Jononunenue Ne 6
npuioxeHust Ne 19
K [IpaBuiiam perucrpanuu u
AKCHEPTU3BI JEKAPCTBEHHBIX CPEACTB
JUISl MEJTUIIMHCKOTO TPUMEHEHUS

HEPEYEHD
U3MEHEHM i, KOTOpPbIe, B COOTBETCTBHHU ¢ MyHKTOM 172 IIpaBua
PerucTpamuu M 3KCHEePTHU3bI JIEKAPCTBEHHBIX CPEICTB, MOTYT
BHOCHUTBLCS 3asiBUTE/IEM OJJHOBPEMEHHO C NMPOLeIyPOH NPUBeACHUs
PEerucTpPalMOHHOIO 10Che JIEKAPCTBEHHOI0 Npenapara
B COOTBETCTBHE

1.OnHOBpPEMEHHO € MOJAyer 3asBJICHHUS HA NMPOBEICHHE MPOLIEAYPHI
IPUBEJEHUS B COOTBETCTBUE HE MOTYT MOAABAThCA U3MEHEHHUS, IBIISIOIINECS
pacIIUpEHUEM PETUCTPALMH, 32 UCKIIOYEHUEM U3MEHEHHUs WU J0OaBICHUS

HOBOW JIO3UPOBKHU (AKTUBHOCTH).

N3menenus, Heobxonumbie JIOKyMEHTBI [Ipouenypa
ABJISFOLIECS YCIOBUS Y JaHHbIC
pacimpeHuemM
perucTpanuu
1,2,3 1,2,3 IB
YcnoBus

1. JloGaBnssieMble WM BBOAMMBIE B3aMEH paHEe 3aperuCTPHUPOBAHHBIX
JO3UPOBKM, JIOJDKHBI, HAa MOMEHT TIIOJlayd 3asBJICHHA O IIPUBEICHUH B
COOTBETCTBUE, OBITh 3apETUCTPUPOBAHBI XOTS OBl B OJHOM M3 JIPYrHX
rocyJapCTB-UJIE€HOB.

2. Ha MoOMeHT mojaud 3asBIE€HUS O TPHUBEICHWU B COOTBETCTBHE, B
pedepeHTHOM TrocyAapcTBE JOJKHBI OBITh 3apErMCTPUPOBAHbI HAaMMEHbIAS U
HauOosbIIasg JO3UPOBKH, JUOO MJO3MPOBKA, OINpEAENEHHas Ha OCHOBaHHUM
aHajiM3a pPHUCKOB, B OTHOIIEHWUM KOTOPBIX MPOBEIEHBI COOTBETCTBYIOLIUE
UCCJIeI0BaHUSI OMOAKBUBAJICHTHOCTH WJIM KJIMHUYECKUE UCTIBITAHUS, PE3YJIbTaThl
KOTOPBIX MOTYT OBITh 3KCTPAIIOJIMPOBAHbI HA OCTAJIbHBIE TO3UPOBKHU.

3. JomxHBl OBITH COOJNIOJEHBI KpUTepUuu OuoBeHBepa s JTONOJHUTEIBHBIX
JO3UPOBOK,  omnucaHHele B IIpaBunax  mpoBeaeHHMS  HMCCIIEIOBaHUMN
OMOPKBHUBAJICHTHOCTH JIEKAPCTBEHHBIX npemnaparoB Coro3a.




JlokyMeHnTanus

1. Komun perucTpanvoHHBIX  YAOCTOBEPEHUH JPYTUX TOCYIapCTB-UJICHOB,
MIOJITBEPKIAIOINX PETUCTPAIIMN BHOBH 3asBISIEMBIX JTO3UPOBOK.

2. Jlocke MO KadecTBYy Ha KaXKAyl0 HOBYIO JO3MPOBKY B COOTBETCTBHH C
TpeboBaHMsIMHU YacTh | mpusoskenust Ne 1 k HacTosmmM mpaBuiaM. Bo3MoskHa
MoU(UKAIHS CYIIECTBYIOIIMX Pa3/iejioB ¢ 100aBlIeHHEM B HUX MH(pOpMaImu o
J03UPOBKAX B COOTBETCTBYIONIUX CIyJasX.

3. O0ocHOBaHME BO3MOXKHOCTH JKCTPANOJISAINK PE3yJIbTaTOB HCCIICIOBAHHN
OMOPKBHBAJICHTHOCTH HCIIBITAHWIA Ha HOBBIC JIO3UPOBKH, 3asBJICHHBIC Ha
OouoBeiiBep. B cimydae OwoBeiiBepa Ha OCHOBaHWHM OnOGapMaleBTHUICCKON
KJIACCU(UKAMOHHON CHCTEMBI YCIOBHS OMOBelBepa JOKHBI OBITH BBITOJTHCHBI
B OTHOIIICHUU KQXKIOW JO3HPOBKH.

<*> [Ipumeuyanue a1000€  WM3MEHEHUE  JIOBUPOBKH  JIEKAPCTBEHHOTO
npenapara TpedyeT MoJadyu 3asBJICHUS O PACIIUPEHUU
pErucTpanuu.

A. AIMUHUCTpPATUBHBIC U3MEHEHUS

A.l. I3meHeHue Ha3BaHUs U Heobxoaumbie | Jlokymentsl | Ilponemypa
(unn) aapeca aepkarens YCIOBHUS Y JJaHHbIE
PETUCTPALMOHHOTO
YAOCTOBEPEHUSA
1 1,2 |Any
YcnoBus

1. JlepxaTenb perucTpallMOHHOIO YAOCTOBEPEHUS JOJDKEH OCTaBaThCA TEM K€
FOPUJITHYECKUM JIMLIOM.

JlokyMeHTarus
1. JIOKyMEHT COOTBETCTBYIOIIECTO YIIOJTHOMOYCHHOTO oOpraHa (Hampumep,
HAJIOTOBOT'0 OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHHUE WJIM aJIpec.

2. IlepecMoTpenHast mHGOpMAIHS O JEKapCTBEHHOM Mpenapare.

A.2. 3meHeHue (TOproBoro)
Heobxoaumbie | JIoKyMeHTBI
HAaUMCHOBAHHS JIEKAPCTBEHHOTO [Mponemypa

yCIIOBUS U JJaHHBIE
npenapara

0) JlekapcTBEeHHbIE TIpenaparsl,
3aperucTpUpPOBAHHBIC 1o
HaIlMOHAJILHOU npoleaype — 2 IB
(perucrpanms TOJBKO B
pedepeHTHOM ToCcyaapcTBe)




JlokyMeHTarus
2. IlepecmoTpenHast nHdOpMaIKs O JICKAPCTBEHHOM Ipernapare.

A.3. I3MeHEeHMEe HauMEHOBAaHUS
akTuBHOW  (papmaneBTudeckoit | Heooxomumeie | JIoKkyMeHTBI n
cyOcTaHIIun WIIH YCIIOBUS U JTaHHBIC poHEAypd
BCIIOMOTATEJILHOTO BEIECTBA

1 1,2 |Ayy

YcnoBus
1. ®apmaneBTiueckass ~ cyOcTaHIUsl  (BCIIOMOTaTEeNIbHOE  BEIECTBO)  HE
U3MEHSETCS.

JlokyMeHTaus

1. CBunerensctBo BO3 00 yrBepxkaeHun unu konusi nepeuns MHH. Ecnu
MIPUMEHHUMO, TTOATBEPKAECHUE TOTO, YTO U3MEHEHHE COOTBETCTBYeT DapMakornee
Coroza. Jlekmapanus, 4YTO HAaWMMEHOBAaHHUE PACTUTEIBHBIX JIEKAPCTBEHHBIX
IIPEIapaToB PACTUTEIBHOTO MPOUCXOXKIACHHUS COOTBETCTBYET JOKYMEHTaM
Coro3a.

2. [lepecmoTpenHas nadopmaiiys o JIeKapCTBEHHOM Ipernapare.

A.4. I3MeHeHWE Ha3BaHUS U
(wnm) axpeca: TPOU3BOIUTENS
(BKJIFOYAsi, €cClIuM MOPUMEHUMO,
JIOIIA/I0K 1o KOHTPOJIIO
KauecTBa), WM  JepKarens
MOADC, wniau MOCTaBIIHKa
aKTUBHOW  (papMaiieBTUYECKOM
cyOCTaHIINH, HCXOJHBIX
MaTepuajioB, PEAKTUBOB WIIU

MIPOMEKYTOUYHBIX IIPOIYKTOB
P Y POay ’ | HeoOxoaumebie | JIokyMeHTBI
UCITOJIB3YEMBIX B TPOHM3BOICTBE [Ipouemypa

. N yCJIOBUS U JJaHHbIC
aKTUBHOM  (papMaleBTUYECKON
cyOctaniuu (eciM yka3aHO B
TEXHUYECKOM JIOChE), €CIH B
pPErUCTpaIuOHHOM JI0ChE
OTCYTCTBYIOT cepTU(PUKATHI
coorBerctBus Ph. Eur., wm
MIPOU3BOIUTEIIS HOBOT'O
BCIIOMOTaTEIbHOTO BEILIECTBA
(ecnu yKka3zaHO B TEXHUYECKOM
JIOChHE)

1 1,2,3 1A

YcnoBus

1. IIpou3BoicTBEHHAs IUIONIAKAa U HU OJTHA U3 TTPOU3BOJICTBEHHBIX OIEpaluii He
U3MEHSETCS.

JlokymeHTanus
1. ObunuaneHelii  JOKYMEHT OT YIOJHOMOYEHHOTO oOpraHa (Hampumep,




HAJIOTOBOTO OpPTaHa), B KOTOPOM yKa3aHO HOBOE Ha3BaHHE U (MJIM) aJipec.

2. [TompaBka K COOTBETCTBYIOIIEMY pa3elly PErHCTPAIIHIOHHOTO JIOChE.

3.1lpy  w3MeHeHWW  Ha3BaHWs  JAepXkKaTels  Mmacrep-daiiia  aKTUBHOU
dapmanetuueckoi cyoctanimu (MOADPC) — oOHOBIEHHOE «pa3pelieHre Ha
JOCTYTI»

A.5. I3MeHeHHe Ha3BaHUA U
(wnu) azapeca TPOU3BOIUTENS
JIEKapCTBEHHOIO npenapata, | HeoOxomumbie | JIoKyMeHTHI Tponenypa
BKJIFOYAS BBIITYCKAIOIINE yCIIOBUSA U JaHHbIE
IVIOMIAIKM M IUIOHIaJKK 1O
KOHTPOJIIO Ka4eCTBA
a) neicTBus, 3a KOTOpBIE
OTBEYAET POU3BOAUTEID
1 1,2 Ay
(uMIopTep), BKIIOYAIOT BBIMYCK
cepuii
0) meicTBus, 3a KOTOpBIE
OTBEYAET MIPOU3BOAUTEID 1 1,2 IA
(umMmopTep), HE  BKIIOYAIOT
BBIITYCK CEpUI

Ycnosusa
1. [lpou3BojicTBEHHAs IUIOIIAJKa, Ha3BaHWMe W (MJIM) ajapec KOTOpOu
W3MEHSIOTCS, U HU OJIMH U3 IPOIIECCOB MPOU3BOJICTBA HE U3MEHSIOTCS.

JlokymeHTanus

1. Konust UCHpaBIEHHOTO pa3pelieHrs] Ha MPOU3BOJACTBO (MpU HAIMYWK) WA
opuIMaNbHBIA JOKYMEHT OT COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO OpraHa
(HanpuMep, HAJIOrOBOrO OpraHa), B KOTOPOM YIIOMHUHAETCS HOBOE Ha3BaHHE U
(unn) aapec.

2. Ecniu mpuMeHHMO, MONpaBKa K COOTBETCTBYIOIIEMY Pa3eNy J0Che, BKIIIOUas
EPECMOTPEHHYIO HH(POPMAIUIO O JJEKAPCTBEHHOM Npernapare.

A.6. U3menenne koma ATX Heobxommbie | JloymenTsr [Tpouenypa
yCIIOBUS Y JAaHHBIE
1 1,2 1A
YcnoBus
1. I3menenue BeiencTrue yreepxkaenus uin usMenenns BO3 koga ATX.
JlokyMeHTarus

1. CunerensctBo (BO3) 00 yrBepx)aeHNM win Korus epeds kogoB ATX.
2. [lepecmoTpennas nadopmaiys o JICKapCTBEHHOM Ipernapare.

A.7. Uckmouenue

MIPOU3BOJICTBEHHOH TIJIOMIAAKH (B
TOM YHCJIe A8  aKTUBHOH
(dhapmMalieBTHUECKOM CyOCTaHINH,
MIPOMEKYTOUYHBIX MIPOAYKTOB,
JIEKapCTBEHHOT'O npenapara,
YIIAKOBIIMKA,  OPOW3BOJUTES,

HeoOxomumbie | JloKyMeHTBI

IIporie a
yCIIOBUA U NJaHHbIE POHEAYD




OTBETCTBEHHOTO 32  BBIMYCK
CepuM,  KOHTPOJsI  KauecTBa

cepuit WIH MOCTaBIINKA

HCXOJTHOTO MaTepuasa, peakThBa

WIH BCIIOMOTATELHOTO

BelllecTBa (€clii  yKa3aHbl B

JIOCBE))

1,2 1,2 1A

YcnoBus

1. JlIokHO ocTaThcsl HE MeEHee | paHee OJOOpPEHHOH TPOW3BOJICTBCHHOU
IJIOMAAKA  (IMIPOM3BOAUTEIIS), OCYIIECTBIIIONMICH T¢ K¢ (YHKIHMH, YTO U
nojyIeKaniue uckiaoueHuto. Eciau npumenumo, B npeaenax Coro3a ocTaeTcs Io
MeHbIIeH Mepe 1 MPOM3BOIUTEb, OTBEYAOIIMI 32 BBITYCK CEpHUi, CIIOCOOHBIN
cepTU(UIIMPOBATh HCIBITAHWE TPOJYKTA B IIEIAX BBITyCKa CEpUi B paMKax
Coro3a.

2. UckmroueHne HE JIODKHO OBITh CIEACTBHEM KPUTHYECKUX HEIOCTAaTKOB
MIPOU3BOJICTBA.

JlokymeHTanus

1. B ¢opme 3asBiieHHS O BHECEHUU U3MEHEHHI HEOOXOJUMO YE€TKO 0003HAUUTH
TEKYIIUX WM IPEIIaraéMblX IMPOU3BOAUTENEH, NMEPEUUCIEHHBIX B paszaene 2.5
(opMBI 3asIBIECHHS O PETUCTPALIUU.

2. IlompaBka K COOTBETCTBYIOIIEMY (-UM) paszzaeny (-aMm) pEerucCTpaliOHHOIO
JI0Ch€, BKIIIOYAsi IEPECMOTPEHHYIO HH(POPMALIHIO O JIEKAPCTBEHHOM Ipenapare.

A.8. I3MeHeHus JaThl ayauTa
JUIs1 BepU(PUKAITTH COOTBETCTBHS
MIPOU3BOAUTEIST AaKTUBHOM Heo6xonumeie | JIOKyMeHTBI
(dhapMaiieBTHUUECKOM CyOCTaHIIUU YCIOBUS Y TaHHBIC
MpaBujIaM HaJJIexKamen
ITPOU3BOJICTBEHHON NTPAKTHKHU

[Tpouenypa

— — IA

JlokyMeHTarus

[IncpMEeHHOE MOATBEPKACHUE POU3BOIUTEINS JIEKAPCTBEHHOIO IIperapara,
coJieprKaliee ykazaHue o Bepuukanuu COOTBETCTBUS IPOU3BOIUTENSI aKTUBHOM
dapmarneBTrueckoi cyocrannuu [IpaBunam Hajpiexaiei mporu3BoICTBEHHON
MPAKTHKHU.

b. 3meHnenus kauectna
b.1. AktuBHas dapMaiieBTUUYECKasi CyOCTaHIUS

b.1.a) IIpousBoacTeo




b.l.a.l1. U3menenue
HCXOJIHOTO Marepuasa (peakTuBa,
MIPOMEKYTOYHOTO POJYKTA),
UCIIOJIb3YEMOT0 B MPOLIECCE TPOU3BOJCTBA
aKTUBHOU (hapMaleBTUUECKONW CyOCTaHIIUU
WA U3MEHEHUE MPOU3BOAUTEIN AKTUBHOMU
(dbapMaiieBTUUECKOM CcyOcTaHIMu (BKIIOYAs,
€CJIM MPUMEHUMO, IUIOIIAJIKU 110 KOHTPOJIIO
KauecTBa) AaKTUBHOW (hapMareBTUUECKOU
CyOCTaHIIMM, €CIHM B PETUCTPAMOHHOM
J0ChE OTCYTCTBYET cepTuduKar
cootBeTcTBUs EBponerickoint dapmakoriee.

IMIPOU3BOAUTCIIA

Heo0xoanMel
€ YCTIOBUS

JIoKyMeHTBI
U JaHHBIE

[Tporenyp
a

a) mpejiaraeMbii MIPOU3BOIUTEIb
MPUHAICKUT K TOH ke (hapMarieBTUUECKON
rpynie, 4To U 0JJOOPEHHBIN MPONU3BOTUTEND

1,2,3

1’ 21 3’ 4’
56,7

Ay

T) HOBBIH  TIPOM3BOJMTENL  MaTepuaa,
TpeOYIOIIEro OIICHKH BUPYCHOM
6e3omnacHocty U (unum) pucka TTO

€) U3MEHEHHE TMOpPsIKa KOHTPOJS KadecTBa
aKTUBHOU (papMaiieBTUYECKON CyOCTaHIIUU:
CMEHa WM J00aBjeHUE IUIOMIAAKU, Ha
KOTOpOH OCYIIECTBIISIETCS KOHTPOJIb
(ucpITaHuE) CepHit

2,4

1,5,8

3) BKJIIOUCHHUE AJIbTEPHATUBHON TUIOMIAIKU
o CTEpUIU3ALIUU AKTUBHOMU
(dhapMalieBTHUUECKOM cyOcTaHIuu c
UCIoJb30BaHUEeM  MeTona  Dapmakorieu
Corosa

1,2,4,5,8

1) BHECCHUE  HOBOU

MUKPOHHU3AIINHN

IO aaAKH I10

2,5

1,4,5,6

K) U3MEHEHUS COTJIAIICHUI MO HUCIIBITAaHUSAM
N0 KOHTPOJIO KadyecTBa OMOJIOTHMYECKOU
aKTUBHOW (papMalieBTUUECKOW CyOCTaHIUU:
3aMEHa WM BKIIOYEHUE IUIOIIAJIKH, Ha
KOTOPOM OCYILECTBIISIETCS KOHTPOJIb
(UCTIBITaHUS ) cepuid, BKJIFOYast
OMOJOTUYECKUM (MMMYHOJIOTUYECKHUH,
UMMYHO-XUMHUYECKHI) METOJ

4,5

J1) HOBasl TIJIOMIAIKA IO XPAHEHUIO TJIABHOTO
OaHka KIeTOK W (WiaM) pabounx OaHKOB
KJIETOK

1,5

YcaoBus
1. Cnenudukanu ~ MCXOJIHBIX
BHYTPHUIIPOU3BOJICTBEHHbIE KOHTPOJIH,

MaTepuaIoB
METObI

)51

PEaKTUBOB
aHajM3a BCEX MaTepuayoB)

(BKITIOUAst




WOEHTUYHBI paHee 0/I00pEHHBIM. Crnenuduxanuu (BKIJIFOYAsS
BHYTPUIIPOU3BOJICTBEHHbI KOHTpPOJb, METOJbl aHaJli3a BCEX MaTepuasoB),
CrocoOblI MIPUTOTORJICHUS (BKJIIOUYAs pa3Mep CEpUH) U MOAPOOHBIN CIIOCOO CHHTE3a
MPOMEKYTOUHBIX MPOJYKTOB M AaKTUBHBIX (PapMalleBTHUECKUX CyOCTaHIIMA
UJICHTUYHBI paHee 0J00PEHHBIM.

2. AktuBHas (apMarieBTHUECKas CyOCTaHIUS HE SBIACTCS OWOJIOTHYECCKOM
(MMMYHOJIOTUYECKOW ) UJTA CTEPUITLHOM.

3. Ecnm B mportecce mponu3BOACTBA UCTIONB3YIOTCS MaTEPHAITBI Y€TTOBEYECKOTO HITH
KUBOTHOTO  TPOUCXOXKJICHUS, TMPOU3BOJIUTEIh HE  HCIONB3YeT  HOBOTO
MOCTABIIMKA, B OTHOIICHUH KOTOPOTO TPeOyeTCs OIleHKa BUPYCHON O€30MacHOCTH
u cootBercTBHe Dapmakoriee Coro3a M0 MUHAUMH3AIMN PUCKA TIEpeIadn areHTOB
ryoyaroi sHiedaionaTuu *KUBOTHBIX MOCPEACTBOM JIEKAPCTBEHHBIX IMPENapaToB
JUTSL MEIMIIMHCKOTO ¥ BETEPUHAPHOTO MTPUMEHEHUSI.

4. Tpaucdep MeTo1a CO CTapoil Ha HOBYIO ILJIONIAIKY TPOU3BEJICH YCIICIIIHO.

5. Cnenudukanus Ha pa3Mep 4acTHI] aKTUBHOU (apMalieBTUYECKON CyOCTaHIIUU
¥ COOTBETCTBYIOIINI aHATMTUYECKUN METOJI HE U3MEHSIOTCSL.

JlokymeHTanus

1. Ecnmu mpumeHMMO, TIONMpaBKa K COOTBETCTBYIOLIEMY pasneny (pasmenam)
PErHCTPALIMOHHOTO J10CHE.

2. Jlexmapanusi aep:Karensi perucTpaliOHHOTO YAOCTOBEPEHUS WM JIepKaTes
MOA®C coOTBETCTBEHHO, YTO MPOLEAYPHl KOHTPOJISI KaYeCTBa cocoda CUHTE3a
(WM 1711 pacTUTENBbHBIX JIEKAPCTBEHHBIX MPENapaToB (COOTBETCTBEHHO): METOAA
IPUTOTOBJICHUSI, TeorpaUuecKoro HCTOYHUKA, IPOU3BOJACTBA PACTUTEIBHOM
(dapmalneBTUUECKON CcyOCTaHLMU M Ipoliecca MPOU3BOACTBA) U CIEUU(PUKAIIIU
aKTUBHOM (apMarieBTUUeCKOW CyOCTaHIIMM M MCXOJHOTO Marepuana (peakTHBa,
IPOMEKYTOUYHOTO  MPOAYKTa) B  IPOLECCEe  NPOU3BOJACTBA  AKTUBHOMN
dbapmareBTUYECKON CyOCTaHIIMU (€CiM MPUMEHUMO) HE OTJIMYAIOTCS OT paHee
0JIOOPEHHBIX.

3. JIubo ceptudukar coorBercTBUs EBpomeiickoit ®dapmakomnee mo TI'D s
J000r0  HOBOTO  HMCTOYHMKA  Marepuana, Jmbo (eciu  NMPUMEHHUMO)
JOKYMEHTAIbHOE  TMOATBEPKICHHE  TOro, 4YTO  MCTOYHHMK  Marepuana,
noABepKeHHbIN pucKy TI'D, paHee mccnenoBaincs ynoJHOMOYEHHBIM OPTaHOM; U
ObLIO MOATBEpkIEeHO ero cooTBercTBUEe Dapmakorniee Coro3a MO0 MHUHHUMHU3ALUU
pUCKa Tepelaud areHToB Ty04aTtoi 3HIe(aIonaTud MUBOTHBIX MOCPEICTBOM
JIEKapCTBEHHBIX MPENapaToB ISl MEIUIMHCKOTO U BETEPUHAPHOTO NMPUMEHEHHUS.
HeoOxoaumo npeacTaBUTh CIAEAYIOIUE CBECHUS: Ha3BaHUE POU3BOINUTEINS; BU
KUBOTHBIX M TKaHHW, W3 KOTOPBIX IOJIy4EH MaTepuai; CTpaHa MPOMCXOKIACHUS
YKUBOTHBIX, €r0 UCIIOJIb30BAHUE U IIPUEMIIEMOCTD B ITPOLLIIOM.

4. Jlannble aHanm3a cepuil (B dopmaTe CpaBHUTEIBHOW TAOIMIIBI) MO MEHBIIEH
Mepe ABYyX cepuil (10 MEHbIIEed Mepe, OMBITHO-MPOMBIIUICHHBIX) AKTUBHOM
(dapmalneBTHUECKON CYyOCTaHIIMM OT TEKYIIMX U MpeAsiaraéMbIX MPOU3BOAMUTENCH
(TUTOIIATOK).

5. B dopme 3asBiieHHs O BHECEHUU M3MEHEHUN HEOOXOJIUMO YETKO 0003HAYHTh
TEKYIIUX U TpejiaraéMbIX MPOU3BOJIUTENICH, KaK yKa3aHo B pasneine 2.5. popMbl
3asIBJICHUSI.




6. Ecniu aktuBHas ¢dapmaneBTuueckas CyOCTaHIMS MCHOJB3YETCS B KauyecTBe
UCXOJTHOTO MaTepuaia, Aekiapanus kpanuduiupoBannoro juna (KJI) xaxmoro
Jep)Katens JIMIEH3UM Ha TMPOU3BOACTBO, YKAa3aHHOTO B 3asBICHUU, U
kBanmuuiupoBanHoro swuna (KJI) kaxmoro nepskarenss JIMIIEH3UM  HaA
MIPOU3BOJICTBO YKA3aHHOTO B 3aSBJICHHHM B Kau€CTBE OTBETCTBEHHOT'O 32 BBIMYCK
cepuii. B nekmapanusix He0OXOJUMO yKa3aTh, YTO MPOU3BOAUTEND (M) aKTUBHOM
dbapmareBTHYeCKOl CyOCTaHIIMHU, yKa3aHHBIC B 3asBJICHUH, OCYIIECTBISACT (FOT)
CBOKO  JEATENBHOCTH B  COOTBeTCTBMM ¢  [IpaBmiiamm  Hamiexamen
MIPOU3BOACTBEHHON MpakTuku Cor03a B OTHOIICHWU MUCXOTHBIX MaTepHuayioB. [Ipu
OTIPEICTICHHBIX OOCTOSITENIbCTBAX JOMYCKAETCS MPEACTABIATh 1 JAeKIapamnuio (CMm.
npumedanue K n3meHenuto b.11.6.1)

7. O0s3atennbecTBO  (MPU HEOOXOAWMOCTH)  TPOM3BOJUTENISI  aKTHBHOM
dbapmaneBTUUECKOM CyOCTaHIIMM  oOmoBemarh Jepxkarens PY o moObix
M3MEHEHUSIX TIpoliecca MPOU3BOJICTBA, CICIIM(PUKAIIMN U aHATUTHUYECKUX METOJIUK
aKTUBHOMU (papMarieBTUUECKOM CyOCTaHITUH.

8. [logTBepkieHMe TOro, 4YTO MpejsiaraeMas IUIONIaJKa OJDKHBIM 00pa3oM
JUIEH3UPOBAHA B OTHOIICHHH pacCMaTpPUBAEMOM JIEKAPCTBEHHOU (OPMBI,
JIEKapCTBEHHOT'O MIpenapara Ui NpOor3BOICTBEHHOM ONEpaIIHH.

b.l.a.2. U3menenus npouecca

. | Heobxonumeie | oxymentsl | [Ipouemyp
MIPOU3BOICTBA AKTUBHOU

. yCIIOBUS U JJaHHbIC a

(dhapMalleBTUUECKOM CyOCTaHIINKN
a) HECYIIECTBEHHOE U3MEHEHUE

.| 123,4,5,6,
npoliecca Mpou3BOJICTBA aKTUBHOU 5 1,23 1A
dbapmarneBTHYECKON CyOCTaHIIUN
1) HECYIIIECTBEHHOE U3MEHEHHUE i 1234 IB
3akpbIToi yacTu MOADC T
YcnoBus

1. HexxenatenbHOE M3MEHEHUE KAYECTBEHHOTO MJIM KOJIMYECTBEHHOTO MpOoduis
npuMeceit min PU3NKO-XUMUYECKUX CBOMCTB OTCYTCTBYET.

2. Cnoco6 cuHTE3a OCTaeTcsi TeM K€, TO €CTh MPOMEKYTOUHBIE MPOIYKTHI HE
U3MEHSIOTCS M B TIPOIIECC HE BBOJSTCS HOBBIC PEAKTHUBBI, KATaJIM3aTOPHI WUIIU
pactBoputenu. ['eorpaduyeckuii MCTOYHUK, MTPUTOTOBIICHUE PACTUTEIHLHOTO
CBIPbS U CIOCO0 MPOM3BOJCTBA JICKAPCTBEHHBIX PACTUTEIBHBIX MPEMapaToB HE
U3MEHSIOTCS.

3. Cnenudukanuu AKTUBHOM dapmareBTUYeCKOM cyOcTaHIINH u
MIPOMEKYTOUHBIX MPOTYKTOB HE U3MEHSIOTCS.

4. VI3MeHeHre MOTHOCThIO OMKUCHIBAETCS] B OTKPHITON YacTH (YaCTU «3asiBUTEIIS)
M®ADC (ecau IPUMEHHUMO).

5. AkTuBHas (apMmaneBTHUECKas CyOCTaHIUs HE SBJSETCS OMOJOTHYECKON
(MMMYHOJIOTUYECKOM) CyOCTaHIIMEH.

6. IsmMenenue He  3arparuBaeT reorpad@UueCKMid  MCTOYHHK,  CIIOCOO
MIPOU3BOJICTBA WJIA MTPUTOTOBJICHUS JICKAPCTBEHHOTO PACTUTEIHLHOTO Tperapara.
/. I3Menenue He 3atparuBaeT 3akpbiTor yactu MOADC.




JlokyMeHTarus

1. IlonmpaBka K COOTBETCTBYIOLIEMY pazzeny (pas3ieninaMm) perucTparmoHHOTO
JI0ChE, BKITIOYAs MPSIMOE CPaBHEHHUE TEKYILIETO U HOBOT'O MPOIIECCOB.

2. Jlannple aHanu3a cepuil (B (opMare CpaBHUTEIBHOW TAOJMIIBI) TIO MEHBIIICH
Mepe 2 cepuil (IIo MeHbIIeH Mepe, ONBITHO-ITPOMBIIUICHHBIX ), TPOU3BEACHHBIX C
MOMOIIBIO OJJOOPEHHOTO U MPEIaraeMoro MpoLeccoB.

3. Konun yTBepKaeHHBIX crenupuKanuii akTUBHOW  (apMaleBTHUECKOM
CyOCTaHIINH.

4. Jlexnapamusi Aep:Karelnsi PeruCTPallMOHHOTO yIOCTOBEPEHHS WIIW AepiKaTels
M®OA®C cooTBETCTBEHHO, YTO M3MEHECHHE KAaUueCTBEHHOI'O M KOJIWYECTBEHHOTO
npoduis nmpumeced WM (U3NKO-XMMHUYECKUX CBOMCTB OTCYTCTBYET, CHOCOO
CUHTE3a, crHenuuKalul AaKTUBHOM  (apmalleBTUYECKOM CyOCTaHUUMU U
MIPOMEKYTOUYHBIX MMPOJIYKTOB HE U3MEHSIOTCS.

[loqg  3HAYUTENBHBIMM  U3MEHEHUSIMU
AKTUBHBIX bapmaneBTUYECKUX
cyOCTaHIIUH, MOJTYYEHHBIX myTeM
XUMHUYECKOTO CHHTE3a, MOJpa3yMeBaIOTCs
M3MEHEHHUs Croco0a CHHTE3a WU YCIOBUH
MIPOM3BO/ICTBA, KOTOpBIE CIIOCOOHBI
[Tpumevanue W3MEHUTh BaXKHBIC IMOKA3aTEIM KadecTBa
AKTUBHOU (apmaneBTUYECKON
cyOCTaHIINM, TakKWe KaK KAauyeCTBEHHBIH M
(nnn) KOJINYECTBEHHBIN npoduiib
npumecei, TpeOyromuil KanuduUkanuy,
wii  (U3UKO-XMMHUYECKHE  CBOMCTBA,
BIIUSFOIIME Ha OMOJOCTYITHOCTb.

b.l.a.3. I3menenune pazmepa cepuu
(BKJIFOHWAasi  AMAana3oHbl  pa3Mepa

cepun) AKTUBHOMN

dapmaneBTuueckoir  cyocrtaniuu | Heooxonumbie | Jlokymentsl | Ilpouenyp
WM TMPOMEXYTOUHOIO MPOIYKTA, YCIIOBHUS U JaHHbIE a
HCIIOJIb3yEMOTO B mporecce

IIPOM3BOJCTBA AKTUBHOU

dbapmareBTHYeCKON CyOCTaHIIUN

a) yBEJIMUEHUE pa3Mepa Cepuu

BILUIOTH 10 10 pa3 mo cpaBHEHHUIO C 1,2, ?;’ ?3’ 56, 1,2,5 1A
3apEeruCTPHPOBAHHBIM Pa3MEPOM ’

0) 10-kpaTHOE pa3yKpyIHECHHE 1,2,3,4,5 1,2,5 1A
I') YBEIMUCHHE  pa3Mepa  Cepuu

oomee 10 pa3 mo CpaBHEHHIO C - 1,2,3,4 IB

3aperuCTPUPOBAHHBIM Pa3MEPOM




1) YBEJIIMUYCHUE (YMEHbIIIEHHE)
maciirada TIPOU3BOICTBA
OMOIOTUYECKON

(MMMYHOJIOTUYECKOM)  aKTUBHOMU

dbapMalieBTHYECKOM  CyOCTaHITUU ) 1,234 IB

0e3 U3MEHEHUS npoiecca
MPOM3BOJICTBA (Hampumep,
1yOJIMpOBaHKE JIMHUN)

YcnoBus

1. Bce u3meHeHHs] METOIOB MPOM3BOACTBA 3aTParuBarOT JHIIb HEOOXOIMMBIC
Ui YKPYNHEHHS  WJIM  Pa3yKpyIHEHWs, HalpuMep, HCIOJIb30BaHHE
000pyI0BaHUE IPYroro pa3Mepa.

2. Heobxoaumo IpEJICTaBUTh pe3yJIbTaThl UCTIBITAaHUI COIJIACHO
crenu@uKanusaM He MEHee 2 CepHil peaiaraeMoro pasmMepa cepuu.

3. PaccmaTpuBaeMblil JIeKapCTBEHHBIM Mpenapar He sBISETCS OMOIOrMYECKUM
(MMMYHOJIOTUYECKUM) JIEKAPCTBEHHBIM IIPETIAPATOM.

4. I3MeHeHHe HE BIUSET HEXeNaTedbHbIM 00pa3oM Ha BOCIPOM3BOJUMOCTD
mpoiiecca.

5. U3meHeHune He MAOMKHO OBITh CIEACTBUEM HENPEABUICHHBIX CHUTYalUM,
BO3HHMKIIMX B X0J1€ MPOU3BOJICTBA, WM HAPYIIEHUS CTAOUIBHOCTH.

6. Cnenudukanuu akTHBHON (hapMaIleBTHUECKOW CYyOCTaHITUH (TIPOMEKYTOTHBIX
MPOJIYKTOB) HE U3MEHSAIOTCSI.

7. AxtuBHas (hapManeBTHUECKas CyOCTaHIMSA HE SIBJIAETCS CTEPUIIBLHOM.

8. Pasmep cepum Haxonsatcs B mpenene 10-kpaTHOro AuanasoHa pa3mepa Cepui,
IPELYCMOTPEHHOIO IIPU PETUCTPALIMH WIX MTOCIIE ITOCIEAYIOIIEr0 U3MEHEHUS, HE
ABJISIBIIErocsl n3MeHeHueM [A tuna.

JlokyMeHTamus

1. ITonpaBka K COOTBETCTBYIOLIEMY pazleny (pas3zaeiiaM) perucTpalMOHHOTO
TOCBE.

2. Homepa cepuii HICTIBITAHHBIX CEPUIl UIMEIOT MpEAJIaraeMblii pa3Mep CEpHH.

3. lannbie aHanm3a cepuii (B ¢popMare CpaBHUTEIBHOW TAOJMIIBI) MO0 MEHBIICH
Mepe OJIHOM MPOMBIIIJIEHHON CepUr aKTUBHOM (papmalieBTUYECKON CyOCcTaHUIUU
WIA TPOMEKYTOYHOIO TMPOAYKTa COOTBETCTBEHHO, MPOU3BEACHHOU B
YTBEPXKICHHOM M TmpeaysaraemMoMm pasmepe. [lo 3ampocy HeoO6Xxoaumo
NPEACTABUTh JAHHBIE MO CJIEAYIOIIMM ABYM IOJHBIM MPOMBIIIJIEHHBIM CEPUSIM;
JepkaTenb 00s3aH COOOIIUTh, €CIU pe3yJbTaThl aHAM3a HE YKJIAJbIBAIOTCS B
crienu(pUKAIUIO U MPEIJIOKUTD TIJIaH ACHCTBHIMA.

4. Komuu  of0OpeHHBIX  crHenupuKanuii  aKTHBHOW  (DapMalieBTHUECKOM
cyOcTaHuu (M IPOMEKYTOUYHBIX MPOTYKTOB, €CITH MPUMEHUMO ).

5. Jexnapanust aepkaressi perucTpallMOHHOTO YJIOCTOBEPEHUS WA JIepHKaTENs
M®O®OA®C COOTBETCTBEHHO, YTO BCE€ M3MEHECHHUSI METOJ0B IPOU3BOACTBA
3aTparuBaroT JIMIIb HEOOXOIUMBIC [JIi YKPYMHEHUS WIH pPasyKpyINmHEHUs,
HampuMep, HUCIOJIb30BaHUE OOOpPYAOBAHMS NPYroro pasMepa; HU3MEHEHUE He
BJIMSIET HEXeENaTelIbHbIM 00pa30M Ha BOCIPOM3BOJUMOCTh IIPOLIeCcCa; U3MEHEHNE
HE SIBJISIETCSl CJICJICTBUEM HENPEIBUJCHHBIX CUTYallMd, BO3HUKIIUX B XOJI€




NPOU3BOJICTBA, WM HApyUIEeHUs1 CTaOWIBHOCTH; Cleuu(UKauu aKTUBHOU
(dapmaneBTHyecKor cyOcTaHuU (TPOMEKYTOUHBIX MTPOJIYKTOB) HE NU3MEHSIOTCSI.

b.I a.4.1I3meHeHue
BHYTPHUIIPOU3BOICTBEHHBIX
WCTIBITAHUN WIN kputepueB | Heooxonumbie | Jlokymentsl | [Ipouenyp
MPUEMIIEMOCTH, HCIOJb3YIOMMNXCS YCIIOBHS Y JJaHHbIE a
Npyd  TNPOU3BOJACTBE  AKTUBHOMU
dbapmareBTHYeCKON CyOCTaHIIUN

a) Y’)KeCTOUCHHE
BHYTPHUIIPOU3BOICTBEHHBIX 1,2, 3,4 1,2 1A
KPUTEPHUECB IPHEMIIEMOCTH

0) mobaBieHHE HOBBIX
BHYTPHUITPOU3BOICTBEHHBIX
UCIIBITAaHUH WJIH KpUTECPUCB
IPUEMIIEMOCTH

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

B) HCKJIIOUCHHE HE3HAYNMOT'O
BHYTPUIIPOU3BOICTBEHHOTO 1,2, 7 1,2,5 1A
HCIIBITAHUS

¢) no0aBieHUE WA 3aMeHa
BHYTPHIIPOU3BOICTBEHHOT'O
UCIIBITAHUS U3 COOOpakKeHUM
0€30IacCHOCTH WJIN KauyeCcTBa

- 1,2,3,4,6 IB

YcnoBus

1. 3meHeHue He SBISIETCA CIIEICTBUEM KAaKOT0-JIHM00 00s3aTeIbCTBA, MPUHSITOTO
M0 pe3yJbTaTaM paHee MPOBEIEHHBIX JKCIIEPTU3 C LETbI0 aHAIU3a KPUTEPUEB
MPUEMIIEMOCTH clienuPuKauuu (HampuMmep, B X0JI€ PErMCTPallU UM BHECEHUS
u3menenwuit [ tuna).

2. I3MeHeHue He ABISETCS  CIEJACTBUEM  HENPEIBHUACHHBIX  CHUTYaIluH,
BO3HUKIIINX B XOJI€ MPOM3BOJCTBA, HANPUMEP, HOBas HEKBATU(UIIMPOBAHHAS
IPUMECH, U3MEHEHHE MTPEAECIIOB COAECPHKAHUSI CYMMBI IPUMECEH.

3. JItroboe wu3MeHeHWe JOJKHO YKIAJbIBaTbCS B JIMANA30H JICHCTBYIOIINX
0J100pEHHBIX KPUTEPHUEB MPUEMIIEMOCTH.

4. AHaIMTUYECKast METOJIMKA HE U3MEHSIETCS WM U3MEHSETCS He3HAUUTEIBHO.

5. Hu oguH HOBBIM METOJ| UCTBITAHWS HE OCHOBAH Ha HOBOW HECTaHJApTHOM
METO/0JIOTUN UJIN CTAHIAPTHOM METOO0JIOTUH, UCTIONIb3YyEMOU O-HOBOMY.

6. HoBbIi1 MeTOT MCTIBITAHUS HE SBJSETCS OMOJIOTHYECKUM (MMMYHOJIOTHIECKUM,
UMMYHOXMMHUYECKHM)  HWJIM  METOJOM, TpH  KOTOPOM  HCIOIb3YeTCs
OMOJIOTUYECKUI pEeaKkTUB Jii OMOJIOTMYECKOW AaKTUBHOM (hapMaleBTUYECKOU
cyOcTaHIIMH (3a UCKJIIOUEHHUEM CTaHJapTHBIX (dapmakonenHbIX
MHUKPOOHOJIOTUYECKUX METOJIOB).

7. [lapameTp crnenuduKanuu HE 3aTparuBacT KPUTHUYECKUN Tapamerp,
Hampumep, J1o00i U3 CIEeIyIOMMX: KOJMYECTBEHHOE OMpeAeTeHHe, MPUMECH
(ecin TOJIBKO OIPEAENIEHHBI PACTBOPUTENL OJHO3HAYHO HE HCIIONB3YETCS B
MIPOU3BOJICTBE aKTUBHOM (papMaiieBTHUECKOM CyOCTaHIUM), IT00ass KpUTHIECKas




(1)1/1314%01(&1;{ XapaKTCpUCTUKa, HAIIPpUMCEP, pa3sMEp YaCTHL, HACBIIIHAA IJIOTHOCTD
A0 U IOCJIC YIINIOTHCHHUS, UCIIBITAHUE HAa MMOAJIMHHOCTL, BOJA, JIFO00H 3aIIpoC Ha
W3MEHEHHUE YaCTOThI MCIILITAHUU.

JlokyMeHTanus

1. ITonpaBka K COOTBETCTBYIOUIEMY pazleny (pas3ziesiaM) perucTpanMoOHHOTO
TOCBE.

2. CpaBHHUTEIbHAS Tabauna TEKYIIUX u npeiaraeMbIx
BHYTPHUIIPOU3BOICTBEHHBIX UCIIBITAHUN.

3. [Togpo6HOE ommcanne HOBOW HehapMaKONEHHON aHATUTHICCKOW METOIUKH U
JAHHBIE TI0 BaJUJalUU (B COOTBETCTBYIOIIUX CIydasix).

4. JlanHbple aHaM3a 2 MPOMBINUICHHBIX Cepuid (11 OMOJIOTHYECKUX aKTHBHBIX
(dapManeBTUYECKUX CyOCTaHIMM, MPU OTCYTCTBUM JOJIKHBIX OOOCHOBaHHHN — 3
IPOMBIIICHHBIE CEPUHM) aKTUBHOM (papMalieBTUUECKOM CyOCTaHIMU IO BCEM
napameTpam crienupuKaIuu.

5. O6ocHOBaHME (OLIEHKA PUCKOB) CO CTOPOHBI JIepKaTelsisi PEerucTPallMOHHOTO
ynoctoBepenust win aepxkarens MOADC cooTBETCTBEHHO, MOATBEPKAAIOIINE,
YTO BHYTPUIPOU3BOACTBEHHBIE MMAPAMETPHI SBJISIIOTCS HE3HAUYUMBIMHU  HIIH
yCTapeBIINMH.

6. O6ocHOBaHWEe cO cTOpoHBI nepxkarens PY wmm  nepxkarenss MOADC
COOTBETCTBEHHO HOBBIX BHYTPHUIIPOU3BOJICTBEHHBIX UCIIBITAHUN U MPEJEIIOB.

b.l.a.5. U3menenue AKTUBHOM
dbapMaiieBTUUECKOM  CcyOcTaHIUU
CE30HHOM, MpenaHAeMUIECKON WK
NaHJAEMUYECKON  BAaKIUHBI  JUIS
npO(UIAKTUKY TPUIIIA

Heobxonumbie | JlokyMeHTBI

11 a
yCJIOBUS 1 JaHHBIE POHEAYD

a)3aMeHa 1mramma  (IITAaMMOB)
CE30HHOM, MPENaHAEMHUYECKON WU
MaHJEMUYECKONM  BAKUMHBI IS
NpO(QUIAKTUKH TpUINa

b.1.6) Kontposb kauecTBa akTUBHOM (hapMalleBTUUECKOW CyOCTaHIIMU

b.1.6.1. U3meHenne  mapameTpoB
cnenuduranuu 1 (WiM) KpUTEPUEB
IIPUEMIIEMOCTH AKTUBHOM
apMareBTUYECKO  CcyOcTaHIIUU
dapmar Y I e 06X 0 auMbIe JIOKyMeHTBI
UCXOTHOTO MaTtepuaia [Ipouenypa
YCIIOBHUS U JJaHHbBIC

(TIpOMEXKYTOIHOTO POJYKTa,

peaKkTuBa), UCIIOJIB3YEMBIX B
IPOLIECCE TTPOM3BOJCTBA AKTUBHOMN
dbapMalleBTHUECKOM CyOCTaHIINU

a) yKECTOUCHHUE KpUTEpHUEB
MIPHUEMIICMOCTH cnenuuKanmu
JIEKapCTBEHHBIX npenaparTos, 1,2,3,4 1,2 |Any
MO/IeXKAIMX ~ BBIMIYCKYy  Cepuil
o(UIIHATBHBIM KOHTPOJIbHBIM




OpraHoM

0) y)ecToueHue KpUTEPUEB

1,2,3,4 1,2 1A
IPUEMIIEMOCTH CHEIMPUKAIIH

B) 100aBIeHNE B CICIHU(PUKAIINIO
HOBOTO napameTpa u
COOTBETCTBYIOIIETO €My MeEToja
WCITBITAaHUS

1,2,5,6,7 1,2,3,4,7 1A

') UCKJIIIOYEHHE HE3HAYUTEIHHOTO
napameTpa cnenuduKanuu
(Hanpumep, HCKIIIOUECHHE
yCTapeBIIIETO MapaMeTpa)

1,2,8 1,2,6 1A

3) moOaBeHUE WJIN 3aMeHa
(uckmrodass ~ OMOJOTHMYECKYI0 U
MMMYHOJIOTHYECKYIO CYyOCTaHIIUIO) 12345
napaMmerpa  crnenuupuKadud U - o IB
COOTBETCTBYIOIIETO €My MeEToja
UCIIBITaHUS U3 CcOOOpakeHUi
0€30MaCHOCTH WUJIM KaueCTBa

YcnoBus

1. I3meHeHne He ABIAETCS CIEICTBUEM JIIOOOTO 00s3aTENbCTBA, IPUHSATOTO IO
pe3yJbTaTaM paHee MPOBEICHHBIX AKCIEPTHU3 C LENbIO0 MEPECMOTpa KPUTEPHUEB
npuemsieMocTd  cnenudukanuu  (HampuMep, B XOJI€  PETUCTpaluu
JIEKapCTBEHHOI'O MTpenapara Uiy BHECeHUU n3MeHeHuit 11 tuna).

2. I3MeHeHne HE SABISACTCS  CIEJACTBHEM  HENPEABHICHHBIX  CHTYaIlUH,
BO3HUKIIIMX B XOJI¢ MPOU3BOJCTBA, HAIPUMEP, HOBOM HEKBAIU(PUIIMPOBAHHOU
MPUMECH, U3MEHEHUSI TIPEJIEIIOB COJICPIKAHUSI CYMMBI IPUMECEH.

3. JIroboe n3MeHEeHHE JTOHKHO YKIAIBIBATHCS B AWAMA30H TEKYIINX 000PEHHBIX
KPUTEPUEB IPUEMIIEMOCTH.

4. AHaIMTUYECKast METOJIMKA HE U3MEHSIETCS WM U3MEHSETCS He3HAUUTEIBHO.

5. Hu oguH HOBBIM METOJ| MCMBITAHWS HE OCHOBAH Ha HOBOW HECTaHIApTHOMN
METO0JIOTUU UM CTAaHJAPTHON METOJO0JIOTUH, HCTI0JIb3yEMOI TO-HOBOMY.

6. HoBbIi1 MeTOT UCTIBITAHUS HE SIBISIETCS OMOJIOTMYECKUM (MMMYHOJIOTUYECKUM,
UMMYHOXUMHUYECKUM)  WJIM  METOJIOM, TMpPU  KOTOPOM  HCIHOJB3YyETCs
OMOJIOTUYECKU PEaKTUB I OMOJIOTMYECKOW AaKTUBHOM (hapMaleBTUYeCKOn
cyOcTaHIIMH (3a UCKJIIOUEHHUEM CTaHJapTHBIX (apmakonenHbIX
MUKPOOHOJIOTUYECKUX METOIOB).

/. 3mMenenue nr000ro Marepualia HE 3aTparuBaeT N€HOTOKCUYHYIO MPHUMECH.
Ecnu BoBiedyeHa akTuMBHas (papMalleBTHYECKas CyOCTaHIMs, 3a HCKIIOUYEHUEM
OCTaTOYHBIX PACTBOPUTENICH, KOTOpBIC JOKHBI COOTBETCTBOBATH IpejeaaM
cooTBeTCTBYIOIIECH cTathe PDapmakonen Coro3a, KOHTPOJIb JIHOOON HOBOM
MpUMeECH JIOJDKeH cooTBeTcTBoBaTh Dapmakonen Coroza win (apmakorien
rocyJlapcTBa-ujicHa.

8. [Tapamerp cnernuduKaMu HE 3aTparuBacT KPUTHYECKUN  TapameTp,
HarpuMmep, JI0O00W W3 CHENYIONMX: KOJMYECTBEHHOE OIpEJCIICHHE, MPUMECH




(ecii TOJNBKO OINpPEAENICHHbI PAacTBOPUTENb OJHO3HAYHO HE HCIIOJb3YETCS B
IPOU3BOJICTBE AKTUBHOM (hapMalleBTHUECKOW CyOCTaHLIMMU), TH00ast KpUTHIECKas
du3nueckas XapakTepucTHKa, HallpuMep, pa3Mep 4acTHI], HACHITTHAS TIJIOTHOCTh
JI0 U TOCJI€ YIUIOTHEHUS, UCTIBITAHUE Ha MOJUIMHHOCTb, BOJA, JTI00O0H 3arpoc Ha
IPOITYCK HUCIIBITAaHUSI.

JlokymeHTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pasfeny (pasaenaM) pPErHCTPalMOHHOTO
J0ChE.

2. CpaBHuTenbHas TaOIUIA TEKYIINX U MpeJIaraeMbIX Crieln(QUKaIIHii.

3. [Togpo6HOE ommcanue T000M HOBOM aHATUTUYCCKON METOIUKH U JTaHHBIE 110
BaJIMIalKu (B COOTBETCTBYIOUIUX CIydasix).

4. JlanHbple aHanM3a 2 MPOMBIIUICHHBIX CEpUMl (MpU OTCYTCTBUU OOOCHOBaHUS
0o0paTHOTrO JJIs1 OMOJIOTHMYECKUX aKTHBHOM (hapMarieBTUUECKUX CyOcTaHIi — 3
CepHUH) COOTBETCTBYIOIIECH aKTUBHOU (hapMaleBTUYECKON CYOCTaHIIMU MO BCEM
napameTpam crienupuKaIuu.

5. B coorBercTByrOmUX Ciay4yasx JaHHBIE TeCTa CPAaBHUTEIBHOW KUHETHUKU
pPacTBOpEHMsI  JICKAPCTBEHHOTO  Tperapara,  COJIEpKalller0  aKTUBHYIO
dapmaneBTUYECKyl0  CyOCTaHIIMIO 10 MEHbIIEH Mepe U3  OIBITHO-
MPOMBINIJICHHONW CEPUM, COOTBETCTBYIOIIYIO IEHCTBYIOIIMM U MpeajaraeMbIM
cnenuuKanusaM. B OTHOIIEHWH JE€KapCTBEHHBIX PACTUTEIBHBIX IPENapaToB
MOTYT OBITh JOCTaTOYHBI JAaHHBIE CPABHUTEIHHON PACIIaaeMOCTH.

6. ObocHoBaHME (OIICHKAa PHCKOB) CO CTOPOHBI JAEp)KaTelsl PETUCTPAMOHHOTO
ynocroBepenusa unu aepxareinsi MOADC cOOTBETCTBEHHO, MOATBEPKAAIOIINE,
YTO BHYTPHUIPOW3BOJCTBCHHBIA TMapamMeTp SBISICTCS HE3HAYUMBIM WM
yCTapEBIIIHM.

7. Ob6ocHOoBaHne co cTopoHbl nepxkarens PY wmm  nepxkarens MOADC
COOTBETCTBEHHO  HOBBIX  MapaMerpa  chenupuKalmuu U  KPUTEPUEB

IPUEMIIEMOCTH.

b.1.6.2 I3mMeHeHre aHaTuTUYECKOU

METOJMKH aKTUBHOU

dbapMaiieBTHUECKOM  CyOCTaHIUU

158105 VCXOHOI0 matepuana ([Heooxoaumsie | JIOKyMEHTBI n
(TIpOMEXYTOIHOTO MPOJYKTA, |  YCIOBHUSA U JTaHHbBIC poneaypa
peakThBa),  HUCIOJb3YEMBIX B

MpoLEeCCE MPOU3BOJICTBA AKTUBHOU

dbapmareBTHYECKON CyOCTaHIIUN

a) HE3HAYNMBIC U3MCHCHHUS

0JI00pEHHOM AHAJIMTUYECKON 1,2,3,4 1,2 1A
METONKHU

0) UCKITFOUCHHE aQHAJIMTHICCKOM

METOIUKH aKTUBHOM

dbapMaiieBTHUECKOM  CyOCTaHIUU 7 1 1A
WU HCXOTHOTO Marepuasa

(TIpOMEXKYTOIHOTO IPOJIYKTa,




peaKkTHBa), €CIHM ajJbTCPHATHBHAsS
el aHaJMTHUYECKas METOAHKA YKe
on00peHa

B) MIpOYHE U3MEHECHUSA
AHATUTUYECKOMN METOAUKHU
(BKITFOUAs 3aMEHy W
no0aBlieHHE) peakThBa, kKoTopas He | 1,2, 3,5, 6 1,2 1A
OKa3bIBACT 3HAYMMOTO BIIMSHUS HA
COBOKYIIHO€ Kauye€CTBO AaKTUBHOM
dhapMalieBTHUECKOM CyOCTaHIINN

1) IpoYne W3MEHEHHUS

AHAJUTUIECKOU METOINKH

(BKITFOUAsT noOaBlieHHE WU

3aMEHY) aKTUBHOU 1,2,4,5,6 1,2 IB
dbapMalieBTHUECKOM  cyOcTaHIIUU

WA HCXOJIHOTO Marepuaia

(IPOMEXKYTOYHOTO MTPOJTYKTA)

YcnoBus

1. CornacHO COOTBETCTBYIOIIUM pyKOBOAcTBaM Coro3a mpoBeieHa HeoOXoaumas
BaJMalusl, NOATBEPKIAOIIAsl TO, YTO OOHOBJIEHHAs! aHAIUTUYECKAass METOJIMKA
10 MEHBILIEW Mepe PKBUBAJICHTHA MPEBIIYILIEH.

2. Ilpenensl  conepkaHusi CyMMbl @pUMeced HE HW3MEHWINCh, HOBBIE
HEKBATM(UIUPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

3. MeTon aHanu3a HE U3MEHWJICS (HampuMmep, U3MEHEHHUE JJIMHbI KOJOHKU WIH
TEMIIEpaTyphl, HO HE IPYTrOM BUJ KOJIOHKH UIIK METON).

4. MeTolT WCIHBITAaHUSA HE SBJISETCS OMOJOTMYECKUM (MMMYHOJOTHYECKHUM,
MMMYHOXHUMHYECKIM) WA METOJOM, B KOTOPOM HCHOJIb3yeTCsd OHOJIOTHYEeCKUi
peakTuB JUisi OMOJIOTMYECKOW aKTUBHOW (hapMaleBTUYECKOW cyOcTaHuuu (3a
HCKIIFOUEHHEM CTaHJIAPTHBIX (hapMaKOMEeHHbIX MUKPOOUOIIOTHUECKUX METOJIOB).
5. Hu oguH HOBBIM METOJ MCHBITAHHUS HE OCHOBAH HAa HOBBIX HECTAHJAPTHBIX
METO/aX MJIM CTAHAAPTHBIX METOAAX, UCIOJIb3YEMbIX IO-HOBOMY.

6. AkTuBHas ¢apmaineBTU4YECKass CyOCTaHLMA HE SBISETCS OHOIOTHYECKOU
(MMMYHOJIOTHUYECKOM).

/. AnbTepHaTHBHAsl aHAJIMTUYECKas METOIMKA Ui MapameTpa creuudukanuu
y’)ke o00peHa, pH ITOM Takasi METOJUKa He Obljla BKJIIOUYEHA mocpeAcTBoM [A
(I1Any)-yBenoMicHusl.

JlokymeHTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pazlieny (pas3zaeiiaM) perucTpaliMoOHHOTO
JI0Ch€, BKJIIOYAsi OMHMCAHME AHAIMTUYECKON METOJIOJIOTHH, PE3loMEe JaHHBIX IO
BaJUAAINH, IEPECMOTPEHHbIE CIIEHU(PHUKAIIMN HA TPUMECH (€CITU TPUMEHUMO).
2. CpaBHUTEJNIbHBIE PE3YyJbTaThl BAJIWJALUMK WIM TMPU HAIUYUU OOOCHOBAHUS
CpPaBHUTENbHBIE PE3YJIbTAThl aHalINu3a, IOATBEPXKIAIOIINE, 4YTO TEKyllee U
npenjaraeMoe HUCIbITaHWE SKBUBAJEHTHbI. Hacrosimiee TpebOoBaHue He
NPUMEHSIETCS, €CJIM TOOABIISIETCS] HOBasl aHAIMTUYECKAsi METOJIUKA.




b.1.B) YnakoBOUHO-yKynOpOYHas cuctema

b.I.B.1. I3meHnenue MEPBUYHOMN
. |HeoOxomumeie | JlokyMeHTHI
YIaKOBKH AKTHUBHOM [Tponenypa
. yCIOBUS U JaHHBIE

chapMalieBTHYECKOM CyOCTaHIINN
a) KauecTBeHHEBIN u UJIN

) . () 1,2,3 1,2,3,4,6 1A
KOJMYECTBEHHBII COCTaB
B) Kunkue aKTUBHEIE
dbapMaiieBTHUECKHE  CYOCTaHIIUU - 1,2, 35,6 IB
(HECTepHUIIbHBIC)
YcnoBus

1. ITo cOOTBETCTBYIOIIMM CBOMCTBAM IPEJIAra€Mblil YIIaKOBOUHBIN MaTEpHAaIl 110
MEHBIIIeH Mepe TOJKEH ObITh SKBUBAJICHTHBIM 0JJ00pEHHOMY.

2. HauaTbl COOTBETCTBYIOLIUE HMCCIEAOBAHUSA CTAaOMJIBHOCTU B COOTBETCTBHUU C
nokymeHtamu (Coro3a M 3aiBUTEIIEM HAa MOMEHT BBEICHUS W3MEHECHUU
pOoaHaIU3UPOBaHbl COOTBETCTBYIOIINE MTAPAMETPhl CTAOMIIBHOCTU HE MEHEE YeEM
Ha 2 ONBITHO-NIPOMBIIUICHHBIX WM IPOMBIIUIEHHBIX CEpPUSAX, B €ro
PacnopsKEHUH HaXOAATCS yAOBIETBOPUTENIBHBIEC PE3YJbTaThl 10 MEHBIIEW MeEpe
3-X MECSIYHOT0 M3y4eHHUsl cTabmnbHOCTH. OJIHAKO, €CIIU MpeaaraeMas ynakoBKa
0oJjiee yCTOWYMBA MO CPAaBHEHHUIO C 3apErUCTPUPOBAHHON, TO 3-X MECSUYHbBIC
JAHHBIE 10 CTA0MIBHOCTH HE TpeOyroTcs. 1o 3aBepiieHNN TakKuX UCCaeA0BaHUi,
€CJIM pe3yJIbTaThl HE YKJIAJIBIBAIOTCS B CIIEUU(DUKALIMN WU TOTEHIMAIBHO MOTYT
HE YJIOXHUThCA B cHequuUKalUMd Ha KOHEI[ CpoKa TOJHOCTH (Iepuona
MOBTOPHOTO  HUCHBITAHMS), HUX HEOOXOJUMO HEMENJIEHHO MpEeICTaBUTh
YIOJIHOMOYEHHOMY OpraHy Hapsy ¢ MpeajaraéMbIM IJIAHOM JEHCTBUN.

3. Uckmiouast crepusibHBIC, XKUAKHE W OHOJOTHYECKHE (MMMYHOJOTHYECKHUE)
aKTUBHBIC (DapMalleBTHUECKUE CyOCTaHIINN.

JlokyMeHTamus

1. ITonpaBka K COOTBETCTBYIOUIEMY pasleny (paszaeliaM) perucTparmoOHHOTO
TOCBeE.

2. HeoOxonumble maHHBIE O HOBOW yMakOBKE (HampuMep, CPaBHUTCIHHBIC
JaHHBIC TIO TIpoHMIaeMocTH, Hanpumep, st O,, CO,, Baaru u T.1.), BKIIIOYAs
MOJATBEPKACHUE TOTO, YTO MAaTepHal COOTBETCTBYET COOTBETCTBYIOIIUM
dbapMakoneiiHbIM TPEOOBaHUSAM WJIM 3aKOHOJATeNbCTBY Cor03a O MJIACTUUECKUX
Marepualiax U 00beKTax, KOHTAKTUPYIOUIUX C MUIIEBBIMUA MPOAYKTAMH.

3. B cooTBercTByIOmMUX Ciy4asX HEOOXOIUMO TPEICTABUTH IOATBEPKICHUE
TOr0, YTO B3aUMOJECHCTBUE MEXIAY COIACPKUMBIM U YIAKOBOYHBIM MaTEPUAIOM
HE TMPOUCXOIUT (Hampumep, OTCYTCTBYET TI€PEMEIICHHE KOMIIOHEHTOB
MpeIIaraeMoro Marepuana B €ro COJIEPKUMOE, KOMIIOHEHThI JIEKAPCTBEHHOIO
mpernapara He MepeXolsT B YIAKOBKY), BKIIIOYAs MOATBEPXKIAEHUE TOrO, YTO
MaTepuans COOTBETCTBYET COOTBETCTBYIOIMM (apMaKONEHHBIM TpeOOBaHUSIM
Wi 3akoHojaTenbcTBy Cor03a O IUIACTUYECKUX MaTepuaiax U OObeKTax,
KOHTAaKTUPYIOLIKNX C MUIIEBBIMU MTPOLYKTAMMU.

4. Jlexnapanusi Aepkatess perucTpalioOHHOrO YAOCTOBEPEHUSI WM JieprKaTelis
MOADC, yto TpedyeMble UCCIIeI0BAHUS CTA0UILHOCTH Ha4aThl B COOTBETCTBUU




¢ gnokyMmeHtamu Coro3a (C yka3aHHEeM HOMEPOB cepuil); U 4TOo (B
COOTBETCTBYIOILIMX CIIyyasix) Ha MOMEHT BBEACHHUS W3MEHEHMH B €ro
pacnopsDKEHUH HaxOJWINCh TpeOyeMble MUHHUMAJIbHBIE YAOBIETBOPUTEIIbHBIE
JaHHbIE 110 CTAOMJIBHOCTH; M YTO UMEIOIINECS TaHHbIE HE CBUJETEIbCTBOBAIM O
Kakoi-nm6o npodiaeme. HeoOxoaumo Takke NpeCcTaBUTh MOITBEPKIECHUE TOTO,
YTO HCCIEeNOBaHUS OyayT 3aBepIICHbl, M YTO €CIH pe3yJbTaTbl HE OyIyT
YKJIaAbIBaThCS B CHEHM(PHUKAIMN WU TMOTEHIMAIBHO MOTYT HE YJIOXHUTHCS B
crenu(puKauyu Ha KOHEIl CpOKa TOAHOCTH (IepHoaa MOBTOPHOTO HCHBITAHHUS),
UX HEMEIJICHHO MPEACTABAT  YIOJHOMOYEHHOMY OpraHy Hapsay ¢
MpEeIJIaraéMbIM IJIAHOM JIEMCTBUM.

5. PesynbraTel uccnenoBaHuid CTaOMIBHOCTH, MPOBEACHHBIX B COOTBETCTBUU C
TpeOOBaHUAMHU aKTOB, BXOIAIMX B mpaBo Coro3a, MO 3HAYMMbIM IapaMeTpam
CTaOWJIBPHOCTH HE MEHee 4YeM Ha 2  ONBITHO-NIPOMBIIUIEHHBIX  WJIH
OPOMBIIUICHHBIX CEpPHUSAX, OXBATBHIBAIOIIMX HE MEHee 3-X MeECALEB, U
HOJTBEPKIECHUE TOTO, YTO YKa3aHHbIE UCCIIEOBaHMsI OYIyT 3aBEpILEHBI, U €CIU
pe3ynbTaThl HE OyIyT YKJIaAbIBaThCAd B CHEUU(UKALUMA WM MOTEHIMAIBHO
MOTYT HE YJIOXHUTbCS B CHELM(HUKAIMM HAa KOHEIl CpOoKa TOJAHOCTH (Iepuona
HOBTOPHOTO HCHBITAaHUS), HUX HEMEUIEHHO TMPEACTaBIT YIOJIHOMOYEHHOMY
OpraHy Hapsiay C NpPeaaraéMbIM IJIAHOM JEHCTBUM.

6. CpaBHEeHHE JCHCTBYIOIUX U TpesiaraeéMblX CrenupuKanuid MepBUYHON
YIAKOBKH (€CJId MPUMEHUMO).

b.I.B.2. I3meHeHne  mapameTpoB
cnenudukanuu U (Win) KpUTEpUeB
IPUEMIIEMOCTHU NEePBUYHON
yIaKOBKHU aKTUBHOU
dbapmareBTHYECKON CyOCTaHIIUN

Heobxonumbie | JIokyMeHTBI

11 a
yCJIOBUS U JaHHBIE POHEAYD

a) y’KECTOUEHHUE KpUTEpPUEB

1,2,3,4 1,2 1A
MPUEMIIEMOCTH CIIeHU(PUKAINN

0) noGaBiieHHEe B CHEHUPHUKALNIO
HOBOTO napaMerpa U
COOTBETCTBYIOIIEMY €My MeETojia
VCTIBITAHUU

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

B) UCKJIFOUCHHUE HECYIIECTBEHHOTO
napamMerpa cneruduKanuu
(Hammpumep, HCKJIFOUEHHUE
yCTapeBIlIero mapameTpa)

1,2 1,2,5 IA

) 100aBJIeHHE WIn 3amMeHa
napameTpa  cnenuuKanuu - U3
cooOpakeHUl 0e30MacHOCTH WU
KadecTBa

- 1,2,3,4,6 IB

YcnoBus

1. U3MmeHeHne He SBIIIETCS CASACTBHEM KaKOTO-TH00 00s3aTelIbCTBa, IPUHSATOIO
[0 pe3ysibTaTaM paHee MPOBEICHHBIX AKCHEPTU3 C LEJbI0 aHaIu3a KPUTEPHUEB
npueMjeMocTd  crnenuduxkanuu  (HampuMmep, B XOJIe  pPEerucTpaiuu




JIEKapCTBEHHOr'0 TpenapaTta Wid BHeceHHs] u3MeHenwil I Tuma), ecnu TONbKO
OHO paHee HE PAaCCMOTPEHO M OJ0OPEHO B KaueCTBE MEPHI IMOCIEAYIOIIETO
HAOJIOICHUS.

2. I3MeHeHne He SABIAETCS  CJICACTBUEM  HENPEABUICHHBIX  CHUTYaIlUH,
BO3HUKIIMX B XOJ€ MPOU3BOJICTBA YIIAKOBOYHOTO MaTepuaia Wiy Ipu XpaHCHUHU
aKTUBHOM (hapMarieBTUUeCKOi CyOCTaHITUH.

3. JIroboe n3mMeHeHne TOKHO YKIaAbIBATHCSA B IUANMA30H TEKYIIHNX OJI00pEHHBIX
KPUTEPUEB TPUEMIIEMOCTH.

4. Anmanutnyeckas METOAWKA HE M3MEHSICTCS WIM H3MEHSCTCS HE3HAYUTEILHO.
5. Hu oauH HOBBIM METOJ| UCTBITAHWS HE OCHOBAH Ha HOBOW HECTaHJApPTHOU
METOJI0JIOTUY WIIA CTAaHJAPTHOW METOAO0JIOTUH, HCIIOJIB3YEMOM MTO-HOBOMY.

JlokymeHTanus

1. ITonpaBka K COOTBETCTBYIOUIEMY pa3lieny (pas3zieiiaM) perucTpaniMoOHHOTO
JIOChE.

2. CpaBHHTENbHAS Ta0IMIIA TEKYIIUX U TpejIaraéMbIX crelupuKaIimii.

3. [lonpoOHOE onucanue a000i HOBOM aHATUTHYECKON METOJIMKH U JaHHBIE 1O
BaJUAaIMK (B COOTBETCTBYIONIUX CITydasix).

4. JlanHple aHanu3a 2 cepuil YIaKOBOYHOTO Marepuaia Mo BCEM MapaMmerpam
crienn(prKaIuy.

5. O6ocHOBaHME (OLIEHKAa PUCKOB) CO CTOPOHBI JI€pKaTellsl pPEerucTPALMOHHOTO
yaoctoBepenus unm - aepxkarenss  MOADC, noATBEpKIAOIMIHKE,  YTO
BHYTPHUIIPOU3BOJICTBEHHBIN MMapaMeTp SBISETCS HE3HAUYMMbIM WM YCTAPEBILUM.
6. O6ocHOBaHMEe co cTopoHHI nepxkarens PY wmm nepxkarenss MOADC HOBBIX
napameTpa crnenru(puKaluyi U KpUTepUeB NPUEMIIEMOCTH.

b.1.B.3. I3MeHenne aHaITUTUICCKOM

METOIUKH HCIbITaHus TepBuuHOr | HeoOxoaumeie | JlokyMeHTBI Mponenypa
YIaKOBKH AKTUBHOM yCIOBUS 1 JaHHBIC
dbapmareBTHYeCKON CyOCTaHIIUN

a) He3HAUYUTEIbHBIC M3MCHEHMUS

YTBEPKIECHHON AHAIIUTUYECKOU 1,2,3 1,2 1A
METOJIMKHU

0) nmpouue U3MEHEHUS

aHAIMTUYECKOU METOJIMKH 1,3 4 1,2 A
(BKIIIOYAst no0aBiieHUE W

3aMEHY)

B) UCKJTIOUCHUE AHAJIMTUYECKOU

METOJINKH, €CJIM aJbTepHATUBHAS 5 1 1A
el MEeTOJIMKa YK€ YTBEepIKIeHa

YcnoBus

1. CornacHo cooTBeTcTBYIOIMM AoKyMeHTaM Coro3a MpoBeJeHa HeoOXoaumas
BaJIMalMsl, TTOATBEPKAAIOIas TO, YTO OOHOBJICHHAS aHAIUTUYECKAas METOINKA
10 MEHBIIEH MEPE SKBUBAJICHTHA NIPEABIAYILEH.

2. Meron aHanu3a HEe W3MEHWJICS (HANpUMEpP, U3MEHEHHE JJIMHBI KOJOHKU WITU
TEMIIEPATYPhI, HO HE IPYrOd BUJI KOJIOHKHU WJIH METO).




3. Hu onuH HOBBIN METOA WCIBITAHWN HE OCHOBAaH HA HOBBIX HECTAHIAPTHBIX
METOJIaX WJIM CTaHIAAPTHBIX METOJaX, UCTIOIb3YEMbIX MIO-HOBOMY.

4. AxtuBHas (apmareBTHUeCcKas CcyOcTaHIMs (JIEKapCTBEHHBIM IIpermapar) He
SBIISTIOTCS OMOJIOTUIECKUMH (MMMYHOJIOTHIECKIMH).

5.B orHomeHun mapameTpa crenUUKANUA COXPAHSCTCS aHaJIUTHUYECKas
METOJMKa, TIPU ITOM Takas METOJWKa He Obuia Jo0aBiieHa TocpeacTBoM [A
(1Ayy)-yBenomiieHusI.

JlokymeHTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pazneny (pas3zaeiiaM) perucTpanMOHHOIO
JIOChE, BKJIIOYAsi ONMMCAHHE AHAJIUTHYECKOW METOJI0JIOTHH, PE3IOME JAHHBIX MO
BAJIUIALINH.

2. CpaBHUTENbHBIE pPE3YyJIbTaThl BAIMJAIMU WIH, NPU HAIUYUU OOOCHOBAHUA,
CpaBHUTENbHBIC PE3YJbTAThl aHAIU3a, MOATBEPKIAIOIIME TO, YTO TEKYIlee U
npeajiaraeMoe HUCIbITaHUE OSKBUBaJEHTHHI. Hacrosimiee TpeGoBaHue He
PUMEHSIETCS, €CJIM OOABJISIETCS] HOBasl aHAIMTUYECKAsi METOJIUKA.

b.I.r) CrabunbHOCTh

b.IL.r.1. U3menenue nepuoja
MOBTOPHOTO MCHBITaHUs (TEepHoa
XpaHEHUs) WIK YCIOBUM XpaHEHUs

AKTUBHOU (dapmaleBTHYeCKOn

cyOcTaHIuu, ecm B [ HeoOxoaumeie | JIokyMeHTBI Tponenypa
PETUCTPALMOHHOM JIOChE YCIOBHUS Y JJaHHBIE

OTCYTCTBYET ceptudukar

COOTBETCTBUSA EBpornenckoit

dapwmakoriee, OXBaTbIBAIOIIINHN

IICPHUOJA ITIOBTOPHOI'O MUCIIBITAHUA

a) [lepno MOBTOPHOTO UCTIBITAHUS
(mepuop xpaHeHus)

1. Cokparnienue 1 1,2,3 1A

4. YBenuueHue WU BBEJCHHE
Nneprojia TMOBTOPHOTO MCIBITAHUS
(mepuona XpaHEHHUs ), - 1,2,3 IB
MIOJITBEPKIACHHOTO JTAHHBIMHU
€CTECTBEHHOTO XpaHCHUS

0) YcnoBust XxpaHeHus

1. I3meHeHune ycIOBUNA XpaHEHUs
AKTUBHOU dapmareBTUIeCcKOi 1 1,2,3 1A
cyOcTaHiuu Ha 6oJiee CTPOTHe

3. I3MeHeHne yClIOBUM XpaHEHUs

AKTUBHOU dapmareBTUIeCcKOi - 1,2,3 1B
cyOcTaHIuu

i =
B) l3MeHeHME YTBEPKICHHON 12 1.4 IA

IPOTrpPaMMBbI M3y4YECHUS




CTAaOMJILHOCTH

YcnoBus

1. IsmeHeHne HE OJDKHO OBITh CJIEICTBHEM HEIMPEABUACHHBIX CHUTYaIUH,
BO3HHKIIINX B XOJI€ MPOU3BOJICTBA, WJIM H3MEHEHHUS CTA0MIHHOCTH.

2. I3MeHeHusT HE TPUBOAAT K PACHIMPEHUIO KPUTECPUEB TMPHUEMIIEMOCTH
UCIIBITYEMBIX TIapaMeTpPOB, HCKJIIOUCHUIO IMapaMeTpa CTaOWJIBHOCTH WIIU
CHIDKEHHIO YaCTOTHI UCIILITAHUH.

JlokyMeHTanus
1. [TommpaBka K COOTBETCTBYIOIIEMY pazjaeny (pasjaeiaMm) perucTparioHHOTO
JIOChE. Heob6xomnmo MIPE/ICTAaBUTh pe3ybTaThl COOTBETCTBYIOIINX

UCCIICIOBAHUM  CTAaOWJIBHOCTH B PEAJIbHOM BPEMEHH, TMPOBEACHHBIX B
COOTBETCTBUM C COOTBETCTBYIOIIMMH PYKOBOJICTBAMH 10 CTAaOMJIBHOCTH HE
MeHee ueM Ha 2 (1151 OMOJIOTUYECKHUX JIEKAPCTBEHHBIX MPETapaToB — 3) OMBITHO-
MIPOMBIIUICHHBIX WJIM MPOMBIIUICHHBIX CEpPUSX AaKTUBHOM (hapMaleBTUUECKOU
CcyOCTaHLIMM, YIAKOBAaHHOW € MOMOIIBIO 3apETUCTPUPOBAHHOTO YIAKOBOYHOTO
Marepuanga, M OXBaThIBAIOIIMX BECh MNPEAJIAra€Mbld IEPUOJ MOBTOPHOIO
WCTBITAHUS WIN TIPEJIaracMbI€ YCIIOBUSI XPAHCHMUS.

2. [loaTBepkeHUE TOTO, YTO HCCIEIOBAaHUS CTAOWJIBHOCTH TIPOBEICHBI B
COOTBETCTBHUH C TEKYIEH 0JJOOPEHHOU porpaMmoit. Pe3ynbTaTsl HcciieqoBaHus
JIOJKHBI TIOJTBEPK/IaTh, YTO COOTBETCTBYIOIIME OJOOPEHHBIC Crenu(uKanuu
IPOAOJKAIOT COOIOAATHCS.

3. Komuu yTBepkaeHHBIX crnenuduKaiii Ha akTUBHYIO (papMalieBTUYECKYIO
cyOCTaHITHIO.

4. O00CHOBaHUE NpeIIaraeMblX U3MEHEHHUM.

<*> [Ipumeuanue [Ieproa mOBTOPHOTO UCIIBITAHUS HE
MPUMEHUM K OMOJIOTHYECKUM
(MMMYHOJIOTUYECKUM ) aKTUBHBIM
(dapMaleBTUYECKUM CYOCTaHIUSIM.

b.1.n) ITpoekTHOE 10JIE U NPOTOKOJ MOCTPETUCTPALIMOHHBIX U3MEHEHHI

b.I.n.1. Beenenue HOBOI'O
MIPOEKTHOTO TIOJI WJIM PACHTUPEHHE
0JIOOPEHHOTO  MPOEKTHOTO  IOJIs
AKTUBHOU (bapmaleBTHYeCKOi
cyOCTaHIIMU, 3aTParuBaroIee

Heo6xonumbie| JIOKyMEHTHI

IIpoue a
yCIOBUS 1 TaHHBIE POHEAYD

a) OJIHY OIEPALUOHHYIO EIUHUILY
IporLecca MPOU3BOACTBA AKTUBHOMN
dapmarneBTHUeCKOl  cyOCTaHIINH,
BKJIFOYAs COOTBETCTBYIOILLIHE 1 1,2,3 I
BHYTPHUIPOU3BO/ICTBEHHBIN
KOHTPOJb (WJIM) aHAIUTHYECKUE
METONKHU




0) aHATUTUYECKUE METOIUKA

UCXOIHBIX MaTepHalioB

(TPOMEXYTOYHBIX TPOAYKTOB) U 1 1,2,3 I
(mm) aKTUBHOM

dhapMalieBTHUECKOM CyOCTaHIINU

YcnoBus

1. JlarHBIC M3MEHEHUS TPOCKTHOTO TOJIS HE 3aTParuBarOT TOTOBBIN MPOIYKT
JlokymeHTanus

1. ITpoekTHOE TIONIE OBLIO pa3pabOTaHO HA OCHOBAHWUU COOTBETCTBYIOIIUX
nokymeHToB Coro3a UM MEXIYHAPOJHBIX HAyYHBIX PYKOBOJACTB. Pe3yibTaThl
UCCJIeIOBAHUN pa3pabOTKHU MPOJIYKTa, Mpoliecca U aHAIUTUYECKOU METO0JIOTUN
(Hanmpumep, B3aUMOJCHCTBUE  Pa3IUYHBIX  MapamMeTpoB, (POPMUPYIOIIHMX
nojJjiexkaliee M3y4eHUI0 TMPOEKTHOE TMOoJie, BKIKOYas OIEHKY pUCKOB U
MHOTOMEpHBIE HMCCJIEIOBAHUS COOTBETCTBEHHO), B COOTBETCTBYIOIIUX CIydasx
MOJATBEPXKAAIONUIUE TO, YTO JOCTHUTHYTO IEJOCTHOE MEXaHHCTHYECKOe
NMOHUMAaHHUE TMOKa3aTesie KauecTBa MaTepualioB U MapaMeTpoB Ipollecca Ha
KPUTHYECKHE ITOKA3aTEIN Ka4eCTBa aKTUBHON (hapMaIleBTHUECKONW CyOCTaHITHH.
2. OnicaHre TPOEKTHOTO TOJs B TaOJMMYHOM BHJE, BKIIOYAs TEPEMCHHBIC
(cBolicTBa MaTepHaJioOB W MapaMeTphl IMpollecca MPOU3BOJCTBA) U HX
MpeAJiaraéMble IMara3oHsbl.

3. [lompaBka K COOTBETCTBYIOIINM pa3jieJaM PErHCTPAIMIOHHOTO JIOChE.

b.I.n.3. Uckmouenue
HOCTPETUCTPALIMOHHOIO MIPOTOKOJIA
P hatt P Heobxoaumsie | JIOKyMeHTBI
yIpaBJICHUS U3MEHEHUSIMH, [Tpouenypa
yCIIOBUS U JTaHHBIC
3aTparuBaroOIUMHU aKTUBHYIO
(hapmaneBTUYECKYI0 CyOCTaHITHIO

1 1,2 Ay

YcnoBus

HckmrodyeHne MmoCTPEerucTpallMOHHOTO TMPOTOKOJIA YIIPABJICHUS H3MEHECHUSIMU,
3aTparuBaroMMU aKTUBHYIO (DapMalleBTUUECKYI0 CYOCTaHIIMIO, HE SIBISETCS
CJIEICTBUEM HETPEJIBUJACHHBIX CUTyallMi WM HECOOTBETCTBUS CTICIU(UKALIUU B
X0JI€ BBEJICHHMS M3MEHEHUM, ONMHUCAHHBIX B MPOTOKOJE, U HUKAK HE BJIMSET HA
YTBEPIKJCHHbIC CBEICHUS, BKIIOUEHHBIC B PETUCTPAIMOHHOE JJOChE.

JlokymeHTanus
1. O6ocHOBaHUE TIPEAIAraeMoOro UCKIIFOUCHUS.
2. IlorpaBka K COOTBETCTBYIOIIUM pa3jiesiaM J0Che.

b.l.n.4. U3smenenus
A HeoOxoaumbr | JIOKyMEHTBI

YTBEP>KJICHHOTO mpoToKONa | - yeoBus I TAHHbIC [Ipouenypa
yIPaBJICHUS] K3MCHCHUSIMH

0) He3HAYHMBIC N3MCHCHUS

POTOKOJIA YIpaBJICHHS

WU3MEHEHUSIMU, KOTOPBIE HE = 1 IB

M3MEHAIOT CTPATErHI0, OMUCAHHYIO
B [IPOTOKOJIE




JlokymeHTanus

Hexnapamusi, 4yto Jr000€ HW3MEHEHHE [OJDKHO YKJIAJbIBAaThCS B JIMAINa30H
JEUCTBYIONIUX YTBEPKIECHHBIX KpUTEpHEB mpuemieMocTd. [lomumo storo,
JeKJapamysi TOro, YTO B OTHOILIEHWU OMOJIOTMYECKHX (MMMYHOJIOTHYECKHUX )
JIEKAPCTBEHHBIX MPENapaToB HE TPEOYeTCs OIEHKA COMOCTABUMOCTH.

b.I.n.5. Peanuzanuss ~ M3MEHEHUM,

MPETYCMOTPEHHBIX yTBEPKIAeHHBIM | HeoOxomumele | JIokyMeHTBI Mpoueaypa
MIPOTOKOJIOM YIPaBJICHUS YCIIOBUS U JJaHHBIC
M3MCHCHUSIMU

a) peanu3anus ~ W3MCHCHHUS  HC

TpeOyer JTOTIOJTHUTEIbHBIX 1 1,2 4 |Any
BCIIOMOTaTEIbHBIX TAHHBIX

0) peanuzaiys U3MEHEHUs TpeOyeT

JIOTIOJIHUTEIILHBIX - 1,2,3,4 IB
BCIIOMOTaTEJIbHBIX JJAHHBIX

B) peayid3alus U3MEHEHUS

OMOJIOTUYECKOTO i 12345 B
(MMMYHOJIOTUYECKOTO)

JIEKApPCTBEHHOTO Mpenapara

YcaoBus

HpeI[HO)KeHHOG HU3MCHCHUC OCYHOICCTBJICHO B IIOJIHOM COOTBCTCTBHH C
YTBCPIKACHHBIM ITPOTOKOJIOM YIIPABJICHUA U3MCHCHUAMMU.

JlokymeHTanus

I. Ccpuika Ha YTBEPKICHHBIM IPOTOKOJ  YIPABICHUS HW3MECHECHUSIMHU.
2. Jlexnapanusi, 9TO W3MEHEHHWE COOTBETCTBYET YTBEPKACHHOMY MPOTOKOIY
YIOPABJICHUS] U3MEHEHUSMH W YTO PE3yJbTaThl MCCIEAOBAHUS YIOBJIETBOPSIOT
KpUTEpUSIM TPUEMIIEMOCTH, OTrOBOpPEHHbIE B mpoTokosie. Ilomumo 3TOrO,
AeKjapanusi TOro, 4YTO B OTHOIIEHMH OMOJOTMYECKUX (MMMYHOJIOIMUECKHUX )
JIEKapCTBEHHBIX MPENapaToB HE TpeOyeTcs OL[EHKA COMTOCTABUMOCTH.

3. Pe3ynbratrhl vccneaoBaHUN, MIPOBEACHHBIX B COOTBETCTBUU C YTBEPKIECHHBIM
IPOTOKOJIOM YIPaBJICHUS U3MEHEHUSIMH.

4. [lonpaBka K COOTBETCTBYIOILLEMY pa3/ielly PErUCTPALMOHHOTO JI0ChE.

5. Komust yTBep)aeHHBIX crenudukanuii Ha akTUBHYIO (DapMalieBTUYECKYIO
CcyOCTaHITHIO.

b.11. JIekapcTBEHHBIN penapaT

b.1l.a) BHemHuit BUa 1 cocTaB

b.1l.a.1. 3menenue unu godasnenue| Heooxoaumeie |[lokymentsl u| [Ipouenypa
OTTUCKOB, TPAaBUPOBKU UJIU UHBIX yCJIOBUS JAHHBIC
3HAKOB, BKJIIOUasl 3aMEHY WUJIU
n00aBJICHUE YEPHHUII, UCTIOJIb3yEeMbBIX
MIPU IPOU3BO/ICTBE JIEKAPCTBEHHOTO
npenapara

a) ”3BMEHEHHUS OTTUCKOB, TPABUPOBKU 1,2,3,4 1,2 1Agy




WNJIN MHBIX 3HAKOB ‘ ‘ ‘

YcnoBus

1. Cnenudukanuu JEKapCTBEHHOIO IperapaTa Ha BBITYCK M Ha KOHEI[ CpOKa
TOJIHOCTHU HE U3MEHSIOTCS (32 UCKITFOUEHHEM BHEITHEro BUIA).

2. Bce depHMiia TOKHBI COOTBETCTBOBATH JICHCTBYIOMIEMY (hapMalieBTHYECKOMY
3aKOHOJIATENBbCTBY.

3. Pucku (iuHMM pasinoma) He IpeHaA3HAYCHBI JUTS pa3/IesICHUs Ha PaBHBIC TO3HI.
4. 3HaKu JEeKapCTBEHHOIO Mpenapara, UCIOJIb3yEMbIE ISl Pa3IMUEHUs 103UPOBOK,
MTOJIHOCTHIO HE YJIAJICHBI.

JlokymeHTanus

1. IlompaBka K COOTBETCTBYIOUIEMY pazjely (pasznenaM) perucTparioHHOrO
JI0ChE, BKJIOYas MOApOoOHOE Tpaduueckoe WM TOBECTBOBATEIHHOE ONMUCAHUE
TEKYILIEro ¥ HOBOTO BHEIIHETO0 BHJA, & TaKXE€ COOTBETCTBYIOIIMM MEpecMoOTp
uH(pOpMAaIUH O JIEKAPCTBEHHOM ITpenapare.

2. B coOTBeTCTBYIONIUX CiIy4asix 00pa3Ilbl JEKapCTBEHHOTO Mpemnapara.

b.Il.a.2. W3menenue ¢dopmel wunu| Heooxoaumeie | Jlokyments! | Ilponenypa
pa3MepoB JIEKAPCTBEHHON (POPMBI YCJIOBHS Y JAHHBIC

a) TaOJICTKH, KarcyJibl, 1,2,3,4 1,4 |Any
CYNIIO3UTOPUU W TIeCCapuu ¢
HEMEIJIEHHBIM BBICBOOOKIEHUEM

0) TIeKapCTBEHHBIC bopMbI c - 1,2,3,4,5 IB
OTCPOYEHHBIM, MOAUGUIIMPOBAHHBIM
WA MIPOJIOHTUPOBAHHBIM
BBICBOOOJKIIEHHEM H TaOJETKH C
PUCKOM,  NpEJHA3HAYECHHOWM  JJIs
pa3/ieJICHUs Ha PaBHBIC JO3BI

VcnoBus

1. IIpodune pacTBOpeHHs] U3MEHEHHOTO JIEKAPCTBEHHOTO Mpenapara CONoCTaBUM
CO CTapbIM, €ciau NpUMEHUMO. [Ipr HEBO3MOXHOCTH MPOBEACHHS WCIBITAHUS
pacTBOpPEHUsI BpEMs PACMAJTAEMOCTH HOBOTO JIEKAPCTBEHHOTO Mpernapara B
CPaBHEHUH CO HEM3MEHECHHBIM.

2. Cnerudukayy JEKapCTBEHHOTO TIperapaTa Ha BBITYCK M Ha KOHEI[ CpoKa
T'OJIHOCTH HE M3MCHHIIUCH (3a UCKITIOUECHUEM pa3MepOB JICKapCTBEHHON (hOPMBI).

3. KauecTBeHHBIM M KOJIMYECTBEHHBIH COCTaB W CPEAHSAS Macca HE M3MCHHIIKCH.
4. I3MeHeHue He 3aTparvBaeT TaOJIETKH C PHUCKOHM, MpeJHA3HAYEHHOW st
pa3/IeJICHHs JICKapCTBEHHOM (hOpMBbI Ha paBHBIC JIO3HI.

JlokymeHTanus

1. ITompaBka K COOTBETCTBYIOIIEMY pasaeny (pasmenaM) perucTPariOHHOTO
JOChe, BKJIIOYAass TOApoOHOEe rpaduueckoe OTOOpakeHHWEe TEKYLIero u
MpeIIaracMoro TMoJIOKECHHS, a TaKXKe TEPecMOTp MHPOPMAIMH O JIEKaPCTBEHHOM
npernapare COOTBETCTBEHHO.

2. CpaBHUTEIIbHBIE JaHHBIC pPACTBOPEHUS HE MEHee 4dYeM |  OmbBITHO-
MIPOMBIIIUICHHON CEpUU ¢ TEKYIIMMHU W MpeJiaraéMbIMU pa3MepaMu (OTCYTCTBHUE
3HAUMTEIBHBIX PA3IMUMNA C TOYKH 3PEHHS COMOCTaBUMOCTH — cM. [IpaBuia




IPOBEJCHUS UCCIIEN0BAaHUI OMOKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IPENapaToB B
EBpasuiickom 3KoHOMHuYecKOM coro3e (nanee — IlpaBuna mnpoBeneHus
UCCIIEJOBaHUM  OMOPKBUBAJIEHTHOCTH)). B OTHOIIEHMM  JIEKAPCTBEHHBIX
PacCTUTENBHBIX NPENapaToB MOTYT OBITh NpPHUEMJIEMBbl JaHHBIE CPAaBHUTEIbHOU
pacnazaeMoCTH.

3. O00CHOBaHMSI  HENpPEJICTaBICHHUsS]  PE3yJbTAaTOB  HOBOTO  HCCIIEOBAHMS
OMOSKBUBAJEHTHOCTH  coracHO  [lpaBuwiiaM  mpoBeAeHUsT  MCCIEAOBAHMIMA
OMO3KBUBAJIEHTHOCTH.

4.B COOTBETCTBYIOIIMX ClIy4asx oOpa3lbl JIEKAPCTBEHHOI'O Iperaparta.
5. PesynpraTel  cooTBercTByrOmIMX HcnbiTaHuid no  ®dapmakonee Coro3a,
NOJATBEPKIAAIONIME YIKBUBAJIEHTHOCTh CBOMCTB (IIPaBUIIBHOCTD JIO3UPOBAHUS).

<*> [Ipumeyanue Hns b.1l.a.2.B m060e U3MEHEHHUE TO3UPOBKHU
JIEKapCTBEHHOTO Ipenapara TpedyeT nojadu
3as1BJICHUS O PACIIUPEHUU PETUCTPALIUU.

b.I1.a.3. MI3mMeHeHue coctaBa Heobxoaumbie | Jlokyments! | [Ipouienypa
(BcrmomMoraTeIbHBIX BELIECTB) YCIIOBHUS Y JJaHHbIE
JIEKapCTBEHHOIO Ipernapara

a) U3MEHEHNE COCTaBa BKYCOBBIX
100aBOK (apoMaTU3aTOPOB) UITU
KpaCHUTENEN

1. JlobaBneHue, NCKIIOUYCHHUE HUITH 1,2,3,4,5,6,7,/ 1,2,4,5,6 1Agy
3aMeHa 9,11

2. YBeJIMYCHUE WK YMEHBIIICHUE 1,2,3,4,11 1,2, 4 1A
COJICp)KaHMS

0) mpoyue BCIIoMOraTeIbHbIe
BEIICCTBA

1. JIroOas He3HaUNTEIbHAS 1,2,4,8,9, 10 1,2,7 1A
KOPPEKITUS KOJTUISCTBEHHOTO
COCTaBa BCIIOMOTaTEJILHBIX BEIECTB
JICKapCTBEHHOTO TIpernapara

6. 3ameHa oJTHOTO - 1,3,4,5,6, IB
BCIIOMOTATEJILHOI'O BEIIECTBA 7,8,9, 10
CXOJHBIM BCIIOMOTaTEIbLHBIM
BEIECTBOM C TEMH K€
GyHKIHOHATBHBIMU
XapaKTepUCTHUKAMH B aHAJJOTUYHOM
KOJINYECTBE

Ycnosus

1. 3mMenenust (yHKUMOHAIBHBIX XAPAKTEPUCTUK  JIEKAPCTBEHHOW  (DOpMBI,
HaIpuMep, BPEMEHU pacnagaeMOCTH, TPOQUIIsl pACTBOPEHUS, OTCYTCTBYIOT.

2. Bcsakylo He3HAuMTENbHYIO KOPPEKLHI0 COCTaBa Il TOJJEp:KaHHus OO0uIei
Macchl ~ HEOOXOIUMO  OCYIIECTBJISTH  BCIOMOTATEIbHBIM  BELIECTBOM,
COCTaBJISIFOLIMM B HACTOSIIIEE BPEMSI OCHOBHYIO YacCTh JIEKAPCTBEHHOTO Mpenapara.
3. Cnenudukarys JICKapCTBEHHOTO TMpernapaTta OOHOBJIEHA B YAaCTH BHEIIHETO




BUJa (3amaxa, BKyca) W, IpU HEOOXOAMMOCTH, MCKJIIOYEHO WCIBbITAHUE Ha
MOJIMHHOCTb.

4. HauaTbl COOTBETCTBYIOIIME HCCIENOBAHUS CTAOMIBHOCTU B COOTBETCTBUM C
nokymentamu Coro3a (C yKa3aHMEM HOMEPOB Cepuil); MpPOAHAIU3UPOBAHBI
COOTBETCTBYIOIIUE TapaMeTpbl CTaOWJIBLHOCTH HE MEHEe YeM Ha 2 ONBITHO-
MPOMBIIIUICHHBIX WJIA TPOMBIIUICHHBIX CEPUSX; B PACIOPSIKEHUU 3asBUTEIS
HAXOJATCA YJOBJIETBOPUTEIBHBIE PE3YJIBTATHI 10 MEHBUIEH Mepe 3-X MECAYHOTO
M3y4YeHUs] CTAOWMIBLHOCTH (HAa MOMEHT BBeJeHHMS u3MeHeHnd [A Tuma wu
yBenoMieHHsT 00 wu3MeHeHusix IB Tuma); mpodunb CcTaOMIBHOCTH CXO0X C
YTBEPXKACHHBIM B HacTosmiee Bpems mnpodunem. [loarBepxkaeHue Toro, 4To
UCCIEeNOBaHUs OyAyT 3aBEpIICHbl, U 4YTO €CJIM pPEe3yJbTaThl Ha KOHEL CpoKa
TOJHOCTU HE OYIyT YKIAAbIBATHCS B CICHU(PUKAIINY HIIM MOTYT OTEHIIUAIBHO HE
VIOXKUTHCA B cHElU(UKAINKN, UX HEMEIJIECHHO MPECTaBIT YIMOJIHOMOYEHHOMY
OpraHy Hapsay C IpeularaéMbIM IUTaHOM jAeiictBui. Kpome Toro, B

COOTBETCTBYIOIIHUX CIIyJasx HE00X0IUMO IIPOBECTH UCIIBITAHHE
($hOoTOCTAOMITBHOCTH.

5.Bce  HOBbIC  KOMIIOHEHTBI  JIOJDKHBI  YIOBJICTBOPSATH  TPeOOBaHUSIM
COOTBETCTBYIOIIUX  JOKYMCHTOB Coro3a, KacaloIIMXCsI  KpacHUTeJeH,

UCIOJIb3YEMBIX B MUILEBOI MPOMBIIUIEHHOCTH, U BKYCOBBIX JI00aBOK.

6. Hu ogmH HOBBIA KOMIOHEHT HE TMPEIINOJIaraeT HCIIOJIb30BAaHWE MAaTEepPHAJIOB
YEJIOBEUECKOTO0 MM KUBOTHOTO MPOUCXOXKACHHS, TPEOYIOIIMX OLEHKH JaHHBIX
BUPYCHOW O€30MACHOCTM WM COOTBETCTBUS JEHCTBYIOUIUM TPEOOBAHHIM
®apmakonen Coro3a N0 MHHUMHU3ALMM pUCKA NEpelayd areHToB IyOdaToi
sHIE(DATONaTUN KUBOTHBIX IOCPEICTBOM JIEKAPCTBEHHBIX IMpenapaToB s
MEUIMHCKOIO U BETEPUHAPHOTO PUMEHEHHS.

7. B COOTBETCTBYIOUIMX CIy4yasX H3MEHEHHs HE BIMSIOT Ha Pa3Idnyus MEXIy
JO3UPOBKAMH W HE OKA3bIBAalOT HETAaTUBHOI'O BIIMSHHS HAa BKYCOBBIE CBOMCTBA
JIEKapCTBEHHBIX MPENapaToB, MPEAHA3HAYEHHBIX ISl IETEN.

8. Ilpodunbs pacTBOpeHuss HE MeHee 4YeM 2 ONBITHO-NPOMBIIUIEHHBIX CEepui
HOBOI'O JIEKAPCTBEHHOI'O Mpenapara CONOCTaBUM CO HEM3MEHEHHBIM (OTCYTCTBHE
3HAYUTEIBHBIX PA3JIMUMNA C TOYKM 3PEHHUS CONOCTaBUMOCTHM — cM. [IpaBuia
NpOBEJCHUS HcciaenoBaHuil 6uoskBuBaieHTHOCTH Coro3a). IIpu HEBO3ZMOXKHOCTH
IPOBEICHHUS] HCHBITAHUS PACTBOPEHUS C JIEKAPCTBEHHBIMH PACTUTEIbHBIMU
npenaparaMd BpeMs pacnajaeMOCTH HOBOTO JIEKQpCTBEHHOrO Ipernapara
COMOCTAaBHUMO CO HEU3MEHEHHBIM.

O 3meHeHne HE SBISICTCS CIEACTBUEM HECTAOWIIBHOCTH W (WJIM) HE JOJDKHO
CKa3bIBaThCs Ha OE€30MACHOCTH, T.€. PA3IUUYUAIX MEXKIY TO3UPOBKAMH.

10. PaccmaTpuBaeMblil JieKapCTBEHHBIM MpenapaT HE SBIAETCS OMOJIOTHYECKUM
(MMMYHOJIOTHYECKUM ) JIEKAPCTBEHHBIM MPENapaToM.

JlokymeHTanus

1. [TompaBka K COOTBETCTBYIOIIEMY pasneny (paszenam) perucTpanuoHHOTO
JIOChE, BKJIFOUYAs METOJbl UCIIBITAHUS Ha IMOMJIMHHOCTH BCEX HOBBIX KpacHUTelel
(ecmu MPUMEHHMMO), a Takke TMepecMoTp HH(OpMaMU O JIEKAPCTBEHHOM
npenapare COOTBETCTBEHHO.

2. Jlexnapaisi, 4YTO HayaThl TpeOyemble HCCIEAOBaHUsl CTaOWJIBHOCTH B




COOTBETCTBUM € JokyMmMeHTamu Coro3a (C ykazaHHEM HOMEPOB cepuii); U 4uTo (B
COOTBETCTBYIOIIUX CJy4yasx) HAa MOMEHT BBEJCHHS HU3MEHEHUl B €ro
pPacCloOpsDKEHUM HaXOAWINCh TpeOyemble MHUHUMAaJbHBIC YIAOBJIETBOPUTEIbHBIC
JTAaHHBIE TI0 CTAOMJIBHOCTH; M YTO MMEIOIIUECS JAHHbIE HE CBUICTEIbCTBOBAIM O
Kakoil-mu6o mpobieme. HeoOxoqumMo Takke MpeACcTaBUTH MOJATBEPKIACHHUE TOTO,
YTO HCCIIEOBaHUsI OyAyT 3aBEpIICHbl, W YTO €CJIM pPe3yJdbTaThl HE OyIyT
YKJIaABIBaThCS B CHENU(UKAIMN WM TOTEHIIMAIBLHO MOTYT HE YJIOXHTHCS B
cnenuuKaMi Ha KOHEIl CpOKa TOAHOCTH, WX HEMEIJCHHO TIPEICTaBsT
YIIOJJTHOMOYEHHOMY OpPTaHy Hapsiay C IpeiaracMbIM IJIaHOM JICHCTBHM.

3. PesynbpraThl mcciaenoBaHWid CTAOMIIBHOCTH, MPOBEICHHBIX B COOTBETCTBUH C
nokyMeHTamu Coro3a, 0 3HAUUMbIM NTapaMeTpaM CTaOMIBHOCTH HE MEHEE YEM Ha
JIBYX ONBITHO-IIPOMBIIICHHBIX WU MPOMBIILIICHHBIX CEPUSAX, OXBATHIBAIOIIUX HE
MeHee 3 MecCAleB, U MOJTBEPKACHUE TOTO, YTO yKa3aHHbIE UCCIEAOBaHUS OyIyT
3aBEPILCHbI, U €CJIM PE3yJIbTaThl HE OyIyT YKIAIbIBaThCSA B crelUbUKAIIMN WU
MOTEHIIMAIBHO MOTYT HE YJIOXKHUTHCA B crielIUpUKAIIMN HA KOHEI] CPOKA TOJTHOCTH,
UX HEMEJUIEHHO MPEJCTaBAT YIIOJHOMOYEHHOMY OPraHy Hapsiay ¢ MpejaracMbiM
IJIAHOM JIEMCTBUM.

4. B COOTBETCTBYIOIIUX CIIy4asiX 00pa3ilbl HOBOTO JICKAPCTBEHHOTO Mpernapara.

5. JIubo ceptudukar coorBerctBusa EBponeiickoit ®apmakoneu no TI'D Ha mro6oit
HOBBIM HWCTOYHMK Marepuana, Jau00 (€cau NPUMEHHUMO) JOKYMEHTaJIbHOE
MOATBEPKACHUE TOrO, YTO MCTOYHHMK MaTepualia, MOABEPXKEHHBIN pucky TI'D,
paHee TMPOBEPEH YIOJTHOMOYEHHBIM OpPraHoM; M ObLJIO TOATBEPXKIACHO €ro
COOTBETCTBHUE JiciicTBYoMIEH cTaThe Dapmakonen Coro3a o0 MUHUMU3AIUU PUCKA
nepefayu  areHToB  ry0uatodl  sHUedasonatMd  KUBOTHBIX — MOCPEACTBOM
JIEKaQpCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO U BETEPUHAPHOTO MPUMEHECHUSI.
JIist KaXX7oro Takoro pojia Marepuania HeoOXOIWMO MPEICTaBUTH CIEIYIONTUE
CBEJICHMS: Ha3BaHUE MPOU3BOAUTENS; BHUJ JKUBOTHBIX M TKAaHU, U3 KOTOPBIX
MOJIYYEH MaTepHall, CTPaHa MPOUCXO0XKICHUS dKUBOTHBIX U €T0 UCIIOJIb30BaHUE.

6. B cooTBeTCTByIOIIMX CiIy4asiXx JaHHBIC, MOJITBEPXKIAIONIUE TO, YTO HOBOE
BCIIOMOTaTeNIbHOE  BEIIECTBO HE  B3aUMOJCHCTBYET C  aHAJIUTUYECKUMU
METOJMKAMU CIeIU (UK JIEKaPCTBEHHOTO Mpernapara.

7. HeoOxomumMo mOCpEICTBOM HajuIekamer ¢dapMaleBTHISCKON pa3paboTKH
(BKJIrOUask BOMPOCHI CTAOMIIBHOCTH U TMPOTUBOMUKPOOHOIO KOHCEPBUPOBAHMS,
€CJIM IPUMEHHUMO) MPEJICTABUTh 000CHOBAHHE CMEHBI (BHIOOPA) BCIIOMOTaTEIbHBIX
BEILIECTB U T.J.

8. CpaBHUTENbHBIE JaHHBIC TPOMUIST PACTBOPCHHUS TBEPABIX JIEKAPCTBEHHBIX
dbopM He MeHee 4YeM Ha 2 OMNBITHO-NPOMBIIUICHHBIX CEPUSX JIEKAPCTBEHHOTO
mpenapata HOBOTO M CTaporo COCTaBOoB. B OTHOIIEHMHM JIeKapCTBEHHBIX
PACTUTENBHBIX TMPENapaToB MOTYT OBITh JOCTATOYHBI JAHHBIE CPABHHUTEIHLHOMN
pacrajiaeMoCTH.

9. OGocHOBaHMSI  HEMPENCTABICHUS  PE3YJIbTATOB  HOBOTO  HWCCJICIOBAHMUS
OMOPKBUBAJICHTHOCTH B COOTBETCTBHH C [IpaBmiiamu mpoBeneHUs MCCIICIOBAHUMA
ounoskBrBasieHTHOCTH Cor03a.




b.Il.a.4. U3MeHeHue Maccel| HeoO6xomumelie | JlokymenTs | [Iporeaypa
000JIOYKH JIEKapCTBEHHBIX (POpM 17151 yCIOBUS Y JAHHBIE
pueMa BHYTPb WIM HM3MECHEHHUE
MacChl 000JIOUKHU KarlCyJibl

a) TBepAbIC JIEKapCTBEHHBIC (POPMBI 1,2, 3,4 1,2 1A
JUTSl TIpUEeMa BHYTPh

VYcnoBus

1. Ilpodune pacTBOpeHHST HE MEHEEe YeM 2 ONBITHO-TIPOMBIIUICHHBIX CEepU
HOBOT'0 JIEKAPCTBEHHOT'O MpPEINapara COnOCTaBUM €O CTapbIiM. [Ipyn HEBO3MOKHOCTH
MPOBEICHUS MCIBITAHUS PACTBOPEHUSI C JIEKAPCTBEHHBIMU PACTUTEIbHBIMU
npenapataMi  BpeMsl PaclajaeMOCTH HOBOTO JIEKQPCTBEHHOI'O IIpernapara B
CpPaBHEHHUH CO CTaphbIM.

2. O6os04Ka HE SIBISETCS KIFOYEBBIM (PAKTOPOM MeXaHH3Ma BEICBOOOKICHUSI.

3. Cnenudukaiys JeKapCTBEHHOTO MperapaTta 0OHOBJICHA JIMIIIh B YaCTH MacChl U
pa3MepoB (ecIu MPUMEHUMO).

4. HayaThl COOTBETCTBYIOIIHME HCCIICIOBAHHS CTAOMIIBHOCTH B COOTBETCTBHH C
nokymentamu Coro3a HE MEHee 4YeM Ha 2 ONBITHO-TIPOMBIINUICHHBIX WM
MPOMBIIIJIEHHBIX CEPUAX; B PACHOPSHKEHHM 3adBUTENISI HA MOMEHT BBEJICHUS
M3MEHEHUN HaXOIATCS YAOBICTBOPUTEIBHBIE MO MEHBIIEH MEpe 3-X MECAYHBIC
JJaHHbIE TI0 CTAaOWJIBHOCTH; TOJATBEPXKACHUE TOTO, UYTO HCCIEAOBaHUS OyAyT
3aBepuieHbl. Eciu pe3ynbTaThl HE YKIAABIBAIOTCS B cHelUPUKAUMU WU
MOTEHIIUAIBHO MOTYT HE YJIOKUTHCS B CHEIU(UKAIIMY Ha KOHEIl CPOKA TOJHOCTH,
MX HEMEIJICHHO MPEACTABAT YIOJHOMOYEHHOMY OPraHy Hapsay C MpeiaraéMbIM
IUIAHOM JCHCTBUH.

JlokyMeHTarus

1. TlompaBka K COOTBETCTBYIOIIEMY pa3zeny (pa3zaenam) perucTpanoHHOTO
JOCBE.

2. lexnapanusi, 4YTO HayaThl TpeOyeMble WCCIEAOBaHHUS CTAaOMIIBHOCTH B
COOTBETCTBUM C JIoKyMeHTamu Coro3a (¢ ykazaHHEM HOMEpPOB cepuii); u 4To (B
COOTBETCTBYIOIIUX CIy4yasx) HAa MOMEHT BBEACHUS HW3MEHEHUH B €ro
pacnopsbKEHUH HAaXOAWIIMCh TpeOyeMble MHUHHMMAJIbHBIE YIOBJIETBOPHUTENIbHbBIE
JAHHBbIE TIO CTAOMJIBHOCTU; M YTO MMEIOUIMECS AHHbIE HE CBUETEbCTBOBAIU O
Kakoil-mubo mpobieme. HeoOxoaumMo Takke MpeACcTaBUTh MOATBEPKACHHUE TOTO,
YTO HCCIENOBaHUs OyAyT 3aBEpIICHbl, WU UYTO €CIU pe3yabTaTbl HE OyAyT
YKJIaAbIBaThCsl B CHEUU(UKAIUU WIH MOTEHUUATBbHO MOTYT HE YJIOXHUTBhCS B
cnelM@UKaMl Ha KOHEI CpoKa TOAHOCTH, HMX HEMEMJIEHHO TMpEeACTaBsT
YIIOJIJHOMOYEHHOMY OpraHy Hapsiay C NpeajaraéMbIM IIaHOM AercTBuM. Kpome
TOTO, B COOTBETCTBYIOUIMX CIIlydyasX HEOOXOJMMO IPOBECTU HCIIBITAHUE
($hoTOCTAOMITBLHOCTH.

b.Il.a.6. Uckmtouenue kouterinepa ¢ | HeoOxonumeie | Tpebyemas Bun
pactBoputesieM (pa30aBuTeIeM) U3 yCIIOBUS JIOKYMEHTAIT | TIPOIEAypPhI
YIaKOBKH ust

- 1,2 IB
JlokyMeHTarus

1. O60ocHOBaHME MCKIIOYEHUS, BKJIIOYAs YKa3aHUE HA aJIbTEPHATUBHBIE CIOCOOBI




MoJTydeHusl pacTBopuTens (pazdaBuTessi) B 1esiX 0e30macHoro u 3¢pGeKTUBHOTO
PUMEHEHHS JIEKapCTBEHHOTO Mpenapara.
2. [lepecmoTpeHHas nHGOpPMAITUS O JIEKAPCTBEHHOM TIperapare.

B.11.6) IIpousBoacTBo
b.I1.6.1. 3amena nnu nobaBiIeHUE Heobxoaumeie | Jlokyments | [Tponemypa
HOBOW MPOU3BOJICTBEHHOM yCIIOBUSA Y TaHHBIE

TUTOIIAJIKK JUTSI YaCTH MJIH BCEX
IPOIIECCOB MPOU3BO/ICTBA
JICKaQpCTBEHHOTO Mperapara

a) TUIOIIAIKA IO BTOPUYHOMN 1,2 1,3,8 1Agy
yIaKOBKe

0) rIomaaKa 1o NepBUYHON 1,2 3,4,5 1,2 3,4,8, 1Agy
YIaKOBKE 9

1) TUTOIIAKa, Ha KOTOPOH - 1,2, 3,4,5, IB
OCYIIIECTBIISIOTCS JTIOOBIC 6,7,8,9

IIPOU3BOJICTBEHHBIE ONIEPALIUU IS
HECTEPUJIbHBIX JIEKAPCTBEHHBIX
IIPENapaToB, 3a UCKIIOYECHUEM
BBIITYCKa CEPUM, KOHTPOJISI CEPHA,
IIEPBUYHON W BTOPUYHOM YIIAaKOBKHU

Ycnosus

1. YnoBnerBopurenbHasi  MHCHEKUUS B TEUEHUE  NOCIHEAHUX 3 JIeT
UHCIIEKTUPYIOLIMMHU OpPraHaMu IOCYJapCTB-UJICHOB, WIM CTPaHOM, C KOTOpPOH
3aKJIIOYEHO JCHCTBYIOIIEE COIVIAIICHUWE O B3aMMHOM IIPU3HAHUM HaJJIeXkKallen
IIPOU3BOACTBEHHOU MPAKTHUKH.

2. [Inomanka JUIICH3UpOBAaHA B YCTAHOBICHHOM TMOpSIKE (A1 TPOU3BOACTBA
paccMaTpUBaEeMOil JIEKapCTBEHHON (OpMBbI WM JIEKAPCTBEHHOTO IMpenapara).
3. PaccmaTpuBaeMsbliil IeKapCTBEHHBIN MIpenapaT He SBISETCS CTEPUIIHHBIM.

4. B COOTBETCTBYIOLIMX CIIy4asX, HAlmpUMEpP, B OTHOIIEHWU CYCIEH3HH WU
DMYJIbCUM, HMEETCS CXE€Ma BaJIMAALMU WIH B COOTBETCTBUM C TEKYILIUM
IIPOTOKOJIOM YCIIEIIHO MPOBEAECHA BAIMAAIMSA HOBOW TUIOIIAKU C HE MEHEE 4YeM 3
IIPOMBIIICHHBIMU CEPUSIMU.

5. PaccmatpuBaemblii JIeKapCTBEHHBINM TpenapaT He SBISIETCS OHOJIOTMYECKUM
(MMMYHOJIOTUYECKHM).

JlokyMeHTarus

1. IlonTBepxkaeHUe TOro, 4YTO TMpejJsiaraeMas IUIOMIA KA JIUIEH3UpOBaHA B
YCTAaHOBJICHHOM TIOPSAKE JUJIsi TIPOU3BOJICTBA JICKAPCTBEHHOW (OPMBI  WITH
paccMaTprBaeMoro JIGKapCTBEHHOTO Mpernapara.

2.B  coOTBEeTCTBYIOIIMX CllydasX HEOOXOJMMO yKa3aThb HOMEpa CepHii,
COOTBETCTBYIOIIIME pa3Mep CEpUM U JaTy MPOU3BOJICTBA cepuil (He MeHee 3),
HCIIOJIb30BaHHbIE B BAJIMAAIMOHHOM HCCIEIOBAaHUM, M TPEACTaBUTh JaHHBIC IO
BaJIUJIALIMK WJIA TIPOTOKOJ (CXEMY) BaJIUIallMH, MOJIJIeKAITUHN TToaye.

3. B ¢dopme 3asBiieHHST O BHECEHUMU HW3MEHEHHM HEOOXOIUMO 4YETKO YyKa3aTh
KTEKYIIMX» U «IPEeJJIaraéMbIX» MPOU3BOJIUTENICH JIEKAPCTBEHHOTO Npemnapara




(cornacHo pazneny 2.5 ¢GopMbl 3asBJICHHS).

4. Konuu yTBEp>KIEHHBIX CHElU(pUKALMK Ha BBITYCK M KOHEI[ CPOKa TOJHOCTH
(eci MPUMEHUMO).

5. Jlannbie aHanu3a 1 TpOMBIIIEHHON CEPUM U 2 OTBITHO-TIPOMBIIIIEHHBIX CEPUH,
UMUTUPYIOIIMX TMPOLECC MPOU3BOJACTBA (MM JIBE€ NPOMBIIUICHHBIE CEPUU) U
CpaBHUTEJIbHBIC JaHHBIE C 3 CEpUsIMH, MPOU3BEICHHBIMU Ha MPEIbIIyIIeH
POU3BOACTBEHHON miIomaake. [1o 3ampocy HE0OXOAMMO NPEICTaBUTh JAHHBIE 110
CJICYIOIIMM 2 TIOJIHBIM MPOMBIIUICHHBIM CEPUSIM; HEOOXOAUMO COOOIIUTbH, €CIIH
pe3ynapTaThl aHAJIM3a HE YKJIAIBIBAIOTCS B CHEIU(PUKALMUIO, U MPEATOXKUTh IUIaH
JICVICTBUM.

6. CooTBeTCTBYyIOIIME  JaHHbIE 1O  BalWJAllMK, BKIIOYas  pPe3yJbTaThl
MUKPOCKOIIUU PACIIPEICTICHHS 110 pa3MepaM YacTUIl U UX MOPQPOJIOTUU MITKUX U
KUJKAX JIEKapCTBEHHBIX (OpM, B KOTOPBHIX (apmaiieBTHUYECKass CyOCTaHIIUS
HaXOAMUTCS B HEPACTBOPEHHOM COCTOSTHUH.

7.Ecin Ha HOBOM NpPOM3BOJACTBEHHOW IUIOIIAJKE B KayeCTBE HCXOJHOTO
MaTepuaia HUCIOJb3yeTcsl akTuBHas  (¢apmaleBTuyeckas CcyOcTaHUus, -
JeKJIapalysi yrmoJHOMOYEHHOTO JUIa IUIOMIAJKU, OTBETCTBEHHOIO 3a BBIMYCK
cepuif, YTO aKkTUBHag (apmaieBTHUECKass CyOCTaHIMsI TPOU3BEICHA B
cooTBeTcTBUM ¢ IlpaBmiiamMu Haanexaiied Npou3BOACTBEHHOH npakTtuku Corosza
JUTSL ICXOTHBIX MaT€pPHAJIOB.

8. [lompaBka K COOTBETCTBYIOIIEMY pa3Aeny (pa3felaM) perucTparioHHOTO
JIOChE.

9. Ecniu mpon3BOACTBEHHAS TIIOIIAKA M TUIOIIAIKA, HA KOTOPOU OCYIIECTBIISIETCS
NEpBUYHAsL YMAKOBKA, Pa3lMYarOTCs, HEOOXOAMMO OIHMCaTh M BAIMIUPOBATH
YCJIOBUSI TPAHCIIOPTUPOBKH M XpaHeHus HepachacoBanHoro npenapata (bulk).

IIpumeyanus: I[lpyu W3MEHEHMM WM HOBOM NPOU3BOACTBEHHOM IUIOLIAJKE B
cTpaHe 3a npenenamu Coro3a, ¢ KOTOPOM HE 3aKIIFOYEHO COTJIAIEHUE O B3aUMHOM
MPU3HAHUU HAJJIeKAIE MPOU3BOJCTBEHHON MPAKTUKH, AEPIKATEISAM 0 MOJAYn
YBEIIOMJICHUSI PEKOMEHAYETCSI MPOKOHCYJIbTUPOBATHCS C YNOJIHOMOYEHHBIMU
OpraHaMH W MPEICTaBUTh CBEACHUS O BCeX Npeablaymmx uHcnekuuax Corosa 3a
nocieanue 2 — 3 roga W (Wiam) BceX 3alylaHUPOBaHHbBIX WHcHeknusax Corosa,
BKJIIOYAsl JaThl MHCIIEKIMNA, KATETOPUN WHCIIEKTUPYEMBIX MPOIYKTOB, HAJI30PHOE
BEIOMCTBO U TMpouue cBelaeHus. Bce 310, npu HeoOXoauMocTd, Oyner
CriocoOCTBOBAaTh MPUTOTOBJICHUSIM K MHCHEKIMU Ha cooTBeTcTBHE [IpaBumiiam
HaJJIeKalled MNPOU3BOJACTBEHHOM NPAKTUKXM EBpa3sMHCKOro 3KOHOMHUYECKOTO
COI03a MHCIIEKTOPATOM ToOcCyJapcTBa-uieHa. Jlexkiapanuy yrnoJHOMOYEHHOTO
JMIIa, 3aTpardBarolie akKTUBHYIO (papmalleBTHUYECKyl0 cyOcTaHumio. Jlepkarenu
JUIEH3WA Ha TPOU3BOACTBO OO0s3aHBI B KA4E€CTBE HCXOJHBIX MaTepHUaiOB
WCIIOJIb30BaTh HUCKIIOUMUTEIFHO AaKTUBHBIE (hapMalleBTUUECKHEe CYOCTaHITUH,
pOU3BEACHHBIE B COOTBETCTBUU ¢ GMP, mo3TOMY KaxKJIblii JepKaTelb JTUIEH3UU
Ha TPOU3BOJICTBO O0s3aH MPOJCKIAPUPOBATH, YTO OH B KAaueCTBE HCXOJHOTO
MaTepuaia  HCHOJb3YeT  aKTUBHYIO  (papMaleBTHYECKYI0  CyOCTaHIIHIO,
npousBeeHHyl0 B coorBerctBuM ¢ GMP. Kpome TOro, mockonbKy
YIIOJITHOMOUYEHHOE JIUII0, OTBETCTBEHHOE 3a cepTu(UKaiuio cepuu, 0epeT Ha ceds
OOIIlyI0 OTBETCTBEHHOCTh 3a KAXAYIO CEpHUI0, €CJIU IUIONIaJKa, BBIMYCKaIOIIas




CEPHI0, OTVIMYAETCSA OT YKA3aHHOMW BBIIIE, YIIOJTHOMOYEHHOE JIMI0, OTBETCTBEHHOE
3a CepTU(UKALNIO CEPUU, TOJDKHO IPEICTaBUTh JOMOIHUTEIbHYIO ACKIAPALHIO.
Bo MHOrmx ciyyasx BOBJI€YEH JMIIb OJHMH JEpKaTenb JMIECH3UA Ha
IPOU3BOJCTBO, MO3TOMY MOTpelyeTcs Julllb OofHa Jekiapauus. OgHaKo, eciu
BOBJICYECHBI HECKOJIBKO BJIAJCINIBLEB JULEH3UNA Ha IIPOU3BOACTBO, BMECTO IOJAaYU
HECKOJIBKHMX JEKJIapaluil AOIyCKaeTcs MOoJAaTh OAHY JAEKJIapaluio, MOANMCAHHYIO
OJTHAM YTOJHOMOYEHHBIM JIMIIOM. DTO JOIMYCTUMO MPH YCIOBUU TOTO, YTO: B
JEKJIapalMi 4€TKO yKa3aHO, YTO OHAa NOJIMNKCAaHa OT JIMLA BCEX BOBJIECYEHHBIX
YIOJHOMOYEHHBIX JIML; JOTOBOPEHHOCTH CKPEIJIEHBI TEXHUYECKHUM COTJIALIEHUEM,
onucaHHbBIM B TiaBe 7 llpaBunm Hammexamed NPOU3BOACTBEHHOW IPAKTUKH
Coro3a, 1 YNOJTHOMOYEHHOE JIMLO, MOJAIOLIEE JEKIIapaluio, yKa3aHO B TaKOM
COTJIAlICHUM Kak Oepyiiee Ha cebsd 00s3aTeabCTBO 1O  COOTBETCTBUIO
IPOU3BOAUTENS (IIPOU3BOAUTENEH) AKTUBHOM (hapMalleBTUUECKON CyOCcTaHIUU
[IpaBunam Hammexamen Npou3BOACTBEHHON mnpakTuku Coro3a. YKa3zaHHbIE
COIJIAIICHHUSI SIBJISIIOTCS MPEAMETOM MHCIEKIIUY YIIOJHOMOYEHHBIX OPTraHoOB.

b.11.6.2. VI3mMeHneHue ummoprepa, Heobxoaumbie | Jlokyments |[Ipouemypa
COTJIAIIEHUH O BBIIYCKE CEPUM U YCIIOBHUS Y JaHHbIE
VCTIBITAaHUU 110 KOHTPOJIKO KayecTBa
JIEKAPCTBEHHOIO Ipenapara

a) 3aMeHa WJIM 100aBJICHUE 2,3,4,5 1,2,34 1A
IUIOIIA/IKY, HA KOTOPOU
OCYLIECTBIISIETCSI KOHTPOJIb Ka4yeCTBa
(ucpITaHKE) CEpHid

B) 3aM€Ha WK JJ0OaBJieHUE
IIPOU3BOJUTEIIS], OTBETCTBEHHOTO 32
BBIITYCK CEpUI

1. 3a uckIIrOYEHUEM KOHTPOJIA 1,2,5 1,2, 3,4 1ALy
KauecTBa (MCIbITaHUs) cepui

2. Bxiiroyasi KOHTPOJIb KauecTBa 1,2,3,4,5 1,2,3,4 1Agy
(ucnpITaHuE) CEpUid

VYcaoBus

1. Ilpon3BOoANTENH, OTBETCTBEHHBIA 3a BBIMTYCK CEPHH, JOJIKEH PacCIionaraTthbCs B
npenenax Coroza. B Coro3e coxpaHsieTcsl Mo MEHbIIEH Mepe OJiHa IUIOMIAKa IO
BBIITYCKY CEpUid, CMOocoOHas CcepTU(UIUPOBATH HCHBITAHHUS JIEKAPCTBEHHOTO
nmpenapara B LeJsIX BhITycka cepuid B npezenax Corosa.

2. [Inomaaka TUIIEH3UPOBAHA B YCTAHOBICHHOM IOPSI/IKE.

3. JIekapCTBEHHBIN Mpenapar He SBISETCS OMOJOTUYECKUM (MMMYHOJIOTHYECKUM)
JIEKapCTBEHHBIM TIPETIapaToM.

4. Tpancep TEXHONOTM CO CTapodl Ha HOBYK IUIOMAAKY WIH HOBYIO
UCIIBITaTENIbHYIO Ja00paTOPHIO MPOU3BEIEH YCIEIIHO.

5.B Corwse wim B cTpaHe, C KOTOPOH 3aKJIFOYEHO JEHCTBYIOIIEE W
COOTBETCTBYIOIIEE  COTJIAIEHHE O B3aUMHOM TMPHU3HAHUHM  Ha/JeXKaIeh
ITPOU3BOJICTBEHHOM MPAKTUKH MEXIY ATOM cTpaHoi n Cor30M, COXpaHSETCs 10
MEHBIIIEH Mepe OJIHA IUIONIaJKa MO KOHTPOIIO (MCIBITAHUIO) CEpPUl, CIIOCOOHAs
IIPOBOJINTH UCTIBITAHKS TIPETIapaTa B IeJsIX BBITyCKa cepuil B mpenenax Coroza.




JlokyMeHTarus

1. Konust nuueH3uit Ha  OPOM3BOACTBO M cepTUPUKAT  HaJjIexaien
MPOU3BOJCTBEHHOW TMPAKTUKH, BBIJIAHHBIA B TEUYEHHE 3 TMOCIHEIHUX JIET
COOTBETCTBYIOIIUM YIIOJITHOMOYEHHBIM OPTaHOM.

2. B dopme 3asBiieHHss 0 BHECEHUU U3MEHEHUN HEOOXOIUMO YKa3aTh «TEKYIIHX)
U «IpejularaéMbIX» TPOU3BOJIUTENEH JIEKapCTBEHHOTO Ipernaparta (COriacHO
pazneny 2.5 GopmbI 3asBICHUS).

3. Jlexmapanus YIOJTHOMOYEHHOTO JIMIa, OTBETCTBEHHOTO 3a CEpTU(HUKAIINIO
Cepuu, B KOTOPOM  YKa3bIBa€TCA, UTO MPOU3BOAUTENB(-M) aAKTUBHOMU
dapmareBTUUeCKO CyOCTaHIIUM, YKa3aHHOW B PETUCTPAIMOHHOM JOCHE,
pabotaeT B cooTBeTcTBUM ¢ I[lpaBwiamu Hamjiexaie MNPOU3BOJACTBEHHON
npaktuku  Coro3a 1 UCXOAHBIX  MaTepuanoB. Ilpu  ompeneeHHBIX
00CTOSITENBCTBAX JIOMYCKACTCS MPEACTABIISATH OJJHY JICKJIapaluio (CM. TpuMedYaHue
K m3MeHeHuto b.11.6.1).

4. TlompaBka K COOTBETCTBYIOIIEMY pasjieny (pasliesamM) perucTpariioHHOTO
JI0ChE, BKJTI0Yasi MH(OpMAIU O JIEKApCTBEHHOM IIpenapare.

b.11.6.3 3menenue nporecca Heob6xoaumsie | Jlokyments! ([Iponemypa
MIPOU3BO/ICTBA JIEKAPCTBEHHOTO yCJIOBUS Y JJAHHBIE
npenapara, BKIIo4ast
MPOMEKYTOUYHBIN MTPOIYKT,
WCIIOJIb3YEMbIN B IPOU3BOJICTBE
JIEKapCTBEHHOI'0 ITpenapara

a) He3HAYMMbIe U3MeHeHus mporecca | 1,2, 3,4,5,6, |1, 3,4,5, 6, 1A
MIPOU3BOJICTBA 7 7,8

€) HECYIIIECTBEHHOE U3MECHECHHUE - 1,2,4,6,7, IB
npoliecca Mpou3BOACTBa BOJHOM 8

CYCTICH3UH JUISI IpUeMa BHYTPh

YcnoBust

1. I3MeHeHHs] KaueCTBEHHOIO0 WJIM KOJIMYECTBEHHOrOo Npoduis NmpuMeced WIn
(U3BUKO-XMMHUYECKUX CBOMCTB OTCYTCTBYIOT.

2. I3mMeHeHnune Kkacaercss TBEpAOW JIEKapCTBEHHOW (OpMBI ISl TpHeMa BHYTPb
(pactBOpa sl TpHeMa BHYTPb) C HEMEUICHHBIM BBICBOOOXKIECHHEM, W
paccMaTpUBaEMbIil JIEKAPCTBEHHbIM MpernapaT He ABISETCS OHUOJIOTrHYECKUM
(MMMYHOJIOTUYECKHUM) WU PACTUTEIbHBIM.

3. IIlpyHLIMI TPOU3BOJCTBA, BKIIIOYAs OTHEIbHBIE €r0 3Talbl, HE W3MEHSIOTCS,
Hanpumep, oOpaboTKa MPOMEKYTOUHBIX IPOIYKTOB, OTCYTCTBYIOT H3MEHEHUS
KaKUX-1100 pacTBOPUTENEH, UCTIOIB3YyEMbIX B MPOIIECCE TPOU3BOCTBA.

4. 3aperucTpupOBaHHBIA B HACTOSIIEE BpEMs  MPOLECC  IPOU3BOACTBA
KOHTPOJIUPYETCS BHYTPUIIPOU3BOJCTBEHHBIMH KOHTPOJIAMH, U U3MEHEHUE TaKUX
KOHTpOJIeH (pacIlMpeHuEe WM HCKIIOYEHHE KPUTEPHUEB NPHUEMIIEMOCTH) HE
TpedyeTcs.

5. Cnenudukaiuy JeKapCTBEHHOIO Mpenapara Wik MPOMEKYTOYHBIX MPOIYKTOB
HE U3MEHSIOTCS.

6. [Io pe3ynapTaTaM HOBOrO MpOIECCA JOKEH OOpa30BBIBATHCS HMICHTUYHBIN C
TOYKM 3pEHUS BCEX aCIEeKTOB KayecTBa, 0€30macHOCTH M A((PEKTUBHOCTH




JIEKapCTBEHHOTIO MIpenapara.

7. CorinacHo COOTBETCTBYIOIIUM JoKymeHTam (Coro3a HayaThl COOTBETCTBYIOIIHE
UCCJIEIOBaHMs CTAOMIILHOCTH HE MEHee YyeM Ha | OMBITHON WM MPOMBIIUICHHON
CEpUH; B PACHOPSKEHUU 3aIBUTEINSI HAXOIATCS YIOBIECTBOPUTEIIbHBIE PE3YyIbTaThI
0 MEHbIIEH Mepe 3-X MECSYHOro u3ydeHus craduiabHocTH. [lonTBepxkaeHue
TOTO, YTO HCCJENOBaHUA OYIyT 3aBepIlEHbl, U €CIU pe3yJbTaThl HE OyayT
YKJIaJBIBaThCS B CHENMU(GUKAIMU WM MOTYT TOTCHIIMAIBHO HE YJIOXKHTHCS B
cnenuuKaMu Ha KOHEIl CpOKa TOAHOCTH, WX HEMEIJICHHO TIPEICTaBsIT
YIOJHOMOUYEHHOMY OPTraHy BMECTE C MPEJIaraéMbIM TIAHOM JI€HCTBUIA.

JlokymeHTanus

1. ITonpaBka K COOTBETCTBYIOUIEMY pa3jeiy (pas3nenaM) perucTpaioHHOrO
JOCBE.

2. B oTHOIIEHUM MSTKUX U KHUAKUX JIEKAPCTBEHHBIX (DOPM, B KOTOPHIX aKTHBHAs
dapmaneBTUUeCKass CyOCTaHIMsSI HAXOJIUTCA B HEPACTBOPEHHOM COCTOSIHHUM:
HaJJiexKanasi BaJJalnsl U3MEHEHUs, BKJIOYAs MHKPOCKOIIUIO YAaCTHI[ B LEJSAX
MPOBEPKH BUIUMBIX H3MEHEHUW MOPQOJIOTUM; CPABHUTEIBHBIC JaHHBIE O
pacrpeiefieHdd 1Mo pa3Mepy 4YacTull (JUCTIEPCHOCTH), TOJyUYCHHbIE HaJUICKAIUM
CIOCOOOM.

3. B oTHOIIEHUHU TBEPBIX JIEKAPCTBEHHBIX (hOpPM: AaHHBIE MPODUIISE PACTBOPEHUS
OJIHOM PENPE3CHTATUBHON MPOMBIIUICHHON CEPUU U CPAaBHUTEIBHBIE JTAHHBIE 3
IIOCJEAHUX CEPUM, MPOU3BEAEHHBIX C IMOMOULIBIO IpeAbIaylero mnpouecca. llo
3ampocy HEOOXOAMMO TPEJICTaBUTh JaHHbIE MO CJIEAYIOIUM 2 TOJIHBIM
IPOMBIIUIEHHBIM CEPUSM WJIM COOOILIUTH, €CIU PE3yibTaThl HE YKJIAAbIBAIOTCSA B
crenuPuKaIUo U MPEJIOKUTh TJIaH JeUCTBUN. B OTHOIIEHUHU JIeKapCTBEHHBIX
pacTUTENBHBIX MPENapaToB MOTYT OBITh JIOCTATOYHBI JIaHHBIE CPABHUTEIBHOU
pacrajaeMoCTH.

4. O00OCHOBaHUSI  HEMPEJICTABJICHUS  PE3yJIbTATOB  HOBOTO  HCCIEIOBAHUS
OMOPKBUBAJICHTHOCTH B COOTBETCTBHUM ¢ [IpaBuiamu mpoBefeHUs HCCIeIOBaHUN
ounoskBuBaneHTHOCTH Coro3a.

5. [Ipu u3meHennu napameTpa (mapaMeTpoB) MPOIECCa, KOTOPHIA CUMTAETCS HE
OKa3bIBAIOIIMMU BIIMSHUE HAa KayeCTBO JICKAPCTBEHHOr'O Mpernapara, JeKJIapaius,
YTO 3TO JOCTUTHYTO B XOJI€ paHee MPOBEACHHOW OAOOPEHHON OIIEHKHU PHUCKOB.
6. Konuu cienmdukanmii Ha BBITYCK U KOHEI] CPOKA TOHOCTH.

7. lannble ananu3a cepuil (B ¢opmaTe CpaBHUTEIBHON TaOIMIBI) IO MEHbIIICH
Mepe OJHOI cepuu, MPOU3BEAECHHON C MOMOIIBIO OJIOOPEHHOTO U MpPeaaraeMoro
npouecca. Ilo 3anpocy HE0OX0IUMO MPEACTaBUThH JTAHHBIE MO CIEIYIOUIUM JIBYM
MOJIHBIM MPOMBILIJIEHHBIM CEPUSIM; CIEAYET COOOIIUTh, €CITU PE3YNbTAaThl AaHAIIU3A
HE VYKJIQABIBAIOTCA B CHEIMUGUKAIMIO U MPEUIOKUTh IUJIaH  JACHCTBUM.
8. Jlexnaparusi, 9TO Ha4aThl COOTBETCTBYIOIIUE MCCIIEIOBAHUS CTaOWUIHLHOCTH B
COOTBETCTBHHM C JoKymMeHTaMu Coro3a (C yka3aHWEeM HOMEPOB CEpHil) U U3YUYECHBI
HEOOXOJMMbBIE TapaMeTphl CTAOWJIBHOCTA TIO MEHBIIEH Mepe Ha | OmBITHO-
MPOMBIILICHHOW WM TMPOMBIIUICHHOM CEepUM UM HAa MOMEHT YBEIOMJICHHS B
pPACHOPSKEHUN 3asIBUTENS] HAXOJUIIUCh YAOBJIETBOPUTEIbHBIE PE3YJbTAThl IO
MEHbIIEH Mepe 3-X MECSYHOrO0 M3yYeHHs] CTaOWJIBHOCTH; U Npoduib
CTaOMJIBHOCTH  AQHAJIOTMYEH  TEKylled  3aperucTpUpOBAaHHOM  CUTYaIlMH.




[IpencraBiieHO MOATBEPIKAECHNUE TOTO, UTO UCCAEA0BAaHUS OyIyT 3aBEPIICHBI, U YTO
€CIIM pe3yJbTaThl HE OyAYyT YKJIaJAbIBaThCS B CHeUM(PUKAIUA HIX MOTYT
MOTEHIIUAJIBHO HE YJIOKUTHCSA B clelUUKAIMA Ha KOHEI[ CPOKa TOJHOCTH, HUX
HEMEJJIEHHO MPEACTaBAT YIOJHOMOYECHHOMY OpraHy Hapsiay C MpeajiaraéMbIM
IIJIAHOM JICHCTBUM.

b.11.6.4. I3menenue pasmepa cepun | HeoOxomumeie | [lokymenTts | [Iporeaypa

(BKITIOUAsT TUATIA30HBI pa3Mepa YCIIOBHS Y TaHHBIE

CepHH ) JICKapCTBEHHOTO MIpemnapara

a) ykpymHeHue BIioth 10 10 pazmo | 1,2,3,4,5,7 1,4 1A
CPABHEHUIO C 0I00PEHHBIM

0) pasykpynHenue 10 10 pa3 1,2,3,4,5,6 1,4 1A
r) ykpyrnHaenue 6osee 10 pa3 mo - 1,2 3,4,5, IB
CPaBHEHHMIO C 0JJ00PEHHBIM 6

pa3MepoM CEpUH JIEKAPCTBEHHBIX
dbopM ¢ HEMEITIEHHBIM
BBICBOOOXKACHUEM (1S TpreMa

BHYTPb)

1) MaciTad mpou3BOJICTBA - 1,2, 3,4,5, IB
OHOJIOTHYECKOTO 6
(MMMYHOJIOTHYECKOT0)

JICKapCTBEHHOTO TIperapara
yBeauumiics (yMEeHbIIHICS) 6e3
W3MEHEHHS TIpoliecca Mpou3BOACTBA
(Hanpumep, TyOIMpOBaHUE JTMHIH)

Ycenosus

1. I3meHeHne He BIUSET Ha BOCIPOU3BOJUMOCTD U (MJIM) MOCTOSTHCTBO KayecTBa
JIEKApCTBEHHOTIO MPEIapara.

2. I3aMeHeHune 3aTparuBaeT CTaHJAPTHBIC JIEKApCTBEHHBbIE (OPMBI I MpUeMa
BHYTPb C HEMEIJEHHbIM BBICBOOOKIECHUEM WJIM HECTEPUIIbHBIE O KHUJKUE
JIEKapCTBEHHBIE (POPMBI.

3. JIroOble M3MEHEHHUsI METOI0B MPOU3BOJICTBA U (HMJIM) BHYTPUITPOU3BOICTBEHHBIX
KOHTpOJIE HEOoOXOJMMbl JMIIb ISl U3MEHEHHUs pa3Mepa Cepuu, Hampumep,
UCIOJIb30BaHUE 000PYI0BaHUS IPYroro pa3Mepa.

4. Umeercss cxema BaluJallMM WIM B COOTBETCTBHM C TEKYLIUM IPOTOKOJIOM
YCHEIIHO MpOBEACHA BaJlMJalMs MPOU3BOJICTBA HE MEHee YeM Ha 3
IIPOMBILUIEHHBIX CEPUSIX C HOBBIM Pa3MEpOM B COOTBETCTBUU C NPUMEHHMBIMU
TpeOOBaHUSIMU.

5. PaccmatpuBaemblii JIeKapCTBEHHBINM TperapaT HE SBISIETCS OHOJIOTHYECKUM
(MMMYHOJIOTUYECKHM).

6. I3MeHeHne He JOJDKHO OBITh CJEACTBHEM HENPEIBUJCHHBIX CHUTYAIH,
BO3HMKIINX B X0JI€ MPOU3BOJICTBA, MJIM U3MEHEHUSI CTA0OMIbHOCTH.

7. Pa3zmep cepum ykianapiBaercs B 10-KpaTHbINA Auana3oH, NPeayCMOTPEHHBIA TPU
perucTpalnuy, WIM TOcle TOCIEAYIONIero W3MEHEHHs, He SBISBLIErocs
n3MeHeHneMm [A tuna.




JlokyMeHTarus

1. ITonpaBka K COOTBETCTBYIOIIEM pa3zieily (pa3zienaM) perucTpalMOHHOTO JJOChE.
2. Jlannple aHanu3a cepuil (B ¢dopmaTe CpaBHUTEIBHOM TaOIHIBI) IO MEHBIIICH
Mepe 1 mNpOMBINIIEHHOW CepuM, NPOU3BEACHHOM B 3aperUCTPUPOBAHHOM U
npemsiaraeMoM pasmepax. [lo 3ampocy HeoOXOAUMO NPEICTaBUTh JAHHBIE IO
CIEIYIOUMM 2 TIOJIHBIM TPOMBIIUICHHBIM cepusiM; Jepxkarens PY  o0s3an
COOOIIUTh, €CIU pe3yNbTaThl aHajdn3a He YKJIAAbIBAIOTCA B CHEHU(PHUKAIUIO, U
MPEJIOKUTD TUIAH JACHCTBUM.

3. Kormuu onoO6peHHbIx cnenuduKaiii Ha BBITYCK U KOHEII CPOKa TOTHOCTH.

4.B COOTBETCTBYIOIIMX Cly4asX HEOOXOJMMO YyKa3aTb HOMEpa Cepui,
COOTBETCTBYIOILIME pa3MEPy CEpUM M JaTe WX NpOU3BOJACTBa (HE MeHee 3),
WCIIOJB30BaHHBIX B BAJIUAAIMOHHOM MCCIIEIOBAHUU, WU MPEICTaBUTh NPOTOKOJ
(cxemy) BaJIMIAIIUH.

5. Heob6xoammo npeacTaBuTh pe3ysibTaThl BaauAaliH.

6. PesynpTaThl McciaenoBaHUM CTAOMJIBHOCTH, MPOBEJACHHBIE B COOTBETCTBUU C
nokymeHTamu Coro3a, MO 3HAYUMBIM TapamMeTpaMm CTaOWJIBHOCTH IO MEHbIIEH
Mepe Ha | ONBITHOW WJIM MPOMBIIUIEHHOW CEpHM, OXBATHIBAIOLIECH MO MEHbBIIECH
Mepe 3 Mecsla; TOATBEPXKICHUE TOro, 4YTO TaKUe UCCIeNOBaHUus OyayT
3aBEPILEHbI, U YTO €CJIM pe3yJbTaThl HE OYIyT YKIAIbIBaThCS B CHEIU(pUKAIIIN
WM MOTYT TNOTEHIUAIbHO HE YJIOXKHUTHCS B CHEHU(PUKAIMM Ha KOHEI[ CpoKa
TOJIHOCTH, MX HEMEIJIEHHO MPEACTaBAT YINOJHOMOYEHHOMY OpraHy Hapsay cC
npejiaraéMbiM  IJIaHOM — JIecTBUA. B oTHomieHMH ~ OMOJIOTMYECKUX
(MMMYHOJIOTUYECKHX) CPEICTB: JEKJapalus, YTO OLEHKAa COMOCTABUMOCTH HE
TpedyeTcs.

b.I1.6.5. VI3menenue Heobxoaumbie | Jlokymentsl | [Ipouienypa
BHYTPHUIIPOU3BOICTBEHHBIX yCJOBUS U JJAaHHBIE
WCIIBITAHUN WJIH KPUTEPUEB
MPUEMIIEMOCTHU, UCTIONIb3YIOIIUXCS
IIPU IPOU3BO/ICTBE JIEKAPCTBEHHOTO
npenapara

a) YXecToueHue 1,2,3,4 1,2 1A
BHYTPHIIPOU3BOICTBEHHBIX
KPUTEPHUEB MTPUEMIIEMOCTH

0) /loGaBneHrne HOBBIX UCIIBITAHUM 1,2,56 1,2,3,4,5, 1A
VTN KPUTEPUEB MPUEMIIEMOCTH 7

B) McKIItoueHME HECYIIECTBEHHOTO 1,2,7 1,2,6 1A
BHYTPHUIIPOU3BOJICTBEHHOTO

HCIIBITAaHUS

¢) JlobGaBiieHre viM 3aMeHa - 1,2, 3,4,5, IB
BHYTPHIIPOU3BOJICTBEHHOTO 7

UCIIBITAaHUS U3 COOOPAKEHUI
0€30MacCHOCTH WJIA Ka4yeCcTBa

YcnoBus
1. I3meHeHne He SBISETCS CIEACTBHEM KaKoro-inbo o0s3aTeabCcTBa, MPUHSATOTO
1o pe3yibTaTaM paHee MPOBEICHHBIX IKCIEPTHU3 C IIEIbI0 aHAIN3a KPUTEPUEB




IPUEMIIEMOCTH crienuPuKanuu (HarmpuMep, B XOJE PETUCTpali WM BHECEHUS
n3meHenuit 11 tumna).

2. I3meHeHue He SIBISIETCS CIIEICTBUEM HENPEIBUICHHBIX CUTYAIMi, BOSHUKIINX
B XOJie MPOM3BOJACTBA, HANpHUMeEp, HOBas HEKBaJIU(PUIMPOBAHHAS MPUMECH,
M3MEHEHHUE MPENIETIOB COAEPKAHUS CYMMBI TPUMECEH.

3. JItoboe m3MeHeHHe AOHKHO YKIIAJbIBAThCA B JUANA30H TEKYIIUX OJ00PEHHBIX
KPUTEPUEB IPUEMIIEMOCTH.

4. AHamMTUYECKast METOAUKA HE U3MEHSETCS WM U3MEHSETCS HE3HAUUTEIIBHO.

5. Hu oauH HOBBI METOJl HCHBITAaHUST HE OCHOBAaH Ha HOBOM HeCTaHAApTHOU
METO/I0JIOTUHU WM CTaHIaPTHOW METOAOJOTHH, UCIIOIb3YEMOU MO-HOBOMY.

6. HoBblif MeTO/l MCIIBITAHUSI HE SBISETCS OMOJOTHYECKHM (MMMYHOJOTHYECKHUM,
UMMYHOXHUMHUYECKUM) WM METOJOM, B KOTOPOM HCIIOJb3yeTCs OMOIOTHYECKUI
peakTuB sl OMOJOTMYECKOM aKTUBHOW (apmaneBTuueckod cyOcraHuuu (3a
UCKJIIOYEHHEM CTaHAApPTHBIX (papMaKONEHMHBIX MUKpPOOMOJIIOTHMYECKUX METOJIOB);
UCIBITAHUE HA MOJIMHHOCTH (B OTCYTCTBUE MOAXOMSAIIEIO ajJbTEPHATUBHOTO
KOHTPOJIs).

7. BHyTpUIIpOU3BOJACTBEHHOE  MCIBITAHME  HE  3aTparuBaeT  KOHTPOJb
KPUTHUYECKOIO NapaMeTpa, HapHUMeEp: KOJIMYECTBEHHOE ONPEICICHUE; IPUMECU
(eciiu TONBKO OIpPEICNICHHBIH PACTBOPUTENL OJHO3HAYHO HE WCIOJb3YeTCS B
IIPOU3BOJICTBE); JIOOYI0 KPUTUYECKYIO (PU3UYECKYI0 XapaKTepUCTUKY (pa3Mep
YacTHUL, HACBITHYIO IUIOTHOCTHIO J0 U IOCJE YIJIOTHEHUS U T.J.); UCIbITAHUE Ha
NOJIMHHOCTh (2 OTCYTCTBHME MOJXOJSALIEr0 aJIbTEPHATUBHOTO KOHTPOJIs);
MUKPOOHOJIOTUYECKHI KOHTPOJb (€CAM TOJBKO OH HE TpeOyeTcss B OTHOUIEHUU
OINPEJIETICHHON JIEKAPCTBEHHOM (hOPMBI).

JlokyMeHTarus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3ieny (pas3ienaMm) perucTpaldoHHOTO
JOCBE.

2. CpaBHUTENbHAS Ta0IUIA TEKYIIUX U MPEAJIaraéMbIX BHYTPUIIPOU3BOICTBEHHBIX
WCIIBITAHUN Y KPUTEPUEB MPUEMIIEMOCTH.

3. [logpobHOE omMcaHWe HOBOM AaHAIMTHYECKOM METOAWKM W JaHHBIC II0
BaJUaIMH (B COOTBETCTBYIOIIUX CIIy4asiX).

4. JlanHble aHagu3a JABYX IMPOMBIIUICHHBIX CEepUil (B OTCYTCTBHE JOJIKHBIX
000CHOBaHUM AJi1 OMOJIOTMUECKUX AKTUBHBIX (PapMalleBTUYECKUX CYOCTaHUUU -
TPHU CEpPUH) JICKAPCTBEHHOTO MpernapaTa Mo BCEM MmapaMmeTpam crenuukaimm.

5. B cooTBeTCTBYIOMIMX CiIy4yasix CpaBHUTEJbHBIC JaHHBIE MPOQUIS PACTBOPEHUS
JIEKQpCTBEHHOI'O MpernapaTa He MEHee 4YeM Ha 1 OMBITHO-TIPOMBIIIJICHHONW CepHH,
MIPOU3BEACHHOMN C UCTIOb30BAHUEM TEKYIIUX U HOBBIX BHYTPUIIPOU3BOJACTBEHHBIX
UCIBITAHU. B OTHOILIEHHM JIEKAPCTBEHHBIX PACTUTEIBHBIX IPENapaTOB MOTYT
OBITH JOCTATOYHBI JJAHHBIE CPABHUTEILHOM PacIiajaéMOCTH.

6. O6ocHOBaHME (orreHka PHUCKOB), MOATBEPKIAIOIIEE, 4TO
BHYTPHUIIPOU3BOJICTBEHHOE UCIIBITAHUE SIBJISIETCS HECYIIECTBEHHBIM UJIM yCTapeo.
7. O6ocHOBaHME HOBOTO BHYTPHUIIPOU3BOJCTBEHHOTO WCIBITAHUS U KPUTEPUEB
MPUEMIIEMOCTH.




b.11.B) KoHTpoib KayecTBa BCIIOMOTaTeIbHbIX BEILIECTB

b.11.B.1. I3MeHeHue napameTpoB
crenuuKkauu u (MiM) KpUTEpUEB
MPUEMIIEMOCTH BCTIOMOTaTeIbHOTO
BEI[ECTBA

HeoOxoanmeie
YCIIOBHS

JIOKyMEHTBI
U JAHHBIE

[Ipouenypa

a) YKecToueHHe KpUTEPUEB
IPUEMJIEMOCTH CHEIU(PUKAITIU

1,2,3,4

1,2

1A

0) loOaBiieHre B crieHU(PUKALIUAIO
HOBOTO TMapaMmeTpa crienuukanum u

1,2,5,6,7

1’ 2! 3’ 41 6’
8

1A

COOTBETCTBYIOIIETO €My METO/Ia
UCOBITAHUN

B) MckitoueHne HeCyIecTBEHHOTO 1,2 1,27 1A
napameTpa CrielupuKaumu
(HampuMep, UCKITFOUCHHUE

yCTapeBIIIETO MapaMeTpa)

1,2,3,4,5, IB
6, 8

¢) JlobaBneHne uin 3aMmeHa -
(uckmroyasi OMOJIOTHUYESCKUM 1
UMMYHOJIOTHYECKHI Tperapar)
napamMerpa crienipukanuu u
COOTBETCTBYIOIIIETO EMY METO/a
UCIIBITAaHUI U3 COOOpaKEHHI
0€30MacHOCTH WJIM KayecTBa

1,2,3,4,5, IB
6, 8

g) Eciiu Ha BcnoMorarenbHOe -
BEILECTBO OTCYTCTBYET CTAThs
®apmakomnen Coro3a uim
(dapmakorieu rocynapcTBa-usieHa,
U3MEHEHHE B COOCTBEHHBIX JIaHHBIX
cnenupuKanuy Ha HEOPUIMATbHYIO
dhapmaxomnero wiu papmMakorero
TPEThEN CTPAHbI

VcnoBus

1. I3meHeHne He SBISETCS CIEICTBHEM KaKOro-janbo o0s3aTenbCTBa, MPUHATOTO
M0 pe3yJibTaTaM paHee MPOBEACHHBIX AKCIEPTHU3 C IEJIbI0 aHAIM3a KPUTEPUEB
MPUEMJIEMOCTH CielM(pUKaAIMU (HaIpuMep, B X0J¢ PErUCTpaIli JICKapCTBEHHOTO
npenapara uiu BHeCeHUU n3meHenunii I1 tumna).

2. VI3MeHeHue He SBIIAETCS CICACTBUEM HEMPEIBUACHHBIX CUTYAIIMH, BO3HUKIITHX
B XOJIc TPOMU3BOJCTBA, HAIPUMEpP, HOBOM HEKBaIU(DHUIIMPOBAHHON NPHUMECH,
M3MEHEHHUSI IPEICNIOB COAEPKaHUsI CYMMBbI IIPUMECEiA.

3. JTroboe u3MeHeHne OHKHO YKIAAbIBATHCS B JAMANA30H TEKYIIUX OJ00pPEHHBIX
KPUTEPUEB TTPUEMIIEMOCTH.

4, AHanuTHyeckass METOJHMKa HE M3MEHSCTCS WM W3MEHSIETCS HE3HAYUTENILHO.
5. Hu oauH HOBBIM METOJ HMCHBITAaHUS HE OCHOBAaH Ha HOBOW HECTaHAApTHOU
METOJIOJIOTUN WJIM CTAaHAAPTHOW METOJOJOTUM, UCIOJIB3YEMON IO-HOBOMY.
6. HoBpIif MeTO/ UCTIBITAHUS HE SBJISIETCS OMOJOTMUYECKUM (MMMYHOJIOTHYECKHM,




UMMYHOXUMHYECKUM) WJIM METOJIOM, B KOTOPOM HCIOIb3YEeTCsI OMOJIOrMYeCKUi
peakTuB i1 OMOJIOTMYECKOW aKTUBHOW (apmareBTHUecKol cyOctaHiuu (3a
HCKIIIOUEHHUEM CTaHJIAPTHBIX (hapMaKoONeHHbIX MUKPOOUOIOTHUYECKUX METOIOB).

7. I3MeHeHune He KacaeTcss FeHOTOKCUYHOU PUMECH.

8. [NapameTp cnenuduKauy He 3aTparuBaeT KOHTPOJIb KPUTUUECKOTO MapamMeTpa,
HaIpuMep: MpUMecH (€CIu TOJIbKO ONpeeICHHbIM PACTBOPUTENH OJHO3HAYHO HE
UCIIOJIB3YEeTCSI B TPOU3BOJICTBE);  JIOOYI0  KPUTHYECKYI0  (DHU3HUYECKYIO
XapakTepUcTUKy (pa3Mep 4YacTWll, HACBIIHYK IUIOTHOCTBIO JIO H TMOCIe
VIUIOTHEHUS YU T.J.); UCOBITAHUE HA MOJJIMHHOCTH (B OTCYTCTBUE IOJXOJSIIETO
ATBTEPHATUBHOTO KOHTPOJIST) MUKPOOMOJIOTHUECKUN KOHTPOJIH (€CIT TOJIBKO OH HE
TpeOyeTCsl B OTHOIICHUN ONPEICIICHHON JIEKApCTBEHHOU (DOPMBI).

JlokyMeHTaus

1. IlompaBka K COOTBETCTBYIOUIEMY pazjeny (paszenaM) perucTparioOHHOIO
JOCBE.

2. CpaBHuTeNbHAs Ta0INLA TEKYILIUX U MIpeAIaraéMbiX ceupuKaui.

3. [logpoOHOe onucaHue a000NH HOBOM aHAIUTUYECKOW METOAMKHU W JaHHbBIE IO
BaJIM1alluu (B COOTBETCTBYIOUINX CIIydasiX).

4. JlanHple aHaiM3a 2 TPOMBIIUICHHBIX CepUl (B OTCYTCTBHUE JIOJKHBIX
00OCHOBaHUH AJi1 OMOJIOTUYECKUX aKTUBHBIX (hapMalleBTHUECKUX CyOCTaHIIH — 3
CEpHH) BCIIOMOTaTeJIbHOTO BEIIECTBA IO BCEM NapaMeTpaM CelU(PUKALINH.

5. B cooTBeTCTByIOmMX Ciy4dasX JIaHHbIE TECTa CPABHUTEIbHOM KHHETHUKHU
pPacTBOPEHHs JIEKAPCTBEHHOI'O IMpenapara MO MEHbIIEH Mepe OJHOM OIbITHO-
IPOMBIIUICHHOM  CepuH, coJiepKalen BCIIOMOTATEIbHOE  BEIECTBO,
COOTBETCTBYIOIIETO TEKYIIEH M mpeayiaraeMoi crneuudukanusMm. B oTHomeHUn
JIEKapCTBEHHBIX PACTUTENBHBIX NpPENnapaTroB MOTYT ObITh JOCTATOYHBI JaHHbBIE
CPaBHUTEIBHON pacnagacMOCTH.

6. O00cHOBaHMSI ~ HENpPEICTaBICHHUS  PE3yJbTaTOB  HOBOTO  HCCIIEJOBAHMS
OMOAPKBUBAJIEHTHOCTU B COOTBETCTBUM ¢ [IpaBuiamu nmpoBeNeHHs MCCIEI0BaHUMA
ounoskBuBaneHTHOCTH Coro3a.

7. O0ocHOBaHUE (OLIEHKA PUCKOB), MOATBEPKIAIOIIEE TO, YTO MapaMeTp SBISETCS
HECYIIECTBEHHBIM WJIM YCTapel.

8. O60CHOBaHKME HOBOT'O MapaMeTpa CrieluPUKaIUd U KPUTEPUEB TPUEMIIEMOCTH.

b.11.B.2. 3menenue ananutnueckoit | Heooxomumeie | Jlokyments | [Ipouenypa

METOAMKH JIJISI BCIIOMOTaTEIBLHOTO YCIIOBUS Y JaHHBIE
BEIIECTBA

a) HesHaunmblie n3MEHEHUS 1,2,3,4 1,2 1A
0JIOOPEHHON aHATUTHISCKOM

METOIUKH

(5]
[~

0) MckimtoueHne aHaTMTHICCKON 1A
METOJUKH, €CJIH aJIbTCpHATHBHAS i

METOJIMKa YK€ 0J100peHa

r) [Ipoune u3smenenus . 1,2 IB
AHATMTUIECKONW METOUKH (BKITFOUAs
N00aBJICHUE UITU 3aMEHY)




YcnoBus

1. CornacHO  COOTBETCTBYIOIIMM JIOKYMEHTaM, IIPOBEAECHBI HEOOXOIUMbIE
BAJIMJIALMOHHBIE HCCIIEOBaHMs, MOATBEPKAAIOIIMNE TO, YTO OOHOBJIEHHAS
aHaJIMTUYECKass METOJMKAa II0 MEHbIIEH Mepe HKBUBAJIECHTHA NPEblITyLIEH.
2. Illpenensl  conmepkaHus CyMMBl  IpUMecell HE  M3MEHUJINChb, HOBBIE
HEKBAJM(UIIUPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

3. Meton ananu3a He WU3MEHWICS (HalpUMeEp, W3MEHEHHUE JUIMHBI KOJIOHKU WJIH
TEMIIepaTyphl, HO HE APYTOM BUJl KOJIOHKH HJIA METOJ).

4. HoBBIif METO/ HUCIIBITAHUS HE SIBISAECTCS OMOJOTUYECKUM (MMMYHOJIOTHUYECKUM,
UMMYHOXHUMHUYECKUM) WM METOJOM, B KOTOPOM HCIIOJNB3yeTCs OMOIOTHYECKUI
pEakTUB (3a UCKIIOYEHUEM CTAHJAPTHBIX (papMaKONEHHBIX MUKPOOHOJOTMYECKHUX
METOJIOB).

5. AnbTepHaTHBHAsl aHAJUTUYECKass METOAMKA JJIi NapaMmeTrpa CHelHpUKaIU
y’Ke 0/100peHa, Mpu 3TOM Takas METOJuKa Oblia BKJIIOYEHAa HE C MOMOIIbo 1A
(I1Any)-yBemoMieHuSI.

JlokyMeHTarus

1. IlompaBka K COOTBETCTBYIOIIEMY paszfeny (pasaenaMm) perucTpauoHHOTO
JIOChE, BKJIIOYAs ONHUCAHUE AHAJIUTUYECKOW METOJOJIOTHH, PE3IOME IAHHBIX IO
BaJIUJIAlINH, IEPECMOTPEHHBIC cIeIU(DUKALIMKI HA TPUMECH (€CITU TPUMEHUMO).

2. CpaBHUTEIIbHBIE PE3yJbTAThl BaTUAAIlMN WIH, NPH HAJTUYAH OOOCHOBAHWS,
CpPaBHUTEIIbHBIC PE3YyJbTAaThl aHAINM3a, MOJATBEPXKIAIOIIME TO, YTO TEKYIEe MU
npejiaraeMoe UCIbITaHUE SKBUBAJICHTHBI. JlaHHOE TpeOoBaHME HE MPUMEHSIETCH,
ecyu 100aBJISIETCSl HOBasi aHAJIMTUYECKAsi METOIMKA.

b.11.B.3. I3MeHEeHNE HCTOYHHKA Heobxoaumbie | Jlokyments! | [Ipouenypa
IIOJIy4Y€HUsl BCIIOMOTaTeIbHOTO YCIIOBHUS Y JJaHHbIE

BEILIECTBA UJIM PEAKTUBA C PUCKOM

J4C)

a) u3 matepuaina ¢ puckom TT'D Ha
MaTepral paCTUTEIBHOTO WU
CUHTETUYECKOTO MPOUCXOKICHUS

=
=

1. JInst BcrioMoraTesIbHBIX BEIIECTB 1A
WM PEaKTHBOB, HE MCIIOJIb3YEMBIX B
MPOU3BOICTBE OMOJIOTUYECKOM
(MMMYHOJIOTHYECKOM ) aKTUBHOM
(dhapMalieBTUUECKOM CyOCTaHIINU WU
OMOJOTUYECKOTO
(MMMYHOJIOTUYECKOT0)

JICKApCTBCHHOTI'O IIpCIiaparTa

2. ]It BCIIoMOraTenbHEIX BEIIECTB - 1,2 IB
WM PEaKTHBOB, UCTIOIb3YEMbIX B
MIPOU3BOJICTBE OMOJIOTUYECKOM
(MMMYHOJIOTUYECKOW ) aKTUBHOM
(dhapMalieBTUUECKOM CyOCTaHIINKN WU
OMOJIOTMYECKOTO




(MMMYHOJIOTHYECKOTO)
JICKapCTBEHHOTO TIpernapara

VYcioBug
Crnemmdukanun Ha BBITYCK W KOHEI[ CpPOKa TOJHOCTH BCIIOMOTAaTEIBHOTO
BEIIIECTBA U JICKAPCTBEHHOTO Iperapara He U3MEHSIOTCS.

JlokyMeHTaus

1. lexnaparus MIPOU3BOUTEIIS WIIH JepKaATEIIS PETUCTPAITMOHHOTO
YIAOCTOBEPEHUA MaTepuanga, 4YTO OHU TIOJHOCTHIO PACTUTEIBHOIO  WIIH
CUHTETUYECKOTO MPOUCXOKICHUS.

2. UccnenoBanne SKBUBAJCHTHOCTH MAaTEPHAIIOB M BIWSHHUE Ha TMPOW3BOICTBO
TOTOBOTO MaTepHalia U BIMSHUE Ha XapaKTePUCTUKU (HAIpUMEp, XapaKTePUCTUKU
pacTBOPEHUSI ) JIEKAPCTBEHHOIO Mpernapara.

b.11.B.4. I3MeHeHue cUHTE3a WK Heobxoaumeie | Jlokyments | [Tponemypa
noyuyeHust HehapMaKoNeHHOTO YCIIOBHS Y JaHHbIC
BCIIOMOT'aTEJIbHOTO BELIECTBA (€CH
OIMKMCAaH B PETUCTPALIMOHHOM JIO0ChHE)
WJIA HOBOTO BCIIOMOTaTEJIbHOTO
BEIIECTBA

a) HECYIIIECTBEHHOE U3MECHECHHE 1,2 1,2,3,4 1A
CHUHTE3a WU TOJIyICHUS
He(apMaKoIenHOTro
BCIIOMOTaTEJILHOTO BEIIECTBA HUIIH
HOBOTI'0 BCIIOMOTaTeILHOI'0 BEIECTBA

Ycnosus

1. Cnoco0 cuHTe3a U cneupuKai UASHTUYHbBI U OTCYTCTBYIOT KaYE€CTBEHHBIE U
KOJIMYECTBEHHbIE HW3MEHEHUs1 npoduis npumeced (MCKIOYash OCTATOYHbIE
pPacTBOPUTENN, IPU YCIOBHH TOrO, YTO MX KOHTPOJb OCYILECTBISIETCS B
COOTBETCTBUM C IPENEIBHBIM COAEPKaHUEM, YKa3aHHbBIM B JOKyMeHTax Corosa)
WIH (PU3UKO-XUMUUECKUX CBOMCTB.

2. Ucknroyasi aIbIOBaHTHI.

JlokyMeHTarus

1. IlonpaBka K COOTBETCTBYIOLIEMY pa3jaeny (pasznenaM) perucTparioOHHOTO
JOChE.

2. Jlannble aHanmu3a cepuil (B (opMare CpaBHUTEIHHOW TAOIHIIBI) TIO MEHBIICH
Mepe 2 cepuil (10 MEHbBIIEH Mepe ONBITHO-IMPOMBIIUICHHBIX) BCIIOMOTATEIbHOTO
BEILECTBA, TPOU3BEAEHHBIX C TOMOILBIO CTAPOTO U HOBOT'O MPOIECCOB.

3. B CcoOTBEeTCTBYIOIIMX CIIy4asX JaHHbIE TECTa CpPABHUTEIBHOW KHUHETUKU
pPacTBOPEHHMsI JIEKAPCTBEHHOI'O Ipernapara IO MEHbIIEH Mepe 2 cepuid (1o
MEHBIIEH MEpE ONBITHO-IPOMBIIUICHHBIX). B OTHOLIEHMH JIEKapCTBEHHBIX
pacTUTENbHBIX TPENapaToB MOTYT OBbITh JOCTATOUHBI JaHHbIE CPAaBHUTEIbHON
pacnagaeMoCTH.

4. Kommmst omoOpeHHOM ©  HOBOM  (€CiM  TNPUMEHHMO)  crheruuKami
BCIIOMOT'aTEJIbHOTO BELIECTBA.




b.II.r) KonTpoJsib kauecTBa J€KapCTBEHHOIO Mpenapara

B.IL.r.1. I3MeHeHune mapaMeTpoB Heo6xonumeie | Jlokymentsl | [Iponiemypa
cnenuuKanuy 1 (Win) KpuTepren yCIOBUS U JAHHBIE
MIPUEMIIEMOCTH JIEKAPCTBEHHOTO

npernapara

a) Y)KECTOUEHUE KPUTEPHUEB 1,2,3,4 1,2 1A
MPUEMJIEMOCTH CrieIU(DUKAITUN

0) yKEeCTOYEHUE KPUTEPHUEB 1,2,3,4 1,2 1ALy

MPUEMJIEMOCTH CTieIU(UKAIIUN
JIEKapCTBEHHBIX IIPenapaTos,
MOJIEKAIINX BBIITYCKY CEpHUIA
opuIMaTbHBIM KOHTPOJIbHBIM

OpraHoM

B) 100aBJICHUE B CIICIIU(UKAIIUIO 1,2,5,6,7 1,2 3,4,5, 1A
HOBOT'O ITapaMeTpa u 7
COOTBETCTBYIOIIIETO €My METO/a

WCHBITAaHUHN

') UICKJIFOUEHUE HECYIIECTBEHHOTO 1,2 1,2,6 1A

napameTpa creuupukanuu
(HanpuMep, UCKITIOYEHUE
yCTapeBIlIeTo napameTpa)

’K) 1oOaBJICHUE WJIU 3aMeHa - 1,2, 3,4,5, IB
(uckirovast OMOJIOTHYECKUN U 7
MMMYHOJIOTHYECKUH TTperiapar)
napameTpa crenupuKaium u
COOTBETCTBYIOIIIETO €My METoa
UCIIBITAaHUI U3 COOOpaKEHHI
0€30MMacHOCTH MJIM KauyecTBa

3) OOHOBJIEHUE JJOChE C IETbIO 1,2,3,4,7,8 1,2 1Agy
COOTBETCTBHS IT0JI0KEHUIM
OOHOBJICHHOM OOIIEl CTaThU
®apmakonen Coro3a Ha
JICKapCTBEHHBIN Mpemnapar <*>

1) BBoAuTCs 2.9.40 cTaThs 1,2,10 1,2, 4 1A
®apmakomnen Coro3a
«OIHOPOAHOCTH AO3UPOBAHUS B
LEJISX 3aMEHBI TEKYIIETO
3apEerUCTPUPOBAHHOTO METO/1a, JINOO
cratbs 2.9.5 ®apmakoneun Corosza
«OIHOPOTHOCTH MacChl», JIMOO
ctatbs 2.9.6 ®apmakoneun Corosza
«OTHOPOTHOCTH COACPIKUMOTO0)




YcnoBus

1. I3MeHeHue He SBISIETCS CIEACTBUEM KaKOro-Iubo 00s3aTesbCTBa, MPUHSITOrO
M0 pe3yJibTaTaM paHee MPOBEECHHBIX IKCIEPTU3 C LIEIIbIO IEPECMOTPa KPUTEPHUEB
MPUEMIIEMOCTH crielupuUKaIuy (HalpuMep, B X0OJ€ PErucTpalliy JIEKapCTBEHHOTO
npenapara Wil BHeceHUU u3MeHeHu# Il Tuma), ecnu TOIbKO 0OOCHOBBIBAIOIIAS
JIOKyMEHTaIusi He Oblla paHee MpoBEpeHa M YTBEpXkIeHa B paMKax Apyrou
IPOLIETYPHI.

2. I3MeHeHune He ABIISETCS CIIEJCTBUEM HETPEABUICHHBIX CUTYAIlUi, BOSHUKIINAX
B XOJl¢ MpPOU3BOJCTBA, HANpUMEp, HOBOM HEKBATU(PUIIMPOBAHHOW MPUMECH,
WU3MEHEHUS NIPENIETIOB COJIEP)KAHUS CYyMMbI TPUMECEH.

3. JItoboe m3MeHeHne JOHKHO YKJIaAbIBaThCS B JMANA30H TEKYIIUX OJ0OpPEHHBIX
KPUTEPUEB MTPUEMIIEMOCTH.

4. AHaMTUYECKast METOJMKA HE U3MEHSIETCS WM U3MEHSAETCS HE3HAUUTEIIbHO.

5. Hu onuH HOBBIH METOJ HWCIBITAHHWS HE OCHOBAH Ha HOBOM HECTaHIapTHOMN
METOJI0JIOTUU WJIA CTaHAapTHONW METO0JIOTUH, UCTIOIb3yEMOM TI0-HOBOMY.

6. HoBblli MeTOJT UCTIBITAHUS HE SIBISIETCS OMOJIOTUYECKUM (MMMYHOJIOTUYECKHUM,
UMMYHOXUMHUYECKUM) WM METOJOM, B KOTOPOM HCIIOJIb3YeTCs OMOJIOTHYECKUIN
peakTuB sl OMOJIOTMYECKOM aKTUBHOM (apMareBTHYecKoil cyOcTtaHiuu (3a
UCKJIIOYEHHEM CTaHAAPTHBIX (papMaKOIMEHHBIX MUKPOOMOJIOTUYECKIX METOJIOB).

7. I3MeHeHue He 3aTparuBaeT Kakue-mmOo mnpuMmecu (BKIIIOYas F€HOTOKCHUYHBIE)
WM pacTBOPEHUE.

8. U3smenenue 3aTparuBacT OOHOBJICHUE KPUTEPUEB MPUEMIIEMOCTH
MUKPOOMOJIOTUYECKUX KOHTPOJEd B IEJIAX COOTBETCTBHUS JEHCTBYIOLIEE
dapmaxoree, a 3apEeruCTPUPOBAHHBIE KpUTEpUHU IPUEMIIEMOCTH
MUKpPOOHOJIOTUYECKUX KOHTPOJIEH HE BKIIIOYAIOT KaKue-Iu0O JOMOIHHUTENbHbBIE
KOHTPOJIM, BKJIIOYEHHbIE B  CHEHU(HUKALMIO, MOMUMO  (apMaKoneHHbIX
TpeOOBaHUM B OTHOIIICHUH OTIPEJICICHHOMN JIEKapCTBEHHON (DOPMBI.

9. [TapameTp crnenudpuKauu HE 3aTparuBaeT KPUTHUECKUN TapaMmeTp, HAIpUMep:
KOJIMYECTBEHHOE  ONpeleeHne; MpuMecu (€cid  TOJBKO  OIpeleTeHHbIN
pacTBOpPUTENb OJHO3HAYHO HE MCHOJIb3YEeTCS B MPOU3BOJACTBE JIEKAPCTBEHHOIO
npenapara); JH00YH KPUTHYECKYH0 (DU3UYECKYI0 XapaKTEPUCTHKY (IIPOYHOCTH
WM XPYHKOCTh TaOJIETOK, HE TMOKPBITHIX OOOJOYKOM, pasMmephl, U T.1.); J000H
3aMpoc Ha MPOMYCK UCIIBITAHMUS.

10. TIpennaraeMbrii KOHTPOJIb TIOJTHOCTBIO COOTBETCTBYET TaduIle 2.9.40-1 cratbm
@apmakonen Coroza 2.9.40 m He BKIIOYAET AJIbTEPHATUBHBIE MPEIJIOKECHUS
UCIIBITAaHUSI OAHOPOJHOCTH JO3MPOBAHUS C TOMOUIBIO BapvalMd MacChl WIU
OJTHOPOJHOCTH COJIEpKaHUs, €CJIU MOCIeHUE yKa3aHbl B Tabnuie 2.9.40-1.

JlokymeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY paszeny (pasgenaMm) PperrcTpanuoOHHOTO
JIOCKE.

2. CpaBHuTeNbHAS TAaOIUIIA TEKYIIUX U MIPEAJIaraeMbIX CrienupuKaImu.

3. [logpobHoOe ommcanue 000N HOBOW aHAIMTHYECCKON METOJHMKH M JIAHHBIC I10
BaJIUJIalINK (B COOTBETCTBYIOIIUX CIy4asiX).

4. JlanHple aHaiM3a 2 TPOMBINUICHHBIX cepuil (B OTCYTCTBHE JOJDKHBIX
000CHOBaHUM sl OMOJOTUYECKUX aKTUBHBIX (DapMalieBTUYECKUX cyOcTaHmii — 3




CepuH) JEKapCTBEHHOTO MperapaTa o BCeM MapaMeTpam crenupukanmu.

5.B cooTBeTcTByIOIIMX ClyyasiX [JaHHbIE TeCTa CpPAaBHUTEILHOW KHHETUKU
pacTBOpeHUsl JIEKapCTBEHHOTO Tperapara IO MeEHblIe wMepe | OmbITHO-
NPOMBIIIICHHONH  CEepHH, COOTBETCTBYIOIIME TEKylle W  mpeisiaraeMoi
cneunpuKanusiM. B OTHOIIEHHM JIEKapPCTBEHHBIX PACTHTEIBHBIX IPEIapaToB
MOTYT OBITh JOCTATOYHBI JAHHBIC CPABHUTEIBHOMN paciagjaeMOCTH.

6. ObocHOBaHHE (OLIEHKA PUCKOB), MOATBEPKIAOIIEE, UYTO MAPAMETP SBIISIETCS
HE3HAYNMBbIM.

7. O6ocHOBaHHE HOBOTO MapaMeTpa CHEIU(PUKAIUU U KPUTEPUEB MPUEMIIEMOCTH.

<*> [Ipumeuanue €Clii B  O0ChE€  3apCruCTpUPOBAHHOTO
JIEKapCTBEHHOTO TIpernapaTra YIOMHHAETCS
«TEKyIllee U3JIaHue» HEOOXOJIUMOCTh B
YBEJOMIICHUHM YTOJHOMOYEHHBIX OPraHOB
o0 oOHoBieHHOM cTaThe Dapmakornen
Coro3a wiu ¢apmakoren TocyaapcTBa-
yjieHa. B cBsi3M ¢ ATUM Takoe M3MEHEHHE
MPUMEHSIETCS MPU OTCYTCTBUM YIOMUHAHUS
OOHOBJICHHOW (hapMaKONEeWHON CcTaTbu B

TEXHAYECKOM  J0ChE€, a  HM3MCHCHHUC
OCYILIECTBIISIETCA B  IENAX  BKJIIOYEHUS
YIOMUHaHKSI OOHOBJICHHOM BEPCHUHU.

Bb.IL.r.2. U3menenne ananutudyeckoid | Heooxomumeie | Jlokyments | [Ipouenypa

METOJIMKH JICKAPCTBEHHOTO yCJIOBUS 1 TaHHBIC

rpernapara

a) HE3HAUYUTEIIbHBIC U3MCHCHUS 1,2,3,4 1,2 1A

YTBEPKICHHOW aHAIIMTUYECKOU

METOIUKHU

0) UCKJTIOUCHHE aHATTUTUYECKON 4 1 1A

METOJIUKH, €CJIM AJIbTEPHATUBHAS €

METOJIMKA YK€ 0J100peHa

1) OOHOBJICHHE aHATUTUYECKON 2,3,4,5 1 1A

METOAUKH B IIEIISIX COOTBETCTBUS

0OHOBJIEHHOM OOIIIEH CTaThe

®apmakonen Coro3a

€) B IIEJISAX OTPAKCHUSI COOTBETCTBHUS 2,3,4,5 1 1A

dapmaxorien Coro3a U UCKITIOUCHUS

YIOMUHAHMS yCTapeBLIEH

COOCTBEHHOM aHAITUTUYECKOM

METOJIMKHU U €€ HoMepa <*>

YcnoBus

1. CornacHO  COOTBETCTBYIOIIMM  JOKYMEHTaM MPOBEACHbl  HEOOXOAUMBIE

BAJIUJIAIIMOHHBIC  MCCIICIOBaHUS,  MOATBEpXKAAIOlIMe, 4YTO  OOHOBJICHHAs

AHAJIUTHYCCKas MCTOOHUKA I10 MEHBIIICH MCPC 3KBHUBAJICHTHA HpCI[BII[yH.ICfI.

2. llpenensl  comeprkaHus

CYMMBI

IIpUMeCen

HC

U3MCHUIINCH,

HOBBIC




HEKBATU(PUIUPOBAHHBIE IPUMECU HE OOHAPY>KEHBI.

3. Meroa aHanu3a HEe U3MEHWICS (HApPUMEpP, U3MEHEHUE NJUHBI KOJOHKH WM
TEeMIIepaTyphl, HO HE APYTON BUJT KOJOHKH HIJIA METON).

4. HoBbllt MeTOJ MCHBITAHUS HE SIBISECTCS OMOJOTUYECKUM (MMMYHOJIOTHYECKUM,
UMMYHOXUMHYECKIM) WJIM METOJIOM, B KOTOPOM HCIOIb3YETCSl OMOJIOTMYEeCKUI
peakTHB (3a UCKIIOYEHUEM CTaHAAPTHBIX (hapMaKOMEeHHbIX MUKPOOMOIOTUYECKUX
METOJIOB).

5. 3aperucTpyupoBaHHas aHAJUTUYECKas METOJHMKA YXKE€ CChUIAETCS Ha OOULIYIO
crateio Dapmakonen Coro3a, a J00bIe U3MEHEHUS SIBJIAIOTCS HE3HAYMMBIMU U
TpeOyIOT OOHOBIICHUS] TEXHUYECKOTO JTOCHE.

JlokymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY paszaeny (pasaenam) perucTpariioHHOTO
JIOChE, BKJIIOYAs OMUCAaHUE AHAIMTUYECKOW METOIOJIOTHUU, PE3IOME JIaHHBIX I10
BaJIUAINH, IEPECMOTPEHHBIE CIIeU(PUKAIIMN HA TIPUMECH (€CITU IPUMEHHUMO).

2. CpaBHUTENIbHBIE PE3yJbTAaThl BaJWAAMM WIA [PU HAIUYUA OOOCHOBAHUS
CpPaBHUTEIIbHBIE PE3YyJbTAaThl AHAIN3a, MOATBEPKIAAIOIIME TO, YTO TEKYIIEE H
npeajiaraeMoe  HCIbITaHWE  JKBUBAJIEHTHBI. Hactosimee TpeOoBaHue He
MIPUMEHSIETCS, €CIIH I0OABIISIETCS] HOBAsl aHAJIMTUYECKAsi METOJIMKA.

<*> [Ipumeuanue Ecom B 1moceke  3aperucTpupOBaHHOIO
JIEKAPCTBEHHOI'O Mpenapara yINOMHHAETCA
«TEKyIllee U3JIaHue», HEeOO0XOJUMOCTh B
YBEJAOMJIEHUH YIOJTHOMOYEHHBIX OPTaHOB 00
obHoBiieHHOW cTathe Dapmakomnen Coroza
OTCYTCTBYET.

b.Il.1) YnakoBoyHO-yKynopo4yHasi CUCTEMa

b.I11.x.1. U3MeHeHne nepBUYHON Heo6xoaumbie | [lokymenTts | [Iporenypa
YIIAKOBKH JIEKAPCTBEHHOIO YCIIOBHUS Y JJaHHbIC
npernapara

a) Ka4eCTBEHHBIN 1
KOJIMYECTBEHHEKIN COCTAaB

1. TBepable 1ekapCcTBEHHBIE (DOPMBI 1,2, 3

Pl

IB

2. Msrkue u HeCTEpUIIbHbBIE -
KUJKHE JICKapCTBEHHBIE (hOPMBI

0) U3MeHeHue BUa KOHTEIHEpa - -
WU 100aBIeHHUE HOBOTO
KOHTEWHEpa

1. TBepaplie, MITKUE U - 1,2,3,5,6, IB
HECTEPUJIbHBIC KUIKUEC 7
JIEKapCTBEHHBIE (POPMBI

3. UcknroueHne KOHTEHHepa 4 1,8 1A
IIEPBUYHOM YIIAKOBKH, KOTOPOE HE
IIPUBOJUT K IOJHOMY HUCKIIFOYEHUIO
JIO3UPOBKH WJIU JIEKAPCTBEHHOMN

dbopmbl




YcnoBus

1. I3MeHeHue 3aTparuBaeT TOJIBKO OJAMH U TOT K€ BUJ YINAKOBKU (KOHTEHHEpa)
(Hammpumep, O6ucTep Ha OIUCTED).

2.Ilo 3HauMMBIM CBOMCTBaAM MpejjiaraeMblii yIaKOBOYHBIM MaTepHall JI0JKEH
OBITh 1O MEHBIIIEH Mepe HYKBUBATICHTHBIM 0JI00PEHHOMY.

3. HauaTel cooTBeTCTByIOIME HCCIAEAOBAHHS CTAOMIIBHOCTH B COOTBETCTBUH C
nokymeHtamu Coro3a © 3asBUTEIEM Ha MOMEHT BBEICHUS HW3MEHEHUN
MIPOAHATIM3UPOBAHBI COOTBETCTBYIOMINE MMAPAMETPhl CTAOMILHOCTH HE MEHEe YeM
Ha 2 OMNBITHO-TIPOMBINIJICHHBIX WM TPOMBIINUICHHBIX CEpUSX, B  €r0
pacnopsDKEHUN HAXOASTCS YAOBICTBOPUTEIIBHBIC PE3YJIbTaThl TI0 MEHBIIICH Mepe
3-X MECSYHOTO M3y4eHHs cTaOmibHOCTH. OHAKO, €CIM Tpejiaraemas yrmaKkoBKa
Oosnee ycToM4MBa MO CPaBHEHUIO C OJAOOPEHHOM, TO 3-X MECSYHBIC JIaHHBIE TIO
cTabuiIbHOCTH He TpeOyroTcs. MccnenoBanus TOJKHBI OBITh 3aBEPIIEHBI, €CJIA UX
pe3yibTaThl HE YKIIAJBIBAIOTCS B CHEHM(PUKALNUA WIA MOTEHIMAILHO MOTYT HE
VIOXKUTBCA B cCHenu@UKAlMU Ha KOHEI CpoKa TOJHOCTH, MX HEOO0XOIUMO
HEMEJICHHO MPEACTaBUTh YIMOJHOMOUYEHHOMY OpTaHy Hapsjay C IpeajiaracMbiM
IJIAHOM JIEMCTBUM.

4. OctaBmasics popma (popmbl) BhIMycKa JICKAPCTBEHHOI'O Ipenaparta JO/DKHA
OBITh JTOCTAaTOYHA [IJI1 BBITOJIHCHHS PEKOMEHIAIMN 110 JO3UPOBAHHUIO U
MPOJOJDKATEILHOCTH — JICUCHHUS, yKa3aHHBIX B  OOMIEH  XapaKTePHUCTHKE
JICKapCTBEHHOTO TIpenapara.

JlokymeHTanus

1. IlonpaBka K COOTBETCTBYIOIIEMY pa3feny (pas3nenaM) perucTpaloOHHOIO
JOCBE.

2. HeoOxoaumble JaHHBIE O HOBOM YIAaKOBKE (HapuMep, CpaBHUTENbHBIEC TaHHBIE
110 IPOHMIIaeMOCTH, HarpuMmep, 11t O,, CO,, BIaru u T.1.).

3. B cOOTBETCTBYIOMUX ClIydasx HEOOXOAUMO NPEACTaBUTh MOATBEPKIACHHUE TOTO,
YTO B3aUMOJEUCTBUE MEXKIY COJIEPKUMBIM M YINAKOBOYHBIM MATEpUAJIOM HE
NPOUCXOANUT  (HampuMep,  OTCYTCTBYET  NEPEMEIICHHE  KOMIIOHEHTOB
peajiaraeMoro Marepuana B €ro COJIEpPKMMOE, KOMIOHEHTHI JIEKApCTBEHHOIO
npernapara He MepexXOoJsiT B YNAKOBKY), BKIIOYas MOJATBEPKACHHE TOrO, YTO
MaTepHuas COOTBETCTBYET COOTBETCTBYIOLIUM (papMakONEHHbIM TPeOOBaHUAM UM
3akoHojaTenbcTBy Coro3a O IUIACTHMYECKMX — MaTepuaiax M oObeKTam,
KOHTaKTHUPYIOUIUM C MUIIEBBIMUA MPOTYKTAMH.

4. lexnapanusi, 4TOo HayaTbl TpeOyeMble UCCIEN0BaHUsA CTaOUJIBHOCTH B
COOTBETCTBUM € JAoKyMeHTamu Coro3a (C yka3aHMEM HOMEpOB cepuii); U 4To (B
COOTBETCTBYIOIIMX CIy4yasx) HA MOMEHT BBEJECHUS MU3MEHEHUN B PacHOpsIKEHUU
3asgBUTENS HAXOIUIINCH TpeOyeMble MUHUMAJIbHBIE YIOBIETBOPUTEIbHBIC TaHHbIC
N0 CTaOMIBHOCTH; M YTO UMEIOUIMECsS JaHHbIE HE CBUACTEIHCTBOBAIN O KaKOM-
anbo npobreme. Heobxoaumo Takke MPEACTaBUTH MOATBEP)KIEHUE TOrO, YTO
uccienoBanusi OyayT 3aBepIieHbl, W YTO €CIM pe3yJlbTaThl HE OyayT
YKJIaJbIBaThCsl B CHENU(UKALMK WIM MNOTEHIMAIbHO MOTYT HE YJOXKUThCA B




cnenuuUKaMu Ha KOHELl CpOKa TOJHOCTH, HMX HEMEIJEHHO MpPeICTaBsT
YIOJHOMOYEHHOMY OpraHy Hapsiay ¢ IpeajaraéMbiM IUIAHOM JIEUCTBUM.

5. Pe3ynbTaThl MCCIEIOBAHUM CTaOMIBHOCTH, MPOBEJIEHHBIX B COOTBETCTBUH C
nokymeHTamu Coro3a, o 3HaYMMbIM ITapaMeTpaM CTaOMIIBHOCTH HE MEHEE YeM Ha
2 ONBITHO-TIPOMBIIUIEHHBIX WJIM TPOMBIIUICHHBIX CEPHSIX, OXBaTHIBAIOIIUX HE
MeHee 3 MecsleB, U MOATBEPKICHHUE TOTO, YTO yKa3aHHbIC UCCIIEAOBaHUS OyayT
3aBEPIICHbI, U €CIIU Pe3yJIbTaThl HE OyAyT YKIAIBIBATHCSA B CICIM(PUKAINNA WIIH
MOTCHITMAIIBHO MOTYT HE YJIOXKHUTHCS B CHEIU(DHUKAIINN HA KOHEI] CPOKa TOTHOCTH,
WX HEMEJJICHHO TPEJICTABSIT YIIOJTHOMOYEHHOMY OpraHy Hapsay ¢ IpeajaracMbiM
IJIAHOM JICMCTBUH.

6. CpaBHEHHE TEKYIIMX W TPEAIaraeMbIX Crienu(puKanuii MepBUYHON YITaKOBKU
(ecnu MPUMEHUMO).

7. B coOTBETCTBYIOUIUX ClTydasix 00pasiibl HOBOTO KOHTEHHEpa (YKYIOPKH).

8. lexnapamusi, 4YTO oOCTaBIIUicsA  (OocTaBIIMecs) pasMep(-bl)  yIaKOBKH
COOTBETCTBYET(-IOT) PEXKUMY [O3UPOBAHUS U MPOAOIKUTEIBHOCTU JICUCHUS U
JIOCTATOYHBI JJIs1 BBIMOJHEHUS! PEKOMEHIAIMK 110 JO3UPOBAHUIO, IPUBE/ICHHBIX B
o0I1Iel XapaKTepUCTUKE JIEKAPCTBEHHOTO Mpernapara.

[Ipumeuanue Hna  BILJ.1.6) — ecau HU3MEHEHHUE
OPUBOJAUT K  «OOpa3oBaHUIO  HOBOM
JEKapCTBEHHOM  (OpMBI», TO  TaKoe
M3MEHEHHE TpeOyeT MoJayu 3asiBJICHUS O
pacCUIMPEHUN PETUCTPAIUH.

b.11.1.2. 3MeHeHne napaMeTpoB Heo6xonumsie | lokyments! | [Ipouienypa
cnenuuKanuu 1 (UJu) KpUTepUuen YCIIOBHUS Y JJaHHbIE
MIPUEMIIEMOCTH IIEPBUYHON YIIAKOBKU
JIEKapCTBEHHOI0 Ipernapara

a) Y’)KeCTOUCHHUE KPUTEPHUECB 1,2,3,4 1,2 1A
MIPUEMJIEMOCTH CTICITU(DUKAITUH
0) nobaBneHue B cenuuKanuio 1,2,5 1,2,3,4,6 1A

HOBOT'0 MTapameTpa u
COOTBETCTBYIOILIEN €My
aHAJIUTHYECKON METOIUKH

B) UCKJIFOYEHUE HECYIIIECTBEHHOTO 1,2 1,2,5 1A
napameTpa crienuuranuu
(HammpuMep, UCKITIOUEHUE
yCTapeBIIETO MapaMeTpa)

) 100aBJICHUE WJIM 3aMEHA ITapaMeTpa - 1,2,3,4,6 IB
crierupuKaIm U3 COOOpaKeHHMN
0e30IMacCHOCTH MJIM KauecTBa

Ycnosus

1. I3mMeHeHue He SBISETCS CIEACTBUEM KaKOTO-TM00 00s3aTenbCcTBa, IPUHATOTO
Mo pe3yJibTaTaM paHee MPOBEACHHBIX AKCIEPTH3 C IEIbI0 aHAIN3a KPUTEPHUECB
MPUEMJIEMOCTU crienuuKauu (Hanmpumep, B X0A€ PErucTpaluu JeKapcTBEHHOTO
npenapara uin BHeceHUu n3menenui 1 tuma).




2. I3MeHeHue He SBISETCS CIEICTBUEM HENPEABUACHHBIX CUTYyalluil, BOZHUKILINX
B XOJI€ POU3BOJICTBA.

3. JIroboe n3MeHeHue NOHKHO YKIIAJbIBaThCs B JMAIa30H TEKYIIUX OJ0OpPEHHBIX
KPUTEPUEB MTPUEMIIEMOCTH.

4. AHanuTryeckas METOJUKa HE U3MEHSETCS WM U3MEHSETCS] HE3HAUUTEIIBHO.

5. Hu oauH HOBBIM METOJ| MCHBITAaHUS HE OCHOBaH HAa HOBOW HECTaHAAPTHOU
METO/I0JIOTUY WM CTaHJIAPTHOW METOAO0JOTUH, UCIIOJIb3YEMOU MO-HOBOMY.

JlokymeHTanus

1. TlompaBka K COOTBETCTBYIOIIEMY pa3feny (pa3fenaM) perucTparoHHOTO
JI0ChE.

2. CpaBHUTENbHAS Ta0IUIA TEKYIIMX U TPEAJaracMbIX CrerupuKaIuii.

3. [logpobHOE omucaHre HOBOM aHATUTHUYECKOM METOJAMKHM U JaHHBIE IO
BaJUaIUH (B COOTBETCTBYIOIIUX CIIy4asiX).

4. JlanHnble aHanM3a 2 cepuil ymakOBOYHOTO Marepuaja Mo BCEeM Iapamerpam
(mokazarensiM) crierupuKaIm.

5. O6ocHoBaHMe (OIIEHKAa PUCKOB), MOATBEPXKIAIONIUE, YTO TMapameTp SBIsSETCA
HE3HAYHMBIM.

6. O6ocHOBaHME HOBOTO MapaMeTpa CelupUKaui U KPUTEPUEB TPUEMIIEMOCTH.

b.I1.x.3. I3mMenenue ananutudeckoil | HeoOxonumele | [lokymenTtsl | [Ipouenypa
METOMKH JJI IEPBUYHOMN YITaKOBKHU YCIIOBHUS U JaHHbIE
JIEKapCTBEHHOT'O Mpenapara

a) He3HAYHMMbIC U3MEHCHUS 1,2,3 1,2 1A
0JIOOPEHHON aHATUTUYECKOM
METOIUKH

0) mpo4mre U3MEHEHUS aHATUTHICCKON 1,34 1,2 1A
METOJUKH (BKJIFOYAs 3aMEHY WJIH
n00aBJICHNE)

|on
=

B) UCKJIFOUCHHUE aHATUTHIYECKOU 1A
METOJIMKH, €CJIA aJTbTCPHATHBHAS e

METOJIMKA YK€ 0J100peHa

VcnoBus

1. CornacHO  COOTBETCTBYIOIIMM JOKYMEHTaM, MpOBEACHa HEoOXoaumas
BaJIUJIALIMS, TIOITBEPIKIAFOIIAs TO, 9YTO OOHOBJICHHAS aHAIUTHYECKAs METOIUKA T10
MEHBIIECH MEPE HKBUBAJICHTHA NIPEABIAYILEH.

2. Meton aHaim3a HE M3MEHWICS (HampuMep, M3MEHEHUE JJIMHBI KOJIOHKH HWJIN
TEeMIIEPaTyphl, HO HE JIpyTrasi KOJOHKA WU METO.).

3. Hu onmH HOBBI METOJ HCIBITAaHHWS HE OCHOBAaH Ha HOBOM HECTaHIApTHOMU
METOJI0JIOTUU WUJIU CTAaHJAPTHON METOA0JIOTHH, UCIIOJIB3YEMOM MTO-HOBOMY.

4. AxtuBHasg QapmaneBTHUecKasi CyOcCTaHIMsl (JIEKapCTBEHHBIM Tpenapar) He
SBJISIIOTCS] OMOJIOTMYECKUMH (MMMYHOJIOTHYECKUMHU ).

5. AnlbTepHATUBHASI aHAJIUTHYECKas METOAWKA MJis IMapaMmeTpa craeruduKaiumu
yXe 0/100peHa, IpU 3TOM Takas METOJMKa OblIa BKJIOUYEHA HE C momoinbio [A
(1Any)-yBemomiieHusl.




JlokyMeHTarus

1. [lompaBka K COOTBETCTBYIOIIEMY paszfieny (paszjienaMm) perucTpaldoHHOIO
JIOChE.

2. CpaBHUTEIIbHBIC PE3YyJbTAaThl BAIMAAIMHK WM, MPU HAIMYUM OOOCHOBAHUSI,
CpaBHUTEIIbHBIC PE3yJbTaThl aHAIW3a, MOATBEPXKAAIOIMIME TO, YTO TEKYIIEE M
npejyiaraeMoe  MCIbITaHWE  SKBUBaJeHTHBI. Hacrosimee TpeOoBaHme He
MIPUMEHSIETCS, €CITH TOOABISICTCS HOBAsl aHAIMTHUYECKAsi METOTUKA.

b.I.1.4. I3menenne popmbl win Heo6xonumsie | lokymentsl | [Ipouenypa
pa3MeEPOB NEPBUYHOMN YITAKOBKHU WIIU YCIIOBUS Y JJAaHHBIE
YKYNOPKH (IEPBUYHON YITAKOBKH)

a) HECTEPHUIIbHBIC JICKAPCTBCHHBIC 1,23 1,2, 4 1A
npenaparhbl

B) CTEpUJIbHBIC JICKAPCTBECHHBIE - 1,2, 3,4 IB
npernapaTsl

Ycnosus

1. KayecTBEHHbII M KOJIMYECTBEHHBI COCTAaB IMEPBUYHOM YNAKOBKHM HE
WU3MEHUIICS.

2. I3aMeHeHne He 3aTparMBaeT KJIIOYEBBIC TMOKa3aTeld KadecTBa YIMaKOBOYHOTO
MaTepuana, KOTOpble MOTYT MOBJIUATh Ha JOCTABKY, IPUMEHEHUE, 0€30MaCHOCTD
WIM CTAOUIIBHOCTB JIEKAPCTBEHHOTO Mpenapara.

3.Ilpy w3mMeHeHnu CBOOOJHOTO MPOCTPAHCTBA WM OTHOIICHHS IMOBEPXHOCTH
(oOBeM) coriacHO COOTBETCTBYIOMMM JoKyMeHTaM (Coro3a 1Mo CTaOMIBHOCTH
HA4aTbl COOTBETCTBYIOIIME HCCIEAOBAHUSA CTAOMIBHOCTH; IMPOAHATIN3UPOBAHbI
COOTBETCTBYIOLIME MapaMeTphl CTaOMJIBHOCTH HE MEHEe 4YeM Ha 2 OIBITHO-
IPOMBIIUIEHHBIX (11 OMOJOrMYECKUX (MMMYHOJIOTUYECKUX) JIEKapCTBEHHBIX
npernapaTtoB — 3 cepusx) WIM TPOMBIIUICHHBIX CEpUSX; B PaCHOPSIKECHUU
3asiBUTENS HAXOAATCS YAOBJIIETBOPUTEIBHBIE PE3YJIBTATHI IO MEHBIIEH Mepe 3-X
MECAYHOTO M3YyYEHHsI CTAOMIBHOCTU (J11 OMOJOTUYECKUX (MMMYHOJIOTHYECKHUX )
JIEKapCTBEHHBIX MpemnapaTtoB — 6-Tm mecsyHoro). [loxTBepkaeHue TOro, 4TO
UCCieI0BaHus OyAyT 3aBEPILCHBI U YTO €CIIH Pe3yJIbTaThl HE OyAyT YKJIaIbIBAThCS
B CelM(pUKALMKA WIA MOTYT MOTEHIMAIBHO HE YJIOXKUTHCS B ClieHU(PUKALNUUA HA
KOHELl CPOKa TOAHOCTH, UX HEMEMJIEHHO MPEACTABAT YIOJIHOMOYEHHOMY OpraHy
Hapsy C NpeIaraéMbIM IJIAHOM JE€HCTBUM.

JlokyMeHTarus

1. IlompaBka K COOTBETCTBYIOIIEMY pazfeny (pasaesnaM) perucTparioHHOTO
JI0Cbe, BKJIIOYasi OMHUCaHue, MOAPOOHBIM YepTeX U COCTaB MaTepuasa KOHTeHepa
WIN YKYTIOPKH, a TaK)Ke epecMOTp HHGOpMAIUH O JIEKapCTBEHHOM Ipenapare.

2. B cooTBeTCTBYIOMIUX CITy4asix 00pa3ibl HOBOTO KOHTEHHEPa (YKYIIOPKH).

3. IlpoBeneHsl  MOBTOpHBIE  BAIMJAIMOHHBIE  HMCCIEAOBAHUS  CTEPUIIBHBIX
MpenapaTos, [IOJIBEPraroIIUXCs TEPMUHAJILHON CTEpPUIN3ALIUY. B
COOTBETCTBYIOIIUX  CIOydasgX  HEOOXOOUMO  yKa3aTb  HOMEpAa  CEpHid,
UCIIOJIb30BAaHHBIX B BAJIMJAIIMOHHBIX UCCIIEIOBAHUSAX.

4. Ilpu M3MeHEeHUH CBOOOJHOTO MPOCTPAHCTBA WMJIM OTHOUIEHUS MOBEPXHOCTH K
o0beMy JeKjapalysi, 4TO HayaTbl TpeOyemble HCCIEeI0BaHUA CTAOUJILHOCTH B
COOTBETCTBUM € JoKyMeHTamu (Coro3a (C yKa3aHUEM HOMEpOB cepuii); U 4To (B




COOTBETCTBYIOIIUX CJIy4yasX) Ha MOMEHT pealud3alu YyBeIOoOMJIeHUs 00
u3MeHeHuu [A Tuma u momauum yBenomuieHuss 00 u3MeHenuu IB Tuma B ero
paclopsDKEHUH  HAXOIATCS  yAOBIETBOPUTENBHBIE  PE3YJIbTaThl  U3Y4YECHUS
CTaOMJIBHOCTH; W YTO HMEIOUIMECS JaHHbIE HE YKa3bIBAlOT HA KaKHUe-JM0o
npobiembl. HeoOxoauMo Takke TNIPEICTaBUTh MOATBEPXKICHUE TOrO, 4YTO
UCCIeOBaHMUsT OyIayT 3aBeplIeHbl, M YTO €CJIM pe3yJbTaThl HE OyayT
YKJIaABIBAaThCS B CHCHU(PUKANNK WA MOTYT TMOTEHIMAIBHO HE YJIOXKHUTHCS B
cnenuuKanu Ha KOHEI[ CpPOKa TOJHOCTH, WX HEMEIJICHHO TPEICTaBST
YIIOJJTHOMOYEHHOMY OpPTaHy Hapsiay C OpeiaracMbIM IJIAHOM JCHCTBHIM.

b.1L.x.5. 3mMenenue pazmepa Heobxonumsie | lokymentsl | [Ipouenypa
YIAKOBKH JICKAPCTBEHHOIO Mpenapara|  yCJIOBUS Y TAHHBIE

a) W3MCHCHHE KOJIMYECTBA CIUHHUII
JeKapcTBEHHOM (opMbI  (Hampumep,
TaOJIETOK, aMITyJI U T.Jl.) B YIAKOBKE

1. U3menenune YKJIQ/IbIBACTCS B 1,2 1,3 1Agy
OJIOOpPEHHBIN  JWara3oH  pa3MepoB

YIaKOBOK

2. I3menenne He yKIaAbIBacTCS B 1,2,3 IB
OIOOpEHHBIN  JHMama30H  pa3MepoB

YIaKOBOK

0) uamenenue pasmepa (pa3mMepoB) 3 1,2 1A
YIaKOBKHU

I') '3BMCHCHHE HOMHMHAJIBHON MAacChI - 1,2, 3 IB
(HOMHUHAJILHOTO o0BeMa)

HEIapEHTEPAIBHBIX MHOT'OJJO3HBIX
(W1 OJHONO3HBIX C YacCTUYHBIM
U3BJICUYCHUEM ) JIEKAPCTBEHHBIX
npenaparoB

YcnoBust

1. HoBblll pasmep ymakoOBKH JIOJDKEH COOTBETCTBOBATh PEXKUMY JO3UPOBAHUS U
MPOJOIKUTEILHOCTA  JICYCHUS, yKa3aHHBIM B  OOmIeH  XapaKTEepUCTUKE
JIEKapCTBEHHOIO IIperapara.

2.Marepuan nepBUYHOMN YIIAaKOBKU HE U3MEHSETCS.

3. OcraBmuecss (GopMbI BBIMTYCKa TMO3BOJIAIOT BBIMOJHUTH PEKOMEHIAIIUU  TI0
JIO3UPOBAHUIO U JITUTEIBHOCTU JICYCHHS, YKa3aHHbIE B OOIIEH XapaKTepUCTHKE
JIEKapCTBEHHOIO Iperapara.

JlokyMeHTarus

1. TTompaBka K COOTBETCTBYIOLIEMY pa3Aeny (pas3aenam) perucTpamruoHHOTO
J0Chbe, BKIIOYas TMepecMoTp HH(opMamuu O JIEKapCTBEHHOM Tpemnapare.
2. O6ocHOBaHME, YTO HOBbIE (OCTAIOIIMECS) pa3Mephbl YIMAKOBOK COOTBETCTBYIOT
PEKUMY TO3UPOBAHUS W MPOJOJHKUTEIHFHOCTH JICUCHUS, YKa3aHHBIM B 0OIIeH
XapaKTePUCTHKE JIEKAPCTBEHHOTO Tpernapara.

3. [lexmapanusi, 4yTo €CIM OXXKHMJAeTCs BIMSIHHE Ha CTaOWJIBHOCTH, COTJIACHO
COOTBETCTBYIOIIMM  JokyMeHTaM Coro3a OyayT HayaThl  HCCIETOBaHMS




CTaOMIBHOCTU. JlaHHBIE HEOOXOIUMO MPEACTaBUTH (C MpejiaraeMbIM IUIAHOM
JEWCTBUN), JINIIIb €CJIM OHU HE YKJIAJIBIBAIOTCA B cHielU(pUKaIiu.

[Ipumeuanue: Jdus  BIlL.n5.B w blIlLadSr - ecmu
W3MEHEHHWE TIPUBOJUT K H3MEHEHUIO
«JIO3UPOBKW» JICKAPCTBEHHOTO Mpenapara,
TO TakKoe W3MEHEHHE TpeOyeT Mojaaun
3as1BJICHUS O PACIINPECHUMU.

Bb.I1.1.6. U3MeHnenue kakoit-nmubdo Heo6xonumsie | lokymentsl | [Ipouenypa
COCTaBJISIONICH YIaKOBKU YCIOBUS U JIaHHBIC
(YMakoBOYHOTO MaTepuaa),
HETIOCPEICTBEHHO HE
COTIPUKACAIOIICHCS C JICKaPCTBECHHBIM
npernapaToM (HampuMmep, 1BET
ChEMHBIX KOJIMAYKOB, [IBETHHIC
KOJIOBBIE KOJIbIIA HA aMITyJIax,
U3MEHEHHUE KOJIMAyKa, 3allUIaloIero
Uriy (MCIOJIb30BaHUE APYTOro
TUTACTHKA), U3MEHEHHUE TN3aiiHa,
[[BETa MAapKUPOBKU, HAHECCHHE
mTpux koga (2D, 3D), HaneceHue
mpudra bpaits)

a) UI3BMEHEHUE, 3aTparuBaroiee 1 1 1Apy
UHOOPMAITUIO O JICKApCTBCHHOM

npenapare

0) U3MEHEHHE, HE 3aTparuBaroIee 1 1 1A

uH(OPMAITUIO O JIEKAPCTBEHHOM
npenapare

VYcnoBus

1. I3mMeHeHne He 3aTparuBaeT 4acTH YIAaKOBOYHOIO MaTepuayia, KOTOpbIe MOTYT
MOBIMATh Ha JOCTAaBKY, TMPUMEHEHHUE, O€30MaCHOCTh WM CTAaOWJIBHOCTH
JIEKApCTBEHHOTO Mpernapara.

JlokymeHTanus
1. IlompaBka K COOTBETCTBYIOIIEMY pa3zzeny (paszneiiaM) perucTparroHHOTO
JI0ChE, BKITIOYAsi IepecMoTp HH(GOPMAIMH O JIEKapCTBEHHOM TIpenapare.

b.11.n.7 U3MeHeHne nocTaBIuka Heo6xoaumsie | Jlokyments! | [Ipouenypa
KOMIIOHEHTOB YITaKOBKH WJIU yCIOBUS U JJAaHHBIE

YCTPOMCTBA (€CIU YKa3aHO B JOChE)

a) VckiiroueHue mocraBiimnka 1 1 1A

0) 3aMeHa WM 100aBJICHHUE 1,2,3,4 1,2,3 1A
MOCTaBIIIUKA

YcnoBus

1. UcknroueHre KOMIIOHEHTA YIIaKOBKY WM U3JIETUs HE TIPOUCXO/IHNT.
2. KauecTBeHHBII U KOJWYECTBEHHBII COCTaB KOMIIOHEHTOB YHAKOBKU (M3EIIHS)
U crienuUKaIMu YCK1U3a HE U3MEHSIOTCS.




3. Cnenuukaiii ¥ METOAbl KOHTPOJISI KayecTBa IO MEHbIIEH Mepe
HKBUBAJICHTHBI.
4. Metoj cTepuIu3aliy U €€ YCIOBUSI HE U3MEHSIOTCS (€CIIM TPUMEHUMO).

JlokyMeHTaus

1. IlonmpaBka K COOTBETCTBYIOIIEMY paszieny (pasgeiaMm) perucTparmoHHOro
JIOChE.

2. llonTBepkaeHue perucTpauu MEAUIMHCKOTO u3aenus B Coro3e B OTHOIICHUHN
MEJIMIIMHCKUX U3CJIHNM, MPUJIaraeMbIX K JEKapCTBEHHOMY IIpenapary.

3. CpaBHUTENbHAS Ta0iWIIA TEKYIIMX W TpeajaraeMbIx crernuukanui (ecau
IPUMEHUMO).

b.Il.e) CrabunbHOCTh

b.1l.e.1. I3menenue cpoka roqHoctu | Heobxomaumeie | Jlokyments | [Iponeaypa
WJIU YCIIOBUI XpaHEHUS yCIOBUS Y JAHHBIE
JIEKapCTBEHHOIO Ipernapara

a) COKpalleHue CpoKa roJJHOCTH
JIEKapCTBEHHOTO Mpernapara

1. YmakoBaHHOTO B KOMMEPUYECKYIO 1 1,2,3 |Any
YIaKOBKY

2. Tlocne nepBOro BCKPHITUS 1 1,2,3 |Any
3. Ilocne pa3BeaeHus Uin 1 1,23 1Agy

BOCCTAaHOBJICHUA

0) yBelIMueHHE CpoKa TOJHOCTH
JIEKapCTBEHHOTO Mperapara

1. YmakoBaHHOTO B KOMMEPUYECKYIO - 1,2,3 IB
YHaKOBKY (TOATBEPKIECHHOE
JTAHHBIMU B P€aTbHOM BPEMEHH)

2. Tlocne nmepBOro BCKPHITUS - 1,2,3 IB
(moaTBEPKICHHOE JaHHBIMU B
peaJbHOM BPEMEHMU)

3. ITocne pa3BeaeHus Uin - 1,23 IB
BOCCTAHOBJICHUS (TTOATBEPKIACHHOE
JTAHHBIMH B pEAJIbHOM BPEMEHH)

5. YBenuueHue nepuojaa XpaHeHUs - 1,2,3 IB
OHOJOTUYECKOTO
(MMMYHOJIOTHYECKOTO)
JICKapCTBEHHOTO TIperapara B
COOTBETCTBHUH C OJOOPEHHOM
IPOrpaMMOil U3yUEeHHs CTAOMIBHOCTH

') U3MEHEHUE YCIOBUI XpaHEHUS - 1,2,3 1B
JIEKapCTBEHHOTO TIpenapara uiu
JIEKapCTBEHHOTO TIpernapara mocie
pas3BenieHus (BOCCTAHOBJICHHS )

1) “”3BMEHEHHEe 0J00PEHHOTO 1,2 1,4 1A
MIPOTOKOJIa CTAOMIIBHOCTH




YcnoBus

1. I3mMeHeHne HE JOJDKHO OBITh CJIEACTBUEM HENPEIBUACHHBIX CHUTYaIlUM,
BO3HUKIIIUX B XOJI€ MPOU3BOJICTBA, UM U3MEHECHUS CTAOMILHOCTH.

2. I3MeHeHusT HE TPHUBOIAT K PACHIMPEHUIO KPUTEPUEB IPUEMIIEMOCTH
HCIIBITYEMBIX MapaMeTPOB, MCKIIOYCHHUIO MapaMeTpa CTaOMIBHOCTH, WIH
CHIDKEHHUIO YaCTOTHI MCITBITAHUIA.

JlokymeHTanus

1. IlompaBka K COOTBETCTBYIOIIEMY paszfieny (paszienaMm) perucTpalvioHHOIO
nocke. OHa JOJDKHA COAEpPXKATh PE3yJbTaThl COOTBETCTBYIOIIUX MCCIIECIOBAHUI
CTaOMIIBHOCTH B pEaThbHOM BPEMEHH (OXBaTHIBAIOIINX BECh CPOK TOIHOCTH),
MPOBEJECHHBIX COIJIACHO COOTBETCTBYIOIIMM JOoKyMeHTam (Coro3a 1Mo MEHbIIEH
Mepe Ha JIByX ONBITHO-MIPOMBIIIUICHHBIX CepUAX <1> JeKapCTBEHHOTO Ipernapara,
YIAKOBAaHHOTO C TIOMOIIBIO 3apEerUCTPUPOBAHHOIO YMAKOBOYHOI'O Marepualia u
(WM) COOTBETCTBEHHO TIOCJIE TIEPBOTO BCKPBITHS WM  pa3BEACHUSA, B
COOTBETCTBYIOIIUX cy4dasx HEO0X0IMMO MIPE/ICTABUTD pe3yJIbTaThl
MUKPOOHOJIOTHUECKUX UCTIBITAHUM.

2. IlepecmoTpenHast nHGOpMaIHs O JICKAPCTBEHHOM IMpenapare.

3. Konmuu yTBepkJIeHHBIX crHenu@uKanmii Ha KOHEI[ CpOKa TOJHOCTU H, €CIIU
MPUMEHUMO, CHeUU(PUKAIIMU TOC]Ie pa3BeICHUS (BOCCTAHOBJICHUS) WM TOCIHE
MIEPBOr0 BCKPBITHUA.

4. O60cHOBaHUE MpeJyIaraeMbIX U3MEHEHUH.

<*> [Ipumeuanue B oTHO1IEHNN OMOJIOTHYECKOTO
(MMMYHOJIOTHYECKOT0) JIEKAPCTBEHHOTO
npenapara 3KCTpanoJisnys HeNIPUMEHHMA.

<1> [Tpu HanmMuum 00s13aTENHCTBA TPOBEPUTD
CPOK F'OIHOCTH Ha TIPOMBIIIIEHHBIX CEPUIX
JIOTTYCTHMBI OTIBITHO-TIPOMBIIIIJICHHBIE
CEPHH.

B.11.x) ITpoekTHOE 110Jie ¥ MPOTOKOJ MOCTPETUCTPALIMOHHBIX U3MEHEHUIM

b.11.x.3 UckmroueHue Heo6xonumsie | lokymentsl | [Ipouenypa
YTBEPKIAECHHOIO IMPOTOKOIA YCIOBUS Y JJAaHHBIE
yIpaBJIEHUs] U3MEHEHUSIMH,
3aTParvBarOIUMHU JIEKAPCTBEHHBIN
rpernapar

1 1 |Any

YcnoBus

1. VckntoueHre NmOCTPEruCTPallMOHHOTO MPOTOKOJIa YIPAaBICHUS U3MEHEHUSIMH,
3aTparvBarolUMKU  JIEKAPCTBEHHBIM Mpemapar, HE SBISETCS  CIEJICTBUEM
HEMPEIBUICHHBIX CHUTYallMi WM HECOOTBETCTBHUS CHEIUUKALUM B XOJE
BBEJCHUS W3MEHCHMM, OIMCAHHBIX B TMPOTOKOJIE, W HHUKAK HE BIHUSET Ha
YTBEPKJECHHbBIE CBEICHUS, BKIIFOUYEHHBIE B JIOCHE.

JlokyMeHTarus
1. OGocHOBaHKE MpeTIaraeMoro HCKIIOUCHHS.
2. [TompaBka K COOTBETCTBYIOIIEMY paszeny (pas3genaMm) perucTparmoHHOTO




JIOChE.

b.11.x.4 3amenenus yrBepxkaenHoro | Heooxomaumeie | [lokyments | [Iponeaypa
MIPOTOKOJIA YIIPABIICHUS yCIOBUS Y JAHHBIE

VU3MEHECHUSIMU

0) HE3HAYMMBbIC U3MEHEHHUS - 1 IB

IIPOTOKOJIA YIIPABJICHUS
U3MEHEHUSIMU, KOTOPBIE HE U3MEHSIOT
CTPATErHI0, OIMCAHHYIO B IPOTOKOJIE

JlokymeHTanus

1. lexnapanus, 4To J1000€ HM3MEHEHHUE JOJDKHO YKIIAJbIBAThCS B JIUANA30H
NEUCTBYIONIUX YTBEPXKACHHBIX KpHUTEpUeB MpuemiemMoctu. I[lomumo 3toro,
NeKjapaiusi, Yro B OTHOUICHUH OHMOJOTUYECKUX (MMMYHOJOTUYECKHUX)
JIEKapCTBEHHBIX MpenapaToB He TPeOyeTCs OIIEHKAa CONOCTABUMOCTH.

b.11.x.5 Peanuzanus n3mMeHeHu, Heob6xoaumsie | JlIokyMeHTbI
MPEYCMOTPEHHBIX YTBEPKIACHHBIM YCIIOBHS Y TaHHbIC
MMPOTOKOJIOM YITPABJICHUSA
W3MEHEHUSIMU

[Ipouenypa

=

a) peayiv3alys U3BMEHEHUs HEe TpeOyeT 1,2,4 |Any
JOTIOJTHUTEIHHBIX BCITIOMOTATEIBHBIX

JTAaHHBIX

0) peanuzalus U3MEHECHHS TpeOyeT - 1,2,3,4
JIOTIOJIHUTEILHBIX BCIIOMOTraTEILHBIX

JaHHBIX

B) pean3alus U3MECHEHUS - 1,2,3,4,5
OHMOJIOTHYECKOTO
(MMMYHOJIOTHYECKOTO)

JICKapCTBCHHOTI'O ITpCriapara

VYcnoBus

1. Ilpenyio’)keHHOE HW3MEHEHHE OCYIIECTBICHO B TIOJHOM COOTBETCTBUU C
YTBEPXKJIECHHBIM  TIPOTOKOJIOM  VYIIPABJIICHUS  M3MCHEHUSMH,  TpeOyroIee
HEMEJJICHHOT'O0 YBEJIOMJICHUS T1OCJI€ €T0 peaar3alini.

JlokyMeHTarus

1. Ccplika Ha YTBEp>KJIEHHBIA TPOTOKOJ YIIPaBICHUS U3MEHEHUSIMHU.

2. Jlexnapanusi, 4TO HM3MEHEHHE COOTBETCTBYET YTBEPKIACHHOMY MPOTOKOIY
YIOPABJICHHUSI M3MEHEHUSMHM W 4YTO PE3yJbTaTbl HCCICAOBAHUS YIOBJIETBOPSIOT
KpUTEpUSIM TMPUEMIIEMOCTH, OrOBOpPEHHbIE B mpoTokose. Ilomumo 3toro,
JeKJiapaiysi TOro, 4TO B OTHOIICHUH OWOJOTMYECKUX (MMMYHOJOTUYECKHX)
JIEKapCTBEHHBIX  NpenaparoB He  TpeOyeTcss OIEHKa  COMOCTaBUMOCTH.
3. Pe3ynbTaThl HMcclieqOBaHUM, MPOBEIEHHBIX B COOTBETCTBUM C YTBEP)KICHHBIM
MPOTOKOJIOM YIIPABJICHUS U3MEHEHUSIMH.

4. IlompaBka K COOTBETCTBYIOUIEMY pazleny (pa3fenaMm) perucTpauoHHOro
JOCBE.

5. Komnust yTBepkaeHHBIX crieruuKaIiii Ha JIEKapCTBEHHBIN ITpenapar.




b.11.3) be3onacHOCTh B OTHOLIEHUH TOCTOPOHHUX ar€HTOB

b.11.3.1 OGHoBNeHHE HHDOPMALTUH
«O1eHkKa 6€301MacHOCTH
OTHOCUTEJIBHO MOCTOPOHHUX
areHToB» (pazaen 3.2.A.2
PEruCTPalIMOHHOTO J0CHE)

HeoOxoaumelie
YCIIOBHS

JIOKyMEHTBI
U JAHHBIE

[Ipouenypa

0) 3aMeHa ycTapeBIINX
VCCIICIOBAHNM, 3aTParuBaroOIINX
IIPOU3BOJICTBEHHBIE 3TAIIbI U
MIOCTOPOHHHE Ar€HThI, paHee
BKJIFOUEHHBIE B PETHCTPALIMOHHOE
J10Che

2. 0e3 U3MeHEHMUS OICHKH PHCKOB

1,2,3

IB

JlokyMeHTarus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3zjeny (paszneiaM) perucTparroHHOTO
JIOChE€, BKJIIOUAsl BBEJICHHE HOBBIX HCCIIEIOBAHUI, HAMNPABJICHHBIX HA H3Yy4YCHUE
CIIOCOOHOCTH TPOU3BOJCTBEHHBIX JTAllOB HWHAKTUBUPOBATH (PJIMMUHUPOBATH)

IOCTOPOHHHUC aIrCHTHI.

2. O00CHOBaHUE TOTO, YTO UCCIEAOBAHUS HE U3MEHSIOT OLICHKY PUCKOB.
3. IlonpaBka K HH(pOPMALIUU O JIEKAPCTBEHHOM Ipenapare (€ciiu IpUMEHUMO).

B.IIl Cepruduxar coorBerctBusi EBpomneiickori ®apmakonee (CEP) (mpu
Hanuuun), U (wm) TI'D, u (unm) cratbu

B.III.1 Tlomaua HOBOTO UK
OOHOBJIEHHOTO cepTu(duKara
COOTBETCTBUS EBponeinckon
dapMakoriee UM UCKIIOUYCHUE
cepTuduKaTta COOTBETCTBUS
EBponerickon @apmakoriee

HeoOxoaumelie
YCIIOBHS

JIOKyMEHTBI
Y JJaHHbBIC

[Ipouenypa

Ha dapmaneBTrueckyto cyOCTaHIINIO;
Ha ucxoansiii MmaTepuan (peakTus,
MPOMEKYTOUYHBIN MTPOJIYKT),
VCIIOJIB3YEMBIN B ITPOLIECC
MPOU3BOJICTBA (hapMaIrleBTUIECKOM
cyOcTaHIHH:

Ha BcriomorarenbHOE BEECTBO

a) Ceptudukar cooTBETCTBUS
EBponeiickont @apmaxoriee
COOTBETCTBYIOLIEU CTATHE
EBponeiickoint Papmakornen

1. HoBelit cepTudukar ot panee
0JI0OPEHHOTO MTPOU3BOIUTES

1,2,3,4,5,6,
9

1,2,3,4,5

IAny




2. OOHOBJICHHBIN cepTU(HUKAT OT 1,2,3,4,6 1,2, 3,4,5 1A
paHee 0JI00PEHHOTO TPOU3BOIUTEIIS

3. HoBplif cepTuduKaT OT HOBOTO 1,2,3,45,6,(1,2,3,4,5 1Agy
MIPOU3BOIUTENIA (3aMEHa WU 9
n00aBIeHNE)

[o8}

4. VckmoueHnue cepTuuKaToB (eciu 8 1A
K MaTepuaiy Mpujiaraiuch HECKOJIBKO

cepTU(UKATOB)

5. HoBwrit ceprudukar Ha - 1,2,3,4,5 IB
HECTEPUIIHHYIO aKTUBHYIO
(dhapMaleBTHUECKYI0 CyOCTaHIIUIO,
TIOJIJICIKAITYIO UCITOJIb30BAHUIO B
CTEpHUIIBHOM JICKQpCTBEHHOM
npenapare, Ipu UCIOIb30BAHUH BO/IbI
Ha TIOCJIEJTHEM dTare CUHTE3a, a B
OTHOIIEHUU MaTepualia He 3asiBJICHO
OTCYTCTBHE B HEM SHJOTOKCHHOB

0) CepTudukar COOTBETCTBUS
EBponerickon @apmakornien o TI'D
Ha aKTUBHYIO (papMalieBTUUECKYIO
cyOcTaHUHMIO (MCXOIHBIN MaTepHal
(peakTuB, IPOMEKYTOUHBIM MPOIYKT),
BCIIOMOTaTEJIbHOE BEILIECTBO)

1. HoBrl#i cepTuduKaT Ha aKTUBHYIO 3,59 1,2,3,4,5 1Agy
dbapmaneBTUYECKYI0 CYOCTaHIUIO OT
HOBOTO WJIM paHee 0JI00pEHHOTO
TIPOU3BOIUTEIIS

2. HogBwiit ceptudukar Ha 3,6,7 1,2,3,4,5 1A
(dhapMalleBTUYECKYIO CyOCTaHIUIO
(MCXOIHBIA MaTepuall, peakTuB,
IPOMEXKYTOUHBIN MPOIYKT,
BCIIOMOTaTEIILHOE BEIIECTBO) OT
HOBOTO WJIM paHee 0JI00pEHHOTO
IPOU3BOTUTEIIS

3. OOHOBJICHHBIN cepTU(HUKAT OT 7 1,2 3,4,5 1A
paHee 0J00PEHHOTO MPOU3BOAUTES
4. Uckirouenue ceptudukaros (eciau 8 3 1A

K MaTepHajly Mpuiarauch HECKOJIBKO
CEepTU(PHUKATOB)

Ycnosus

1. Cnenudukanuy Ha BBIMYCK W Ha KOHEI CpOKa TOJHOCTH JIEKapCTBEHHOTO
npenapara He U3MEHSIFOTCS.

2. Hensmenennsie (MCKIIOUas y>KECTOUYECHHE) JOMOIHHUTENbHbIE (K Dapmakoriee
Coro3a) cienruKauyu Ha IpUMECH (MCKIII0Yasi OCTATOYHBIC PACTBOPUTEIH, TPU




YCIOBUM HMX COOTBETCTBUS TpeOOBaHUSAM akTOB opraHoB (Coro3a) MpOIyKT-
cnenuduyHbie  TpeOoBaHusA  (Hampumep, NOpoduiIr  pa3MEepoB  YACTHII,
nouMop¢HbIe (OPMBI), €CII TPUMEHUMO.

3. [Ipotiecc mpou3BoACTBAa aKTUBHOM (hapMaleBTUUECKON CyOCTaHIINU, HCXOAHOTO
MaTtepuania (peakThBa, IPOMEKYTOUHOTO MPOAYKTa) HE BKIIOYAET UCIOJIb30BaHUE
MaTepHaOB YEJIOBEYECKOr0 WM KUBOTHOTO MMPOUCXOXKICHHUS, IS KOTOPBIX
TpeOyeTcs  MpOaHATU3UPOBAaTh  JlaHHBIE O  BUPYCHOM  0€30MacHOCTH.
4. VICKITIOYUTENbHO U1 aKTUBHOW (hapMalleBTHUECKON cyOcTaHIMU: OHa OyaeT
UCIIBITAaHA HEMOCPEJCTBEHHO MEpe] UCIIOJIb30BAHUEM, €CIU MEPHUO] TOBTOPHOTO
UCTIBITAaHUSl HE BKIIOUEH B cepTudukar coorBercTBUsi EBpomneiickoii @apmakonee
WIM JaHHble, OOOCHOBBIBAIOIIME TMEPHOJ] IMOBTOPHOTO UCIBITAHUS, YK€ He
BKJIFOUEHBI B JIOCHE.

5. AktuBHas (apmarieBTHUECKass CyOCTaHIMs (MCXOJIHBIM Marepuan (pPeakTHB,
MIPOMEKYTOUHBIN MPOAYKT), BCIIOMOTaTEeIbHOE BEIIECTBO) HECTEPUIIHHBI.

6. Pacturenpubie  ¢apmarieBTUYECKUE CyOCTAHIIMM: CHOCOO TPOM3BOJICTBA,
bu3MYecKOoe COCTOSIHUE, OKCTPAarupyroluidi pacTBOpPUTENIb U KOI(PPHUIIUEHT
HKCTPAKIIMH JIEKAPCTBEHHOTO CPEACTBA HE N3MEHSFOTCSI.

7. Ecnu B cocraBe JIEKapCTBEHHOIO Mpemnapara Jijisi MapeHTepaIbHOTO BBEICHUS
UCIIOJIb3YETCSl JKEJIaTUH, MPOU3BEICHHBIH U3 KOCTEH, €ro MpOM3BOJCTBO JIOJKHO
OCYIIECTBISTHCS ~ UCKIIOYUTENIbHO B COOTBETCTBUHM C  TPEOOBaHHUSIMHU
COOTBETCTBYIOIIEH CTPAaHBI.

8. B nocbke octaercst mo MeHbIIe Mepe 1 TpOMu3BOAUTENH ATON CYOCTaHIINH.

9. Ecnu aktuBHas ¢apmaneBTHuecKas CyOCTaHIMS HECTEepHiIbHA, HO Oyaer
UCIIONIb30BAaThCSl B COCTaBE CTEPHJIBHOTO JIEKAPCTBEHHOTO Tpernapara, TOrnaa, B
coorBercTBuM ¢ CEP, Ha mocnenHeM 3Tane CHHTE3a HEb3sl MCIOJIb30BAaTh BOLY
WM, €CIM TaKoe IMPOUCXOJUT, HEOOXOJUMO OOECIEYUTh OTCYTCTBHE
OaKTepHAIbHBIX HJIOTOKCUHOB B aKTUBHOMU (DapMalleBTHUECKOM CyOCTaHITUH.

JlokyMeHTarus

1. Konust  nedictBytomero  (OOHOBJIEHHOr0)  cepTU(dUKaTa  COOTBETCTBUS
EBponenickon @apmaxoriee.

2. [Ipu noGaBneHUU TPOM3BOJICTBEHHOW IUIOMIAJIKM — B (opMe 3asBICHHUS O
BHECEHHH W3MEHEHUN HEOOXOIMMO YETKO 0003HAUUTh «3apETUCTPUPOBAHHBIX» U
«TpeUIaraeMbIX» MPOU3BOJUTENEH, Kak ykKa3aHo B paszzaene 2.5 ¢dopmbl
3asIBJICHUS.

3. IlonmpaBka K COOTBETCTBYIOIIEMY pazieny (pas3geiaMm) perucTpadoHHOrO
JOCBE.

4. Eciu mpuMEeHUMO, JIOKYMEHT, COJAEpKallui CBEICHUS O BCEX MaTepualiax,
BXoASmux B chepy npumeHeHus: cratbu @apmakonen Coro3a M0 MUHUMHU3AINHA
pUCKa TIepelaud areHToB Ty04aTod HHIe(aJoONmaTui KUBOTHBIX TMOCPEICTBOM
JIEKAQpCTBEHHBIX MPENapaToB MJis MEAUIMHCKOTO M BETEPUHAPHOTO MPUMEHEHUS,
BKJIFOYAsl HCTOJb3yeMble B TMPOHW3BOJACTBE AaKTUBHBIC (PapMarieBTUIECKOM
cyOcTaHMM (BCIIOMOTaTeNbHOrO BemlecTBa). Jlig KaXIoro Takoro poja
MaTepuaiga HeoOXOJUMO TMPEICTaBUTh CJIEAYIONIME CBEACHHUS: Ha3BaHHE
MIPOU3BOJIUTEIIS; BUJI )KUBOTHBIX U TKaHU, U3 KOTOPBIX MOJIyYE€H MaTepHua; CTpaHa
MIPOUCXO0K]ICHHUS )KUBOTHBIX U €r0 UCIOJIb30BAHUE.




5.B oTHomeHMHn axkTUBHOW (hapMalleBTUUECKONM CyOCTaHUUU: JeKJIapaius
YIOJHOMOYEHHOIO  JIMIA  KaXJO0ro  JIMIEH3UPOBAaHHOIO  IPOU3BOJMUTEIS,
YKa3aHHOTO B 3asBJICHHUU, MHCIIOJB3YIOIIEr0 AaKTUBHYI (apMaleBTUYECKYIO
CyOCTaHIIMIO B KayecTBE HCXOJHOIO MaTepuana, U YIOJIHOMOUYEHHOIO JIHIA
KOKJIOTO JIMLIEH3UPOBAHHOIO IPOU3BOAMUTEINSA, YKAa3aHHOTO B 3asBJIICHUU B
KauecTBE OTBETCTBEHHOTO 3a BBINYCK cepuil. B aexmapanusax HEoO0X0AUMO
yKa3aTh, YTO MPOU3BOAUTENb (IMIPOMU3BOJAUTENN) aKTHUBHOW (hapMaleBTHIECKON
CyOCTaHIIMM, yKa3aHHBIM B 3asBJICHHM, OCYIICCTBIISIET CBOIO JEATEIHHOCTH B
cooTBeTcTBUM ¢ [IpaBunamu Hajexanield Npou3BOACTBEHHOM NpakTuku Coro3a B
OTHOIIIEHWM HCXOMHBIX MarepuanoB. I[lpu ompeneneHHBIX 0OCTOSTENHCTBAX
JOMYCKAeTCsl MPEACTaBIATh OJHY JIEKJIApaluio (CM. NPUMEYaHWE K U3MEHEHHIO
b.11.6.1). Ecnm 3aTtparuBaioTcsi Kakue-T1u00 OOHOBIEHUS CepTU(UKATOB Ha
aKkTUBHbIE (hapMalleBTUUECKUE CYOCTaHIMM U TNPOMEKYTOUYHBIE MPOAYKTHI, OT
IPOU3BOJUTENIEH MPOMEKYTOUHBIX MPOIYKTOB TakKe TpeOyeTcs AeKyaparus
YIOJHOMOYEHHOI'O JIMIIA; JAEKJIApalus YIOJHOMOYEHHOIO JHIAa HYXHA, JIAIIb
€clii 1O CpPaBHEHHIO C paHee 3aperucTpupoOBaHHOM Bepcueil ceprudukara
uMeercs U3MEHEHUE JNENUCTBYIOLINX, BKJIFOYECHHBIX B IIEpEYCHb
IIPOU3BOICTBEHHBIX TUIOIIAOK.

6. Hannexaiee moATBep»A€HHUE, CBHUAETENbCTBYIOLIEE O COOTBETCTBUU BOJIBI,
UCIOJB3YEMOM Ha IIOCIEIHEM OJTale CHHTE3a AaKTUBHOM (papMaleBTUYECKOU
CyOCTaHLIMH, COOTBETCTBYIOUIUM TpeOOBaHUSAM KadecTBa JUIsl BOJBI IS
(hapMaleBTUYECKOI0 MPUMEHEHUSI.

b.111.2 N3meneHus B uensx| Heooxonumeie | JlokymenTs | [Iponenypa
coorBercTBus  Papmakonee Coro3al  yclOBHs Y JJAHHBIE
WK (papmakonee rocyapcTpa-ujieHa

a) u3MeHeHue crnenudukanuu (i) panee HehapMaKoONEHHON CyOCTaHIIMU B IIEJISIX
cootBeTcTBHs Dapmakomnee Coro3a ninm apmakonee rocynapcTa-uieHa

1. AKTUBHOM (hapMaleBTHICCKON 1,2,3,4,5 1,2,3,4 1ALy
cyOcTaHuu
2. BcmoMmorarensHOro BemecTsa 1,2, 4 1,2,3,4 1A

(MCXOJTHOTO MaTepuaia) akTUBHOM
(dhapmMaileBTHUECKOM CyOCTaHITuU

0) U3MEHEHUS B LIEJISIX COOTBETCTBUS 1,2,4,5 1,2,3,4 1A
OOHOBJICHHOM COOTBETCTBYIOIIEH
cratbe ®apmakonen Coro3a uim

(dhapMakornee rocyapcTBa-ujicHa

B) M3MEHCHHE CICIU(DUKAIIHIH C 1,4,5 1,2,3,4 1A
dbapmakorien rocyiapcTBa-ujieHa Ha
Papmakonero Corosa

YcaoBus

1. '3mMeHeHne OCYIIECTBISIETCS UCKIIOUUTENIBHO B IEJISAX MMOJHOTO COOTBETCTBUS
dbapmakoniee. Bce wucmbitanus B crenu@uKauyd JOJDKHBI COOTBETCTBOBATH
dbapMakoneHOMY CTaHJApPTy TIOCJAE W3MEHEHMS, 3a HWCKIIOYEHHEM JHOOBIX
JIOIIOJTHUTEJILHBIX BCIOMOTaTEIbHBIX UCIIBITAHUH.




2. lononHutenpHble K (apmakonee crenudukalud Ha MPOAYKT-CrelubUuIHbIe
CBOMCTBA HE U3MEHSIOTCA (Hampumep, Npopuin pa3MepoB YacTull, MOIUMopdHas
dbopma unm, K mpumepy, OMOJOrHYeCKUe METOANKH, arperarTsl).

3. 3HauMMble HW3MEHEHUSI KAueCTBEHHOr0 M KOJIMYECTBEHHOIO Mpoduiiei
npuMecei OTCYTCTBYIOT (32 UCKIIFOUEHHUEM YKECTOUEHHUS crienupuKanui).

4, JlommomHUTEIbHAS BaJdWAAIlMs HOBOW WM HW3MEHEHHOM (papMaKoIeiHOM
METOJUKH HE TpeOyeTcs.

5. Pactutenpubie  (papmarieBTHUECKHE CyOCTaHIIMU: CIOCO0 MPOU3BOCTBA,
duznyeckoe  COCTOSIHHME,  JOKCTpareHT ¢ KOd(DPUIMEHT  AKCTpaKIUH
JIEKapCTBEHHOI'O CPEJICTBA HE M3MEHSIOTCSI.

JlokymeHTanus

1. ITommpaBka K COOTBETCTBYIOLIEMY pa3aeny (pas3ienam) pEeTrUCTPalMOHHOTO
JI0Che.

2. CpaBHUTENBbHAS TA0JINIIA TEKYIIUX U MTPearaeéMbIX CreIupUKaIi.

3. lannbie ananuza cepuil (B ¢opMare CpaBHUTEIHHON TaOJMIIBI) MO MEHbIIEH
Mepe 2 TPOMBIIUICHHBIX CEPUil COOTBETCTBYIONIEH CyOCTaHIMM (BEIIECTBA) IO
BCEM HCIBITAHUSIM HOBOH crielU(PUKAMUA U, JOMOJIHUTEIBHO, €CII MPUMEHUMO,
pe3yibTaThl T€CTa CPABHUTEILHONW KUHETUKU PACTBOPEHHUS IO MEHbIIEH Mepe
OIHOW  ONBITHO-IPOMBIIIJICHHOW CEpUM  JIEKAPCTBEHHOrO  Ipemapara. B
OTHOIIICHUH JICKAPCTBEHHBIX PACTUTEIBHBIX MPEMapaTOB MOTYT OBITh JOCTATOYHBI
JTAHHBIE CPABHUTEIBHOM pacnagacMOCTH.

4. JlanHbIe, TOATBEPKIAIONINE TPUTOTHOCTh CTATbU I KOHTPOJS KadecTBa
CcyOCTaHIIUU, HAPUMEp, CPAaBHCHHE MOTCHIIMANIBHBIX MPUMECEH C MpUMeYaHuEM
IPO3PAYHOCTH CTAThU (transparency note of the monograph).

Bb.IV Menurmmackue usnenus

b.IV.1 N3meHenne n3Mepstoiero Heo6xoaumsie | Jlokyments! | [Ipouenypa
W3JIeTUS WM U3CNNS JIJIsl BBEJICHUS YCIIOBHUSI U JTaHHbIC

a) JloGaByieHue win 3aMeHa U3JeIus,
HE SBJISIONIETOCS YaCThIO TICPBUYHON

YIaKOBKHU
1. MeaunuHCcKHE U3Ienus, 1,2,3,5,6 1,2,3 1Agy
3aperucTpupoBaHHbie B Coro3e

0) VckimroueHnne nu3aenus 4 1,4 1ALy
YcnoBus

1. Ilpenmaraemoe  wm3MepsrOIee  HU3JACIHE  JODKHO  TOYHO  OTMEPHBATH
HEOOXOJMMYIO 103y pPaccMaTpHBaeMOTO JICKAPCTBEHHOTO IIperapara COrjacHO
0JI00peHHOMY Croco0y TPUMEHEHHS, CIEAYeT MPEACTaBUTh PEe3ybTaThl TaKHX
HUCCIIeI0OBaHUM.

2. HoBoe u3nenne COBMECTUMO C JIEKAPCTBEHHBIM MPENAPATOM.

3. V3meHeHune He JOHKHO MPUBOAUTH K 3HAUMMOMY M3MEHEHHUI0 MH(OpPMALUK O
JIEKapCTBEHHOM ITpenapare.

4. JlekapCTBEHHBIN MpenapaT MOKHO MPOJAOJKATH TOYHO JO3UPOBATh.

5. MenuiHCKOE€ U3JeIU€ HE MCIOJIB3YeTCs B  KAaueCTBE PaCTBOPUTEIIS
JICKAPCTBEHHOIO Mpernapara.




6. Eciu npenrycmoTpena nusmepurenbHas (PyHKIUS, OHA JIOJDKHA ObITh BKIIFOUEHA B
JIOChE TAKOTO U3JIEIHSL.

JlokyMeHTaus

1. IlompaBka K COOTBETCTBYIOIEMY pazfeny (pasaenaM) perucTparioHHOTO
JI0Che, BKJIIOYasi MOAPOOHBIN 3CKU3 M COCTaB MaTepHasla U3JeNNs U MOCTaBIIUKA,
€ClIi TNPUMEHUMO, a TaKKe COOTBETCTBYIOLIUI MEPECMOTp HHPOpPMAILUU O
JIEKapCTBEHHOM IIperapare.

2. IloaTBepkieHHE perucTpaun MeauuuHckoro uaaenus B Corose.

3. O06pa31bl HOBOTO U3/EINHUs, €CIIU TPUMEHUMO.

4. O60CcHOBaHHUE UCKIIOUEHHUS U3ICIHSL.

[Ipumeuanue: Hna B.IV.1.B — ecniu n3MeHEHHE NPUBOINAT
K 00pa30oBaHUIO HOBOHM JIEKApCTBEHHOMU
dbopMBI, TO Takoe H3MEHEHHE TpedyeT
MoJlauyd  3asBJICHUS O  PaCIIUPECHUU
PETUCTPALNH.

b.V BHecenus u3MeHEHUN B PETUCTPAIIMOHHOE JOChE, OOYCIIOBICHHBIE MHBIMU
PEryJIsSTOPHBIMU TIPOLIETypaMU

b.V.a) M®OII (M®BA)
b.V.a.l BkimodueHnre HOBOTO, Heo6xonumsie | lokyments! | [Ipouienypa
OOHOBJIEHHOT'O WJIA UCIIPABIEHHOTO yCJIOBUS U JJAaHHBIE

MacTtep-(aiina mia3Mel B
PErUCTPalMOHHOE 10ChE
JIEKapCTBEHHOIO Mpernapara
(mpouenypa M®II 2-ro srTamna)

0) mepBoe BKIIOUCHUE HOBOTO - 1,2,3,4 IB
Macrep-daiina mia3mbl, He
BJIMSIOIICIO Ha CBOMCTBA
JICKapCTBEHHOTO Mperapara

B) BKJIFOUEHHE OOHOBJIICHHOTO - 1,2,3,4 IB
(ucmpaBieHHOT0) MacTep-daiina
IJIa3MbI: U3MEHEHUS BIUSIOT Ha
CBOMCTBA JICKAPCTBEHHOTO Mperapara

[

I') BKJIFOYCHHUE OOHOBIICHHOTO 1,2,3,4 1ALy
(uctpaBIIeHHOT0) MacTep-daiiia
IJIa3Mbl: U3MEHECHUS HE BIMSAIOT Ha

CBOMCTBA JICKAPCTBEHHOT'O IIpenapara

Ycenosus

1. Ha oGHoBnennsdi wim u3MeHeHHbd M®II Beiman ceptudukatr coOoTBETCTBUS
aktam opraHoB Coro3a B cooTBeTcTBUM C npuioxkeHnneM Ne 1 k IIpaBunam
pErucTpalliid M DKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB I MEAULMHCKOTO
IIPUMEHEHMUS, YTBEP)KAaeMbIM EBpa3uiicKoi 9KOHOMUYECKOU KOMUCCHEM.




JlokyMeHTarus

1. dexnapanus, 4dro ceptudukar MOPII u dSKCHEepTHBIM OTYET TMOJHOCTHIO
MIPUMEHHUMBI K 3apETMCTPUPOBAHHOMY JIEKAPCTBEHHOMY IIpemnapary, AepikKaTeilb
MOII npexncraBun aepxkarento PY (ecnu nepxkarens PY u nepxkarens M®II ne
SBJISIIOTCS OJTHUM W TeM ke JuioM) ceptuduxkatr MOII, skcrepTHBIH OoTYeT U
nocke Ha M®DII, ceprudukar MOII 1 SKCIEPTHBIN OTUET 3aMEHSAIOT PEABIIYIITYIO
nokymeHTauo Ha MOII gy JaHHOTO JEKapCTBEHHOTO Mpenapara.

2. Cepruduratr MOII u 3KCIIEPTHBIA OTYET.

3. [lexmapamusi 3KCHepTa, XapakTepHu3yrolllas BCE BBOJUMBIE C TMOMOIIBIO
cepruduupoBanaoro M®II u3MeHeHHs W OIEHUBAIONIAS WX IMOTCHITUATHHOE
BJIMSIHUE HA JICKQPCTBEHHBIE IIPEMapaThl, BKJIKOYAs OLCHKU IPOAYKT-
CHeM(PUYHBIX PUCKOB.

4. B ¢opme 3asBlIeHUS O BHECEHHMM W3MEHEHHM HEOOXOJUMO YETKO OTPa3UTh
«IICUCTBYIOIIUI» W «mpemyaraembiiny ceptudukar MOPII (Homep koma) B
perucTpaiMoHHoOM Jocke. Ecnu mpumenumo, B (opme 3asBlieHHs] O BHECEHUU
M3MEHEHUN TAKXE CIEAYET YETKO IepeunucauTh Bce npoune MOPII, Ha koTOophIe
CCBLIACTCs JICKAPCTBEHHBIN Mpenapar, AaXe €CIU OHU HE SIBJLIIOTCSA IPEAMETOM
3as1BJICHUS.

b.V.a.2 BkimtoueHnne HOBOTO, Heo6xonumsie | lokyments! | [Ipouienypa
OOHOBJIEHHOT'O WJIA UCIIPABIEHHOTO YCIIOBHUS U JaHHbIE
MacTtep-(Qaiiina BaKUMHHOTO aHTUT€HA
B PETHCTPALMOHHOE 1OChE
JIEKapCTBEHHOI'O IIpenapara
(mpouenypa M®BA 2-ro srana)

0) BKIItOUCHHE OOHOBJICHHOTO - 1,2,3,4 IB
(uctpaBIIeHHOT0) MacTep-daiiina
BAKIIMHHOI'O aHTUI'€HA: N3MEHEHUS
BJIUSIIOT HAa CBOMCTBA JICKAPCTBEHHOTO
npenapara

=

B) BKJIFOUEHHE OOHOBJIICHHOTO 1,2,3,4 1Agy
(ucmpaBieHHOT0) MacTep-daiina

BAKI[MHHOI'O aHTUI'€HA: U3MEHEHHS HE
BJIUSIIOT HAa CBOMCTBA JIEKAPCTBEHHOTO

npenapara

YcnoBus

1. Ha oGHoBneHHBIN Wi n3MeHeHHbIE M®PBA BbiiaH cepTudukaT COOTBETCTBUS
3akoHoAaTenbcTBY Coro3a B coorBeTcTBUM C [Ipunoxenunem Ne I k IlpaBunam
PETUCTPALIMU U DKCIIEPTU3BI JIEKAPCTBEHHBIX MTPEMApaToB B paMkax EBpa3uiickoro
HDKOHOMHYECKOTO COH03a.

JlokyMeHTarus

1. lexnapauusa, uyto ceptudpuxkar MODPBA u 5KCHEpTHBIA OTYET MOJHOCTHIO
IIPUMEHUMBI K 3apErMCTPUPOBAHHOMY JIEKAPCTBEHHOMY IIperapary, AepKaTeib
M®BA mnpeacraBuil  JepKaTeal0 PErucTPallMOHHOTO YAOCTOBEpEHUs (eciu
JIepKATeNIb PETUCTPALIMOHHOTO YJIOCTOBEpeHUsT U naepxkarenbr MOPBA He
SBJIIIOTCSL OJTHUM U TeM ke Juiom) ceptuduxkatr MOBA, skcnepTHbI OTUET U




nocke Ha M®DBA, ceptuduxkar MODPBA wu dKCOEpTHBIM OTYET 3aMEHSIOT
OpEeAbIAYINY0 JOKyMeHTauuro Ha M®PBA i1 JaHHOTO JIEKApCTBEHHOIO
npenapara.

2. Ceptuuxar MOBA 1 s3KCnIepTHBIN OTUET.

3. leknapanusi 3KCHepTa, XapaKTepU3ylollas BCE BBOJAWMBIE C IOMOIIBIO
ceprupuumpoBanHoro MO®BA u3MeHeHUs U OLEHHUBAIOUas UX MOTEHIMAIBHOE
BIUSHAE Ha JIEKAPCTBEHHbIE IpenapaThl, BKIIOYas OLEHKA MPOITYKT-
CHeM(PUYHBIX PUCKOB.

4. B Qopme 3asBIEHUS O BHECEHWU W3MEHEHHUH HEOOXOJUMO YETKO OTPa3UTh
JneiicTByromuii W mpennaraeMblii  ceptupukar MDPBA (Homep koma) B
perucTpanMoHHOM jAocke. Eciam mpumennmo, B (opme 3asBICHHUS O BHECEHUU
WU3MEHEHUH TaKXe CIeAYyeT YETKO MepeyucinTh Bce npoune MP@BA, Ha KOTOpBIE
CCBUIAETCS JICKAPCTBEHHBINM IIpenapar, AaKe €CJIIM OHM HE SBISIOTCS IIPEIMETOM
3asIBJICHUSL.

b.V.6) OGparnienue B 3KCIIEPTHBI KOMUTET

b.V.6.1 OOHoBnEHUE Heo6xoaumsie | Jlokyments! | [Ipouenypa
PErUCTPAlIUOHHOE JI0CHE TIO KAYEeCTBY,|  YCIIOBHUS U JJaHHbIC
HaIpPaBIEHHOE HA PeaTH3aIfio

3aKJTFOYCHUS DKCITIEPTHOTO KOMHUTETA

=

a) UI3BMEHEHHUE peaTu3yeT 3aKII0UCHUE 1,2 Ay

9KCIICPTHOIO KOMHUTCTA

0) rapMOHHU3AIHS 10CHE IO KAYECTBY - - I
HE SIBJISLTIACH YaCThIO 3aKITFOYCHUS
HKCIIEPTHOTO KOMUTETA, U
OOHOBJICHHE HAMNPABJICHO HA €TO
rapMOHU3AINIO

YcnoBus
1. PesynbTaT HE TpeOyeT nalbHEHIIEH IKCIIEPTU3HI.

JlokymeHTanus

1. IlpunoxxeHHOE K CONPOBOAUTEILHOMY TMHChbMY 3asBJICHUSI O BHECEHUU
M3MEHEHHUI: CChUIKAa Ha pacCMaTPUBAEMOE 3aKJIIOYEHHE SKCIEPTHOTO KOMHTETA.
2. B nmocbe HEOOXOMUMO YETKO O0O03HAUNWTH HM3MCHCHHWS, BHECEHHBIC B XOJIC
POLIETypbl OOpaIIeHHs] B DKCIIEPTHBIA KOMUTET.

B. M3menenue 6e3omacHOCTH, 3 HEKTUBHOCTH B (hapMaKOHaI30pa

B.I. JIekapcTBeHHbBIE penapaThl Ayl MEAUIMHCKOTO IPUMEHEHUS

B.I.1 3smenenue obmeii| Heooxomumeie | JlokymenTs | [Iponienypa
XapaKTEPUCTUKN JICKapCTBEHHOTO YCIIOBHS 1 JAHHBIE

npenapara, MApKHPOBKHM WM JINCTKA-

BKJIAJIbIIIIA, HaIpaBJICHHBIC Ha

peaTn3aIuo 3aKJIIOUYECHUS

9KCIICPTHOI'O KOMHUTCTA

[~

1,2,3 |Any

a) IEKapCTBEHHBIN TIpeTnapaT OXBa4eH
poleTypoit oOpamieHus B




E)KCHCpTHBIﬁ KOMUTET

0) IeKapCTBEHHBIN Tpernapar He - 1,2,3 IB
OXBaueH MPOIEeTypoi oOpaIreHus B
AKCHEPTHBIM KOMUTET, HO U3MEHEHUS
pean3yeT 3aKIIF0YEHUE IKCIIEPTHOTO
KOMMTETA, HOBBIC JIOIIOJHUTCIIHHEIC
JTaHHbIE epkaTesieM PY He
MIPEJICTaBIICHbI

YcnoBus

1. I3menenne peann3yeT (OPMYIHPOBKY, 3aTpeOOBAHHYIO YIOJHOMOYEHHBIM
OpraHoM, U He TpeOyeT MoJa4yu JOTOJIHUTEIIBHBIX CBEJACHNUN U (WJIN) JajdbHenIen
JKCIIEPTHU3BI.

JlokymeHTanus

1. [lpunoxkeHHOE K COMNPOBOAUTEILHOMY MHCHbMY 3asBJICHUSI O BHECEHUU
M3MEHEHUI: CChUIKA Ha pacCMaTpUBAaEMOE 3aKJIIOYEHHE SKCIEPTHOIO KOMHUTETA C
NpUOOIIEHHOW  00IIel  XapaKTepUCTUKOW  JIGKAPCTBEHHOTO  Mpenapara,
MapKUPOBKOMN WJIU JTUCTKOM-BKJIA IBIIIIEM.

2. lexnapanusi, 4YTO COOTBETCTBYIOIIME pa3/elibl MpejyiaraéMbiX  00Ien
XapaKTEPUCTUKU JIEKAPCTBEHHOIO MpEenapara, MapKUPOBKU M JMCTKA-BKJIAbIIIA
UJICHTUYHBI TPUOOIIIEHHBIM K 3aKJIFOUEHHIO IKCIIEPTHOTO KOMUTETA.

3. [lepecmoTpenHas nadopmMmalys o JIeKapCTBEHHOM Ipernapare.

B.1.2 N3meHeHue obmei Heo6xoaumsie | Jlokyments! | [Ipouenypa
XapaKTEPUCTUKHU JICKAPCTBEHHOTO YCIIOBHSI U JTaHHBIC
npenapara, MApKUPOBKH WJTH JINCTKA-
BKJIAJIIIIIA BOCIIPOU3BEACHHOTO, HITH
TUOpPUIHOTO, WM OMOAHATIOTUYHOTO
JIEKapCTBEHHOTO Tpernapara mocie
OIICHKH TOTO K€ U3MCHEHUS
pedepeHTHOro JIEKapCTBEHHOTO
npenapara

a) pearn3aiys U3MCHEHUS - 1,2 IB
(M3MEHEHMIT), B OTHOIIICHUH KOTOPOTO
ot nepxkarens PY ne tpeOyercs
IIPEJICTABIISITh HOBBIC
JIOTIOJTHUTEJIbHBIC JTAHHBIC

JlokymeHTanus

1. Ilpuyio’)keHHOE K COMPOBOJMUTEILHOMY TIMCBMY 3asBJICHUS O BHECECHUU
W3MEHEHUH: 3ampoc  HAIMOHAIBHOTO  YIOJHOMOYEHHOTO oOprana  (eciu
MPUMEHUMO).

2. [lepecmoTpennas nadopmaiiys o JIeKapCTBEHHOM Ipernapare.




B.1.3. 3menenue (M3MEHEHHMS) Heo6xonumsie | lokymentsl | [Iponienypa
oO01Iel XapaKTepUCTUKH yCIOBUS Y JAHHBIE
JIEKapCTBEHHOIO Mperapara,
MapKUPOBKH WJIM JIMCTKA-BKJIAIbIIIA
JIEKapCTBEHHOTIO Mpernapara Jiis
MEJIUIIMHCKOTO IPUMEHEHNS,
HAIIPaBJICHHOE HA PEAIN3ALUIO
pe3yJibTaTa Mnpoueaypsl,
3arparuBatoiiei [10Ob unu
MMOCTPETUCTPALMOHHOE UCCIIENOBAHUE
0e30MacHOCTH

[

a) BHeceHHe (GOPMYJIUPOBKH, 1,2 Ay
COTJIACOBAaHHOW YIIOJTHOMOYEHHBIM

OpraHoM

YcnoBus

1. Ismenenne peann3yeT (OPMYIHPOBKY, 3aTpeOOBAaHHYIO YIOJHOMOYEHHBIM
OpraHoM, U He TpeOyeT MoJa4yu JOTOJIHUTEIBHBIX CBEJACHUN U (WJIN) JadbHenIen
AKCIEPTU3HI.

JlokymeHTanus

1. Ilpuyio)KEHHOE K  CONPOBOJUTEIBHOMY MHCHbMY 3asBJICHUSI O BHECEHUU
M3MEHEHUI: CChUIKA Ha corjiacue (OLIEHKY) YIOJHOMOUYEHHOTO OpraHa.

2. IlepecMoTpeHHast ”HPpOpPMaLHS O JIEKAPCTBEHHOM Mpernapare.

B.1.5 N3menenue ycnoBuii otnycka | Heooxomumeie | lokymentsi | [Iponieaypa
JIEKapCTBEHHOIO Ipernapara YCJIOBHUS Y JaHHbIE

a) BOCIIPOM3BEICHHBIX WJIH - 1,2 IB
THOPHTHBIX MJIM OMOAHAIOTHYHBIX
JICKapCTBEHHBIX MPENapaToB MOCe
W3MCHEHUS YCIIOBUN OTIyCKa
pedepeHTHOrO0 JIEKapCTBEHHOTO
npenapara

JlokymeHTanus

1. IloaTBepxkAECHNE U3MEHEHHUS YCIIOBHI OTITyCKa pe(epeHTHOTO JIEKapCTBEHHOTO
npemnapara (Hanpumep, CCBLIKA Ha COOTBETCTBYIOIIIEE pelieHue
YIIOJTHOMOYEHHOT' O oprasa rocyJlapcTBa-uJieHa), MIPUIIOKEHHOE K
COIIPOBOAUTEIIBHOMY IIUCbMY 3asIBJICHUSI O BHECECHUU U3MEHEHUN.

2. I[lepecMoTpenHast uH(GoOpMaIus O JEKapCTBEHHOM Mpernapare.

B.1.6 3menenue (n3MeHeHwMsI) Heo6xoaumbie | Tpebyemas Bun

MTOKa3aHUs K MPUMEHEHHUTO YCIIOBHS JIOKYMEHTAIT | TIPOIICTyPhI
ust

0) UCKJTIOUCHHE MOKA3aHUs K - - 1B

IPUMEHEHUTO




[Tpumeuanue:

Ecnu  pmobOaBnenme wiIm  HM3MEHEHHE
MOKa3aHusl K NPUMEHEHUIO IPOUCXOIUT
BCJICACTBUE  pealu3alldd  3aKJIIOYCHUS
AKCIIEPTHOTO KOMHTETA WM W3MEHECHUH
nH(popMaIuu O JEKapCTBEHHOM IIpernapare
BOCIIPOU3BEJEHHOIO, MWW THOPHUIHOTO,
WM  OMOaHAJOTUYHOTO JIEKAPCTBEHHOTO
npernapara Mocjie JKCHEPTU3bl TOrO Ke
M3MEHEHHUS pedepeHTHOTO
JIEKapCTBEHHOIO IIpenapara, IpUMEHSI0TCS
n3menenus B.1.1 u B.1.2 cooTBeTCTBEHHO.

B.1.7 Ucknrouenue:

Heo6xomumeie | Tpebyemas | IIpouemypa
YCIIOBUS JTIOKYMEHTAI]

usi
a) JIEKapCTBEHHOU (HhOPMBI - 1,2 IB
0) I03UPOBKHU - 1,2 1B

JlokymeHTanus

1. dexnapamnus, 49to octaBmas ¢opma (Gopmbl) BhITycKa JOCTATOYHA JUIS
BBIIIOJIHEHHUS PEKOMEHJAUUi 10 JO3UPOBAHUI0 M JJIMTEIBHOCTH JICUECHHMS,
OMMCAHHBIX B OOLIEH XapaKTEepUCTUKE JIEKAPCTBEHHOIO Mpernapara.

2. IlepecmoTpenHast nHGopMaIus o JISKAPCTBEHHOM Ipenapare.

[Ipumeyanue:

Ecaun paccMaTpuBacMasad JICKAPCTBCHHAA

dbopma W JO3UPOBKA ObLa
3aperucTpUpOBaHa B BHUJIE OTACIBHOIO
JIEKapCTBEHHOTO npenapara, TO

HCKJIFOYECHUE TaKOMU JIEKapCTBEHHOU
dbopMBI WJIM JO3UPOBKU OYIET CUUTATHCS
HE BHECEHHEM HU3MEHCHHH, a U3BATUEM U3

oOpalleHusl.
B.1.8 BeaeHue wim u3aMeHEHUE Heo6xonumsie | lokymentsl | [Ipouenypa
pe3roMe cUCTeMBI (papMakoHaa30pa YCJIOBHUS Y JaHHBIC

JICKapCTBCHHOT'O Mpenaparta JJis
MEJUITUHCKOTO TPUMEHEHUs <*>

a) Beenenue pe3rome cUCTEMbI
(dbapmakoHaa30pa, U3MEHEHUIN
KBTM(PHUITUPOBAHHOTO JIUIA TIO
dbapmakoHaa30py (BKIIIOUAS
KOHTaKTHYO0 HH(POpPMaLNIO) U (MJIIH)
U3MEHEHHE MECTOPACTIONOKECHHSI
MacTtep-(paitna cucTeMbl
dbapmaxkonaazopa (MDOCD)




JlokyMeHTarus

1. Pe3stome cuctembl (papmakoHan3opa WM OOHOBJIEHHWE 3HAYUMBIX 3JIEMEHTOB
(cooTBercTBeHHO). [loATBEepkaEeHUME TOro, YTO 3asBUTE]Ib HMEET B CBOEM
pacnopsbKeHUH KBATM(UIIMPOBAHHOE JIMIIO, OTBETCTBEHHOE 3a (hapMaKOHaI30p, U
yTBEpXKJIEHUE,  MOANHCAaHHOE  3asBUTENIeM, 4YTO  3asBUTENb  O0OJajaeT
HEO0OXOAMMBIMU CIIOCOOAMHU BBIMIOJIHEHUS 3a/1a4 U 00SA3aHHOCTEH, MepEeUNCICHHbIX
B [lpaBmmax Hamnexamel npakTuku ¢apmakoHaazopa Coroza. KoHrtakTHas
uHpopMaIus KBATHM(PHUITUPOBAHHOTO JHUIA TO0 (papMakoHAA30py, TOCYIapCTBa-
YIeHa, B  KOTOPBIX  pacrojiaraeTcs  KBaIM(DHUIIMPOBAHHOE  JIUIO  II0
dhapmMakoHaI30PY U BEITIOJIHSAET CBOM 3a1a4u. Mectopacnosioxeane MOCD

2. Homep MOCO (11pu Hanmm4uu) | |

[Ipumeuanue: JlaHHO€ M3MEHEHNE OXBAThIBAECT BBEICHUE
M®CO® He3aBUCMMO OT HalW4yusi B
TEXHUYECKON 4YacTH PErUCTPALMOHHOTO
JIOChE TMOAPOOHOTO OMUCAHUS CHUCTEMBI
dbapmakoHaa3opa. N3menenus
KOHTaKTHOTO JiMIa 1o (papMakoHaa3opy,
BKJIIOYass  KOHTaKTHYI0  HUH(POPMAIUIO
(HOMepa TenedoHOB U (HaKCOB, MOYTOBBIM
afgpec MW aJpec HICKTPOHHON MOYTHI) H
W3MEHEHUs Mecropacnonoxennss MOCO
(ynuna, ropon, UHJIEKC, CTpaHa)
JIOMyCKAeTCsl OOHOBISATH HCKIIOUUTEIHHO
NOCPEACTBOM  eAMHOro peecrpa  (0e3
HEOOXOJMMOCTA BHECEHUS HW3MEHEHUM).
Ecimu  nmepxarenr PY  npuberaer
BO3MOXKHOCTH OOHOBJICHHSI YIIOMSHYTOM
BbIIIIE WH(OPMAITUU TTOCPEICTBOM €IMHOTO
peectpa, OH  [JIOJDKEH  yKazaTb B
pEruCTpaluOHHOM JOChE, 4TO
oOHOBJICHHas: UHGOPMAIU ITUX JaHHBIX
BKJIFOUECHA B €IMHBIN PEECTP.

B.1.9 U3meneHue cymecTByromen Heo6xonumsie | lokymentsl | [Ipouenypa
CUCTEMBI (papMaKOHaA30pa COTIACHO YCIIOBHUS U JaHHbIE
NOAPOOHOMY OMHMCAHUIO CUCTEMBI
dapmakonaazopa (IIOCD)

[
[

a) U3MEHEHNEe KBATU(PUITUPOBAHHOTO Ay
muna o papMaxkoHazopy, u (Uim)
KOHTaKTHOU nHpopmaruu, u (1im)

MPOIIEAYPHI pE3€PBUPOBAHUS

=

0) u3MeHeHue 0a3bl JaHHBIX 1,2,3 1Agy
0e30macHOCTU U (MJIM) OCHOBHBIX
KOHTPAKTHBIX COTJIAINICHUH B IETIAX
BBITIOJTHEHUS (papMaKOHAI30PHBIX

00513aTeNbCTB U (MJIN) U3MEHEHUE




MecTa MPOBEICHUS
dbapMakoHaI30pHON AESTENBHOCTH

=
=

B) unsie u3menenus [10CO, ne 1A
BIUSIONINE HAa (DYHKIIMOHUPOBAHUE
CUCTEMBI (papMaKoHa30pa
(HanpuMep, N3MEHEHHE
MECTOIIOJIOKEHHUS TJIABHOTO
XpaHuIuIla (apxusa),
aJIMIHUCTPATUBHBIC U3MCHEHUS)

|-~

r) BHeceHne usmenenuii B [IOC® mo 1,2 1Apy
pesyabTaram skcreptussl [IOCD
JPYTOro JICKapCTBEHHOTO TIperapara

TOTO0 XK€ aepxarens PY

Ycenosus

1. Cama cuctema papmMakoHaa30pa HE U3MEHSIETCS.

2. Cuctema 6a3bl JaHHBIX MPOIILIA BATUAAIMIO (€CIA TPUMEHUMO).

3. IlepeHoc maHHBIX W3 JAPYTHMX CHCTEM 0a3 JaHHBIX BAJIMIAPOBAH (eciu
PUMEHUMO).

4. Te xe uzmeHenus: B [IOCO® BBeneHbl AJisi BCEX JIEKAPCTBEHHBIX IMpPENapaToB
Toro xe nepxarens PY (ogunakoBas okonuyatenabHas Bepcust [IOCD).

JlokymeHTanus

1. [Mocnenusas Bepcus [IOCD u, ecnu MpUMEHUMO, MOCIEAHSS BEpCUsl Ipenapar-
cneruuyHoro  gonosiHeHus. OHM  JOJDKHBI B OTHOIICHHM HM3MEHEHMUS
KBTM(PUITUPOBAHHOTO JIUIA TI0 (papMaKOHA130py BKIIIOYATH:

a) Kparkyro  Oworpaguio  HOBOTO  KBAIM(PHUIMPOBAHHOIO  JHUIA  TIO
dbapmakoHaI30pYy;

0) HOBOE TIOJIOXKEHUE JepKaTenss W KBaIU(UIMPOBAHHOTO JIHMIIA  TIO
dbapmakoHaa30py 00 MX CHOCOOHOCTU M MYyTSIX YBEAOMIICHUS O HEKEIATEIbHBIX
peaknusx,  TMOANMHCAHHOEC  HOBBIM  KBATM(UIMPOBAHHBIM  JIAIIOM  TIO
dbapmMakoHag30py H Jep)KaTeleM U OTPaXKarollee OCTaJbHBIC BBITCKAIOIIHNE
W3MCHECHUS, HATIPUMEP, B OpraHU3aIIMOHHON cXeMe.

2. Ecmn xBammduimpoBanHoe JUIO0 TO (apMakKoHAA30py W (WMiIM) KOHTAKTHas
uH(popmalusl KBaTU(UIMPOBAHHOTO JIMLA MO (apMaKOHAA30py HM3HAYAIBHO HE
obutn BKITIOUEHBI B [IOCD unu [IOCO He cymiecTByeT, nojaya nepecMOTPEHHOTO
[TOCD ne TpebyeTtcsi, HeOOXOAMMO MPEIACTABUTH TOJBKO (POPMY 3asIBICHUS.

3. Ccpuika Ha 3asiBiIeHHE (MPOIEAYPY) U JIEKAPCTBEHHBIN MpernapaT, B OTHOIICHUH
KOTOPOTO U3MEHEHUS OBLITN 0JJ0OPEHBI.

[Ipumeuanue: B.1.9 OXBATBHIBAET U3MEHEHUS
CYIIECTBYIOLIEH CHUCTEMBI
dbapmakoHaazopa BETEPUHAPHBIX
JIEKapCTBEHHBIX npenapaToB u
JIEKapCTBEHHBIX npenapaToB TSt
MEIUIMHCKOrO MPUMEHEHHUS, HA KOTOpHIE
He Ol BBesieH [ DCO.




[Ipumeuanue aiis a)

N3meHeHus: KBaM(PUIIMPOBAHHOTO JIMIIA
o dbapmakoHaa3opy, BKJIFOYAS
KOHTaKTHY!0O  uHpopmamuioo  (Homepa
TenedoHOB M (aKCOB, MOYTOBBIA aJpec U
aZipec AJIEKTPOHHOW MOYTHI), JTOMYCKAETCS
OOHOBJISITh UCKJIIOYUTENIBHO IOCPEICTBOM
enquHOrOo peectpa (0€3 HEOOXOAMMOCTH
BHECEHUs u3MeHeHui). Ecnm nepxkartens
Py npuberaer K BO3MOXKHOCTH
OOHOBJICHUS YIOMSIHYTOM BEIIIIC
uHDOpMAIIMU  TIOCPEICTBOM  €IHHOTO
peecTpa, aepxkarenb PY HoibkeH ykazaTh B
PEruCTPallMOHHOM 710Che, 4TO
OoOHOBJICHHAasT MH(OpPMAIUA 3TUX JAHHBIX
BKJIIOUYEHA B €IMHOTO PEECTpa.

[Tpumeuanue s 6)

Onenka IIOC®, nmomaHHOro Kak 4YacTh
HOBOTO  3asBJICHMS O  PEruCTpaluu
(pacmupeHusi  perucTpaluud, BHECEHUs
U3MEHEHUS), MOKET BECTU K M3MEHEHHUSIM
1o 3a1pocy HAIlMOHAJIBHOIO
YIOJIHOMOYEHHOTro oprana takoro [10CO.
B »sroM cnydae Takue K€ W3MEHECHUS
MoxHO BBecTh B IIOCO  apyrux
JIEKapCTBEHHBIX IPENapaTroB TOrO  XKe

JiepIKaTesis Py IIyTEM [10J1aYU

(rpynmoBoro) usmenenust IAHY tumna.
B.1.10 Usmenenue vactotel u () | HeoOxonumelie | Tpebyemas Bun
JIATHI TIOJA41 MTEPUOIUYECKOTO OTYETa|  YCIIOBHUS JIOKyMEHTAIT | TTPOLIEeTyPhI
o 6e3onacHoctu (I1OB) us
JICKapCTBEHHBIX MPENapaToB s
METUITUHCKOTO TPUMEHCHUS

1 1,2 |Any

VYciaoBus

1. U3menenue yactoTsl U (Mau) Aatel nogauu [1OB cornacoBaHo HalMOHATBHBIM

YIIOJITHOMOYCHHBIM OPIraHOM.

JlokyMeHTarus

1. IIpunoxkeHHOE K CONPOBOAUTEILHOMY MHCbMY 3asIBICHUSI O BHECEHUU
M3MEHEHH: CChIIIKA HA COTJIAIICHHE YIIOJTHOMOYEHHOTO OpraHa.
2. IlepecmoTpennast yactora u (vin) nara nogauu [10B.

[Ipumeyanue:

JlaHHO€ W3MEHEHHWE TPUMEHSIETCS, JIUIIb
eclin UKII I10b yKa3aH B
PETUCTPAllMOHHOM  JIOCh€  CIlocoOamu,
OTJIMYHBIMUA OT YyKa3aHWsl CCBhUIKA Ha
MEPEUYCHb OTYETHBIX AT B COOTBETCTBUU C
akTaMu, BXonsumMu B mpaBo Corosza, u




npu Heooxoaumoctu nojauu [10B.

B.1.11 Beenenue nwim n3aMeHeHUs Heo6xonumsie | lokyments! | [Ipouenypa
00513aTeTBCTB U YCIOBUN YCIIOBHS Y JJaHHbIE
pErucTpanuu, BKIOYas IJIaH
YIIPABJICHUS PUCKAMU

[

a) peaynmzanys GopMyIUPOBKH, 1,2 Ay
COTJIACOBAHHOM C YITOJITHOMOUYEHHBIM

OpraHomMm

YcnoBus

1. U3meHeHue peanusyeT AeicTBUE, 3aTpeOOBAHHOE YIIOTHOMOUYEHHBIM OPTaHOM,
U He TpeOyeT MoJlauu JOTOJHUTEIbHBIX CBEICHUN U (W) JadbHeUIIeH
HKCHEPTU3HI.

JlokymeHTanus

1. IlpunoxxeHHOE K COMPOBOAUTEILHOMY TMHCHbMY 3asBJICHUS O BHECEHUU
U3MEHEHUI: CChIJIKa Ha COOTBETCTBYIOIEE PEIICHHE YIOJHOMOYEHHOTO OpraHa.
2. [lepecMoTpenHast uH(GoOpMaIKs O JEKapCTBEHHOM Mpernapare.

[Tpumeuanue: OTO0 U3MEHEHHE OXBATHIBACT JIUIIb
CUTYal1IO, B KOTOPOI BBOAMMOE
M3MEHEHHUE 3aTParuBaeT UCKIYUTEIHHO
ycJIoBUs U (UJTH) 00s3aTeNIbCTBA
perucTpanuy, BKIoYas TUIaH yIpaBICHHUS
PUCKaMH U YCJIOBHS U (MJIM) 0053aTENbCTBA
pEeTUuCTpalnii MPHU UCKITIOYNTEIBHBIX
00CTOSATENBCTBAX U YCIOBHOM
PETUCTPALINH.

*) BBeneHue miaHa yrpaBieHHsS PUCKaMH,
3aTpe0OBaHHOE YITOJHOMOYEHHBIM
OpraHoM, Bcerja TpedyeT CyIIeCTBeHHON
DKCIIEPTH3BI.

B.1.12 Bxnrouenue wiu nckmouenne | Heooxomumeie | lokymentst | [Iponeaypa
YEPHOI'0 CUMBOJIA WIIH YCIIOBHUS Y JJaHHbIE
MOSICHUTEJIbHBIX YKa3aHUW B
OTHOUIEHUH JICKAPCTBEHHBIX
MPENapaToB, BXOAIINX B IEPECUEHD
JIEKapCTBEHHBIX MPEINAPATOB,
MOJJIEKAIINUX TOMTOJTHUTEIIBHOMY
MOHHUTOPHUHTY

1 1,2 lAuy

YcnoBus

1. JlekapcTBEHHBIN  TpenapaT BKJIOYEH WM  UCKIIOYEH U3  [epeyHs
JIEKApCTBEHHBIX MPENapaToB, MOJJIEKAIUX JIOMOIHUTEILHOMY MOHUTOPHUHTY
(COOTBETCTBEHHO).

JlokyMeHTarus
1. IlpunoxxeHHOE K CONPOBOJAUTEILHOMY MHChbMY 3asBJICHUS O BHECEHUU




U3MEHEHUI: CChIJIKA Ha MEpPEeueHb JIEKAPCTBEHHBIX MPENapaToB, MOIEKALIUX
JOTIOJTHUTEILHOMY MOHUTOPHUHTY.
2. I[lepecMoTpenHast uH(GOpMaIKsl O JEKapCTBEHHOM Mpernapare.

[Ipumeuanue: JTAHHOE U3MEHEHHUE OXBAThIBAET CUTYALIUIO,
IIPU KOTOPOU BKJIFOUEHUE WU UCKITFOUECHUE
YEPHOI'0 CUMBOJIA WX MOSCHUTEIbHBIX
YKa3aHUW HE TPOU3BOAUTCS B PAMKax
JIPYTrOM PETYIATOPHOU IPOLIETYPBI
(Hanpumep, IpoUeaypbl NPOAJICHUS WU
W3MEHEHHs, 3aTparuBaroleil HHPOpMaIHIo
0 JIEKAPCTBEHHOM IIpENapare).

. MOIT (MOBA)

I'.1 U3meHeHune Ha3BaHUS U (UJIN) Heo6xonumsie | lokymentsl | [Iponienypa
ajzpeca Jiepkarens cepTudukara YCIIOBHUS Y JJaHHbIE
M®BA

1 1 |Auy
YcnoBus

1. Hepxatens ceptudruxara MOBA nomkeH 0cTaBaThCs TEM K€ IOPUIUIECKUM
JIUIIOM.

JlokyMeHTarus
1. OurmansHbIi TOKYMEHT OT COOTBETCTBYIOIIETO YIOJHOMOYEHHOI'O OpraHa
(HampuMep, HAJIOTrOBOI'0 OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHME HIIM aJipec.

['.2 U3MeHeHune Ha3BaHUs U (WJIN) Heob6xoaumsie | Jlokyments! ([Ipouemypa
ajpeca Jiep>karens cepTudukara YCIIOBHUS Y JJaHHbIE
MOIT

1 1 lAuy

Ycnosus 1.
Hepxatens ceptudukata MODII nomkeH ocCTaBaThbCs TEM K€ HOPUIUYECKUM
JIULIOM.

JlokyMeHTarus
1. OdurmanbHpIi JOKYMEHT OT COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO OpraHa
(HampuMep, HAJIOTOBOI'0 OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHME HIIM aJIpec.

I'.3 U3menenue wiu tpaHcdep Heo6xoaumsie | Jlokyments! | [Ipouenypa
TEKYLIEro JAepKaTens cepTuuKara yCJIOBUS U JJaHHBIE
M®II HoBOMY JiepKATENIO
ceprudukara MOII - 1.e. apyromy
IOPUJIMYECKOMY JIUITY

- 1,2,3,4,5, |Any

6

JlokymeHTanus
1. JloxymeHT, BKIOYas UACHTUPUKANHWIO (HA3BaHUE U aApec) TEKYIIETo

nepxkarenss MOII (mpaBooTuykaatens) U uaeHTU(GUKAIUIO (HA3BaHUE W aJpec)
JuIa, TpUHUMaromero Tpancdep (mpaBonpuoOpeTarens), a TakKe mpeaiaracMyro
JaTy CACJIKU, OANMUCAHHON 00E€MMU KOMIIaHUSIMH.




2. Konuss mocnenneit crpanunbl  ceptudukata MODII -  «Ceprudukar
cooTBeTCTBUS MacTep-daitia mnasmel (M®I) 3akoHonarenbcTBy Coro3ay.

3. IloaTBepkieHue perucTpalid HOBOTO Jiep)karens (BBIMCKA M3 peecTpa
IOPUIUYECKUX JIMIl U TIEPEeBOJI €€ Ha PYCCKUM $3bIK), MOJANHUCAHHOE OOEUMHU
KOMITaHUSIMH.

4, TlontBepknenne TpaHcdepa Beer  jpokymeHtauuun MODII ¢ meproit
ceprudukanuu MOPIT npaBonprobpeTarento, MOAMMUCAHHOE 00CMMU KOMITAHUSMH
5. JIOBEpeHHOCTh, BKJIIOYAsh KOHTAKTHBIE CBEJIEHUS JIMIA, OTBETCTBEHHOIO 32
CBA3M MEXIYy YIOJHOMOYEHHBIM OpraHoM M nepxareneM MOII, noanucanHas
IpaBONpPUOOpETATEIEM.

6. IIucpMO-0053aTeNbCTBO  BBIMOJHEHUS BCEX OTKPBITBIX M OCTABIIMXCSA
00513aTeNbCTB (MPU HATTMYNHN ), TOAMHCAHHOE MPABONPUOOpETATENEM.

I'.4 3meHeHne Ha3BaHUS U (UJIN) Heo6xonumeie | JlokymenTs! | [Iponieaypa
azpeca yUYpexIACHUN KPOBH, BKIIFOUAs yCIOBUS Y JJAaHHBIE
IEHTPOB 10 COOPY KPOBH (TI71a3MBbl)

1,2 1,2,3 IA

Ycnosus

1. Yupexxaenue KpoBU JOHKHO OCTaBaTHCS TEM KE IOPUAHUECKUM JIULIOM.

2. I3MeHeHne JOMKHO OBITh aIMUHUCTPATUBHBIM (HAapUMeEp, CIHUSHHE,
MOTJIOIICHUE); U3MEHEHHE Ha3BaHUs yUPEXKACHUS KPOBH (LEHTpa 1Mo cOopy), npu
HEU3MEHHOCTH YUPEXKAECHHUS KPOBH.

JlokyMeHTarus

1. lloanucanHasi Jekjiapaiusi TOro, 4YTO W3MEHEHHE HE BKJIIOYAeT HU3MEHEHUE
CUCTEMBI Ka4e€CTBa YUPEKICHUS KPOBHU.

2. [loanucanHas neKiapaius TOro, YTO U3MEHEHHs MepedyHs IEHTPOB cOopa He
MIPOUCXOJIUT.

3. OGHOBJICHHBIE COOTBETCTBYIONINE Pa3/IeNbl U TOMOJHEHUS K 1ocke MOIT.

I'.5 3amena wiu no6asnenue ueHTpa | Heooxogumeie | [lokymentsl | [Ipoueaypa
1o cOopy KpoBH (TIJIa3Mbl) B paMKax yCJIOBUS U JJaHHBIE
yapexACHUS KPOBH, BKIIFOUCHHOTO B
MOIT

- 1,2,3 IB
JlokyMeHTarus

1. DnuaemMuoaoruYecKre JaHHbIE O BUPYCHBIX MapKepax, 3aTparuBaroliue [EHTP
nmo coOopy KpoBu (I1a3Mmbl), OXBaThIBawIue 3 roga. B OTHOIICHWH BHOBB
OTKPBITOrO IeHTpa (IEHTPOB) WM B ClIyd4ae OTCYTCTBHMS NAHHBIX, JEKJIaparius
TOTO, YTO DIHJIEMHUOJOTHYECKUE HaHHBIC OYyIyT MPEJCTaBICHHI B OYEPEITHOM
€KETOTHOM OOHOBJICHUMU.

2. YkazaHue, 4To IEHTP (YHKIMOHUPYET B TEX K€ YCIOBUSX, YTO U JpYyrue
HEHTPBI, TPUHAICKAIINE YUPEIKIECHUIO KPOBHM, COIJIACHO  IOJIOKEHUSIM
CTaHZAPTHOTO JIOTOBOPA MEXKAY YUPEKICHUEM KpoBHU U Aecpxkarenem MOIIL.

3. OOHOBJICHHBIE COOTBETCTBYIOIIME Pa3/ieiibl U JOMOJHEeHUS K Joche MDII,




I'.6 VckntoueHue uinv u3MeHEHUe Heo6xonumsie | lokymentsl | [Iponienypa
craryca (GyHKIMOHUPYIOMIMHN HIIH YCIIOBHUS U JJaHHbIE
He(PYHKIIMOHUPYIOIINUN) YIPEKICHUI
KpOBH (IIEHTPOB), UCIIOJIb3YEMBbIX JIJIs
cOopa KpoBH (TJ1a3Mbl) WIIH JIJIsI
UCIIBITAaHUS KPOBO- U TUIa3MO/1a4 U
MyJIOB TITa3MBbI

1,2 1 1A
VYcnoBus
1. IlpyurHbl HWCKJIIOYEHUST WJIM M3MEHEHUs CcTaryca He JOJDKHBI ObITh
oOycIIoBIIEHbI pobieMaMH, CBsi3aHHbIMU ¢ GMP.
2. Yupexxnenuss  (LEHTPbI)  JOJDKHBI ~ COOTBETCTBOBATh  MHCHEKIIUOHHOMY

3dKOHOOATCIIbCTBY IIpU H3MCHCHHUHM CTaTyCa C HG(i)YHKHI/IOHI/Ipy}OHII/IX Ha

GYHKIHOHUPYIOIIKE.

JlokymeHTanus

1. OOHOBJICHHBIE COOTBETCTBYIOIIME pa3/ieiibl U JOMOJHEHUS K 1oche MDII.

I'.8 3amena wiu BritoueHue HoBoro | Heooxoaumeie | [lokymentsi | [Ipoueaypa
LEHTPa KPOBU B IEJISAX UCIIBITAHUS yCJIOBUS U JJAaHHBIE
JIOHAIMIA KPOBH U TUTa3Mbl U (UIJIH)
MyJIOB IJIa3Mbl B pAMKax
yUpexKIACHUs], BKIOUYEHHOTO B MOII
- 1,2 IB

JlokyMeHTarus

1. Yka3anue, 4TO UCNIBITaHUS IPOBOJIATCS COTIIACHO TeM ke yTBepxkAcHHbIM COIl

U (WIM) METOaM UCTIBITAaHUH.

2. OOHOBJICHHBIE COOTBETCTBYIOIIUE pa3Aeiibl U JOMOJHEHUS K 1oche MDII.

I'.10 3amena unu BxtoueHue Hoporo | Heooxomaumeie | [lokymentsi | [Ipouenypa
YUPEKICHUS KPOBU UJTU LIEHTPA yCJIOBUS U JJaHHBIE
(LeHTpOB), B KOTOPOM XPaHHUTCS
ria3Ma
- 1,2 IB

JlokyMeHTarus

1. Ykazanue, 4To HEHTp XpaHeHUs] (YHKIIMOHUPYET B COOTBETCTBUMU C TEM K€

COlI, yTBEpKIEHHBIM B YUPEKIACHUH.

2. OOHOBJIEHHBIE COOTBETCTBYIOIINE Pa3eibl U JOMOJHEHUS K jocbe MDII.

I'.11 UckiroueHne yupexIieHus Heo6xonumsie | lokyments! [[Iponiemypa
KPOBH HJIH IIeHTpa (LIEHTPOB), B YCIIOBHUS Y JJaHHbIC
KOTOPOM XPaHMUTCS IJIa3Ma

1 1 IA

Ycnosug

1. [lpyynHa WCKIIOYEHHUS HE JODKHA OBITH

cBsa3auHpIMu ¢ GMP.

oOycioBiieHa TpoOIeMamu,

JlokyMeHTarus

1. OOGHOBJICHHBIE COOTBETCTBYIOIIME pa3/ieibl U JOMOJHEHUS K 1oche MDII.




I'.12 3ameHa Uiy BKIIFOYEHUE Heo6xonumsie | lokymentsl | [Iponienypa
OpraHu3alliy, BOBJIECYEHHOU B YCIIOBHUS U JJaHHbIE
TPaHCHOPTUPOBKY IJIa3MBI

- 1 IB

JlokymeHTanus

1. OOHOBIIEHHBIE COOTBETCTBYIOIIME pA3ACibl W JNOMOJHEHUS K nocke MODII,
BKJIFOUAsi BCE YUYPEKICHHUS KPOBU, TMOJIB3YIOIIMECS OTOM TPAHCIOPTHOM
OpraHu3aluen, pe3toMe  JICWCTBYIOLIEW  CHUCTEMBI, obecrnieunBaronieit
TPAHCIIOPTUPOBKY B  HaJJIekKAIIUX YCIOBUAX (BpeMs, Temmeparypa U
COOTBETCTBHE HaJJIeKaIIeil MPOU3BOJACTBEHHOW MPAKTUKE) W MOJTBEPKICHUE
TOT'0, YTO YCJIOBUSI TPAHCHOPTUPOBKHU BaJIMIUPOBAHBI.

I'.13 ckiroueHne oprann3aiuu, Heo6xonumeie | lokymenTsl |[Iporiemypa
BOBJICUCHHOW B TPAHCIIOPTUPOBKY yCIOBUS Y JAHHBIE
T1J1a3Mbl

1 1 IA
YcnoBus

1. IlpyurHa UCKIIOYEHHUST HE JODKHAa OBbITh O00ycloBi€Ha MpoOJeMaMH,
cBa3aHHbIMA ¢ GMP.

JlokymeHTanus

1. OGHOBJICHHBIE COOTBETCTBYIOIINE Pa3/ielibl M IONOJHEHUS K 1ocke MOII.

['.14 BxitoueHHe TeCT-CUCTEMBI, Heo6xoaumsie | Jlokyments! | [Ipouenypa
3apeructpupoBaHHoi B Coro3e B YCIIOBHUS Y JJaHHbIE

Ka4eCTBE MEIUIIMHCKOTO U3/1eJIs, B
LEJISIX MCIIBITAaHUS OTJAEIbHBIX
JIOHAIIMM KPOBU U IJIa3Mbl B KAYE€CTBE
HOBOMU TECT-CHUCTEMBI

1 1,2 1A

VYciaoBus
1. HoBas Tect-cucteMa 3apeructpupoBaHa B Coro3e B KaueCTBE MEAUIIMHCKOTO
U3IEIINS.

JlokyMeHTarus

1. Ilepedens UCTBITATENBHBIX IUIOMIAJ0K, B KOTOPBIX UCIOIb3YETCSl TECT-CUCTEMA.
2. OOHOBJIEHHBIE COOTBETCTBYIOIINE pa3/Ieiibl U IOMOJHEHUS K 1oche MOII,
BKJIFOYasi OOHOBJICHHBIEC CBEJICHUS 00 HCTBITAHUAX B COOTBETCTBUU TPEOOBAHUSIMHU
Coroza o cocraienno MOII.

I'.15 Bxmrouenue tect-cucteMsbl, He | Heobxoaumeie | [lokymentsl | [Ipoueaypa
3apeructTpupoBaHHoil B Coro3e B YCIIOBHUS Y JJaHHbIC
Ka4eCTBE MEIUIIMHCKOTO 31N, B
LEJISIX UCTIBITAHUS OTAEIbHBIX
JIOHAIIMM KPOBU U IIa3MbI B KAYE€CTBE
HOBOM TECT-CUCTEMBI

0) HOBas UCIIBITATENIbHAS CHCTEMA - 1,2 1A
ob11a o100pena B MOII st npyrux
IIEHTPOB KPOBH B IEJISIX UCIBITAHUS




I[OHaHI/Iﬁ KpOBH U IINIa3MBbI

JlokyMeHTarus

1. IlepedyeHp UCMIBITATENBHBIX HEHTPOB, B KOTOPBIX UCIIOIb3YETCS TECT-CUCTEMA, U
NepeUeHb UCTIBITATEIbHBIX IIEHTPOB, B KOTOPHIX OHA OYyJIET UCIIOJIb30BATHCA.

2. OGHOBJIGHHBIE COOTBETCTBYIOLIUE pa3leibl M JAONOJHEHHS K nocke MOII,
BKIJIOYasi OOHOBJICHHBIE CBEJIEHUS OO0 HCHOBITAHUSIX B COOTBETCTBUU C
TpeboBanmsiMu Corosa no coctaBiaeHno MOIT.

I'.17 BBenenue ninm pacmumpesue Heo0xoaumsie | Tpebyemas Bun
IPOLIETypbl KAPAHTUHHOTO XPAHEHUS YCIOBHS  |JOKYMEHTAIl | IPOLEAYpPbI
usi
1 1 IA

Ycnosusa
1. Ilpouienypa KapaHTHHHOTO XpaHEHHUs SBIAETCS Oosiee CTporod (Hampumep,
BBIITYCK JIUIIIb MOCJIE TOBTOPHOM MPOBEPKHU JOHOPOB).

JlokymeHTanus

1. OGHOBINIEHHBIE COOTBETCTBYIOIIUE pa3lelbl M JAONOJIHEeHUs K gocke MOII,
BKJIFOYAsl OCHOBAHUS BBEICHUS WM DPACIIUPEHUS NPOIEAYyphl KapaHTHHHOTO
XpaHCHMS, IUIOMIAIKH, B KOTOPBIX OCYIIECTBIIICTCS KapaHTHHHOE XpaHCHUE, U
W3MEHEHUS TIPOIICTYPHI, IEPEBO PEIIEHUH, BKIIOYast HOBBIE YCIIOBHSI.

['.19 3amena unu nobaBieHue Heob6xoaumsie | Jlokyments! | [Ipouenypa
KOHTEHHEPOB JIJIsl KPOBU (HampuMmep, yCIOBUS Y JJAaHHBIE

MEIIKOB, (hJTAKOHOB)

a) HOBbIE KOHTEHHEPHI ISl KPOBU 1,2 1 1A

3apeructTpupoBansl B Coro3e B
KaueCTBE MEIUIIMHCKUX U3ACIINU

VYciaoBus

1. Konreitnep 3apeructpupoBaH B Cor03€ B KAUECTBE MEIULIMHCKOTO U3ETIHSI.
2. Kpurepuu kauecTBa KpOBH, 3aKJIFOYEHHON B KOHTEMHED, HE U3MEHSFOTCSI.

JlokyMeHTarus

1. OOGHOBIIEHHBIE COOTBETCTBYIOIIUE pa3feibl W JONONHEHHS K aocbe MOII,
BKJIIOYAsi HAMMEHOBAaHUE KOHTEHHEpPa, MPOU3BOAUTENS, CIICIU(HUKAIINIO pacTBOpa

AHTUKOAryJIsiHTa, MOIATBEpXkAcHHE peructpaunn B Coro3e U Ha3BaHHE
YUpEXKIACHUS] KPOBU, B KOTOPOM MCHOJIb3YETCsI KOHTEHHED.

['.20 3meHeHne XpaHeHus Heo6xonumsie | lokymentsl | [Ipouenypa
(TpaHCTIOPTUPOBKH) YCIOBUS Y JAHHBIE

a) yCJIOBHI XpaHEeHUs U (WJIN) 1 1 1A
TPaHCHOPTUPOBKHU

0) MakCUMaJIBLHOTO CPOKA XPAHCHHUSI 1,2 1 1A
1a3Mbl

YcenoBus

1. VI3mMeHeHNe AOKHO YKECTOYaTh YCIOBHUS M COOTBETCTBOBAThH TPEeOOBAHUSIM
@apmakonen  Coro3za,  OpeabABIsSIEMbIM K  IJIa3ME€  4YeJlOBeKa I
(bpakurOHUPOBAHMUS.

2. MakcuMabHbIM CPOK XPAHEHHUSI KOPOUE MPEABIAYIIETO.




JlokyMeHTarus

1. OGHOBIEHHBIE COOTBETCTBYIOIIME pa3feiabl W JAONOJIHEHUs K aocke MODII,
BKJIIOYas IMOJApPOOHOE OINMCAHME HOBBIX YCJIOBHUH, MOATBEPKIACHUE BaJIUJIAINH
YCIIOBUH XpaHEHHs (TPaHCIIOPTHUPOBKH) M Ha3BAHUE YUYPEXKIEHUS KpPOBH, B
KOTOPBIX MPOUCXOJIUT U3MEHEHHE (€CIIH MPUMEHUMO ).




