIMHU ¢ coOitofeHreM [IpaBui mpon3BoICTBEHHON NPAKTHKHU.

JloxymeHnTanus
1. O6HOBNIEHHBIE COOTBETCTBYIOIINE PA3ACIbl U JOMOIHEHHS K Jocbe MOIIL.

I'.14. Bxmrouenue Ttect-cuctemsl,| Heooxomumeie | JlokymenTsl u | [Ipomemypa
3apeructpupoBanHoii B Coro3e B YCIOBHUS JTAHHbIE
Ka4yeCTBE MEIMIIUHCKOTO
U3JIeNnsd, B ULENSAX MCHBbITaHUS
OTHAENbHBIX JIOHAIlUd KpPOBU U
IJIa3Mbl B KQUECTBE HOBOW TECT-
CHUCTEMBI

1 1,2 IA

VcaoBug
1. HoBas Tect-cuctema 3apeructpupoBaHa B Coro3e B Ka4eCTBE MEIUIIMHCKOTO
U3IETUS.

JlokymMeHTauus

1. IlepeueHb UCTTBITATENLHBIX IUIOMIAIOK, B KOTOPBIX UCIIOJIB3YETCS TECT-CUCTEMA.

2. OOHOBNIEHHBIE COOTBETCTBYIOIIME pa3feibl U JOMONMHEHUs K jgocke MOII,
BKJIFOYasi OOHOBJICHHBIC CBEJICHUS 00 MCIBITAHUSAX B COOTBETCTBHHM C aKTaMU
opranoB Coro3a B chepe oOpaieHus JeKapCcTBEHHBIX CPEICTB.

['.15. Bxmrouenue Ttect-cuctemsl,| Heooxomumeie | Jlokymentst u | [Ipouenypa
HE 3apeructpupoBanHoi B Coro3e YCIIOBUS JTAHHbIE
B Ka4eCTBE  MEJIUIIMHCKOTO
U3enusa, B UENAX HCHBITAaHUS
OTJAENbHBIX JIOHAIMA KpPOBU U
MJa3Mbl B KQUECTBE HOBOW TECT-
CHUCTEMBI

a) HOBasi TECT-CHCTEMa paHee He
obuta ogoboperna B MOII v st
OJIHOTO IIEHTpa I 3aroTOBKU
KpoBu  (T1a3mbl) B IEIAX
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WCIIBITAHUS JOHAUUA KPOBU U
IJ1a3MBI

0) HOBasi  TecT-cucTeMa  ObLia
onobpera B M®PII mns npyrux
IIEHTPOB JUIsI 3arOTOBKH KPOBH - 1,2 1A
(urasMbl) B IENSX HMCIBITAHHS
JIOHAIIMIA KPOBU U TIA3MBI

JloxymeHnTanus

1. [TepedyeHb HCTIBITATEBHBIX IECHTPOB, B KOTOPBIX UCIIOJIb3YETCS TECT-CHCTEMA, U
MepeveHb UCIBITATEIFHBIX IIEHTPOB, B KOTOPBIX OHA OYIET UCII0JIb30BATHCS.

2. OOHOBIIEHHBIC COOTBETCTBYIOIIME pa3/ieibl M JOMOJHEHUs K aocke MOII,
BKJIFOYAsT OOHOBJICHHBIE CBEJICHHS 00 HMCIIBITAHUSIX B COOTBETCTBHH C aKTaMH
opranoB Coro3a B cdepe oOpalieHus JeKapCTBEHHBIX CPEICTB.

['.17. Beenenue nnu pacumpenue | Heooxoaumbeie | TpebGyemas Bun
MPOLEYPBI KapaHTUHHOTO YCIOBHUS JOKYMEHTALHUS | IPOLIEAYPhI
XpaHEHHUs

1 1 1A
Ycnosue

1. Ilpoueaypa KapaHTUHHOTO XpaHEHHs SIBIseTCs Oojee CTporoi (Hampumep,
BBIIYCK JIMIIB TOCJIE ITOBTOPHON IPOBEPKU JOHOPOB).

JlokymMeHTauus

1. OOGHOBNIEHHBIE COOTBETCTBYIOIIME pa3leibl U JOMOTHEHUS K nocke MOII,
BKJIIOYAsi OCHOBAHMS BBEJCHHUS WJIM PACIIMPEHUS MPOLEAYPbl KaPAaHTUHHOIO
XpaHEHHUs, IUIOAJKH, B KOTOPBIX OCYIIIECTBIISIETCS KAPAHTUHHOE XpaHEHHE, U
W3MEHEHUS NPOLETYPBI, IEPEBO PEIICHUN, BKIIFOYAsl HOBBIE YCIIOBHUSL.

['.19. 3amena wunmu nobasnenue| Heoboxomumbie | [Joxyments u | [Ipouenypa
KOHTEIHEPOB JUTSL KpOBU yCJIOBUS JTAHHbIE
(Hampumep, MEUIKOB, (JIaKOHOB)

a) HOBBIC KOHTEHHEPHI ISl KPOBU
3apeructpupoBansl B (Coro3e B 1,2 1 1A
KaueCTBE MEAUIIMHCKUX U3EITUI

0) HOBbIE KOHTEHHEPHI sl KPOBU
He 3apeructpupoBansl B Corose B - - I
KayecTBE MEAUIIMHCKUX U3AEIUN

Ycenosus
1. Konreitnep 3apeructpupoBat B Coro3e B KaueCTBE MEUIIMHCKOTO U3JIEIHSI.
2. Kpurepuu kauecTBa KpOBH, 3aKIIOUEHHON B KOHTEHHEP, HE H3MEHSIOTCS.

JlokymeHTauus
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1. OGHOBJIEHHBIE COOTBETCTBYIOIIUE pa3fAeiibl U JOMOJHEHUs K jgocke MOII,
BKJIIOYAasi HAaWUMEHOBaHWE KOHTEWHEpa, MPOU3BOIAUTENS, CHEHUPUKAIIIO
pacTBOpa aHTHUKOATYJSHTA, MOATBEpXkAcHUE peructpanuu B Coro3e win
rocyJapcTBe-4ICHE M Ha3BaHHUE YUPESKJICHHS 10 3a00py (MpoBEpKe) KPOBH, B
KOTOPOM HCTIONB3YyETCs] KOHTEHHED.

['.20. U3menenue xpanenusi | Heooxonumsie | Jlokymentst u | [Ipouenypa
(TpaHCTIOPTUPOBKHM) YCIIOBUSA JAHHBIE

a) yCIIOBUU XpaHEHUsT U (WIn) 1 1 IA
TPaHCIIOPTUPOBKHU

0) MaKCUMaJIbHOTO CpOKa 1,2 1 IA

XpaHCHHUA IJIa3MbI

VYenosus

1. I3MeHeHue JOMIKHO YXKECToYaTh YCIOBUSI MU COOTBETCTBOBATH TPEOOBAHUSM
®apmakorien Coro3a, a IpH OTCYTCTBUU B HEl — TpeOOBaHMSIM (apmakonei
rOCyJapCTB-WICHOB, MpPEABSABISAEMBIM K IIa3ME€ KpPOBHM 4YEJIOBEKa JJIA
bpakImOHUPOBAHUSI.

2. MakcuManbHBIM CPOK XpaHEHUST KOPOUE MPEBITYIIETO.

JlokymMeHTauus

1. OGHOBJIEHHBIE COOTBETCTBYIOIIUE pa3Aeiibl U JOMONHEHUs K jgocke MOII,
BKJIFOYAsl TTOJAPOOHOE OMHCaHUE HOBBIX YCIOBHUM, MOATBEPXKACHHUE BaluIalluu
YCJIOBUH XpaHeHHUs (TPaHCIOPTHPOBKH) M Ha3BaHHUE YUPEKICHHUS IO 3a00py
(mpoBepke) KPOBH, B KOTOPHIX MPOUCXOJAUT U3MEHEHHE (€CII TPUMEHHMO). ».

18. B aGzane ceapmom pazaena 1 u pasnene 5 npusioxenuu No 25
K yYKa3zaHHbIM [IpaBuiiam ClIOBO «CTalmoHape» 3aMEHUTh CIOBAMHU «JI€4eOHO-
pOoGUITAKTUYECKOM YUPEKICHUN.

19. B npunoxxernu Ne 26 k ykazanHbIM [IpaBumam cJI0BO «cTaloHapa

3aMEHHUTH CJIOBAMH «JI€4EOHO-MPOPUTAKTUUECCKOTO YUPEKICHUS.




