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O BHEceHNN n3MeHeHMi B [TpaBuia perucTpanuy U 3KCIEPTH3HI JIEKAPCTBCHHBIX CPEACTB AJIA
MEIUIUHCKOTO IIPAMEHEHHS

Pemennie CoBera EBpasuiickoit 3koHOMHUYeCKoM komuccuu ot 26 HossOps 2025 roma Ne 93.

B cootBercTBUUM co crartheit 7 CornameHusi O €JUHBIX NPUHIUIIAX W MpaBUIax
oOpalieHus JIEKapCTBEHHBIX CPEACTB B paMKkax EBpazuiickoro s5KOHOMHUYECKOTO COr03a OT 23
nexadps 2014 roga u nynkrom 84 npunoxenus Ne 1 k Permamenty pabotsl EBpazuiickoit
DKOHOMUYECKOM KOMMCCHUHU, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
SKOHOMHUYECKOTO coBeTa oT 23 nekadpsa 2014 r. Ne 98, Coset EBpa3uiickoil 3KOHOMHUYECKOU
KOMMCCHUY PEIMIMI:

1. Baectu B IlpaBuna peructpanuu U 3KCHEPTU3bl JICKAPCTBEHHBIX CPEJCTB IS
MEIULMHCKOTO TMpUMEHEHUs, yTBepxkiaeHHble Pemenuem CoBeta Epasuiickoit
PKOHOMHYECKON KoMUCCHH OT 3 HOsIOpst 2016 1. Ne 78, usMeHeHuUsI COrIacHO MPHUIIOKECHHUIO.

2. Hacrosmee Pemenue Bctynaer B cuily no ucredeHuu 30 KaleHAapHbIX THEN C JaThl
ero o(UIMaTBLHOTO OMyOJIUKOBAHUS.
Unens! CoBera EBpasuiickoit 5kOHOMIIECKOH KOMICCHH:

Ort Peciry6imaxu Ot Pecrry 6k Ot Pecmry6mixu Ort Keipraizckoit Ot Poccwuiickoii

Apmernus Bemapycs Kazaxcran PecnyOmmxu ®enepanun

M. I'puropsa H. ITeTkeBruu C. Xymanrapua JI. AMaHTeIBIMEB A. OBepayxk
[MPUIJIOXKXEHUNE

k Pemenuto CoBeta
EBpa3zuiickoii 3KOHOMUYECKOM KOMUCCUU
ot 26 Hos0pst 2025 1. Ne 93

WN3MEHEHW L,
BHOCHMEIE B IIpaBuia peructpanuu U SKCISPTU3HI JIEKAPCTBEHHBIX CPEICTB IS MEIHMI[MHCKOTO
IPUMEHECHHUA

1. ITo TekcTy:
cioBa "Cdepa nuzaiina" 3ameHuTh ciioBamu "[IpoekTHoe mone";
cioBa "cdepa auzaitHa" B COOTBETCTBYIOIIEM IaJIeKE 3aMEHUTH CIIOBAMH '"TPOEKTHOE
noje" B COOTBETCTBYIOIIEM NAJIEHKE;
cinoBa "cdepa nuzailiHa (MPOEKTHOE MoJje)" B COOTBETCTBYIOIIEM MaJeke 3aMEHHUTh
CJI0BaMH "TIPOEKTHOE M0JIe" B COOTBETCTBYIOIIEM MAIEKE;
cioBa "mpoekTHoe moJie (cepa nu3zaitHa)" B COOTBETCTBYIOIIEM Maeke 3aMEHUTH
CJI0BaMH "TIPOEKTHOE 10JIe" B COOTBETCTBYIOIIEM IMAICKE.
2. B a0Gzame TpeTheM myHKTa 5 cioBo 'crtamuoHape" 3aMeHUThH ciaoBamu
ne4eOHO-TIPODUTAKTUYECKOM YUPEKICHUH .

3. I[IynkTt 19 nocne a63aiia 1BaaAnaToro AOMOJHUTH a03a1eM CIeaYIONIEro CoAepKaHus:



"koH(UAEHIINATbHBIC AaHHBIC" — MEPCOHANBbHBIC JAaHHBIC W JIaHHBIE, KOTOPBIC HE
HaxoAsTCAd B MyOJUYHOM JIOCTYyIE€ M pasrjalleHue KOTOPBIX MOKET MOBJEYbh 3a cOO0O0H
HETraTHUBHBIE MOCIEICTBUS U1 SKOHOMHUYECKOTO HHTEpeca U KOHKYPEHTOCIIOCOOHO! MO3UIIUU
BJaJeNblla TakuX JaHHbIX. K KOoH(QUIEHIMATbHBIM JaHHBIM B TOM YHCJIE OTHOCATCS
JeTaJbHOE OMHMCAHKE MpoLiecca MPOU3BOACTBA, JaHHbIE CIICIIM(PHUKAIINH, CTPATETUS 3asBUTEIS
WIM JEpKaTelid PEerucTPalliOHHOIO YJIOCTOBEPEHUS IO NAJbHEWUIINM pPETHCTPALMOHHBIM
JNEUCTBHUSM B OTHOILICHHH PAacCMaTpUBAEMOr0 JIEKAPCTBEHHOTO Mpernapara, uHpopMmanus
OTHOCHUTEJIBHO 3aMEUaHUuM, MOJIyYEeHHBIX B XOJ€ W IO pe3yibTaTam (hapMaleBTHUUECKHX
MHCIEKIMI MPOU3BOACTBEHHBIX IUIOMIAJIOK M HMHBIX (hapMalleBTUUECKUX HWHCIEKIUH,
HAaVMEHOBAaHUE W MECTO HAXOXAECHUS MPOM3BOJICTBEHHBIX IUIOMIAJ0K, OCYIIECTBIISIOIINX
KOHTPOJIb KauecTBa;".

4. TIlyukT 47 nocne ab3ara BTOpOro JOMOTHUTE ab3a1ieM CIIeIYIONEro COMepKaHUS:

"MMMCBMEHHOE NOATBEPKICHUE HAMEPEHMS 3asBUTEIIS COTIIACOBATh OTCYTCTBUE B IIPOCKTE
3aKJIIOUYUTENIBHOTO 3KCHEPTHOTO OT4YeTa 00 OLIEHKE KOH(UAeHIMaabHOM HH(pOpMaLUH,
coJieprKallieiics B perucTpallMOHHOM JIOChE JIEKapCTBEHHOTO Npenapara (Ipy HaIUYUU TaKOTo
HaMmepeHus);";

5. [lynkt 60 qomoaHUTH ab3a1iaMu CIEAYIONIEr0 COACPKAHUS:

"Ilpy HaMM4YUU B PETUCTPALMOHHOM JOCHE JIOKYMEHTAJIbHO MOATBEPKIECHHOTO
HaMEpEeHUs 3asBUTENS COTJIACOBATh OTCYTCTBUE B MPOEKTE 3AKIFOYUTEIBHOTO 3KCIEPTHOTO
oTyeTa 00 OLIEHKEe KOH(PUACHIINAIbHOW HH(OPMALIMY, YIIOJTHOMOYEHHBIN OpraH (3KcIepTHast
opraHu3zanys) pe)epeHTHOro roCy1apCTBa HAMPABISAET 3asBUTEIIO MPOEKT 3AKITHOYUTEIIBHOIO
HKCIIEPTHOTO OTUETa 00 OIIEHKE C 1eNbl0 00ecneueHns KOH(PUIEHIIMAIbHOCTH UH(POpMaLUY,
coJiepKalieiicss B PErMCTPAllMOHHOM JI0ChE€ JIEKAPCTBEHHOI'O Mpenapara, npu myOaukauu
3aKJIOUUTENBHOTO HKCHEPTHOTO oOT4eTa 00 OIleHKe B eauHoM peectpe. IIpoext
3aKIIOYUTENBHOTO KCIEPTHOTO OTYETa 00 OLICHKE MEepeAaeTcsl 3asBUTENI0 B 3JIEKTPOHHOM
BUJIE U CYUTAETCS MOJYUYEHHBIM IO UCTeYeHUH | paboyero IHs ¢ AaThl €ro0 HAIPaBIICHUSI.

3asBUTENIO MpenocTaisiercs He 6osiee 10 pabounx AHEH ¢ JaThl MOJYyYEHUS MPOEKTa

3aKJIIOYUTEIBHOTO SKCIIEPTHOTO OTYeTa 00 OIEHKE, HE BXOAIINX B CPOK PErHCTpAllUU U
DKCIEPTU3Bl JIEKAaPCTBEHHOI'O IIpenapara, Ha COIVIACOBAHHWE YKa3aHHOIO IIPOEKTa U
NpeACTaBlIeHUEe OOOCHOBAHUS HU3BATHS KOH(PUIACHLUHAIBHBIX JaHHBIX, B TOM YHCIE
COCTABJIAIOIIMX KOMMEPUYECKYIO TaiHy. 3asBHUTENb BIIPABE CAMOCTOATEIBHO OTMETHUTH
KOH(HIeHIIHANTBbHYI0 HH(DOPMALUIO, HE TOJIEKAILYIO OITyOJIMKOBAHUIO, ITYTEM €€ BbIJCICHHUS
B PEXXHMME PELEH3UPOBAHUS B IMPOEKTE 3aKIHOYUTEIBHOTO IKCIEPTHOIO OTYeTa 00 OICHKE,
MpeAHa3HauYeHHOT 0 JUIsl Mochaeaytoniell myOoauKauy B €JUHOM peecTpe, U HalpaBUTh 3TOT
OTYET B YIIOJIHOMOYEHHBIN OpraH (3KCIEPTHYIO OpraHu3aIiio) peepeHTHOro rocy1apcTna B
AJIEKTPOHHOM BHJIE.

OueHka oTBeTa 3asBUTENS OCYLIECTBISIETCS B CPOK, HE MPEBBIIAIOIINN 5 pabounx JHEH C
JaThl TIOJy4EHHUSI OTBETA 3asABUTENS, U HE BKIIOYAECTCS B CPOK IIPOBEACHUS DKCIEPTU3BI U
perucTpanuu JeKapcTBEHHOT O Ipernapara.



Ha ocHOBaHuu mpoBeEHHON OLEHKU YIIOJHOMOYEHHBIN OpraH (3KCIepTHas OpraHu3aius
) BIIpaBe MPUHATH NPEIJI0KEHHOE 3asBUTENIEM U3bsATHE UHPopManuu. B aTom ciyyae npu
MPUHATHN YIIOJTHOMOYCHHBIM OPTraHOM pPe(EepPEeHTHOTO TOCYAapCTBa IMOJOKUTEIHLHOTO
pElIEHUsT O pPErucTpalMu JIEKAPCTBEHHOI'O0 IMpenapara YHOJIHOMOYEHHBIM Opras
pedepeHTHOTO ToCyAapCTBa pa3MelIacT B €JUHOM PEeCTpe 3aKIIOYUTENbHBIN IKCIEPTHBIN
oT4eT 00 OILIEHKE, COCTABJICHHBIH B COOTBETCTBUHU C MpuioxkeHueM Ne 16 k HacToAIHUM
[IpaBuiiam, nociie u3bATUS KOHDUACHIIMATBHBIX TaHHBIX. [[py HenpeacTaBIeHUN 3asiBUTENIEM
uH(pOpManuK, yKa3aHHOW BBINIE, B YCTAHOBJICHHBIH CPOK 3aKIIOUUTENbHBIA SKCIEPTHBIH
OT4UET 00 OLIEHKE CUMTAETCS COTJIACOBAHHEIM 3asBUTEIEM.".

6. [TogmyskT "6" mynkTa 63 mocie cioB "00 3KcnepTax,” MOMOJHUTH CJIOBOM '"pe3tome’.

7. loanynkt "B" myHkTa 76 mociie ciioBa "ynakoBOK" JOMOJIHUTH CIIOBOM "pe3tome".

8. A03an mectoi myHkTa 81 cinoBa "ynmakoBOK," JOMOJIHUTH CIOBOM "pe3tome”.

9. Ilynkt 86 mocne ad3aia BTOPOTo JAOMOJIHUTH a03alleM CIEAYIOIIETr0 COICP KAHMS:

"MHCHbMEHHOE MTOATBEPKACHNE HAMEPEHHUS 3asIBUTENIS COIIACOBATH OTCYTCTBUE B IIPOEKTE
3aKJIIOYUTENIBHOTO JKCIEPTHOTO OT4YeTa 00 OlleHKe KOoH(uaeHIuaaIbHONH HHGOpMAIUU,
coJiepKallleiicsl B pErUCTPALIMOHHOM J0Ch€ JIEKAPCTBEHHOIO Mpenapara (pu HaIMYKUU TaKOro
HaMepeHusi);".

10. ITynkT 105 nonoaHUTh ad3ariaMu CIeayoIero CoaepKaHus:

"IIpy HanM4YMU B PETUCTPALMOHHOM JIO0ChE JOKYMEHTAJIbHO MOATBEPKIAECHHOTO
HAMEpPEHMS 3asIBUTEIISI COTJIACOBATh OTCYTCTBUE B MPOEKTE 3aKIFOUUTEIBHOTO SKCIEPTHOTO
oTyeTa 00 oreHKe KOHPUACHINAILHONU HH(OPMAIINK, 3asBUTENIO MPEAOCTaBIsIeTCs HE Ooee
10 paGounx JHEW C JaThl MOJYYEHHUS MPOEKTA 3aKIIOYUTEIHHOTO IKCIEPTHOrO OTYeTa 00
OLICHKE, HE BXOAAIIMX B CPOK PETUCTPALIMM M DKCIEPTU3BI JEKAPCTBEHHOIO Ipenapara, Ha
CorJacoBaHME C IENbI0 0becrneueHnss KOHQUIECHIIMATLHOCTH UH(POPMALIUU, COACPIKAIIECIiCS B
PErUCTPAllMOHHOM JOChE JIEKapCTBEHHOrO Ipernapara W IMpeJoCTaBlIeHHEe OOOCHOBAHHUS
U3BATHS KOHPUICHITUATBHBIX JTAHHBIX, B TOM YHCJIE COCTABJISIONINX KOMMEPUECKYIO TailHY.

3asBUTENb BIPABE CAMOCTOATEIBHO OTMETUTh KOH(PHUACHIIMANIbHYIO HH(OPMAIUIO, HE
MO/JIEXKAILYIO OIyOJIMKOBAHUIO, ITyTEM €€ BBIACIICHUS B PEKUME PELIEH3UPOBAHMUS, B IPOEKTE
3aKIIOYUTEIBHOTO IKCIEPTHOTO OTYeTa 00 OLIEHKE, MPEeIHA3HAYEHHOTO JJIS MOCIeAYONIeH
NyOJMKallM B €JUHOM PEECTpe, U HANpaBUTh ATOT OTYET B YINOJHOMOYEHHBIA OpraH (
AKCHEPTHYIO OPTraHU3alMI0) B AJIEKTPOHHOM BHUJIE.

OueHka OTBETa 3asBUTENS OCYLIECTBISIETCS B CPOK, HE MPEBBIIIAIONINN 5 pabounx JHEH C
JaThl MOJYy4YEHUs OTBETA 3asIBUTEIIS,, U HE BKJIIOYAETCS B CPOK MPOBEICHHS SKCIEPTU3BI U
pErucTpanuu JEKApCTBEHHOTO Mpernapara.

Ha ocHoBaHuu npoBeIeHHON OLEHKU YIOJHOMOYEHHBIN OpraH (3KCIepTHAas OpraHu3aIus
) BIIpaBe MPUHATH NPEJIOKEHHOE 3asBUTENIeM U3bsATHE UHPopManuu. B aTom ciiyyae npu
MPUHATAU YIOJIHOMOYEHHBIM OpPraHoM pe(epeHTHOro rocyapcTBa MOJI0XKUTEIBHOTO
pEUIEHUs O PErUCTpalMu JIEKAPCTBEHHOTO Mpenapara, B €JUHOM PEECTPE YIOJIHOMOYEHHbIN
opran pedepeHTHOro rocyaapcTBa pasMeniaeT 3aKIIYUTEIbHBIA AKCIEPTHBIA OTYET 00



OIIEHKE, COCTaBJIEHHBIA B COOTBETCTBHM ¢ mpruiokeHueM Ne 16 k Hacrosmum [IpaBunam,
nociie u3bATUS KOHQUACHUMATBHBIX JaHHbIX. [lpu HempencTaBlieHUM 3asiBUTEIEM
uH(popManuK, yKa3aHHOW BBINIE, B YCTAHOBJICHHBIA CPOK 3aKIIOUUTEIBHBIA SKCIEPTHBIN
OTYET 00 OIICHKE CUUTAETCS COTJIACOBAHHBIM 3asBUTEIEM.".

11. ITynkr 152 momosHATH ab3ameM CIEaYIOIIeTO COACP KAHMS:

"l[Ipu aktyanu3anvu ynoJTHOMOYEHHBIM OpPraHoM (SKCIEPTHOW OpraHu3aiuei)
pedepeHTHOro Tocy1apcTBa SKCIEPTHOrO OTYETa 00 OLIEHKE MOCJE BHECEHUS U3BMEHEHUI B
PETHCTPAIIMOHHOE JIOChE PAHEE COTJIACOBAHHBIE C 3asBUTENIEM KOH(MUICHIIMATLHbBIC TaHHbIC
TaKXke MOJIeKAT U3BATHIO. B ciiydae ecii BHOCHMbIE U3MEHEHUSI B PETUCTPAIIMOHHOE 10ChE
3aTparuBalOT pPa3/iesibl AKCIEPTHOTO OT4YeTa 00 OIEHKE, KOTOPhIE TPEOYIOT H3BATHUS
KOH(UCHIINATBHBIX JAaHHBIX, U3BATUE TAKUX JAHHBIX OCYIIECTBISCTCS B COOTBETCTBHUH C
MpOLEIYypOll U CpOKaMU B3aUMOJICUCTBUS C 3asiBUTEJEM, YKa3aHHbIMH B MyHKTe 60 — B
cllyyae perucTpalu TOJIbKO B pedepeHTHOM rocynapctBe u nyHkre 105 — B ciydae
pEerucTpanuy B HECKOJIBKUX FOCY1apCTBaX-wieHax. .

12. B npunoxennn Ne 1 x ykazanusiM [IpaBunam:
a) nyHkT 1.10.3 mocne cnoB "ynpaBiaeHuss puckamu'" JTONOJHUTH CIOBAMHU "H pe3toMe
COTJIACOBAHHOTO TJIaHa YNPaBJIEHUS pUCKaMu';
0) B a03arie ceapMoM noapazzaena 11 paznaena I cnoBo "cranuonape" 3aMeHUTH CIIOBAMHU
"1e4eOHO-PODUIAKTUIECKOM yUpEeKICHUN" .
13. B nmoanynkrax 2.3.1 u 3.3.1 npunoxenust Ne 2 x ykazanubiM [IpaBuiiam cioso "
cTarmoHapa' 3aMEHHUTH CJI0BaMu "Ne4eOHO-TIPODUIAKTHIECKOTO YIPEKICHUS".
14. ITynkr 1.10.3 npunoxenns Ne 4 x ykazanHbIM [IpaBuiiam nocie cioB "ynpaBieHUs
pucKkaMu'" IOMOJHUTH CIOBAMU "M PE3IOME TUIaHA YIIPABJICHUSA pUCKaMu'.
15. B naumenoBanuu gononHeHus Ne 2 k npunoxenuro Ne 14 x ykazanHbM [IpaBuiiam
cioBa "(cepa nuzaiiHa)" UCKIIOUYUTD.
16. B npunoxenun Ne 19 k ykazanueim [IpaBuiiam:
a) ab3ar11 epBbId MyHKTa 1.7.2 U3T0XKUTH B CIAEAYIONIEH peaaKIInu:
"1.7.2. B nopsiike UCKIIIOUEHUS B CIydae MOJayu 3asiBJICHUN O BHECEHUU OJIMHAKOBBIX
MHOJKECTBCHHBIX M3MeHeHUH IA Tuma u (win) IAy THOA B PErHCTPalMOHHBIC J0CHE

JICKAPCTBECHHBIX IPENApaTOB, JEPKATEIEM PETUCTPALMOHHBIX YJIOCTOBEPEHUU KOTOPBIX
SIBJISIETCSL OJIHA OPraHU3alysl, WIK B CIIy4ae, €CJIM U3MEHEHUs KACaroTCAd U3MEHEHUS DTOr0
nepxkarens Wid WHGOpPMAIlMd O HEM, a TakKe B CiIydae, €CId IMOJAI0TCS T'PYNIHPOBKU
W3MEHEHUN B COOTBETCTBUU C AomnojaHeHueMm III Takne nsmMeHenus nonycKaercs NpeaCTaBUTh
SIMHOBPEMEHHO B BHJEC TIakKeTa JIOKYMEHTOB 1o Qopme momosHeHus IV u ¢
CONPOBOJUTEIBHBIM MUCBMOM, COCTaBJIEHHBIM IO ¢dopme corjiacHo gomnonHeHutro VII k
HACTOSIIIEMY MTPUIIOKEHUIO.";

0) B JIOTIOJTHEHUHN V:

TEKCT JIOMOJIHEHHUS U3JI0KUTh B CICAYIOIIEH PEIaKIINU:



" Nononaerue V
Knaccuduxanpsa A3MEHEHHH B PETHCTPAIHOHHOE A0CHE JIEKapCTBEHHOTO IIpenapaTa

M3MeHeHus B perucTpaioHHOE I0Che JIEKAPCTBEHHBIX MPENnapaToB KIacCuUIUPYIOTCS
B COOTBETCTBHUM C HACTOSIIUM JOIMOJIHEHHEM Ha U3MEHEHUs1, 00YCIIOBIICHHBIE:

aIMUHUCTPATUBHBIMU U3MEHEHUSIMU;

VU3MEHEHUSIMU KaueCTBa;

U3MEHEHUSIMU 0€301acHOCTH, Y(PPEKTUBHOCTU U (papMaKkoOHaI30pa;

OMpeNIeICHHBIMU M3MEHEeHHsIMU MacTep-(daitoB mnasmel (M®II) u mactep-daiinon
BaknuHHOTO anTUreHa (M®BA).

[lpu kmaccudukanuu OTACTBHBIX HU3MEHEHHN HACTOSIIETO JOTOJTHCHUS
paccMaTpuBaEMOE U3MEHEHHUE CIIEYET KOOUPOBATh, UCIIOIb3Ys CIEAYIOLIYIO CTPYKTYPY:

X.N.x.n ("kox u3menenus"),

rae:

X yka3bpIBaeT Ha 3arjlaBHyl0 OyKBY pasjelia JONOJHEHUS, B KOTOPOM COJAEPKUTCS
u3MeHenue (Hampumep, "A", "B", "B" umu "I™)

N yka3bpIBaeT Ha pUMCKYI0 HU(py Moapasjena TOro paszena, B KOTOPOM COJIEPKUTCS
m3menenue (Hanpumep, I, I, Il u 1. 11.)

X yKa3bIBaeT Ha OYKBY B IYHKTE IMOJIpa3jielia, B KOTOPOM COJAEPKUTCS U3MEHEHHE (
Harnpumep, "a", "6", "B" u T. 1.)

n yKasbiBaeT Ha HUQpy MOAMYHKTA, MPUCBOEHHYIO B JOMOJTHEHUH OTICIbHOMY
u3MeHeHuto (Hampumep, 1, 2, 3 u 1. 1.).

B xaxxnom pazaene HacTOSIIEro JOMOJIHEHUS! COACPIKUTCS:

nepeyeHb U3MEHEHUH, KITaCCU(PUIIUPYEMBIX B KQU€CTBE HE3HAUYMMBbIX U3MEHEeHu [A Tuna
Y 3HaYMMBbIX W3MeHeHuil Il Tuma B COOTBETCTBUU C ONPEACIICHUSIMU TyHKTA 1.2 HACTOSIIETO
IIpUJIOKEHUA U nonoiaHeHus [ Kk HacTrosmeMy NpuitokeHuro. B HeM Takke yKa3aHo, KaKue U3
n3MeHeHu [A tuna TpeOyroT cormacHo myHkTaM 2.1.1 u 3.1.1 HacTosmero NpuiIoKEHUs
HEMEJIJIEHHOTO YBEIOMJICHNS,

MEpEYEHb MPUMEPOB, KOTOPHIE CIEAYET PACCMATPUBATh B KAaUYE€CTBE HE3HAUMMBIX
u3meneHuid IB tuma. CormacHo nmyHKTy 1.3 HacTOSILEr0 NMPUIIOKEHHS, 3TAa KaTEropus
IIPUCBAUBAETCS 110 YMOJYAHUIO. B 3TON CBsI3M HacTosLIEe NONOJIHEHUE HE NMPEIHA3HAYECHO
JUIsl YCTAaHOBJIEHUSI MCUEPIIBIBAIOIIETO NEPEYHS TAKOW KaTErOpuu NU3MEHEHUH.

B HacrosimeM TONONHEHNN HE paCCMAaTPUBAIOTCS PACIIUPEHUS] PETUCTPALMHI, TOCKOJIBKY
OHM JIOJDKHBIM 00pa3oM ONHCaHbl B JOMOJHEHWH | K HacrosmeMmy mpuioxkeHuio. Bce
W3MEHEHUsA, OINHMCAaHHbIE B JONOJHEHMH | K HacTosleMy MNPUIO0KEHHUIO, CIEAYET
paccMaTpuBaTh B KAUECTBE PACIIMPEHUM peructpaunil. Bce nHble MU3MEHEHUs HE JOJIKHBI
paccMaTpuBaThCA B KAUYECTBE PACIIUPEHUS PETUCTPALIUH.

Ecny 0HO MM HECKOJIBKO YCIIOBUM, YCTAHOBJIEHHBIX B HACTOSIIEM JONOJHEHUH B
OTHOUICHWM HE3HAUYMMbIX H3MeHEeHUuW [A Tuna, He BBINOIHAIOTCS, TAKOE H3MEHEHUE



JOIyCKaeTCsl MpeACcTaBUTh B kauecTBe u3MmeHeHus IB tuna ("usmenenue IB Tuma no
YMOJYaHUIO"), €CJIM TaKO€ HM3MEHEHHWE B HACTOSIIEM JOMOJHEHUM WM PEKOMEHJIAIuU,
COCTaBJIEHHOW B COOTBETCTBHUM C ITYHKTOM 1.5 HACTOSILErO MPUIIOKEHUS, HE TPAKTYETCS B
KauecTBe u3MeHeHus Il Tvna, uim eciu 3asiBUTENb HE COUTET, YTO U3MEHEHHUS MOTYT OKa3aTh
3HAYMTENIPHOE BIUSHHUE HA Ka4ecTBO, 0e30macHOCTh W 3P (HEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara.

Ecnu ynmonmHOMOYEHHBIN OpraH Mpyu pacCMOTPEHUH 3asIBJIEHUS] HA BHECEHUE U3MEHEHUN
COUTET, YTO U3MEHEHHE, MTOJAHHOE B KauecTBe u3MeHeHus |B tuma no ymon4yanuio, ciocooHo
OKa3aTh 3HAYUTEIBLHOE BIUSHUE Ha 0e30macHOCTh, I(PEKTUBHOCTH WU KauyecTBO,
JIEKapCTBEHHOI0 IIpenapara, OH BIPAaBE OTHECTU JAHHOE U3MEHEHUE K u3MeHeHuto Il tuna u
HaIMpaBUTh 3aMPOC 3asIBUTEIIIO C TpeOoBaHWEM 00 M3MEHEHUHU BHJIA 3asBJICHUS O BHECEHUU
W3MEHCHUI W TPEJACTaBICHUHM JTOKYMEHTOB, HEOOXOIWMBIX ISl JTaHHOTO HW3MEHCHWS.
[Tocnenyromee paccMOTpPEHUE W3MEHEHHOTO 3asBJICHUS BBINOJHSIETCA B CPOKH,
yCTaHOBJICHHbIE JIsl u3MeHeHus 11 Tuma ¢ naTel mojiydeHus OTBETA Ha 3aIpoc.

[Tonstue "mpoueaypa ucneitanusg" (test procedure) mmeer To ke 3HaYeHHUE, YTO U "
aHanuTuyeckas Meroauka" (analytical procedure), monsitue "mpenenst” (limits) — umeeT Toxke
3Ha4YeHue, 4To W "KpuTepuu mnpuemieMmoctu" (acceptance criteria). [log "mapameTrpom
cnenupukanuu" TOHUMAETCS IIOKa3aTellb KadyecTBa, B OTHOIIEHHU KOTOPOTO
YCTAHABIMBAIOTCS AaHAJIUTUYECKass METOAUKA W KPUTEPUHM NPUEMIIEMOCTH, HAIMpPUMED,
KOJIMYECTBEHHOE OIpe/ieJieHne, MOJUIMHHOCTh W Cojep)KaHue Bojabl. Takum oOpasowm,
no00aBJICHNE WM HCKIIOYEHUE MapaMeTpa CHeru(UKAIUA BKIIOYAET COOTBETCTBYIOIIYIO
AHAJIMTUYECKYIO METOAUKY U KPUTEPUHU NIPUEMIIEMOCTH.

[Tog nmonsatnem "uHdopMamus 0 JEKAPCTBEHHOM mpenaparte’ moHUMaeTcs o0Iias
XapaKTEepUCTHUKA JIEKAPCTBEHHOI'O MpEenapara, HHCTPYKUUS 110 MEAUIIUHCKOMY MPUMEHEHUIO (
JIMCTOK-BKJIABINT), MAKEThl YMAKOBOK JIEKAPCTBEHHOIO Ipenapara U €ro HOPMaTUBHBIN
JOKYMEHT [0 Kau€eCTBY.

[Tox moHsiTeM "NMUIIEH3UsI HA MPOU3BOJCTBO" TOHUMAETCSI COOCTBEHHO JIMIICH3US WIIH
MHOE pa3pellieHHe Ha MOPOU3BOACTBO, BBIJAHHOE B TOPSAKE, YCTAaHOBICHHOM
3aKOHOAATENBCTBOM CTPAHbI B KOTOPOUM HAXOIUTCS MPOU3BOACTBO.

JlokymeHTbl, 000CHOBBIBatole BHeceHue u3meneHuil IB u Il Ttumos, 3aBucAT OT
XapakTepa TaKuX U3MEHEHUH.

YBeaOMIISATh YIIOJTHOMOYEHHBIE OPraHbl FOCYAapCTB-YWIEHOB 00 OOHOBJIEHHOUM CTaThe
dapmakonen Coro3a unu (papmakomnend rocygapcTBa-ujiieHa He TpeOyercs, eciu B
PETUCTPAIMOHHOM JIOChE 3aPETUCTPUPOBAHHOTO JIEKAPCTBEHHOIO Mpernapara yKka3aHa CChLIKa
Ha aKTYaJIbHYIO PEJaKIHi0. 3asBUTEISIM CIIEIyeT TIOMHHUTh, 9YTO COOTBETCTBHUE OOHOBJICHHON
CTaTh€ JOJDKHO OBITh peanu3oBaHo B TedyeHue 180 kaneHaapHbIX JHEH C maThl ee
OmyOJIMKOBAHUS.

B paszgene I HacTosII€Tr0 AOMOTHEHUS IPEICTABIEH IEPEUEHb U3MEHEHHM, XapaKTEPHBIX
st MOIT u MOBA. Tlocne sxcnepTu3bl TaKUX U3MEHEHUH J1H000€ PETUCTPAIIMOHHOE J0ChE,



coaepskariee cchUlKd Ha 3TH M®DIT 1 M®BA mnoanexut oOHOBJISHUIO B COOTBETCTBUHU C
noapasaenoMm b.V Hacrosuero nononHeHus. Eciim JOKyMeHTauus O IJla3Me 4YeJIOBEKa,
HCIIOJb30BAHHOM B KadyeCcTBE MCXOJHOTO MaTepualia JIEKapCTBEHHOrO IIpemnapara,

MOJIYYEHHOTO M3 TUIa3Mbl, HE TojaHa B kauyectBe MODII, uaMeHeHUs TaKoTo HCXOJIHOTO
Marepuala, OMMCAHHOTO B PETUCTPALIMOHHOM JIOChE, TAKXKE TOKHBI MPOXOIUT SKCIIEPTU3Y B
COOTBETCTBUM C HACTOSIIIUM JIOMTOJTHEHHUEM.

[Ipu oTCyTCTBHMU CcHelIMalbHBIX YKa3aHWH CCBHUIKM B HACTOSIIEM JOTOJTHEHHHU Ha
W3MEHEHHUSI PETUCTPAIMOHHOIO JIOChE JIEKAPCTBEHHOrO IIpenapara IoApa3yMeBaroT
nobaBlieHUE, 3aMEHy WIM HCKIO4YeHHe. Eciii MomnpaBKu K PETHUCTPALIMOHHOMY JOChE
SIBJIAIOTCS UCKIIIOUUTENBHO PENAKIIMOHHBIMU HM3MEHEHUAMHU (MCIPABICHUE TEXHUYECKHX
OIMMOOK M OIEYaTOK), TAKUE U3MEHEHUS PACCMATPUBAIOTCS YIIOJHOMOUYCHHBIMH OpraHaMH (
AKCIEPTHBIMU OpPTaHU3AlMsAMH) B KAa4eCTBE PEIAKIMOHHBIX MPU HAIMYUU TOJIPOOHBIX
nosicieHut B ConmpoBOAUTENHHOM MHUChME K 3asBieHuto (pazaen 1.0 OT/I), B npoTuBHOM
Clly4yae — KaK He3asBJICHHbIC U3MEHEHHUS U, CJIEJIOBATEIIbHO, HEJIOCTOBEPHBIE CBEICHUS

B takux ciaydasx B ¢opme 3asBIeHUS] HECOOXOAMMO YETKO yKa3aTh TaKUE U3MEHEHMUs, KaK
pelaKlIMOHHbIC TpPaBKH, W MPEACTaBUTH rapanTuu B CONpOBOAUTEIILHOM NHCHME K
3asBienuto (pasnen 1.0 OT/I), moaTBepkaaroiue, 4To MPEACTaBICHHBIE PEIaKIIMOHHbBIC
MpaBKKW HE BJIMUAIOT HAa HM3MEHEHUE THUIA KilacCU(UKAIUM TOJJAHHOTO HW3MEHEHHUS.
[IpencraBnsemeble 3asBUTENIEM pPeAaKIIMOHHBIC MPABKHU JOMYCKAIOT UCKIIOUCHUE YCTApEBIIETO
WU W30BITOYHOTO TEKCTa, HO HE HMCKIIOYEHHE MapaMeTpoB CIelU(UKAIMU W ONMUCAHUN
MPOU3BOJICTBA.";

B pazzene A TaOauIIbL:

noapasnensl A.1 — A.7 U3710KUTh B CIEAYIOIIEN peIaKIUu:

"A. AIMWHHCTPaTABHEIC H3MCHECHUS

A.1. U3meHeHne

JepKaTens
HeoOxomumble  JIOKyMeHTHI H
PErucCTpaLOHHO IIpouenypa
yCIIOBUS JIaHHBIE

r o
yOCTOBEPEHUS

a) U3MCHCHHUE

Ha3BaHUA U (WIN)

anpeca

Aepxartens 1 1,3 ALy
pEerucTpanuoHHO

r o

YIOCTOBEPEHHS

06) TpaHchep
PETUCTPALIUOHHO
r o
YAOCTOBEPEHUS
OT  OJIHOTO
JepKaTens



pPErucTpaliuoHHO 2 1,2,3,4 1A
r o

HY

YIOCTOBEPEHHUS

Ipyromy

IOPUIUIECKOMY

JIUITY

VYcnoBus

1. [lepkateib perucTparioHHOTO YIOCTOBEPEHUS JOJDKEH OCTaBaThCs TEM
JKe FOPUANICCKAM JIHLIOM.

2. JlepxaTenb PEruCTPAIMOHHOTO YIOCTOBEPCHUS SBISACTCS IPYTHM
FOPUINICCKAM JIUIIOM.

Joxymenranus

1. Konus JOKYMECHTA, BbIIAHHOTI'O COOTBCTCTBYIOIIUM YIIOJHOMOYCHHBIM
OpraHOM CTpPaHBl PETUCTPALUU IOPUIUYECKOrO JIMIA JepKaTeis
PETUCTPALMOHHOTO YAOCTOBEpEHHUsI (HAaIpUMep, HaJOTOBOTO OpraHa), B
KOTOPOM YKa3aHO HaUMEHOBAHHE M aJpec IOPHIMYECKOTrO JHIA HOBOTO
JIep KaTeNsl PETUCTPALMOHHOTO yIOCTOBEPEHHUSI WIIM HOBOE Ha3BaHME H (
WIN) aJIpec JIepKaTelIsi pErUCTPAllMOHHOTO YAOCTOBEPEHHSL.

2. JlOoKyMEHTHI, OOOCHOBBIBAIOIINE TpaHChEp PETHCTPAIMOHHOTO
yiocToBepeHHs (yIOCTOBEpEHHMH) M TOATBEPKIAIOUIMEe BO3MOXKHOCTh
HOBOTO JIepyKaTeis PEeruCTPallMOHHOTO YIOCTOBEPEHHUsl 00ecrednBaTh
HaJJiexaniee  BBIMIOJHEHHWE BceX  O0s3aHHOCTEH  Jepikarens
PETHCTPAIIMOHHOTO YIOCTOBEPEHUS;

KONHS JIOKYMEHTa, ITOATBEPXKIAIOIIEro TpaHC(hep PEerucTpanroHHOTO
YIOCTOBEPEHHSI OT OAHOTO IOPHAMYECKOTO JINIA IPYTOMY IOPHITIECKOMY
nIy;

MepecCMOTPEHHAs KPaTKasi XapaKTepHCTHKa CUCTEMBI (hpapMaKOHAA30pa I
MePEeCMOTPEHHBIN MacTep-(haill cucteMsl (apMakOHAA30pa, €CIH OH
BKJIFOUECH B PETUCTPALMOHHOE J0CHE;

CBelleHHs 00 OpraHU3ally, OTBETCTBEHHOHN 3a paboTy ¢ peKiiaMalusIMU B
EBpa3uiickoM 3KOHOMUYECKOM COHO3E.

3. TlepecMoTpeHHass B COOTBETCTBYIOUIMX pa3zaeiax HHGpopMaius o
JIeKapCTBEHHOM IIperapaTe.

4. JlokyMeHT (JIOKYMEHTBI), HPEJCTABJICHHBIC IOPUINYECCKUM JIHIIOM,
KOTOpPOMY I€peJaroTCs IOJIHOMOYMS JepiKaTelss PEerncTPaliMOHHOTO
YAOCTOBEPEHUs, IOATBEPXKAAIOMUNA OTCYTCTBHE HW3MEHEHHH B
nH(pOpMaINH 0 JEKAPCTBEHHOM IIpenapaTe, He OTHOCAIINXCS K TpaHchepy
PETHCTPAIIMOHHOTO YAOCTOBEPEHHUS.

A.2. U3menenue (
TOPTrOBOTO
P ) Heobxomumeie  JIOKYMEHTBI H
HAUMEHOBaHUS [Mpouenypa
YCIOBHUS JIAHHBIE
JIEKapCTBEHHOTO

npernapara

a )

JIeKapCTBEHHbBIE

npenaparsl,

3aperucTpupoOBaH

H Bl € B 1 1,2 [Any
COOTBETCTBHUM C

[IpaBunamu

perucTpanuu u

JKCIIEPTU3BI



6 )
JIeKapCTBEHHBIE
mpemnaparsi,
3aperuCTPUPOBaH
HBI€C TOJIBKO B
pedepeHTHOM
roCyHapcTBe

VYcnoBus

1. IToaTBepKACHUE YIIOIHOMOYEHHOTO OpraHa (3KCIePTHON OpraHu3aIug)
pedepeHTHOro0 TOCyJapcTBa MPUEMIIEMOCTH HOBOTO (TOProBOTO)
HauMEHOBAHHUS.

JlokymMeHTanus
1. O6ocHoBaHME 3asgBHUTENS IMPUEMIIEMOCTH HOBOTO (TOProBOro)
HaMMEHOBaHUSI.

2. IlepecMoTpeHHast HHGOPMALHS O JEKapCTBEHHOM IIperapare.

A.3. N3meHenne

HauMEHOBAaHUS

aKTHUBHOH

dapmanetuueck HeoOxomumbie  JIOKYMEHTB U I
o# cyOCTaHIIUU  YCIIOBUS JIaHHbIE ponenypa
Uau

BCIIOMOTaTEJILHOT

O B€IICCTBaA
1 1,2 [Ayy

VYcnous

1. AxTtuBHas (apmareBTHUecKas CyOCTaHIUs (BCIIOMOTATEbLHOE
BEIIIECTBO)

HE U3MEHSIETCS.

JoxymeHrtanus

1. OGocHOBaHUE M3MECHEHUSI HANMEHOBAHUS aKTHBHOH (papMarieBTHIeCKOi
cybcranmuu BO3. [l BcrmoMoraTensHOTO BemIeCTBa — OOOCHOBAaHHE
M3MEHEHHsI CIpaBOYHMKA (KJaccu(rKaTropa) BCIOMOTaTeNbHBIX BEIECTB
Coroza. [loaTBepkneHue TOro, 4YTO W3MEHEHHE COOTBETCTBYET
®apmaxonee Coro3a (€ciM NPUMEHUMO), a NMPU OTCYTCTBUU B HEM —
(apmakonee rocymapcrBa-wieHa. Jlekmapamus, 4YTO HauMMEHOBAaHUE
JIEKapCTBEHHBIX PAaCTUTEIBHBIX MPETApaToOB COOTBETCTBYET aKTaM OPTaHOB
Coroza B cepe oOparieHus IeKapCTBEHHBIX CPEICTB.

2. IlepecmoTpenHas nHpOPMAIHS O JEKAPCTBEHHOM IIpernapare.

A 4. 3meHeHnue
Ha3BaHUsA U (WIN)
anpeca:
npousBoauTeNs (
BKJIIOYAsl, €CIIU
MPUMEHHUMO,
IUIOMAZIKA 110
KOHTPOIIIO
KayecTBa), WIH
JIepkaTens
MOADC, umm
MOCTaBIINKA
aKTUBHOH



(hapmarneBTHYECCK
oif cyOcTaHIHH,
HCXOJTHBIX
MaTepuaos,
PEaKTHBOB HJIU
MPOMEXKYTOUHBIX
MPOIYKTOB,
HCTIOTBH3yEMBIX B
MPOU3BOJICTBE
aKTHBHOU

Heo6xonumeie  JlOKyMEHTHI

IIponenypa
YCIIOBUS TaHHbBIE boueiyp

(apmarneBTHYECK
oii cyocraniyu (
€CJIM yKa3aHO B
perucTpanuoHHO
M JIOChE), €CJIH B
PErHCTPAMOHHO
M a0chbe
OTCYTCTBYIOT
CcepTH(UKATEI
COOTBETCTBHS
EBpomneiickoit
(hapmakoree, WM
MPOU3BOIUTEIIS
HOBOTO
BCIIOMOraTeJabHOT
0 BewlecTBa (eciu
yKa3aHO B
PETHCTPALMOHHO
M JI0Che)

1 1,2,3 1A
YcaoBus

1. TIpow3BoACTBEHHAS IUIOMAAKA W HU OJHA M3 MPOU3BOJCTBEHHBIX
omnepauuil He U3MEHSETCS.

JlokymMeHTauus

1. OdunuanbHelii JOKYMEHT OT YMOJHOMOYCHHOTO opraHa (Hampumep,
HaJIOTOBOT'0 OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE U (WIN) ajapec.
2. ITompaBka K COOTBETCTBYIOILEMY Pa3/elly PETUCTPAIIMOHHOTO 10ChE.

3. Ilpu u3MeHeHWM Ha3BaHHUs JAepKarens MacTep-Qaiiyia akTHBHON
(apmanesTryeckoit cyocranimn (MOADC) — o6HOBIEHHOE "pa3peleHne
Ha goctyn".

A.5. U3menenue

Ha3BaHUS U (WUJIH)

anpeca

MIPOU3BOUTENS

JIEKapCTBEHHOTO

npemnapara, HeoOxomumeie  JIOKyMEHTH H
BKJIOYas YCIIOBUS JaHHBIE
BBIITYCKAOIUE

MJIOMAAKU U

MJIOIMAAKU TIO

KOHTPOIIIO

KavyecTBa

[Ipouenypa



a) JeicTBUs, 3a

KOTOpBHIE

OTBEYaeT 1 1,2 1A
MPOU3BOANUTEND (

UMIOpPTED),

BKJIIOYAKOT

BBIITYCK CEepHii

HY

0) meiicTBus, 3a

KOTOpBIE

OTBEYaeT

npousBoaurens (1 1,2 IA
uMIopTep), He

BKJIIOYAIOT

BBIIIYCK CepHil

VYcnoBus
1. TlpousBoAcTBeHHas IUIONIAAKa, Ha3BaHUE W (WJIHM) aJpec KOTOpOH
W3MEHSIOTCSI, U HA OJTUH U3 MPOIIECCOB MPOU3BOJICTBA HE U3MCHSFOTCS.

JlokyMeHTanus

1. Konust nueH31K Ha NPOU3BOACTBO (TMPH HAIWYKHN) MM OGHUIHAIBHbIH
JIOKYMEHT OT COOTBETCTBYIOLIETO YIOJIHOMOUYEHHOTO OpraHa (Hampumep,
HaJIOTOBOT'O OPraHa),

B KOTOPOM YKa3aHO HOBOE Ha3BaHUE U (MJIK) ajpec.

2. Ecnm npuMeHHMMO, TMOMpaBKa K COOTBETCTBYIOIIEMY pasieiy
PErUCTPAallMOHHOTO JI0ChE, BKIIIOYAsl MEPECMOTPEHHYI0 MH(OPMALHUIO O
JICKapCTBEHHOM IIperapare.

A.6. I3menenne HeoOxonumele  JIOKyMEHTH U
IIpouenypa
kojga ATX YCHOBUS JIaHHbIE

a) U3MCHCHHE

BCJIEJICTBUE

YTBEPKICHUS 1 1 IA
WIH U3MEHEHUs

BO3 koga ATX

0) M3MeHEHHUE 10

WHHAIINATHBE

3asBUTEINIS KOJa,

HE SIBJISIOIIErocs — 1 IB
KO OM,

MPUCBOCHHBIM

BO3

YcnoBus

1. I3meHenue BeaeacTBue yTBepxkAcHUs uinu m3meHeHnst BO3 koma ATX.

JoxymeHnrauus
1. [TepecmoTpenHast nHGOPMAIIHS O JCKAPCTBCHHOM ITpernapare.

A.7.
Hckmouenne
HpOI/I3B0)Z[CTBeHH
OH TUIOIAIKH

(B TOM uHCHe 1A
AKTHBHOU
(hapmarneBTHIECK



oif cyOcTaHIuH,
MIPOMEIKYTOTHBIX
MPOIYKTOB,
JIEKapCTBEHHOTO
npemnapara,
YHAKOBILHEE, HeoOxomumble  JlOKyMeHTHI H
MIPOM3BOIUTEIS, yesoBus [ ITponenypa
OTBETCTBEHHOTO

3a BBIMTYCK CEpHH,

KOHTPOJ

KayecTBa cepui

MW IIOCTaBIIIUKaA

HUCXOJHOTO

MaTepuana,

peaKTHBa WIIH

BCIIOMOTATEIFHOT

0 BemiecTBa (eciu

yKa3aHsl B

perucTpanuoHHO

M JI0ChE))

1,2 1,2 IA

VYcnoBus

1. lomkHO ocTaThCsl He MeHee | paHee 0J00pEeHHON MPOM3BOICTBEHHOMN
TUIoIaAKy (TIPOU3BOANTENS), OCYIIECTBISIIONIEH Te Xe (QYHKIUH, YTO U
MIOJIJIeIKAIIE UCKITIOUCHHIO.

2. UcknoyeHue He JOIDKHO OBITH CJIEACTBHEM KPUTHUECKHX HEJOCTATKOB
TPOU3BOCTBA.

JlokymMeHTanus

1. B myHKTE O BHOCUMBIX U3MEHEHHAX 3asBJICHUS O BHECEHUHN H3MEHEHUI
HEOOXOMMO YETKO YyKa3aTh paHee OJOOPCHHBIX M MPeajiaraéMbIX K
yZIaJIEHHIO TIPON3BOJIUTEINEH, KaK YKa3aHo B pazjeie 2 hOpMbl 3asiBICHHUSL.
2. IlompaBka K COOTBETCTBYIOIIEMY pa3feny (pasgenam)
PETUCTPAMOHHOTO JIOChE, BKIIFOUYAs MEPECMOTPCHHYIO WH(MOPMAIHIO O
JIEKapCTBEHHOM ITpernapare.

nozapaszaen A.8 npusHaTh yTPaTUBLIUM CHITY;
JTONOMHUTH noapazaenamMu A.9 — A.11 cienyroniero coaepxaHus:

A.9. Usmenenus
C EeNbI0
HUCIIpaBJICHUSA
IONYIIEHHBIX
y HeobOxogumble  JIOKyMEeHTHI U
OIlEYaTOK M IIpouenypa
YCIIOBUS TaHHbBIE
omub0K B
TOKyMEHTaX
PETUCTPAIMOHHO

o JOChE

a) HM3MEHEHWUS,

3aTparuBaoLIne

uHpopManmio o 1 1,2 Ay
JIeKapCTBEHHOM

npenapare

>



0) U3MCHCHHUS, HE

3aTparuBamomue 1 1,2 1B
nHpOPMALHIO O

JIEKapCTBEHHOM

npenapare

VYcnosus

1. OmOKY MK ONICUATKU HOCAT TEXHHUUCCKUI XapaKTep M HE OKa3bIBAIOT
BIUSHUS Ha Ka4ecTBO M Oe3omacHOCTh W (wim) 3(h(HEKTUBHOCTH
JICKApCTBEHHOTO IIperapara.

JoxymeHranus

1. TIlompaBka K COOTBETCTByMOIIEMYy pa3feny (paszenam)
PErUCTPALIMOHHOTO JIOChe, BKIIIOYAsl MEPECMOTPEHHYIO MH(OPMAILUIO O
JIEKApCTBEHHOM TIpemnapaTe (eclii MPUMEHHUMO), a TakKe U3MEHEHHUsS B
PEeKHMe pelaKTHPOBAHHSI.

2. OGOCHOBaHME TEXHMUYECKOTO XapaKTepa BBISBICHHON OIIMOKH HIIH
OTICYaTKH.

A.10. M3menenne

HaMMEHOBAHMS,

OpraHU3aIMOHHO-

paBoBOil (hopMbI

unu  ajgpeca

YHOTHOMOHEHHOT HeoOxomumble  JIOKyMeHTHI u

0 opraHa HIH IIpouenypa
yCIIOBUS JTaHHBIE

opraHu3aluu,

OCYILECTBIISIIONIE

I sKcmepTU3y U

perucTpanuio

JIEKapCTBEHHBIX

IpenaparoB

— 1 IA

JoxymeHTtanus
1. IlepecmoTpenHas nHGOPMALHS O JIEKAPCTBEHHOM IIpenapare.

A.11. 3menenue
Ha3BaHUSA

Marepuala
. HeobOxogumble  JIOKyMEeHTH U
NEPBUYHOM IIpouenypa
YCIIOBUS TaHHbBIE
YyHaKOBKHU
JIEKapCTBEHHOTO

npenapara
1 1,2,3 IA

VYcenosus
1. Marepuai cucTeMbl YIIaKOBKH (YKYHOPKH) HE H3MEHUIICS

JlokymMeHTauus

1. Konus uinu cchpljika Ha HOPMaTHUBHBIN JOKYMEHT 00 YTBEPXKICHUH MIIH
W3MEHEHUHN MarepuanoB. Eciy nmpuMeHHMoO, MOATBEpPKJICHHE TOTO, YTO
n3MeHeHue coorsercTByeT @apmakornee Coro3a, a IpH OTCYTCTBHU B HEll —
dapmakoriee rocyaapcTBa-1wieHa.

2. Jlexnapanmsi, 4TO HaMMEHOBAHHE MaTepHaja COOTBETCTBYET aKTaM
opranoB Coto3a B cdepe oOpamieHus JeKapCTBEHHBIX CPEICTB.

3. IlepecmoTpenHas nHGOPMAIHS O JISKAPCTBEHHOM IIpenapare.



pasaen b TabnuIbl U3I0KUTH B CIEAYIONICH pelaKIiu:
"b. U3meHeHus kauecTBa
b.I. AxtuBHas dapmareBTHYECKas CyOCTaHITUS

b.1.a) [Ipon3BoacTBo

b.l.a.l.
N3meHeHue
MPOU3BOIUTENS
HUCXOJHOTO
MaTepuaia (
pecakTHBa,
MIPOMEKYTOIHOTO
MpPOAYKTa),
HCIIOIB3yEMOTO B
npoiecce
MIPOU3BOJICTBA
aKTUBHOH
(hapmarneBTHIECK
oif cyOcraHIun
WIN U3MEHEHHE
HeoOxomumeie  JIOKYyMEHTH H
MIPOU3BOIUTEIIS [Iponenypa
. YCIIOBUS JAaHHEIC
aKTUBHOM
(hapmarneBTHYECCK
oif cyocraniym (
BKJIFOYAs, €CIH
MPUMEHHUMO,
MJIOIIAAKH  TIO
KOHTPOJIIO
Ka4yecTBa), €CIIH B
perucTpanuoHHO
M q0oChe
OTCYTCTBYET
ceprudukar
COOTBETCTBHS
EBpomneiickoit
®dapmaxkornee

a) TpeIaraeMbli
MIPOU3BOTUTEIND
MPUHAJICKUT K
TOW ke TpyIe
1,2.3.4, A
tapmanesruueck 1, 2,3 HY
. 5,6,7,9
WX KOMIIaHUH,
9TO u
000pEeHHBIH

IIPOU3BOAUTEIIb

0) BHeceHHe
HOBOTO
MIPOU3BOIUTEIS
aKTUBHOH
(hapmareBTHYCCK
oif cyOcTaHIuH,
000CHOBaHHO

M®OADC"



B) TpeuIaraeMblid
MIPOU3BOTUTEND
HCIOJb3YET
pe3ko
OTJIMYAIOIUHACS
croco0 cuHTEe3a
WA yCIOBHSA
MIPOU3BOJICTBA,
KOTOpI:-Ie MOFyT
NU3MCHUTH

Bajk HBIE
moka3aTesu
KadyecTBa
aKTHBHOU
(apmarneBTHYECK —
oif cyOcTaHIUH,
TakHe Kak
KaueCTBEHHBIN U
(unm)
KOJIMICCTBECHHBIN
npoduip
npumecei,
TpeOyoImun
KBaJTA(DUKAIIVH,
I H
(hr3UKO-XUMHUIEC
KHE CBOMCTBA,
BIUSIONINE Ha

%
OMOOCTYITHOCTH

Ir) HOBBIHU
MIPOU3BOIUTEIH
Marepuaa,
TpeOyromero
OIEHKH
BUPYCHOM
6e3onacHocTH U (
wim) pucka ['D

) W3MEHEHHE
3aTparuBaeT
OHOJIOTHUECKY IO
AKTHUBHYIO
(hapmarneBTHYECK
yI0 cyOcTaHIuIO (
BKJIIOYAs
HCXOJHBIH
MaTepHaln,
peaKkTus,
MIPOMEKYTOUHBIN
NpOAYKT,
HCIIONb3YOUINIC
ST B IPOM3BOJICTBE

II

II

II



OUOJIOTHYECKOTO —
JICKApCTBEHHOT'O
mpernapara)

€) U3MEHEeHHUe
nopsaka
KOHTPOI I
KadecTBa
aKTUBHOH
(apmarneBTHYECK
o#f cyOCTaHIIMHU:
CMEHa WU 2,4 1,5
nobaBiIeHUE
MJIOIIAKU, Ha
KOTOpPOM
OCYIIECTBISICTCS
KOHTPOJb (
WCIIBITAHUE)
cepuit

’K) BHECCHHE
HOBOTO
l'[pOI/ISBOI[I/ITeJ'[H
AKTUBHOU
(hapmarneBTHYECCK
oif cyOcTaHIHH,
HEe HMEIOIEeNn
MOADPC u — _
TpeOyrotei
OOHOBJICHUS
pasgena 3.2.S
PETHCTPAIMOHHO
ro I0Che
JIEKapCTBEHHOTO

%
npenapara

3) BKIIOYEHUE
aNnbTePHATUBHOU
MJIOMIAJKU  TI0
CTepIITH3aAHA
aKTUBHOH
(hapmaneBTHIECK
oif cyOcTaHIuu ¢
UCIIOJIb30BaHUEM
MeTofa
®apmakoneu
Coro3a,

a TIpH OTCYTCTBHH
B HEU —

c
HCTIOJIH30BAHNEM
METOJIOB JIPYTHX
dbapmakomneit B
COOTBETCTBUU C
Konuenuueit
TapMOHH3AIUH

IA

II

IB



dhapmakonei 1,2,4,5,8
rOCyZapcTB —
JJICHOB
EBpasuiickoro
9KOHOMHYECKOTO
comw3sa,
YTBEpXKACHHON
Pemenuem
Konneruun
EBpa3zuiickoii
SKOHOMHUYECKOM
KOMHUCCHH OT 22
CeHTSOPS

2015 1. Ne 119 (
nanee -
Konnennus
TapMOHHU3AIUH )

U) BHECEHHE
HOBOW IIJIOIIAAKH
1 o 2,5 1,4,5,6 1A

*
MUKPOHU3alIUN

K) HW3MCHEHHS
nmopsgkKa
KOHTPOJS
KadyecTBa
OHOJIOTHYECKOM
aKTUBHOU
(hapmarneBTHIECK
oif cyOcTaHIHHU:
3aMeHa WU
BKJIIOYEHHE
IJIOMIaKU, Ha — — 11
KOTOpoil
OCYIIIECTBIISCTCS
KOHTPOJb (
WCTIBITAHUSA )
cepuii, BKIIIOYast
Oouostornueckuii (
UMMYHOJIOTHYECK
HHu,
HMMYHO-XHMHUYEC
KHIi{) METO]T

) HOBas

IJIOMAKa TI0

XPpaHEHUIO

rJIaBHOTO OaHKa — 1,5 1B
KJIETOK # (WJIH)

paboyero OaHka

KJICTOK

YcnoBus

1. Crmenm¢ukanmuy HCXOTHBIX MaTepUANOB M PEAKTHUBOB (BKJIIOYAs
BHYTPUIIPON3BOJICTBEHHBIE KOHTPOJIHM, METO/IBI aHAIN3a BCEX MaTEPHAJIOB)
WOSHTHYHB paHee ofobpenHsM. Crnenudukanuu (BKIIOUYAS



BHYTPUIIPON3BOJICTBEHHBIH KOHTPOJIb, METO/IbI aHAJIN3a BCEX MaTEpPHAJIOB),
CcrocoOBI MPUTOTOBJICHUS (BKIIIOYAsT pa3Mep CEpHH) U MOIPOOHEIH CIIoco0
CHHTE3a MPOMEXYTOUHBIX NMPOAYKTOB M aKTHBHBIX (hapManeBTHUECKHX
CcyOCTaHIUI HOCHTUYHEI paHee OI00PEHHBIM.

2. AkTuBHas (apMareBTHYeCKasi CyOCTaHIUS HE SBISIETCS OMOIOTHIEeCKOi
WJTU CTEPUIIHLHOM.

3. Ecim B mpomecce MNPOM3BOACTBA HCHOIB3YIOTCS MaTepUabI
YEJIOBEYECKOr0 WIJIM JKMBOTHOTO IIPOMCXOXKIEHHUS W NPOM3BOJIUTEIH
aKTHBHOW (hapMalleBTHUYECKON CyOCTaHIIMU:

HE HCIOJIB3YET HOBOTO IMOCTABIIUKA, B OTHOLUIEHUH KOTOPOTo Tpedyercs
OlLIEHKa BHPYCHOH 0€30IacHOCTH M OlLeHKa cooTBercTBHs Papmakornee
Coroza nnm apyruM ¢apmakonesM B cooTBeTcTBuu ¢ KoHnennueit
TapMOHM3AINH (hapMaKoIeH u

rnaBe 24 IlpaBun mpoBEACHUS HCCICIOBAHUN OHONOTHYCCKUX
JIEKapCTBEHHBIX CPEZICTB, IT0 MHHMMH3AIMH PHCKa IEepefadd arcHTOB
ry6daToil sHHE(paNONaTuH >KUBOTHBIX IIOCPEICTBOM JIEKAPCTBEHHBIX
NpenaparoB AJIsl MEAUIIMHCKOTO U BETEPUHAPHOTO MPUMEHEHNS;
UCIIOJIb3yEeT HOBOTO IOCTaBIIMKA B OTHOLIEHWH KOTOPOTO TaKas OLIEHKa
MIPOBE/ICHA.

4. Tpanchep Meroma CO CTapoil Ha HOBYIO IUIOIIAAKY MPOHU3BEICH
YCIHEIIHO.

5. Cneumdukanus pa3mepa 4YacTHl] aKTHBHOH (apmaneBTHYeCKOH
CyOCTaHIIMM U COOTBETCTBYIOIIMI aHATUTHYECKUI METO/1 HE U3MEHSIOTCS.

JlokymeHTauus

1. Ecam npumeHHMO, IONpaBKa K COOTBETCTBYIOIIEMY pa3fiely (pa3menam)
PETUCTPAIIIOHHOTO 10ChE.

2. TloaTBep>kaeHHE JepKaTeNsl PErucTPalMOHHOIO YJIOCTOBEPEHHUS WU
nepxkatenss MOADC cCOOTBETCTBEHHO, YTO MPOLEAYpPhl KOHTPOJS KadecTBa,
cnocoba cuHTe3a (WM OISl JIEKAPCTBEHHBIX PACTUTEIBHBIX MpPENapaToB —
METOZia HPUTOTOBICHHSA, TIeorpa)uIeckoro HCTOYHHKA IPOMCXOXKIACHUS
pacTuTenbHOH (hapMaleBTHIECKOH CyOCTaHIIMK U IpoIiecca ee MpOM3BOICTBa (
COOTBETCTBEHHO)) U CIeU(UKAIMK aKTUBHON (hapMalleBTUYECKON CyOCTaHI[H
U UCXOJHOTO MaTepuaja, peakTHUBa, MPOMEXYTOYHOTO MPOJYKTa B Ipolecce
MIPOM3BOCTBA aKTUBHOHU (hapMaleBTHYECKOH CyOCTaHIMM (€Ciu MPUMEHHMO)
HE OTIMYAIOTCS OT paHee O0OPEHHBIX.

3. Ceprudukar coorBerctBus EBporneiickoit ®apmakonee no I'D mist imroboro
HOBOTO HCTOYHHMKA Marepuana, Jubo (eciu MPUMEHMMO) JOKYyMEHTaJIbHOE
MOATBEP)KIACHNE TOTO, YTO MCTOYHUK MaTepHaia, MOABEPKEHHBIH pucky 1’9,
paHee HCCIEeNOBaNICs YIOJHOMOYEHHBIM OPTraHOM M OBUIO ITOATBEPXKICHO €T0
cootBercTBUEe Papmakoree Coro3a UM IpyTUM (apMaKoIiesM B COOTBETCTBUH C
Konnenmuei rapmonusanuu ¢papmakoneit u riase 24 [IpaBuin mpoBencHHS
UCCIIeIOBaHUH OMOJIOTMYECKHUX JICKAPCTBEHHBIX CPEJCTB 10 MUHHMH3ALUH
pHCKa Iepefadyr areHToB I'y04aTol sHIe(aNoNnaTHH )KUBOTHBIX ITOCPEICTBOM
JIEKapCTBEHHBIX MTPENapaToB Il MEAUIIMHCKOTO TpuMeHenus. [1pu aTom, Takoe
JIOKYMEHTAIbHOE TOATBEP)KICHNE IOJDKHO BKJIIOYATh B Ce0S B TOM 4HCIIE
CIIEAYIOIUE CBEICHNS: Ha3BaHUE IIPOM3BOAUTENS, BUJ AKHUBOTHOTO U €T0 TKAHHU,
U3 KOTOpBIX IIONy4eH MaTepual; CTpaHa IIPOMCXOXKIEHUS MaTepuana,
HCIOJIb30BaHUE JAHHOTO MaTepuaa B MIPOLUIOM U €ro MPUEMIIEMOCTb.

4. Jlannble aHanmu3a cepuid (B opMe CpaBHHUTEIBHOHN TaONHIIBI) MO MEHBIICH
Mepe JIByX cepuil (10 MeHbIIeH Mepe, ONBITHO-IIPOMBIIUIEHHBIX) aKTHBHOM
(hapmareBTHIECKON CyOCTaHIINM OT TEKYIINX U MpeAIaraéMbIX POU3BOAUTEICH
(TUTOIIAIOK).



5. B 3asBneHMM O BHECEHMHM M3MEHEHHUH W B CONPOBOJIUTEIHHOM IHCHME
HEoOXOIMMO UETKO yKa3aTh paHee OIOOpPEHHBIX H MpeaIaraeMbix
MIPOU3BOIUTENEH.

6. Ecnn aktuBHas QapmaneBTHUYECKas CyOCTAaHIMS HCIONb3YyEeTCsS B KadecTBE
HUCXOAHOTO MaTepHana, AEKJIapanus YMOTHOMOYEHHOTO JIHMIA KaXAO0To
JepKaTens JHUIEH3MH Ha IPOU3BOJCTBO JIEKAPCTBEHHOIO IIpernapara,
YKa3aHHOTO B 3asBICHUHU, WIH YIOJHOMOYEHHOTO JIMIA KaKIOro JepKaTelis
JIUIIEH3UH Ha MPOU3BOJICTBO, YKA3aHHOTO B 3asIBIIEHHH KaK OCYIIECTBISIOLIETO
CTaJMI0 TPOBEJCHUS BBHIITyCKAIOMIETO KOHTPOJS KadecTBa JIEKApCTBEHHOTO
mpenapara. B gekmapanusx HeoOXOIMMO YyKaszaTb, YTO IIPOU3BOIUTEIH
aKTHBHOW (QapManeBTHUECKOH CyOCTaHINH, YyKa3aHHBIH B 3asBICHUH,
OCYIECTBIISET CBOIO JEATEILHOCTh B COOTBETCTBHH ¢ IIpaBuiamu Haanexamien
MPOU3BOACTBEHHOW mpakTuku. [IpM omnpeneneHHbBIX OOCTOSATENLCTBAX
JIOITyCKaeTcsl MpeACTaBisATh | Jeknapanuio (CM. IpUMedaHHe K U3MEHEHUIO
B.11.6.1).

7. OO0s3aTenbeTBO  (MIpU HEOOXOJMMOCTH) IPOU3BOJUTENST aKTUBHOM
(apmaneBTHUECKONH CyOCTaHIIMM OMNOBEIIATh AEPIKaTeNsl PEerHCTPAIIOHHOTO
YIOCTOBEPEHHS O JIFOOBIX M3MEHEHHMSX MPOIIECcca MIPOU3BOACTRA, CHEIUPHUKAIIIH
1 aHATUTUYIECKUX METOAWK aKTHBHON (papMarieBTHUECKOH CyOCTaHIINH.

8. TlongTBepxkaeHme, 4YTO TpeasaraeMas IUIOMAAKa JOJDKHBIM 00pa3oM
JMILEH3NPOBaHA B OTHOIICHUH PACCMaTPUBAEMON IPOM3BOICTBEHHON OIEpanny.
9. JIoKyMEHTBI, TIOATBEP K JAIOLIIE TPUHAUIC)KHOCTD TPOU3BOJUTEIST aKTHBHON
(dapmaneBTHUECKOH CyOCTaHIMH K OIHOM Tpymnme QapManeBTHIecKuX
KOMIMaHUH (Hanmpumep, MHUCbMO MOATBEPXKICHHE).

B npumeHuMBIX cilydasx NOpeacTaBisieTcs
TaK)X€ TECT CpPaBHUTEIbHON KUHETHKHU

pacTBOpPEHMS Ha JIEKAPCTBEHHBIN Ipenapar C
AKTUBHOW (hapMaleBTUYCCKONW CyOCTaHIUEH,
MIPOU3BENICHHON Ha MpexHel miomanke, u 2

%
[Ipumeuanue
cepusMH  JIEKapCTBEHHOTO  IIpemnapara,

MPOM3BEJEHHOTO c AKTUBHOM
(dapmaneBTHIECKOM cyOcraHnuei,
[IPOU3BEICHHON Ha HOBOM NPOM3BOICTBEHHOM
IUIOIIA/IKE.

b.l.a.2. U3menenus mpoiecca
mpou3BojAcTBa akTUBHOW  HeoOxomumele JIOKYMEHTHI U

N IIpouenypa
bapmaneBTHIECKOM YCIIOBUS JTaHHEIC
cyOcTaHIUN
a) HeCYLIECTBEHHOE U3MEHEHHUE
mporecca MPOU3BOJCTBA 1,2,3,4,5,6,
pont P 8 1,2,3 IA

aKTUBHOW (papMmareBTHIecKoi 7
cyOcTaHIUN

0) 3HAYUTEIHLHOC H3MCHCHHE

mporecca  IPOU3BOJCTBA

aKTHUBHOM (papmarieBTHiecKon

cyOcTaHIH, KOTOPOE MOXKET

0Ka3aThb CYLLECTBEHHOE - — 11
BIMSHHE Ha KadecTBo,

06e30MacHOCTh UITU

3¢ HeKTUBHOCTH

JICKApCTBEHHOTO Tperrapara



B) H3MEHEHHE 3aTparuBaer
OMOJIOTHYECKYIO CYOCTaHIIUIO
WIA WCIIOJNB30BaHUE JPYTOTO
BEIIECTBA, IOIYICHHOTO ITyTEeM
XUMHYECKOTO CHHTE3a, IIpHU
MPOU3BOACTBE
OHMOJIOTHYECKOTO
JICKapCTBEHHOI'0 Ipenapara, — - 11
KOTOpOE MOXKET OKas3aTh
CYIIECTBCHHOE BIHSHHE Ha
KayecTBO, 0€30IaCHOCTh MU
3¢ HeKTHBHOCTH
JICKaPCTBEHHOrO Mpernapara u
HE CBSI3aHO C HPOTOKOJIOM
yHOpaBICHUS
MOCTPETUCTPAITNOHHBIMH
M3MEHCHHUSAMHU

I') W3MEHEHHE 3aTparuBaer

JIEKapCTBEHHBIN paCTUTENbHBIN

npemnapar, a HMEHHO

reorpaMuecKnii MCTOYHUK

NPOUCXOXKIAECHUS - — 1I
JE€KapCTBEHHOTO

PaCTUTENBHOTO CHIPbS, CTIOCO0

NpOU3BOACTBA I

MIPUTOTOBIICHUS

I) HECYIIECTBEHHOE
W3MEHEHUE 3aKphITON YacTh — 1,2,3,4 1B
MOADC

Ycnosus

1. HexxenaTenpHOE N3MEHEHHE Ka4eCTBEHHOTO MJIH KOJIMYECTBEHHOTO POhMIIs
npuMeceil mm QU3NKO-XUMHUYECKHX CBOWCTB OTCYTCTBYET.

2. Cnoco0 cuHTE3a OCTaeTcsl TEM K€, TO €CTh IPOMEXYTOUHBIE MMPOAYKTHI HE
W3MEHSIOTCSI ¥ B TIPOIIECC HE BBOJSTCSA HOBBIE PEAKTHBBI, KaTAJIM3aTOPBI WIIN
pactBopuTenu. I'eorpaduueckuil HCTOUHUK MPOUCXOXKACHUS JIEKAPCTBEHHOTO
PACTUTENBHOTO CHIPhS, IPUTOTOBICHUE JIEKAPCTBEHHOTO PACTHUTEIHHOTO CHIPhS
U crnoco0 NPOM3BOJCTBA JIEKAPCTBEHHBIX PACTUTEIBHBIX IPENaparoB He
HU3MEHSIOTCSL.

3. Cneuuduxanum akTUBHOH (apMaleBTHYECKOW CyOCTaHIMHM U
IIPOMEKYTOUHBIX MMPOJYKTOB HE U3MEHSIOTCS.

4. VI3MeHeHHe TTOJTHOCTHIO ONMCHIBAETCS B OTKPHITOM YacTH (dactu "3asBurens'")
MOADC (ecau IPUMEHNMO).

5. AxktuBHas (apMmaneBTHUECKasi CyOCTaHIMS HE SBIsETCS OMOJIOrMYecKOi
cyOCTaHITHEH.

6. M3meHeHNe HEe 3aTparMBaeT reorpaguyeckuii UCTOUYHHUK IPOUCXOXKICHUS
JICKapCTBEHHOTO PACTUTENBHOTO CBHIPBS, CIOCOO TPOM3BOJCTBA WIH
IIPUTOTOBJICHHUS JICKAPCTBEHHOTO PACTUTEIHHOTO MIpernapara.

7. I3MeHeHne He 3aTparuBaeT 3aKkphITyio 9acTh MOADC.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOLIEMY pa3zeiny (paslesiaM) pPerHCTpaliOHHOTO
JI0Che, BKIIIOYas IIPSIMOE CPaBHEHUE TEKYIIIEr0 ¥ HOBOTO ITPOIIECCOB.



2. lanHble aHanu3a cepuii (B (hopMe CpaBHUTEIHHOM TAOJIMIIBI) O MEHbLIEH
Mepe

2 cepuii (110 MeHbIIEH Mepe, ONMBITHO-TIPOMBIIIICHHBIX), MTPOU3BEACHHBIX C
TIOMOIIBIO OJJOOPEHHOTO U TPEIIaraeMoro MmpomeccoB.

3. Kommm yTBepKOeHHBIX CHEHUPUKANUN aKTHBHON (papmareBTHIeCKON
cybcrannuu (B BHJE CCBUIKM Ha COOTBETCTBYIOIIMH JOKYMEHT B
MOCJIEA0BATENBHOCTH PETUCTPANMOHHOTO JOChE WM TIPUIOKEHHA K
COTIPOBOAUTEIIEHOMY THCHMY).

4. TloaTBepkAeHHWE Hep>KaTeNsl PErHCTPAIlHOHHOTO YJIOCTOBEPEHHUS WIIN
nepxatenst MOADC cooTBETCTBEHHO, YTO W3MEHEHHWE KauyeCTBEHHOTO H
KOJINYECTBEHHOTO NpOoQuis NmpuMeced WM (U3NKO-XMMUYECKUX CBOWCTB
OTCYTCTBYET, CIIOCOO CHHTE3a, crielu(UKau akKTUBHOH (hapManeBTHYECKOH
CcyOCTaHIIMH U TPOMEXKYTOUHBIX MIPOIYKTOB HE N3MEHSIOTCH.

HO}I 3HAYUTCIbHBIMHU U3MCHCHHUAMU AKTHUBHBIX
(apmaneBTHYECKUX CyOCTaHUMH, TOJNYyYEHHBIX IyTEM
XMMHYECKOTO CHHTE3a, I0Ipa3yMeBaloTCsl H3MEHEHUs! criocoda
CHUHTE3a WJIHM YCIOBHH IIPOM3BOJCTBA, KOTOPHIE CIIOCOOHBI

[lpyMeyaHnne W3MEHHTH Ba)KHBIC IIOKa3aTeld KadyecTBa aKTHUBHOU
(hapmarieBTHIECKOH cyOcTaHINM, Takne KaK KadyeCTBEHHBIN M (
WIW) KOJHMYECTBEHHBIH mNpoduiab MpuMeceid, TpeOyIomui
KBanM(UKAIUH, WU QU3NKO-XUMHYECKUE CBOWCTBA, BIUSIOIIHIE
Ha OMOIOCTYITHOCTB.

b.l.a.3. H3meHenue pasmepa

cepun (BKIIOYasl JHAIa3OHBI

pa3Mepa cepuu) aKTHBHOH

dbapManeBTHICCKOM

cybcraHuuu ninu Heob6xonumbie JIoKyMEHTHI U
MIPOMEKYTOYHOTO TPOAYKTa, YCIOBHUS JTaHHBIC
HCIIONIB3YeMOTO B TIpoIlecce

IIPOM3BOJICTBA  AKTUBHOH

dbapMareBTHUIECKOMI

cyOCTaHIuU

IIpouenypa

a) yBeJIMYeHHEe pa3Mepa cepuu

mo 10 pa3 mo cpasuenuo ¢ 1,2,3,4,
3aperucTPUPOBAHHBIM 5,6,7,8
pasmepom

1,2,5 1A

0) yMeHBbIIIeHHE pa3Mepa cepuu
1o 10 pa3 mo cpaBHEHMIO C
3apeTUCTPUPOBAHHBIM
pa3mMepom

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

B) U3MEHEHHE TpeOyeT aHann3a

COTMOCTaBUMOCTH

OMONOTHYECKON aKTHBHOH  — - II
bapmareBTHIECKOM

cyOcTaHIun

T') YBEIMUCHHE pa3Mepa cepuu

6omee wem B 10 pa3 mo

CpPaBHEHUIO C - 1,2,3,4 1B
3aperUCTPUPOBAHHBIM

pasmepom

1) yBenudeHue (YMEHbIICHHE)
MaciuTaba TPOHM3BOICTBA



OMOJIOTHYECKOH aKTUBHOM
dbapManeBTHICCKOM
cyOcraHuu 0e3 M3MEHEHHs

- 1,2,3,4 B

mpomecca mpom3BoAcTBa  (
Hampumep, ayOIHpoBaHUE
JIUHUN)

VYcnosus

1. Bce u3MeHeHHsT METOIOB ITPOM3BOJICTBA 3aTParuBaroOT JIMIIb HEOOXOJUMBIE
IIPOIIECCHl AJISl YBEJIWYEHUS WM yMEHBIIEHHsS pa3Mepa CepuH, Halpumep,
UCTIONIB30BaHNE 000PyIOBaHUE APYTOTO pasMepa.

2. Heobxommmo mpenCTaBUTH pe3yibTaThl HCHBITAHUH COTIACHO
crenuUKAIIAM He MEHee 2 CepHuid IpeylaraeMoro pa3mMepa CepHH.

3. PaccmarpuBaeMsblil IeKapCTBEHHBIN MpenapaT HE SBISETCS OMOJIOTHYSCKUM
JIEKapCTBEHHBIM IIPETIapaTOM.

4. VI3MeHeHHNe HE BIUSAET HEXeNaTeNbHBIM 00pa30oM Ha BOCIPOM3BOIUMOCTH
mpolecca.

5. 3MeHeHHe HE IIOJDKHO OBITH CIIEJICTBUEM HEINPEIBUACHHBIX CHTYallWi,
BO3HMKIIMX B X0JI€ TPOU3BOACTBA, MJIM HAPYLIEHHUs CTA0OMIBHOCTH.

6. Creunduxanuum axkTuBHON  (dapmaneBTHueckod  cyocraHuuu  (
MIPOMEKYTOUHBIX IIPOJYKTOB) HE H3MEHSIOTCSL.

7. AKTUBHas (hapMaleBTHYECKas CyOCTaHIIUS He SBISIETCS CTEPHIIbHOM.

8. Pa3smep cepuu HaxozsTcs B mpezene 10-kpaTHOTro 1uanazoHa pasMepa CEpHuH,
IPeTyCMOTPEHHOTO MPH PEruCTPALUU WIH MOCIE MOCIEIYIOIEro N3MEHEHUs
pa3mepa cepui, He ABIsBIIErocs u3MeHeHueM [A tuna.

JlokymeHTamus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3leiny (pa3fesiaM) perucTpanioOHHOTO
JIOCBE.

2. Homepa cepuii UCTIBITAHHBIX CEPHA UMEIOT TIPeIaraeMblid pa3Mep CepHuH.

3. JlanHble aHanm3a cepuii (B OpMe CpaBHUTEITHLHON TaOIHUIIBI) MO MEHbIIEH
Mepe

1 mpoMBILIIEHHON cepuHM aKTUBHOW (apManeBTHYECKONW CyOCTaHIMHM WM
MMPOMECIKYTOUYHOT'O IMMPOJAYKTa COOTBETCTBCHHO, HpOH3Be[leHHOﬁ B YTBCPKACHHOM
u mpeiaraeMom pasmepe. [lo 3ampocy HeoOX0IMMO NPeICTaBUTh JaHHBIE 110
CJIEAYIONIMM 2 TIOJHBIM IPOMBIIUIEHHBIM cepHsiM. [lepkaTers 00s13aH COOOIIUTE
, €CJIN pe3yJIbTaThl aHAJN3a HE YKJIAABIBAIOTCS B CICHU(HUKAINIO U TIPEIUIOKUTh
IJ1aH JEHCTBUH.

4. Kommm omoOpeHHBIX crenupuKanmi akTHBHOW (apMareBTHIecKoi
cyOcTaHIun

(1 TPOMEXYTOUHBIX IPOTYKTOB, €CIM MPHUMEHNMO) (B BHIE CCHUIKM Ha
COOTBETCTBYIOUINI TIOKYMEHT B IOCJIEI0BATEILHOCTHU J1OCHE WM MPHIIOKEHUS K
COTIPOBOAUTEIIEHOMY MHCHMY).

5. IloxprBepskiaeHue Jnepkaresss PErucTPaliOHHOTO YAOCTOBEPEHHUs WIH
nepxkatens M®OPADC cooTBEeTCTBEHHO, 4YTO BCE HW3MEHEHHS METOJOB
MIPOM3BOICTBA 3aTPArvBalOT JIMIIb HEOOXOJUMBIE MTPOLECCHl ISl yBEITHMUCHUS
WIN yMEHBIICHUS pa3Mepa cepud (Harpumep, UCIoIb30BaHHEe 000pyIOBaHUS
JIPyroro pasMepa), M3MEHEHHE He BIHMACT HEXeIaTeIbHBIM 00pa3oM Ha
BOCIIPOM3BOJUMOCTE IIpPOIlECCa; H3MEHEHHE HE SBISETCS CIEACTBHEM
HETIPCABUACHHBIX CHTyaHHﬁ, BO3HUKIOINUX B XO0A€C MNPOU3BOACTBA, WU
HapyleHUs CTAaOMWIBHOCTH; creun(uKaluu akTHUBHOH (apManeBTHYeCKON
cyOcraHnuy (IIPOMEKYTOUYHBIX ITPOIYKTOB) HE U3MEHSIOTCS.

b.l.a.4. N3menenne
BHYTPHUIIPOU3BOJICTBEHHBIX



HCTIBITAHUM WM KPUTEPHUEB

pHEMIEMOCTH, HeoOxogumeie JloKyMeHTH U
HCTIOJTB3YIOMUXCS npu
IIPOU3BOJICTBE  AKTUBHOH

dbapMaieBTUUYCCKOMI

IIpontenypa
YCIIOBUS TaHHBIE POHEAYP

cyOCTaHIIUU

a) yXKeCTOUYeHUE
BHYTPHIIPOU3BOCTBEHHBIX 1,2,3,4 1,2 1A
KPUTEPHEB [TPUEMIIEMOCTH

0) nobaBieHHWE HOBBIX
BHYTPHUIIPOU3BOICTBEHHBIX
WCTIBITAHUNA WM KPUTEPHEB
TIPUEMIIEMOCTH

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

B) UCKJIIOYEHUE HE3HAUMMOTO
BHYTPHUIIPOU3BOIACTBEHHOI'O 1,2,7 1,2,5 1A
HCIIBITAHUS

I') pacupeHre OJ0O0pPEHHBIX
BHYTPUIIPOU3BOICTBEHHBIX
KPUTEPHEB MPUEMIIEMOCTH,
KOTOpBIE MOTYT CYIIECTBEHHO
MOBJIHATh HA COBOKYITHOE
Ka4eCTBO aKTUBHOM
dbapMareBTUUICCKOM
cyOCTaHIIUU

) HCKIIUYEHNE

BHYTPHIIPOU3BOJCTBEHHOTO

UCTIBITAHUS, KOTOPOE MOXKET

CYLIECTBEHHO IOBIMATH HA — - II
COBOKYMHOE  KauecCTBO

aKTHUBHOM (papMarieBTH4ecKon

cyOcTaHIun

e) moOaBlieHWEe WM 3aMeHa
BHYTPHUIIPOHU3BOJICTBEHHOTO
UCTIBITaHUSI U3 COOOpaKeHUH
0€30I1acCHOCTH MJIM KauecTBa

- 1,2,3,4,6 IB

) HE3HAUNTEIbHOE U3MEHEHHE
AHAJUTUYECKON METOIUKH
BHYTPUIIPOU3BOJCTBEHHOTO
KOHTPOJIS

8,9,10,11 1,78 1A

VYeaosus

1. W3MeHeHHe HE SBISETCS CIEACTBHEM KaKOT0-ITHOO 0053aTeNbCTBa,
MIPUHATOTO 10 pe3yJbTaTaM paHee INPOBEIEHHBIX 3KCIEPTU3 C LEIbI0 aHAIM3a
KpUTEPHEB IIPUEMIIEMOCTH CIIelU(UKAIIH (HAIPpUMEp, B X01€ PETHCTPALINHU HITH
BHeceHus nu3MeHnenui Il tuna).

2. H3MeHeHWe He SBISIETCSA CJEACTBUEM HENPEIBUICHHBIX CHUTYalluH,
BO3HUKIINX B XOJ€ MPOU3BOJCTBA, HAIPUMEP, HOBAas HEKBAIU(UIIUPOBAHHAS
[IPUMECh, U3MEHEHUE MIPEIETIOB COAEPKAHNUS CyMMBI TPUMECEH.

3. Jlroboe W3MEHEHHE IOJKHO YKIAJBIBATHCA B JTMANA30H JCHCTBYIONIUX
0JI0OPEHHBIX KPUTEPUCB MPHUEMIICMOCTH.

4. AHanuTHYeCKas METOAMKA HC UBMCHACTCA UJIN U3MCHACTCSI HC3HAYUTCIIBHO.



5. Hu oauH HOBBIM METOJ UCIIBITAHHUS HE OCHOBAH HA HOBOW HECTaHIapTHOH
METO/I0JIOT MY WIIH CTAHIAPTHOM METOJI0JI0THH, UCIIOIb3YEMOI! T0-HOBOMY.

6. HoBBbIit MeTO NCTIBITAHUS HE SBISIETCSI OMOJIIOTHYECKUM (MMMYHOJIOTHYECKHM
, AIMMYHOXUMHYECKNM) HJIH METOJIOM, B KOTOPOM HCIOJIb3YETCs] OMOIOTHUECKUN
peakTuB I OMOJOTHMYECKO aKTWBHOH (papmameBTHdeckor cyOcTaHinu (3a
UCKIIFOYEHHEM CTaHIapTHBIX (hapMaKOIeHHBIX MHKPOOHOIOTHYECKHX METOIOB).
7. IlapameTrp crenupuKamuy HE 3aTpardBaeT KPUTHYECKH mapamerp,
HanpHuMep, 000N U3 CIEeNYIOUIMX: KOJHMYECTBEHHOE OIpe/ielieHHne, MpuMecH (
€CJIM TOJILKO OIPEJIeNICHHBIH PacTBOPHUTENb OJHO3HAYHO HE HCIIOJB3YETCs B
MIPOM3BO/ICTBE aKTHBHOW (hapManeBTHYECKOH CyOCTaHIINM), JII00ast KpUuTHYeCcKast
¢usnyeckas XxapakTeprcTHKa, HaIpuMep, pa3Mep YacTHIl, HACBIITHAS TFIOTHOCTh
JI0 ¥ TIOCJIE YIUIOTHEHHS], HCIIBITAHNE Ha MOVTHHHOCTD, BOJIA, TI000€ H3MEHEHHUE
Y4aCTOTHI HCIIBITAHH.

8. B coorBerctBum c aktamm opranoB Coro3za B cdepe oOpameHus
JIEKapCTBEHHBIX  CPEACTB, MpPOBEJEHa HE0OXoAMMas  BaJlHAaLHd,
MOJTBEPKAAIONIAsl, YTO OOHOBJICHHAs aHAINTHYECKas METOJAMKA MO MEHbLIeH
Mepe SKBUBAJICHTHA IPEIbIIYIIEH.

9. Ilpenmenbl coaepx aHuUsi CyMMbl TpUMeceil HE HW3MEHHWJIHCh, HOBBIE
HEeKBaJM(PUIIMPOBAHHBIE TIPUMECH He 0OHAPY KEHBI.

10. Merox aHanu3a He HM3MEHWICS, a METOJAMKAa aHajan3a W3MEHWJIach
HE3HAYUTENILHO (HapuMep, N3MEHEHHE JUTMHBI KOJIOHKH WIHM TeMIIepaTyphl, HO
HE JPYyTroil BUI KOJIOHKH).

11. Meron ucmbITaHUS HE SBISETCS OMOJOTHYECKUM (MMMYHOJIOTHUECKHM,
NMMYHOXHMHYECKHUM) WJIX METOJIOM, B KOTOPOM HCIIOJIb3YETCsI OMOIOTHUECKUH
peaxTHB I OMOJIOTHIECKON aKTHBHON (hapMarieBTUIECKO CyOCTaHIINN

(32 HWCKIIOYEHHWEM CTaHIApPTHBIX (papMaKOMEHHBIX MHUKPOOHOIOTHIECKAX
METOJIOB).

JoxymeHrauus

1. TlompaBka K COOTBETCTByWOIIeMYy pa3neny (paszenam)
PETUCTPAIIIOHHOTO JI0ChHE.

2. CpaBHuTenpHas Tabmuma TEKymUX ©  IpeaiaraeMbIX
BHYTPUIIPOU3BOACTBEHHBIX UCIIBITAHUI.

3. IlompoOHOe omucaHHe HOBOW He(apMaKOICHHONH aHATWTHYECKOU
METOAUKH U JAHHBIC 110 BaJIMAalluH (B COOTBETCTBYIOIIUX cnyqaﬂx).

4. JlaHHbBIe aHANM3a JBYX MPOMBIIIJICHHBIX CepUil (A7 OHOJIOTHYECKHUX
AKTUBHBIX (bapMaL[eBTI/l‘-IeCKI/IX Cy6CTaHLlPII7[, B OTCYTCTBHUC HOJIPKHBIX
000CHOBaHHMMH, —

3 IpOMBILIJICHHBIE CEPUH) aKTUBHOM (hapMalleBTHUECKON CyOCTaHIIMU 1O
BCEM IlapaMeTpam Crelu(pUKaIHH.

5. OOocHoBaHue (OIEHKa pHUCKOB) CO CTOPOHBI JepiKaTeis
pErucTpallMOHHOrO0 yjaocTtoBepeHuss wuiau gepxarens MOAOC
COOTBETCTBEHHO, MOATBEPKIAIOIIAE, YTO BHYTPHIIPOHU3BOJICTBEHHBIC
apaMeTpHI SBJLIIOTCS HE3HAYUMBIMH WITH YCTAPEBITUMH.

6. OOocHOBaHWE CO CTOPOHBI [EpXKaTelsd PETHCTPAIHOHHOTO
yanocroBeperust unu nepxarensi MPADPC cOOTBETCTBEHHO HOBBIX
BHYTPHUIIPOU3BOJACTBCHHBIX HUCIIBITAHUHN U MpeaciioB.

7. CpaBHUTENbHAS Ta0JINIIa U3MEHEHUH aHATUTUIECKON METOIUKH.

8. IMompobHOe ommcaHWe HOBOW HehapMaKONEHHON aHaTUTHYECKON
METOIMKH W JaHHBbIE MO BaJUAalMU (B COOTBETCTBYIOIIMX CIIy4asx)
MOJTBEPXKAAIOIINE, YTO OOHOBICHHAs aHAJIUTHYECKass METOJIUKA II0
MEHBIIEH Mepe SKBUBAJIICHTHA ITPEAbLIyIICH.



b.l.a.5.
HU3meHeHUe
aKTHBHOH
(hapmaneBTHIECK

ot cyOcTaHIIH
HeobGxomaumere

yCIOBUS
IpenaHaeMUYecK

ou
HaHJIEeMHYECKOM
BAKIIUHBI IS
MpodUIAKTHKH
rpumnmna

JoKyMEeHTBI
JaHHBIC

CE30HHOMH,

niIn

a) 3aMcHa
mTaMMma (
MTaMMOB)
CE€30HHOMH,
MpenaHIeMUYCCK
oM
MaHJIEeMUYECKON
BaKIWHBI IS
MPOQIIIaKTHKA
rpunma

HiIn

b.1.6.1.

N3meHeHue

napamMeTpoB
crieuuuKayu 1

(umn) xKpuTepueB
MPUEMIIEMOCTH
aKTUBHOH
(apmarneBTHYECK

o#f cyOcTaHIUH,
HCXOJHOTO Heobxonumbie
MaTepuaia ( ycnoBus
MPOMEKYTOYHOTO
NPOAYKTA,

peaKTuBa),
HCIOJB3YCMBIX B

JloxyMeHTBI
JIAaHHBIE

npoiecce
MPOU3BOJICTBA
aKTHBHOH
(hapmarneBTHIECK
oif cyOcTaHIINN

a) y)XecToueHue
KPHUTECPUCB
MPUEMIIEMOCTH
crienupuKaIm
OMOJIOTHYECKOTO
JICKaPCTBEHHOTO
npenapara (B
COCTaB KOTOPOTO
BXOIHUT aKTHBHAs

(hapmaneBTHIECK 1,2,3,4

u
[Ipouenypa

II

b.1.6) KonTtposb kauecTBa akTUBHOM (hapMalieBTUUECKON CyOCTaHIIUN

u
IIpouenypa

[Any



ast cyOcTaHIus), 1,2
MOJUTeKAIIETO

BBIIIYCKY CEpui

o¢pHUIIHaTBEHBIM

KOHTPOJbHBIM

opraHom

rocyJapcTBa-uie

Ha

6) yxectoueHue
KpPUTEPUEB
MPUEMIIEMOCTH
crenuQuKau

1,2,3,4 1,2

B) no0aBieHHE B
crieiu(pUKAIHIO
HOBOTO

napametpa u 1,2,5,6,7 1,2,3,4,7

COOTBETCTBYIOLIC
ro eMy MCETOJa
HUCHBbITAHUSA

I') HCKIIOYEHUE
HE3HAYUTEIHHOTO
nmapameTpa
crierupuKranuu (
HaTmpumep,
HCKITIOUYEHHE

1,2,8 1,2,6

yCTapeBIIETO
napameTpa)

1) HUCKIIOYEHHE
napaMmerpa
crierupUKaIuy,
KOTOPBIH MOXeT
CyIIECTBEHHO
MOBJIUATH Ha
COBOKYIHOE
Ka4eCTBO
aKTUBHOH
(hapmareBTHICCK
oif cyOCTaHIIUU U
(unm)
JIEKApCTBEHHOT'O
npenapara

€) HM3MEeHeHHe,
BBIXOJAIIEE 3a
0100pCHHBIN
Iuama3oH
KpUTEpUECB
MPUEMIIEMOCTH
crieruuKamii
AaKTHUBHOU
(hapmarneBTHIECK
oif cyOcTaHIINU

IA

IA

IA

II

II



) pacUIMpeHue
0100PEHHBIX
KpUTEpHUEB
MPUEMIIEMOCTH
crienu UK
Ha HCXOJHbIE
MaTepHUuaIbl (
MIPOMEKYTOYHBIE
HPOAYKTHI),
KOTOpBIE MOTYT
CyIIECTBEHHO
MOBIUATH Ha
COBOKYIHOE
Ka4eCcTBO
aKTUBHON
(hapmarneBTHIECK
oif cyOCTaHIINY H
(unm)
JIEKapCTBEHHOT'O
npenapara

3) noOaBieHHE
nmm  3ameHa  (
MUCKII0Yas
OHOJIOTHUECKY IO
CyOCTaHIIHIO)
mapameTpa
cnenupuKau 0 —
COOTBETCTBYIOIIIE
ro eMy Meroja
UCTIBITAHUS U3
cooOpaxeHui
Oe3omacHoOCTH
WK KayecTBa

W) eciah Ha
AKTUBHYIO
(hapmareBTHIECK
VIO CyOCTaHITUIO
OTCYTCTBYET
CTaThs
®apmaxoneu
Coro3a unu nHOU
dhapmakormeu
COTJIaCHO -
Konuenunun
rapMOHHU3AIINH,
U3MEHCHUE
coOcTBeHHOH
cnenuduKanuu
MIPOU3BOIUTEIS
Ha  CTaThIio
dhapmakonen
TPETHEN CTpaHbl

1,2,3,4,5,7

1,2,3,4,5,7

II

IB

IB



K) nobaBieHue
WK 3aMeHa B
cnenuduKanuu
HOBOTO
noKasareist |
COOTBETCTBYIOLIE — I
ro eMy Merojna
UCTIBITAHUS IS
O6uostornueckoit (
UMMYHOJIOTHYECK
Oil) aKTUBHOM
(hapmaneBTHIECK
ol cyOcTaHIun

VYcnosus

1. V3MmeHeHue He SBISETCS CIEACTBHEM JIIOOOr0 00s3aTeNbCTBA,
MPHHATOTO MO pe3yibTaTaM paHee IPOBEICHHBIX IKCIEPTH3 C IEIbIO
IepecMoTpa KPUTEPHEB MPUEMIIEMOCTH crienu(HUKaiK (HalpuMep, B X011e
perucTpanyy JEKapCTBEHHOrO NpernapaTa Wid BHECEHUU u3MeHeHui 11
THIIA).

2 V3MeHeHMe HE SBISIETCS CIEICTBHEM HENPEIBUACHHBIX CUTYalUH,
BO3HUKIIMX B  XOJI€ IIPOU3BOJCTBA, HANpUMEP, HOBOHU
HEeKBaNU(UIIMPOBAHHONH NpPUMECH, U3MEHEHUS IPEAEiOB COJEepKaHUS
CYMMBI IIPHUMeECeH.

3. Jlroboe W3MEHEHHWE [OJKHO YKIIAAbIBaThCS B JHAra3oH TEKYIIHX
0JI0OOPEHHBIX KPUTEPUEB MTPUEMIIEMOCTH.

4. AmnanuTudeckas METOJWKAa HE HW3MEHSETCS WM HW3MEHSEeTCs
HE3HAYHUTEIBHO.

5. HoBelif MeTOn HCHBITaHUS OCHOBAaH Ha OOIMMX METOAAX aHaln3a,
onucaHHelx B Papmakonee €033, a NpU OTCYTCTBUM B HEM — Ha
OCHOBaHHH METOJIOB, OMMCAHHBIX B MHBIX (papMaKkomesiX B COOTBETCTBHHU C
Konuenuueit rapmonuzauuu (Hanpumep, BOXX, cnexrpodoromerpus,
TUTPUMETPHS U JAP.).

6. HoBbIii MeTOJ HCHOBITAaHUS HE SBISETCS OuoJorHYecKuM  (
UMMYHOJIOTHYECKUM, UMMYHOXUMHUYECKUM) WM METOJOM, B KOTOPOM
UCIIOJIB3YeTCsl OMOJIOTHYECKUI PEeaKTHB JUIsl OMOJIOTHYECKOH aKTUBHOM
(hapMareBTHIECKON CyOCTaHITHH

(32 MCKIIFOUYCHNEM CTaHJApPTHBIX (apMaKONEHHBIX MHUKPOOHOIOTHUECKIX
METOJIOB).

7. V3meHeHue mr000r0 MaTepHaia HE 3aTparuBacT T€HOTOKCHYHYIO
npumeck. Ecnu M3MeHEHHe 3aTparuBaeT akTHBHYIO (papMareBTHUECKYFO
cyOCTaHIUIO

(32 HMCKIIOYEHHEM OCTATOYHBIX PACTBOPHUTEIECH, KOTOpPbHIE IOJIKHBI
COOTBETCTBOBAThH IIpE/eiaM, YKa3aHHBIM B COOTBETCTBYIOUICH CTaThe
®dapmakonen Coro3a), KOHTPOJb OO0 HOBOW NPUMECH JIOJDKEH
cooTBeTcTBOBaTh Papmakonee Coro3a, a MpU OTCYTCTBUU B HEW — MHOM
(hapmaxoniee B cooTBeTcTBUH ¢ KoHIIemIMel rapMOHH3aIIH.

8. INapamerp crenuduKkay He 3aTparvBaeT KPUTHUECKHH Mapamerp,
HampuMmep, JI000W W3 CIeRyIOMUX: KOJIMYECTBEHHOE OIpeAeICHHE,
nprMecH (€CIIM TOJBKO OIPENEIECHHBI PAaCTBOPHUTENb OJHO3HAYHO HE
HCTIONB3YETCs B IPOU3BOJICTBE aKTUBHOW (hapMaIieBTHIECKOI CyOCTaHIINN)
, II00ast KpuTHyeckas Gpu3ndeckas XapakTepHCTHKA, HAIpUMep, pa3Mep
YaCTHIl, HACBIIIHAS IJIOTHOCTH JI0 M TOCJE YIUIOTHEHHS, UCTIBITAHUE Ha
MIOJUTMHHOCTb, BOJIA, JIF000H MPOITyCK UCTIBITAHHUSI.



JoxymeHnrauus

1. TIlonmpaBka K COOTBETCTByIOLIeMYy pa3feiay (paszaenam)
PETHCTPAILIMOHHOTO JIOChE.

2. CpaBHHTENIBHAS TA0IMIA TEKYIUX U TIpeUIaraeMbIX crielnuKanuii.

3. MonpobHOe ommcaHue JOOOW HOBOW AHATUTUYECKOW METOIUKU H
JIaHHBIC 110 BAIMAAINH (B COOTBETCTBYIOIMINX CITydasX).

4. JlaHHbIe aHAIM3a 2 TPOMBIIIJICHHBIX CEPHUi (B OTCYTCTBHE 000CHOBAHHMS
00paTHOTO 1711 OMOOTHYECKUX aKTUBHOH (papMareBTHIeCKUX CyOCTaHIIni
— 3 cepuH) COOTBETCTBYIOIICH aKTUBHON (DapMaIleBTHUECKOH CyOCTaHIINN
0 BCEM MapameTpam crielin(pUuKaimm.

5. B COOTBETCTBYIOIIMX CIIy4asiX JaHHbIE TECTA CPABHUTEIbHOU KUHETUKHU
pacTBOpeHUs] JIEKAPCTBEHHOTO Npernapara, COACpKallero akTHBHYIO
dbapManeBTHYCCKYI0 CYOCTaHIMIO 10 MCHBIICH Mepe wu3
OTIBITHO-NIPOMBIIUIEHHON CEPHUH, COOTBETCTBYIOUIYIO JEHCTBYIOIIUM M
IpeIaraeéMbIM CriennpUKaUsIM.

B oTHOImIEHNM JIEKApPCTBEHHBIX PACTHTEJBHBIX IPENapaToB MOTYT OBITH
JIOCTATOYHEI TaHHEIC CPABHUTEIFHON pacalaeMOCTH.

6. OOocHoBanme (OIEHKa pHUCKOB) CO CTOPOHBI JAepiKaTessd
PETUCTPAIlMOHHOTO yHaocToBepeHUs wmm nepxarenss MOADC
COOTBETCTBEHHO, IOATBEPXKAAIONINE, YTO BHYTPHIIPOU3BOJICTBEHHBIN
mapaMeTp SBISETCS He3HAUMMBIM M yCTapEeBIIHM.

7. OOoOCHOBaHHE CO CTOPOHBI JEpXKaTeydsl PEerucTParuOHHOTO
ynoctoBepeHuss unu gaepxkarens M®OADC COOTBETCTBEHHO HOBBIX
napameTpa crenupuKanui U KpUTEpHUEB IPHEMIIEMOCTH.

b.1.6.2.

N3meHeHue

AHAJIMTUYECKOU

METOAUKHU

aKTUBHOU

(hapmaneBTHIECK

oif cyOcraHIIUn

I HCXOTHOTO

MaTepuaia ( Heobxommmeie  JIOKyMEHTHI H ITporenypa
MIPOMEXYTOYHOTO YCIIOBUSA JTaHHBIE
NpPOIYKTA,

peakTuBa),

HCTIOTBh3yEeMBIX B

npoimecce

MPOU3BOCTBA

aKTUBHOU

(hapmareBTHYECK

oif cyOcTaHIINU

a) HEe3HAYMMbIC

W3MEHEHUS

0100pEeHHOM 1,2,3,4 1,2 IA
AHATMTUYECKOM

METOIUKH

0) uCKIIOYCHUE
aHAJTUTHYECKOU
METOJUKH
AaKTHUBHOU
(hapmarneBTHIECK
oif cyOcraHIIUn



WIH HCXOJHOTO
MaTepuala (7 1
MIPOMEXXYTOYHOTO

HpPOAYKTa,

peakTuBa), eciu

aNbTepHATUBHAS

e #

aHAJINTHYECKas

METOJINKa YK€

onobpeHa

B) Tpouue
H3MEHEHUS
aHAJTATHYCCKON
METOIUKH (
BKJTIIOYAs 3aMEHY
uiau 1o0aBieHUE)
peaKTHBa,
KoTOopas He
OKa3bIBaeT
3HAYMMOTO

1,2,3,5,6 1,2

BIUSHUS Ha
COBOKYITHOE
Ka4yecTBO
AKTHUBHOU
(hapmaneBTHYECCK
oif cyOcTaHIINU

T') CyIIECTBEHHOE
M3MEHEHHE WITH
3aMeHa
OHOJIOTHYECKOTO
(
HMMYHOJIOTHIECK
oro,
HMMYHOXHUMHUYEC
KOro) MeTona
HUCHBITAHUS WA — -
MeTona, B
KOTOPOM
UCIIONB3YEeTCs
OUOIOTHYECKHI
peaKkTuB s
OMOJIOTHIECKOM
aKTHBHOU
(hapmarneBTHIECK
oif cyOcTaHIINN

1) mOpodue
H3MEHEHHUS
aHAJTATHICCKON
METOIUKH (
BKJIFOYAs
I00aBIIeHHE WIIN
3aMeHy)
AKTHBHOU -

IA

IA

II

IB



(hapmanieBTHUECK 1,2
oif cyOcraHIIUU
WIA HCXOMHOTO

MaTepuaia (
MIPOMEKYTOUHOTO
MIPOAYKTA)
YcnoBust

1. B coorBerctBHM c akTtamu opraHoB Coroza B cdepe obOparieHus
JEKapCTBEHHBIX CPEACTB, IpOBEIEHAa HEoOXOoauMasi BaHIAINs,
MOATBEPXKAAIOIIAsA, YTO OOHOBJIEHHAs aHAJIUTHYECKas METOIHWKa II0
MEHbIIIEH Mepe SKBUBAJICHTHA MPEbIIyIICH.

2. Ilpenensl comepxaHus CyMMBlI IpUMeced HE H3MEHWINCh, HOBBIE
HEeKBaJIH(PUIPOBAHHBIE TIPIMECH He 0OHAPY KEHBI.

3. Meton aHanu3a He U3MEHWICS (HallpuMep, N3MEHEHHE JUITMHBI KOJOHKH
WJIH TEMIIEpaTyphl, HO HEe APYTON BUA KOJIOHKH UIH METOJ).

4. Meton ucCTIbITaHHS HE SBIISETCS OMOIOTMYECKUM (MMMYHOJIOTHYECKHM,
UMMYHOXMMHUYECKUM) WJIH METOJIOM, B KOTOPOM HCIOJIb3yeTCs
Omoylormyeckuif  peakTHB Uil  OMOJIOTMYECKOH  aKTHBHOM
(hapmaneBTHUECKON CyOCTaHIMM (32 WCKIIOYEHHEM CTaHIAPTHBIX
(hapMaKOIIEHHBIX MUKPOOHOJIOTHYECKIX METOJIOB).

5. HoBblli MeTON HCIBITAaHMS OCHOBAaH Ha OOIIMX METOJAaX aHalIu3a,
onucaHHelx B Papmakomnee cor03a, a NpU OTCYTCTBUM B HEH — B
®apmakoree TocynapcTBa-wieHa WM NPH OTCYTCTBHH B YKa3aHHBIX
(dhapmakonesx — uHOH (apmakornee coriacHo Konuemniuu rapMoHu3anuu (
HarpuMmep, BOXKX, ciekrpodoTomerpus, THTpUMETPHS U Jp.).

6. AxTHBHas (apmaneBTHUECKas CyOCTaHIMs He SBISIETCS] OMOIOTHUECKOM

7. AnprepHaTHBHas aHAIMTHYECKass METOAMKAa JUIS IOKa3aTels
crenuQuKaIiy yxe oJo0peHa.

JlokymMeHTanus

1. TIlompaBka K COOTBETCTByMOIIEMYy pa3neny (paszenam)

pPErHCTPallMOHHOI'0 JI0Che, BKJOYAas ONUCaHHE aHAJIUTHYECKOM

METOJIOJIOTHH, pe3lOMEe JaHHBIX [0 BaJWJAlMH, NEPEeCMOTPEHHBIE
crenuQuKay Ha IpuMecH (eciu IPUMEHHMO).

2. CpaBHHTEJBHBIC pE3yJbTAaThl BaJWIAIMM WIM TPU HAIHYUU
000CHOBaHMsI CpPAaBHHUTEJIEHBIC PE3YJbTaThl aHAJIM3a, MOATBEPXKIAIOIINE,
YTO TeKyIlee W IIpeliaraeMoe HCIbITaHWe SKBUBaJCHTHBI. Hacrosmiee
TpeOOBaHNE HE NMPHUMEHSETCS, €CIH J00aBIAeTCS HOBasl aHATUTHYECKAs
METOJUKA.

b.1.B) YakoBo4HO-yKymnopo4Hasi cuctema

B.I.s.1.

HU3meHeHHne

NEePBUYHON
p Heob0xomumeie  JIOKyMEHTHI H

YyHaKOBKH [Ipouenypa

N YCIIOBUS JIaHHBIE
aKTHUBHOHM
(hapmarneBTHIECK

oif cyOcTaHIINN

a) Ka4yeCTBEHHBIN

u (unm)
KOJINYECTBEHHBIN
cocTaB (

NU3MCHCHHUC



cocTaBa
Marcpuaia 1,2,3 1,2,3,4,6 1A
YIaKOBKH,

U3MEHEHHE

MaTepualna

YHAKOBKH HJIN

cTaHgapra

KadyecTBa

MaTepHana)

0) KaueCTBEHHBIMH
u (nnwm)
KOJINYECTBEHHBIN
cocrTas (
W3MEHEHHUE
cocTaBa
MaTepuala
YIaKOBKH,
U3MEHEHUeE
MaTepuala
YIaKOBKH TUIH
cTaHgapra
KayecTBa
Martepuaia) s
CTEPUJIbHBIX WM
HE3aMOPOKEHHBI
X OMOJIOTHIECKUX
AKTHUBHBIX
(hapmaneBTHIECK
WX cyOCTaHIUH

B) Ka4eCTBEHHBIN
u (unm)
KOJIMYECTBEHHBIN
cocTaB (
U3MEHEHUeE
cocTaBa
MaTepuala
YIaKOBKH,
U3MEHEHHUE
MaTrepuana - 1,2,3,5,6 1B
YHOAKOBKH HIJIU
cTaHaapra
KadyecTBa
MaTepuaia) Juis
KHIKHUX
AKTHUBHBIX
(apmarneBTHYECK
ux cyocranuuii (
HECTEePUJIbHBIE)

VYcenosus
1. ITo COOTBETCTBYIOLIMM CBOWCTBaM IpeularaéMblii yNaKOBOYHBII
MaTepuall o0 MEHBIIEH Mepe JOIKEH ObITh SKBUBAJICHTHBIM 000pPEHHOMY



2. HayaTel COOTBETCTBYIONINEC HCCICAOBAaHUSA CTaOMIBHOCTH B
COOTBETCTBUU

¢ akramu opraHoB Coro3a B cdepe 00paIieHus JCKapCTBEHHBIX CPEJICTB U
3asBUTEJIEM HAa MOMEHT BBEICHHS M3MEHEHHUH NpOaHaJIu3UPOBaHBI
COOTBETCTBYIOIIME MapaMeTpbl CTaOWIBPHOCTH HE MEHee 4eM Ha 2
ONIBITHO-IIPOMBIIUIEHHBIX WM IPOMBIIUICHHBIX CEpUsSX, B €ro
pactopsKeHUH HaXOAATCS YIAOBIECTBOPUTEIbHBIE PE3YIbTAThI 10 MEHBIIICH
Mepe

3-MeCsIYHOTO M3Yy4YeHUs CTaOMIBbHOCTH. B ciyuae ecnu mpezyaraemast
yHakoBKa 0ojiee yCTOWYHBA MO CPABHEHUIO C 3aPETUCTPUPOBAHHOM,
3-MecsYHbBIC JaHHBIC 1O CTAOMIBLHOCTH He TpeOyrorcs. [lo 3aBepuieHUU
TaKUX HCCIEJOBaHUN, €CIU pe3ylNbTaThl HE YKJIAJIbIBAlOTCS B
crenn(pUKANY WU TTOTCHIMAIEHO MOTYT HE YIOXKHUTHCS B CHCH(DUKAIINT
Ha KOHEI[ CpoKa TOOHOCTH (Teproma IOBTOPHOTO HCHBITAHUA), HX
HEO0OXOIUMO HEMEJIEHHO IIPEACTaBUTh YIOJTHOMOYEHHOMY OpraHy
Hapsy C npejaraéMbiM IJIAHOM JAEHCTBUM.

3. Hckmioyass cTepwsibHBIC, >KHAKAE W OHOJOTHMYECKHE AaKTHBHBIE
(hapmarieBTHUECKUE CyOCTaHIINY.

JoxymeHTtanus

1. TlompaBka K COOTBETCTByWIIeMYy pa3neny (paszeiam)
PETUCTPAIIOHHOTO JI0ChHE.

2. HeoOxoammele maHHBIE 0 HOBOH YIIaKOBKE (HAaIpHMep, CPaBHUTEIHHEBIC
JAaHHBIC 110 MPOHUIAEMOCTH, HANPUMeEp, AJIS 02, COZ’ BIIATH H JIp.),

BKIIOYas MOATBEPXKICHHE TOr0, 4YTO MAaTepHal COOTBETCTBYET
(hapmakomneiiHEIM TpeOoBaHHWAM WM akTam opraHoB Coro3a o
0€30MaCHOCTH MaTepHAIOB KOHTAKTHPYIOLIMX C MTUIIEBOH MPOIYKIHEH, a
IIpU OTCYTCTBUM B HUX — 3aKOHOAATCIILCTBY I'OCyAapCTB-4JICHOB B 4acCTH,
He yperyJIMpoBaHHON akTaMu opraHos Coro3a.

3. B COOTBETCTBYIOIIMX Clydyasx HeoOXOIHMMO MpPEJCTaBHUThH
MOJATBEPXKJIEHHE , YTO B3AaUMOJCHCTBHE MEXIY COJEPKUMBIM H
YIaKOBOYHBIM MAaTEpHUAJIOM HE NPOUCXOAWT (HAIpUMEp, OTCYTCTBYET
nepeMeleHHe KOMIIOHEHTOB NpeJlaraeMoro Marepuajga B ero
COEPXKUMOE, KOMIIOHEHTHI aKTUBHOH (hapMalleBTHYEeCKOH cyOCTaHIMN He
HepexosIT B YNAKOBKY), BKJIIOYas IMOATBEP)KICHUE, YTO MaTepHall
COOTBETCTBYET COOTBETCTBYIOIIUM (papMakomneilHbIM TpeOOBaHHUSIM WIIU
akTaMm opranos Coro3a 0 0€30IaCHOCTH MAaTepHaIOB KOHTAaKTHPYIOLIUX C
MUIIEBON TPOIYKINEH, a MPH OTCYTCTBHHM B HUX — 3aKOHOJATEILCTBY
rOCyIapCTB-4YJICHOB B YaCTH, HE yPETyJIHUPOBaHHOM akTamMu opraHoB Coro3a

4. IloaTBepKAEHUE AEpKATENs PErHCTPALMOHHOTO YIOCTOBEPEHHS HIIN
nepxatens MOADC, gyro TpebyeMble HCCIEIOBAHHS CTAOMIBHOCTH
Ha4aThl B COOTBETCTBUU C akTamu opraHoB Coro3a B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEICTB (C YyKa3aHHEM HOMEPOB Cepuif); M 4TO (B
COOTBETCTBYIOIINX CIy4asx) Ha MOMEHT pealn3aliil U3MEHEHHH B €ero
pacropsKeHun HaxO0HUJINChH Tpebyemble MUHHMaJIbHBIE
YIOBJIETBOPUTEIbHBIE JaHHBIE MO CTAOMJIBHOCTH W, YTO WMEIOIIHECS
JTAaHHBIE HE CBHUIETEIICTBOBAIN O KakoW-1ubo mpobieme. Heobxoammo
TaKk)ke MpeJCTaBUTh MOATBEPKICHHE, YTO HCCIENOBaHUS OyayT
3aBEpILIEHbl, W, €CIU pe3yJbTaThl He OyIyT yKIaablBaThCs B
creuu(pUKALIK WK TOTEHIHAIBHO MOTYT HE YJIOKHUTBHCS B ClielIM(UKAINN
Ha KOHEI] CpOKa TOAHOCTH (Tepuoja IOBTOPHOTO HCIIBITAHUS), HX
HEMEIJICHHO MPEJICTaBAT YIIOJHOMOYEHHOMY OpraHy Hapsay ¢
MpeagaraéMbIM IJIAHOM JEHCTBUI.



5. Pe3synpraThl HCClENOBaHMA CTaOWMIBHOCTH, IPOBEACHHBIX B
COOTBETCTBMM C akTamu opraHoB Coio3a B cdepe oOpameHns
JIEKapCTBEHHBIX CPEJACTB, MO 3HAYMMBIM IapaMeTpaM CTaOMIBHOCTH He
MEHEEe YeM Ha 2 OTBITHO-NPOMBIIUICHHBIX WM MPOMBIIUIEHHBIX CEPHSX,
OXBaTBIBAIOIINX HE MCHEE

3 MecsueB, U TOATBEPKICHUE, UTO yKa3aHHbIE HCCIENOBaHHUSA OynyT
3aBEpIICHBI U €CIIH PE3yJIbTaThl He OY/AyT YKIaIbIBaThCs B Criel(UKam
WJIN TIOTEHIIMAIEHO MOTYT HE YJIOKUTHCS B CHIeNM(HKALUKN Ha KOHEI| CpOKa
TOAHOCTH (TIEpHO/1a TOBTOPHOTO UCIIBITAHMS ), UX HEMEIUIEHHO NTPEJCTaBsIT
YIIOJIHOMOYEHHOMY OpraHy BMECTE C TIpeyIaraeMbIM IUIaHOM JeHCTBHIA.

6. CpaBHeHHE AEHCTBYIONINX 1 TpeUIaraeMbIX criel(UKanii MepBUIHON
YIaKOBKH (€CIU IIPIMEHUMO).

b.I.s.2.

Ns3menenune

napaMmeTpoB

cnenupuKauy u

HWIIN) KPUTEPUEB

(wmi) Kputep HeoO0xomumeie  JIOKYMEHTHI H

MIPUEMIIEMOCTH IIpouenypa
. YCIIOBUS JIaHHBIE

MEPBUYHOU

YIaKOBKHU

aKTHUBHOM

(hapmarneBTHIECK

oif cyOcTaHIINU

a) y)XecToueHue
KPUTECPUCB
MPUEMIIEMOCTH
cnenuQuKaIun

1,2,3,4 1,2 IA

0) mob6aBiieHue B

crieuUKaIHIo

HOBOTO

napametpa u 1,2,5 1,2,3,4,6 IA
COOTBETCTBYIOIIIE

My €My MeToja

WCIIBITAaHUN

B) HUCKIIIOUCHHE
HECYLIeCTBEHHOT
0 TmapameTpa

crieruuKranuy  (
Hampumep,

1,2 1,2,5 IA

UCKJIIOYEHHUE
yCTapeBIIETO
rapameTpa)

r) moOaBieHHUE

WK 3aMeHa

nmapameTpa

cnenupukanun  — 1,2,3,4,6 1B
U3 cooOpakeHui

Oe3omacHOCTH

WJIH Ka4eCTBa

VcnoBus
1. 3MmeHenne He SIBISETCS CIENCTBUEM KaKOTO-IH0O0 00s3aTEILCTBA,
MPUHATOTO IO Pe3yJbTaTaM paHee MPOBEICHHBIX JIKCIEPTU3 C IICIBIO



aHaJiM3a KPUTEPUEB MPUEMIIEMOCTH crieluduKanuu (Hanpumep, B XOJe
perucTpanuy JeKapcTBEHHOTO Ipernapara WiIM BHeceHHs n3MeHeHuit 11
THUIIa), €CJIN TOJIBKO OHO paHee HE PacCCMOTPEHO M 0J00PEHO B KauecTBE
MEpHI ITOCIIEYIOMIEro HabII0ICHNUS.

2. VI3MeHeHHe HE SBISETCS CIEACTBHEM HENPEIBHUACHHBIX CHTYaIUi,
BO3HHKIIUX B XOJ€ IMPOU3BOACTBA YHNAKOBOYHOTO MaTepuana WIN IpU
XpaHEeHUH aKTUBHOH (papManieBTHUeCcKOil CyOCTaHIINH.

3. Jlroboe W3MEHEHHWE IOJDKHO YKIQAbIBAThCA B JHANa30H TEKYIIMX
OJI0OOPEHHBIX KPUTEPUEB MTPUEMIIEMOCTH.

4. AmnanuTHueckas MCTOAHMKA HC HU3MCHACTCA HJIU HU3MCHACTCA
HE3HAYHUTEINIBHO.

5. HoBblii MeTOJ HCIBITAHMS OCHOBAH Ha OOI[UMX METOJaX aHalu3a,
onucaHHblx B dapmakomee coro3a, a NMpPH OTCYTCTBUM B HEH — B
dapmaxoriee rocyiapcTBa-wieHa MM TPH OTCYTCTBHH B YKa3aHHBIX
(hapmakomnesx — HHOH (apmakornee coriaacHo Konmenmm rapMorn3annu (
Hanpumep, BOXX, cnextpodoTomMeTpusi, THTpUMETPHS U JP. ).

Joxymenrauus

1. TIlompaBka K COOTBETCTBYMOIIEMY pa3feny (pasgenam)
PETUCTPAIIIOHHOTO 10ChE.

2. CpaBHHTENIbHAS Ta0JIUIA TEKYIUX U MPEIAraéMbIX CIICIU(DUKAIIHH.

3. MonpobHOe ommcaHue JOOOW HOBOW AHATUTUYECKOUW METOIUKH H
JTAaHHEIC 10 BaTUIAIVH (B COOTBETCTBYIOMIUX CIYYasX).

4. JlanHble aHanu3a 2 cepudl yMakOBOYHOTO MaTepuana MO BCEM
mapamMeTpam CIeru(uKanum.

5. Ob6ocHoBaHHe (OIICHKAa pHCKOB) CO CTOPOHBI JIEepiKATEINs
PETUCTPALIMOHHOTO yAOCTOBepeHHs win Jepxarens MOADC,
MOITBEPKAAIONINE, YTO BHYTPUIIPOU3BOJICTBEHHBIN ITapamMeTp SBISACTCS
HE3HAYNMBIM WU YCTapEBIINM.

6. OOocHOBaHME CO CTOPOHBI JEpXKaTels PErUCTPAIHOHHOTO
yaoctoBepenuss win jaepxarenss MOADC HoBoro mnapaMmerpa
cnenu(UKaug U KPUTSPUEB IPUEMIIEMOCTH.

b.1.B.3.

H3meHeHue

aHAJTUTHISCKON

METOIHUKHU

HCIIBITAHUS Heobxomumeie  JIOKYMEHTHI W
NEPBUYHOM yCIIOBUS JTaHHEIC
YyHaKOBKHU

aKTHBHOH

IIpouenypa

(hapmaneBTHIECK
ol cyOcTaHIIun

a )
HE3HAUYHTEIIbHBIE
H3MEHCHHS
. 1,2,3 1,2 1A
YTBEPKIAECHHOU
aHAJTUTHYECKON

METOAUKHU

06) mpoume
W3MEHEHUS
aHAJTUTHYECKON
METOIUKH
(1.3.4 IA
BKJIOYas



nobaBieHue Wi 1,2
3aMeHY)

B) MCKIJIIOYEHHE

aHAIMTUYECKOMU

METOJIMKHU, €CIIH
aJbTEepHATUBHAS

el MeToJuKa yxKe
YTBEp)KJEHa

VYcinoBus

1. CornacHo aktam opranos Coro3a B cepe oOpalieHus JeKapCTBCHHBIX
CPEICTB MpOBEJcHA HEOOXOAMMAs BalUIAIMS, MMOATBEPIKIAIOIIAS, YTO
OOHOBIICHHAS aHATUTUYECKAss METOIMKA IO MEHBIIIeH Mepe SKBHBAJICHTHA
MpeabIAYIICH.

2. MeTon aHanm3a He U3MEHUIICS (HAllpUMep, U3MEHEHHE JUTHHBI KOJIOHKU
WA TEMIIePaTyphl, HO HE APYTON BUI KOJIOHKH WJIH METO).

3. Hu ommH HOBBII METOJ HCHBEITAHMM HE OCHOBAaH Ha HOBBIX

HECTaHIAPTHBIX METOJaX WM CTaHIAPTHBIX METOJaX, HCIOIb3yEeMbIX
MI0-HOBOMY.

4. AxtuBHasA QapmaneBTHUYecKas cyOcTaHINA (JIEKapCTBEHHBIN Iperapar)
HC ABJIAKOTCA 6HOHOFH‘{CCKI/IMI/I.

5. B oTHOmeHnn napamerpa crieluuKaul COXpaHsIeTCs aHATUTHIeCKast
METOIMKA.

JoxymeHTtanus

1. TlompaBka K COOTBETCTBylomeMy pasfeiay (paszenam)
PETHCTPalMOHHOT'O  JI0ChE, BKJIIOYas ONUCaHHE aHAITUTHYCCKOU
METOJIOJIOTHH, PE3IOME JAaHHBIX MO BaHIAINH.

2. CpaBHUTENbHBIC pPE3yNbTAThl BaIUAALNN WIH, NPH HATHIAA
000CHOBaHMSI, CPABHUTEIBHBIC PE3yIbTAThl aHAIN3A, TOJTBEP)KIAIOIINE TO
, UTO TeKyllee M INpeajaraeéMoe UCIbITaHUuEe 3KBUBaJeHTHBI. HacTosmiee
TpeOOBaHNE HE NMPHUMEHSETCs, ecly J00aBIsIeTCs HOBas aHAJUTUYECKas
MeETOJMKA.

b.I..4.
N3meHeHue
KOMIIOHEHTa
BTOPUYHOI
yHOaKOBKHU
aKTUBHOU
Heobxonumeie  JIOKYyMEHTHI H
(hapmarneBTHIECK IIpomenypa
N YCIIOBHS JTAaHHEIC
oif cybctaHuu (
BKJIIOYasi 3aMeHy
WA J00aBJICHUE)
, €CJIA YKa3aHO B
PETHCTPALIMOHHO
M JIOChE

1,2,3,4 1 1A

YcnoBust

1. Bropuunas ymakoBka He SBISETCS (YHKIIMOHATBHOHN I 00ecTeueHIs
CTaOMIBPHOCTH aKTHBHOM (hapMaleBTHUECKON CYOCTaHIINH, WIH TI0 CBOMM
3aIIUTHBIM CBOMCTBAM I10 MEHBIIIEH Mepe SKBUBAJICHTHA OJ0OPEHHOM.

2. 3ameHseMBIi KOMIIOHEHT YIAaKOBKH IOJDKEH OBITH MpHEMIIEM s
XpaHEHHsI aKTUBHOW (hapMaIieBTHUECKOH CyOCTaHIMU TPU 0J0O0pPEHHBIX
YCIIOBHUAX XpaHCHUA.



3. 3ameHa He NOJDKHA OBITH CBsI3aHA C KPUTHYECKUMM HEJIOCTATKaMHU
KOMIIOHEHTA YIIAaKOBKH.

4. VI3MeHeHHE He SIBJISETCS pe3ybTaTOM KaKHUX-JINOO HETpeIBHICHHBIX
00CTOATENBCTB, BO3HUKIIMX B IMPOIECCE MPOWU3BOJCTBA MM XPaHCHHS
aKTUBHOU (hapMaIleBTHIECKON CyOCTaHIINH.

Joxymenranus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3ieny

PEruCTPaIOHHOTO T0ChE.

b.I.r) CrabunbHOCTH

b.Lr.1. I3menenue nepuoa a0
MOBTOPHOTO  McHBITaHus  (
nepuojia XpaHeHHUs) WIH
YCJIOBHH XpaHEHUs] aKTUBHOMN
bapMareBTHIECKOM
cybcTaHuu, ecid B
pPErUCTPAllHOHHOM  JIOChe
OTCYTCTBYET cepTHdHKaT
cooTBeTcTBUs EBpomneiickont
dapmaxornee, 0XBaTbIBAIOIUN
Mepuoa TMIOBTOPHOTO
HCTIBITAHUS

a) TIepuoJ HOBTOPHOTO
UCTIBITAaHMSA (TIEPUOJ] XpPaHEHHS)

1. Cokpamenne mepuoaa J0
HOBTOpHOFO HUCIIBITAHUS

2. VBenuyeHue mnepuopa A0
MTOBTOPHOTO HCIBITAHUS ITyTEM
9KCTPANONALUN HaHHBIX II0
cTaOMIILHOCTH, HE B
COOTBETCTBUHM C AaKTaMH
opranoB Cor3a B chepe
oOpamieHus JeKapCTBEHHBIX

3
cpencTB

3. VYBenmueHue mepuonaa
XpaHEHHs] OHOJIOTHYECKON
aKTHBHOH (papManeBTHUeCKON
cybcraHuy, HE
NpenycMOTPEHHOE
OIOOpeHHOW mporpaMMoit
N3y4eHUs CTaOMIBHOCTH

4. YBenuueHUe WM BBEJICHUE
nepuoja MOBTOPHOTO
HCTUBITaHUS (mepuona
XpaHEeHHS), TOATBEPKICHHOTO
NaHHBIMA ~ €CTECTBEHHOTO
XpaHeHHS

0) ycioBUs XpaHEHUS

1. H3meHeHHE YCIOBUMH
XpaHeHUus aKTHUBHOM
dbapMaleBTUUYCCKOM
cyOcTaHIUH Ha OoJiee CTPOTHe

Heobxoaumbie JOKyMEHTBI U

JlaHHBIE

1,2,3

1,2,3

1,2,3

(paznenam)

IIpouenypa

IA

II

II

IB

IA



2. H3meHeHHEe YCIOBUMH
XpaHEeHUus1 OHOJOTHMYECKHX
aKTHBHBIX (hapMalleBTHYECKHUX
cybcTaHIUi, ecnu
HCCIIeIOBaHUsl CTaOWIIBHOCTH
IIPOBEJICHBI HE B COOTBETCTBUH
C TEKYLIIMM YTBEP)KICHHBIM
MIPOTOKOJIOM CTaOMIIBHOCTH

3. H3meHeHue yciOBHUH
XpaHeHHs AKTUBHOM
P . - 1,2,3 IB
bapMaieBTUYCCKOMI

cyOcTaHIUN

B) U3MEHEHHE YTBEPXKIACHHOM
HpOTpaMMBbl  HU3y4YEHUs 1,2 1,4 1A
CTaOMIBHOCTH

VcnoBus

1. M3MeHeHue He MOJDKHO OBITH CIEICTBHEM HENPEABHACHHBIX CHTYaIlHi,
BO3HUKIIUX B XO0I€ HpOHSBO}ICTBa, NN U3MCHCHU S CTa6I/I.HI:.HOCTI/I.

2. V3MeHeHUs HE TMPUBOIAT K DPACHIMPECHHIO KPUTEPHUEB MPHEMIIEMOCTH
HCIBITYEMBIX IMapaMeTPOB, HCKIIIOUCHHUIO TMapaMeTpa CTAaOMIBLHOCTH WA
CHI)KEHHMIO YaCTOTHI UCIIBITAHUM.

JoxymeHTauus

1. IompaBka K COOTBETCTBYIOLIEMY pa3leny (pa3feliaM) perucTpanioOHHOTO
nocke. HeoOxommMo TpeAcTaBUTh PE3yNbTaTBl  COOTBETCTBYIOIINX
HCCIEAOBAHUM CTA0MIBHOCTH B pEaJbHOM BpPEMEHH, IPOBEICHHBIX B
COOTBETCTBHH C COOTBETCTBYIOIIUMH PYKOBOJCTBAMHU IO CTAOMJIBHOCTU HE
MeHee 4YeM Ha 2 (s OMOJOTHYECKUX JICKAPCTBEHHBIX MpemapaTtoB — 3)
OMNBITHO-MPOMBIIUIEHHBIX ~WJW  TNPOMBIIUJICHHBIX CEpHUSIX AKTUBHOM
¢dapmaneBTHYECKON  CyOCTAaHOWHM, YNAKOBAHHOW C  MOMOIIBIO
3apETrUCTPUPOBAHHOTO YNAKOBOYHOTO MaTepHalia, M OXBATHIBAIOLIUX BECH
peajsaraéMblii Iepruoj MOBTOPHOTO MCHBITAHHUS WIH IpeyiaraeMble yCIIOBUS
XpaHEeHHUS.

2. TloaTBepxaeHHE TOrO, YTO HCCIEAOBAaHUSA CTaOWIBHOCTH IPOBEICHHI B
COOTBETCTBUH C TeKyIleil og00peHHO nporpaMMoit. Pe3ynbpTaTsl ncciie1oBaHus
JIOJDKHBI IOATBEPIKAaTh, YTO COOTBETCTBYIOILIME 000peHHbIE crielu(uKaniu
MIPOJIOIDKAIOT COOJIIONATHCS.

3. Konun yTBepkIeHHBIX crenu@UKandii Ha aKTHBHYIO (hapMalleBTHYECKYIO
CyOCTaHIIMIO WM CCBHIJIKA Ha COOTBETCTBYIOIINH JOKYMEHT PErnCTPanioOHHOTO
JIOChE.

4. O60CHOBaHHE IpeIaraeMbIX H3MEHEHHH.

*
(') IIpumeuann Ilepuo MOBTOPHOTO HCHBITAHUSA HE MNPUMEHUM K
e OHOJIOrMYECKUM aKTUBHBIM (hapMalieBTHYECKHM CyOCTaHIHAM.

b.I.1n) [IpoexTHOE MOJI€ ¥ MPOTOKOJ MOCTPETUCTPALIMOHHBIX U3MEHEHU N
b.1.n.1. Beenenue

HOBOTO
MPOCKTHOT'O ITOJIA
WK paclIupeHUeC

07100peHHOTO HeobOxonumsie

ITponemypa
MPOEKTHOTO TIOJIS yCIOBHSA p yp

aKTUBHOH
(hapmaneBTHIECK



oif cyOcTaHIuH, JOKyMeHTHl ©
3aTparuBaroIee: JTAaHHEIC

a) ONHY
OTICPAIMOHHYO
CAUHUIY
npoiecca
MPOU3BOJICTBA
aKTUBHOH
(apmarneBTHYECK
o#f cyOcTaHINH,
BKJIIOYas
COOTBETCTBYIOIIU
e

1,2,3 II

BHYTPHIIPOHU3BOJ
CTBEHHBIN
KOHTPOJIb U (WJIH)
aHAIUTHYECKUE
METOIUKHI

6 )
AQHAJUTUYECKHUE
METOJIUKHU
MCXOHBIX
marepuanoB  (
POMEXKYTOUHBIX
MPOIYKTOB) U (
WIY) aKTHUBHOMN
(hapmarneBTHYIECK

1,2,3 I

oif cyOCcTaHIINU

JoxymeHTtanus

1. IIpoexTHOE TONTE pa3paboTaHO HA OCHOBAaHMHU akTOB opraHoB Coro3a B
cdepe oOpaleHns JeKapCTBEHHBIX CPEACTB U MEXIYHAPOAHBIX HAYYHBIX
pyKOBOACTB. Pe3ynbpTarsl ucciaenoBaHuit pa3pabOTKH MPOAYKTA, Ipolecca
U aHAINTHYECKOW METOIOJIOTHH (HallpUMep, B3aNMOACHCTBHE Pa3IHUHBIX
napamerpoB, (GOPMUPYIOIIUX IMOJIekKAIee U3YYCHHIO POEKTHOE IOJIE,
BKJIFOYasi OLIEHKY PHCKOB M MHOTOMEPHBIE UCCIIEIOBaHNSI COOTBETCTBEHHO)
, B COOTBETCTBYIOIIMX CIIy4asX ITOATBEPKIAIONINE, YTO JOCTHUTHYTO
[EJIOCTHOE MEXaHHUCTHYECKOE TIIOHMMAaHHE IIOKa3aTesied KadecTBa
MaTepraioB, TapaMeTPOB Mpolecca M KPUTUIECKUX TOKa3aTelel KauecTBa
aKTUBHOH (hapMaleBTUUECKON CyOCTaHIINY.

2. Onmcanue MPOEKTHOTO MO B (popMe TaONHUIIbI, BKIIOYAsk IEPEMEHHBIE (
CBOWCTBa MaTepuajoB W IapaMeTpbl Ipollecca MPOM3BOJCTBA) M HX
npeasaraeMble Juana3oHbl.

3. IlonpaBka K COOTBETCTBYIOIINM pa3JieliaM PerHCTPAIlMOHHOTO JIOChE.

b.1.n.2. Beenenue

MOCTPETHCTPALINO

HHOTO IIPOTOKOJIA

MpaBJICHUS

yup HeoO0xomumeie  JIOKyMEHTH H

HU3MEHEHUSAMHU, [Ipouenypa
YCIIOBUS JIaHHBIC

3aTparuBarIIUM

U aKTUBHYIO

(hapmaneBTHIECK

YI0 CyOCTaHIIHIO



_ 1,2,3 )|

JoxymeHTanus

1. ITogpoOHOE onMcaHWe TpeATIaraeMoro H3MEHEHHS.

2. IIpoTokon ympaBiIeHUS H3MEHEHHSIMH, 3aTPardBarOIMMH AKTHBHYIO
(hapMareBTHIECKYIO CyOCTaHIIUIO.

3. ITonpaBka K COOTBETCTBYIOIIUM pa3[eiiaM PEruCTPalMOHHOTO JOChE.

b.1.1.3.

Uckntouenue

MOCTPETUCTPALIO

HHOTO TIPOTOKOJIA

yOpaBiaeHUs Heob6xomumeie  JIOKyMEHTHI H Mporenypa
NU3MCHCHHUAMH, YyCl10BUA JNAaHHBIC

3aTparuBaroluM

U aKTUBHYIO

(hapmarneBTHIECK

VIO CyOCTaHIIHIO
1 1,2 Ayy

YcaoBus

1. HckimroueHne NOCTPErHMCTPAIMOHHOIO MPOTOKOJNA YyHpaBlIeHUs
W3MCHCHHSIMH, 3aTPardBalOIMMU aKTUBHYI (DapMaleBTUYCCKYIO
CcyOCTaHINIO, HE SIBISETCS CIICACTBUEM HETPEIABHUICHHBIX CUTYAIUI HITH
HECOOTBETCTBHS CTICIIU(PHUKAINN B X0/ BBEJACHUS N3MCHCHUH, OMTUCAHHBIX
B TIPOTOKOJE, W HHUKAaK HE BIHMACT Ha YTBEP)KICHHBIC CBEICHHS,
BKJIFOUCHHBIE B PETUCTPAIIMOHHOE TOCHE.

JoxymeHTtanus
1. O6ocHOBaHKE PEIAracMOro UCKITFOUCHHS.
2. IlonpaBka K COOTBETCTBYIOIINM pa3JieliaM PerHCTPAIlMOHHOTO JIOChE.

b.1.n.4.

HN3meneHnus

yTBepxkaeHHoro Heobxommmeie  JoKyMeHTH u
IIpouenypa

NPOTOKOJIA yCIIOBUS JIaHHBIE

yIpaBICHUS

HN3MCHCHHUAMU

a) 3HAYUMBIE

NU3MCHCHUSA

IIPOTOKOJIA - - II
yIpaBlIeHUs

HU3MEHEHUAMU

0) He3HauuMBbIe
U3MCHCHUS
MpOTOKOJIa
yIIpaBICHUS
U3MEHEHUSIMH,
KOTOpBIE HE
U3MEHSIOT
CTpaTeruio,
ONHCAaHHYIO B
MPOTOKOJIE

JoxymeHnrtanus
1. Jlexnapamus yTOJHOMOYEHHOTO JIHIA IPOW3BOAMTEINA, YTO JII00O0E
W3MEHEHHE JOJDKHO YKIAaAbIBAThCA B JAMANAa30H ACHCTBYIOLINX



YTBEPXKICHHBIX KPUTEPUEB MpueMieMocTd. [loMuMO 3TOr0, neknapaius
YTO B OTHOIICHHH OHOJIOTMYECKUX JICKAPCTBEHHBIX IMpenapaToB HE
TpeOyeTcs OLIEHKa COTOCTABUMOCTH.

b.I.a.5.

Peanuzanus

U3MEHEHUH,

npexycMoTpeHHbl HeoOxomumble  JIOKyMeHTH H
X YTBEP)KICHHBIM yCIOBHUS JIaHHBIC
MPOTOKOJIOM

yIpaBlIeHUs

HM3MEHEHHUSIMH

[Ipouenypa

a) peanm3anus
N3MEHEHHUS HeE
TpeOyer
JIOTIOJTHUTEITBHBIX
BCIIOMOTATEIbHBI
X JTAHHBIX

HY

0) peamm3anus
U3MCHCHUS
TpeOyer
JIOTIOJTHUTETIBHBIX
BCIIOMOTATeIIbHBI
X TAHHBIX

- 1,2,3 1B

B) peanu3amus

U3MEHEHUS

OHOJIOTHYECKOTO — 1,2,3,4 IB
JIEKApCTBEHHOT'O

npemnapara

VcnoBus
1. TIpeayioxkeHHOE M3MEHEHHE OCYIIECTBICHO B MOJHOM COOTBETCTBHUHU C
YTBEPKJIEHHBIM MTPOTOKOJIOM YIIPABJICHUSI N3MEHEHUSIMHU.

JoxymeHnTtanus

1. TloxTBepXnaeHHE, YTO W3MEHEHHE COOTBETCTBYET YTBEPKACHHOMY
MIPOTOKOJTY YNPaBICHNS U3MEHEHUSIMH W, YTO PE3YIbTaThl UCCICIOBAHUSA
YIOBIETBOPSIOT KPUTEPUAM IPHUEMIIEMOCTH, OTOBOPEHHBIE B NPOTOKOIIE.
[TomMumo 3TOrO, JNEKJIapanus TOTO, YTO B OTHOIICHUH OMOJOTMYECKHX
JIEKapCTBEHHBIX MTPENaparoB He TPeOyeTCs OlIEHKa COMOCTABUMOCTH.

2. PesynpraThl uccieAoBaHHI, MPOBEACHHBIX B COOTBETCTBHHU C
YTBEPKI€HHBIM NIPOTOKOJIOM YIPABICHUS H3MEHEHUSIMH.

3. IlonpaBka K COOTBETCTBYIOIIEMY pa3feily PErHCTPAIllMOHHOTO JIOChE.

4. Komus yTBepXKIeHHbIX crneuupuKanguidé Ha aKTHBHYIO
(hapManeBTHYECKYIO0 CYOCTAaHIIMIO WIIM CChUIKA Ha COOTBETCTBYIOIIMH
pasziel perucTpauoHHOTO JOChe.

b.11. JIekapcTBEHHBIN ITpeniapaT

b.1l.a) Buemnuii Bua u coctan

b.Il.a.1.
HUsmenenne umn
no0aBJeHHUE
HaJIIIeYaTKH,
OTTHUCKOB,
TpaBUPOBKU WJIU



WHBIX 3HakoB, HeoOxomumbie JloxkymenTtsr u IIpomemypa
BKJIIOYAs 3aMEHY  YCIIOBHS JTAHHBIE

WIN 1o00aBJIEHUE

YEPHUI,

I/ICHOHBSyeMBIX

IS HaHECEHMS

TaKUX 3HAKOB

a) W3MCEHCHUS

HaJaIMeYaTKH,

OTTHCKOB, 1,2,3,4 1 1A
TPaBUPOBKH HIIH

WHBIX 3HAKOB

0) wu3McHEHHE
pucok (IuHUN
paszioma),
npeAHa3HauYeHHEI
X JUIS pazJieNieHus
Ha PaBHBIE J103bI

- 1,2,3 1B

VYcnoBus

1. Cnenudukanuu JeKapCTBEHHOTO Tperapara Ha BBITYCK U HAa KOHEI
CpOKa TOTHOCTH HE U3MEHSIOTCS (32 UCKIIOUEHHEM BHEIIIHETO BHUJIA).

2. Bce wuepHHNa JOJDKHBI COOTBETCTBOBATh JIEHCTBYIOLIEMY
(hapMarneBTHYECKOMY 3aKOHO/IaTEIbCTRY.

3. Pucku (muHUM paznoMa) He mpeaHa3HaueHbI IS pa3/ielieHHus Ha paBHbIS
JIO3BL.

4. 3HaKM JIEKAPCTBEHHOTO Mperapara, UCIONb3yeMble Ul Pa3IHueHHs
JIO3MPOBOK, TTOJTHOCTBIO HE Y/IaJICHBI.

Joxymenrtanus

1. TIlonmpaBka K COOTBETCTBylOLleMYy pa3fedy (paszaenam)
PETUCTPAIIMOHHOTO JIOChe, BKJIIOYas IMoApoOHoe rpaduyeckoe WU
MIOBECTBOBATEIIFHOE OINMCAHME TEKYIIEro M HOBOT'O BHEIIHETO BHIA, a
TaKXXe COOTBETCTBYIOIIMI MEpecMOTp HH(POPMALWHU O JIEKAPCTBEHHOM
mpenapare.

2. ITo cormacoBaHWIO C J3KCIEPTHOW OpraHu3amueidl o0pa3mbl
JIEKapCTBEHHOT'O Tpemnapara U (WIH) WX BU3YaAIbHOE HM300paKEHHE s
BO3MO>XXHOCTH OLICHKHU BHCUIHEI'O BHUAA.

3. Pe3ynpTaThl cOOTBETCTBYIOMMX HcnbiTaHui o dapmaxomnee Coroza, a
NP OTCYTCTBHM B Hell — B Papmaxoree rocynapcTBa-wieHa WIH TpU
OTCYTCTBHM B YKa3aHHBIX (papMakomnesx — MHOH (papMakoree COrjacHo
Konnenuuy rapMoHH3aIyH, MOITBEPKAAIOIINE SKBUBAJICHTHOCTh CBOHCTB
(TIpaBUIIBHOCTH TO3UPOBAHHUSA).

b.Il.a.2.

N3meHnenue

dopmber wmium  HeoOxomumble  JIOKyMEHTH U
pa3MepoB YCIIOBUS JIaHHEBIC
JIEKapCTBEHHOH

thopMBI

a) TalbieTKH,

[Iponenypa

KancylJbl,
CYHNIIO3UTOPUHN U



fneccapuu c 1,2,3,4 1,4 1A
HEMeEIJICHHBIM

BBICBOOOKIEHIE

M

6 )
JIeKapCTBCHHBIC
dbopMBl €
OTCPOUYCHHBIM,
MOAUPUITUPOBAH
HBIM HiIu
MPOJIOHTUPOBAHH
Bl M

1,2,3,4,5 1B

BEICBOOOKICHIC
M U TaOJETKH C
puckoil,
MpeaHa3HAYeHHO
W 1S pa3fesneHus
HA paBHBIC JI03BI

B) noOaBieHHE

HOBOTO Habopa

oI s

paauodapmareBT

NYECKOTO - - I
JIEKApCTBEHHOT'O

mpemnapara ¢

JIPYTUM O0OBEMOM

*
3aIIOJIHCHUA

YcaoBus

1. Ipodwmib pacTBOpEHHUS JEKAPCTBEHHOTO IMpernapara ¢ HOBBIMHU

JICKapCTBCHHOH (hOpMOM WM €€ pa3MepaMH COIOCTaBUM C MPOQHIeM
pPAcTBOpEHHUs JEKapCTBEHHOTO Ipernapara co CTapbIMU JIEKApCTBEHHON
dopmolt miu ee pa3MepaMH, €CIH IpUMEHHMO. Jlis JeKapCTBEHHBIX
PACTHUTENBHBIX MPENapaToB Py HEBO3MOXXHOCTH IPOBEICHISI MCTIBITAHUS
TCKP Bpems pacmamaeMOCTH W3MEHEHHOTO JIEKapCTBEHHOTO IIperapara
COTIOCTaBUMO C BPEMEHEM pacraaeMOCTH HEU3MEHHOT'O JICKAPCTBEHHOTO
npemnapara.

2. Crenudukaiuy JeKapcTBEHHOTO IMperapaTa Ha BBIIYCK W Ha KOHEI
CpOKa TOJHOCTH HE HW3MCHWINCH (3a WCKIIOUCHUEM pPa3MepoB

JICKaApCTBEHHOM (POPMBEI).

3. KadecTBeHHBI M KOJWYECTBEHHBIM COCTaB M CpEeAHss Macca He
U3MEHUJTUCH.

4. VI3sMeHeHUe He 3aTparuBaeT TaOJNIETKU C PUCKOH, MpeTHa3HAYCHHON IS
pa3zeneHus JIeKapCTBeHHOU ()OPMBI Ha PaBHEIC JO3EI.

JoxymeHTanus

1. IompaBka K COOTBETCTBYIOLIEMY pa3leny (pasjeiiaM) perucTpandoOHHOTO
JI0Che, BKIIFOUast MoapoOHoe rpaduueckoe H300paKeHUe 3aperuCTpUPOBAHHON 1
mpe/iaraeMoil JIeKapCTBEeHHOW (OPMBI, a Takke MepecMOTp MHPOPMAIUH O
JIEKApCTBEHHOM TIpenapaTe COOTBETCTBEHHO.

2. CpaBHHUTeNbHBIC JaHHbIE pPACTBOPEHUs Kak MHHUMyM |
OTIBITHO-TIPOMBIIIJICHHON CepUH ¢ TEKYIIUMH W IMpeajaracMbIMH pasMepamu (
OTCYTCTBUE 3HAYMTEIBHBIX PA3IUYMA C TOYKUA 3PEHHUS COMOCTABHUMOCTH B



cootBeTcTBUM ¢ [IpaBmiiamu mpoBeeHNs McCIea0BaHni OMOIKBUBAJICHTHOCTH).
B oTHOIIEHMH IJIEKAPCTBEHHBIX PACTUTEIBHBIX IIpErapaToB MOTYT OBITH
MIpUEMIIEMBI JaHHbBIE CPAaBHUTEIBHOM PAaCIaJaeéMOCTH.

3. OOocHOBaHMS HENPEACTABICHHUS pPE3YyIbTaTOB HOBOTO HCCIIEIOBaHHSA
OMOSKBUBAJICHTHOCTH CcOTIacHO IIpaBwiaM TpOBEAEHUS MCCIEIOBAaHUN
OMOPKBHBAJICHTHOCTH.

4. O6pa3upbl JIeKapcTBEHHOTO Tpenapara U (MiIf) ero BU3yallbHOE H300pakeHue
IIpU HEOOXOIUMOCTH IO COTJIACOBAHHUIO C SKCIIEPTHON OpraHU3aIuei.

5. Pe3ynpraTsl cOOTBEeTCTBYIOINX HcnbITaHu Mo Papmakonee Coro3a, a mpu
OTCYTCTBUM B HEHW — pe3yabTaTel ucnelTanuil no Papmakomnee
rocyZapcTBa-uwieHa WM MPHU OTCYTCTBHU B YKa3aHHBIX (hapMakoresx — MHOU
¢dapmakonee cornacHo KoHmenmuum TapMOHH3AIUM, IOATBEPXKIAIOIINE
SKBUBAJICHTHOCTH CBOMCTB (IIPaBMJIBHOCTD TO3HUPOBAHMA).

Jna B.Il.a.2.B mr060€e M3MEHEHNE HO3UPOBKH JIEKAPCTBEHHOI'O
mperapara TpeOyeT NOJa4u 3asBICHHS O pPacIIUPEHUH

perucTpanuy, 3a HCKJIIOYEHUEM NpUBEACHUS
%
() IIpumeuanu PETHCTPAMOHHOTO JIOCE B COOTBETCTBUE C TPEOOBAHUAMH
e Coro3a, B citydae, €CJIM HOBasl I0O3UPOBKA 3apETHCTPUPOBAaHA B

COOTBETCTBHUM C 3aKOHOJAATEJIIbCTBOM TOCyAapCTBa-4JI€HaA
TOJIBKO B OJHOM H3 3asdABJICHHBIX B paMKaX IPUBCIACHUA B
COOTBETCTBUC I'OCYAApCTB-YICHOB.

b.I1.a.3. M3meHnenne cocraBa (
BCIIOMOTATEIFHBIX BEIIECTB)
JIEKapCTBEHHOTO TIperapara

Heob6xonumbie JIoKyMEHTHI U

IIpomtemypa
YCIOBHUSA JTaHHbBIE pouenyp

a) W3MEHEeHHE COCTaBa
BKYCOBBIX n006aBOK (
apoMaTH3aTOpPOB)  WIH
KpacuTesen

]" 2) 3) 4) 5) 65
7, 1,2,4,5,6 1A
9,10

1. ToOaBicHUE, MCKIIOUYECHHE
WM 3aMeHa

2.  VYBennueHue HUIH 1,2,3,4,10 12,4 IA
YMEHBILIEHHUE COJIePIKAHHS

0) mpoure BCITIOMOTATEIbHBIC
BEIIECTBA

1. Jlrobas He3HAYHUTEIbHAS

KOPPEKIUsT KOJUYECTBEHHOTO

cocraBa BcrnomorarenbHbix 1,2,4,8,9,10 1,2,7 1A
BEIIECTB JIEKAPCTBEHHOTO

mperapara

2. KauecTtBeHHBIE WU

KOJIMYCCTBCHHBIC W3MCHCHHS

OIHOTO )5 01971 O6ollee

BCIIOMOTATEIFHBIX BEIIECTB,

KOTOpPBIE MOTYT CYIIECTBEHHO — - II
MOBIMATH HAa KadecTBO,

0e30MacHOCTh UITH

3¢ HeKTUBHOCTH

JIEKapCTBEHHOT'O Mpernapara



3. M3menenue, 3aTparuparoiiee — — 1I
OUOTOTHUYECKU I
JICKapCTBEHHEIH Iperapar

4. JIob6oe HOBOE

BCIIOMOTaTelbHOE BENIECTBO,

npeanoiararmmee

HCIIOJIb30BaHUE MAaTEPHAJIOB

YeIIOBEYECKOTO HIu - - 1I
KUBOTHOTO TIPOMCXOXKICHUS,

TpeOyIOMMX OIEHKH JaHHBIX

BUpPYCHON Oe3omacHOCTH u (

nnm) pucka I'D

5. 3Mmenenune, 000CHOBaHHOE
pe3yiabpTaTaMu HUCCIEIOBaHUA — - II
OMOPKBHBAJICHTHOCTH

6. 3aMeHa OJIHOTO
BCIIOMOTaTEILHOIO BEIIECTBA
CXOIHBIM BCIIOMOTaTEIbHBIM

1,3,4,5,6,7,
BEIIECTBOM C TEMH K€ — 29 1B
GYHKIHMOHAIBHBIMHA ’
XapaKTEePUCTUKAMHU B

AHAJIOTHYHOM KOJIMYCCTBC

VYcnosus

1. M3meHeHHns (QYHKIMOHAIBHBIX XapaKTEPUCTHK JIEKAPCTBEHHON (hOpMBI,
HanpuMep, BpEMEHH PacIagaeMOCTH, MPOGHIIS PACTBOPEHHS, OTCYTCTBYIOT.

2. He3HaunTenbHYI0 KOPPEKLIHUIO COCTaBa Ul MOAJAEpKaHMS OOIIEH MaccChl
HEOOXOIMMO OCYIIECTBIISATH BCIIOMOTATENILHBIM BEIECTBOM, COCTABIIAIOLINM B
HacTosIIee BpeMs OCHOBHYIO YaCTh TOTOBOM JIEKapCTBEHHOH (pOpPMBI.

3. Cneundukanus JeKapcTBEHHOro IMpenapara oOHOBJIEHA B YaCTH OMUCAHUS
BHEIIHEro BUAa (3amaxa, BKyca) M, IIPU HEOOXOJUMOCTH, HCKIIOYEHO
UCTIBITAaHHE Ha TTO/TMHHOCTb.

4. HauaTbl COOTBETCTBYIOIIME HCCIEIOBaHUS CTaOMIBHOCTH (C yKa3aHUEM
HOMEpOB CEpHii); INpOAHAIU3UPOBAHBl COOTBETCTBYIOLIHE ITapaMeTPHI
CTAa0WIBHOCTH HE MeHee 4YeM Ha 2 OIBITHO-NPOMBIIJICHHBIX WU
MIPOMBIIITICHHBIX CEPHSIX;

B PACHOPSDKCHNH 3asIBUTENS HaXOJSTCS yJOBICTBOPHTEIBHBIC PE3yIbTATHI MO
MeHbIIeH Mepe 3-MeCsIHOTO U3YUCHUS CTaOMIBPHOCTH (HAa MOMEHT pealTn3aIiui
n3MeHeHnt IA Tuma W MOMEHT yBenoMmieHus 00 m3MeHeHUsx IB Ttwuma);
poQHIIb CTAOMIBHOCTH CX0XK C YTBEPXKICHHBIM B HACTOSILEE BPEMSI IIPODHIIEM.
[MonTBepkaeHne TOro, YTO HCCIEAOBaHUS OyayT 3aBEepIICHBl, U €CIH
pe3ynbTaTel Ha KOHEN CPOKa TONHOCTH He OyayT YyKIaabIBaThes B
cnenn(UKaUy WM MOTYT TOTEHIMAIBHO HE YJIOXKHTHCS B CIIEHU(HUKALNH,
JIepKaTenb PETHCTPAIIMOHHOTO  YAOCTOBEPEHHs 00sf3aH  COOOIINTH
YIIOJIHOMOUYEHHOMY OpraHy Hapsy C IpeajiaraeMbIM IU1aHoM AeiictBuil. Kpome
TOro, B COOTBCTCTBYIOMIUX ClIydasaXx HCO6XOL[I/IMO IMPOBECTU HCIHBITAHUC
(hOTOCTaOMILHOCTH.

5. Bce HOBBIE KOMIIOHEHTBI JIOJDKHBI YIOBIJIETBOPATH TpPEOOBAHHSIM
HOpMAaTHUBHBIX akToB Co0103a, KacaroIIUXCsl KpacuTelied, HCIIONb3yeMbIX B
MIUIIEBOI TPOMBIIUICHHOCTH, ¥ BKYCOBBIX J100aBOK.

6. Hu oxvH HOBBIM KOMITOHEHT HE HpeAIojaracT MCIOJIb30BaHHE MaTepHaioB
YEJIOBEUECKOTO MIIH JKUBOTHOTO IPOUCXOXK/ICHNUS, TPEOYIOMNX OIIEHKN JaHHBIX
BHPYCHOH O0€30MaCHOCTH WIIM COOTBETCTBHS ACHCTBYIOIIMM TPeOOBAHUAM



®apmaxorien Coro3a n (uimm) Apyrux ¢dapmakoneil cornacHo Konuenuu
rapMOHHU3AIMK 10 MHUHUMH3AIHWHA pPHCKa Iepeladd areHTOB TyOuaToid
SHIIeAIONATHN JKUBOTHBIX ITOCPEIACTBOM JIEKAPCTBEHHBIX IPETapaToB s
MEAUIITHCKOTO IPUMEHEHHSI.

7. B cOOTBETCTBYIOMHX CIy4asX H3MEHEHHS HE BIUSIIOT Ha BO3MOXHOCTH
pa3IHyYeHHs TO3UPOBOK M HE OKA3BIBAIOT HETaTHBHOTO BIUSHUS HAa BKYCOBBIE
CBOMCTBA JIEKAPCTBEHHBIX MpeNapaToB, MpeHa3HAYCHHBIX IS IETeH.

8. [Ipodunp pacTBOpeHHsS HE MEHEE YeM 2 OMBITHO-IPOMBIIUICHHBIX CEPHI
JIEKApCTBEHHOTO Tpernapara ¢ HOBBIM M CTapbIM COCTaBOM COIIOCTaBUM, €CIH
NPUMEHUMO (OTCYTCTBYIOT 3HAUHUTENbHBIE pa3dU4YUsi C TOUKU 3PEHHsS
COTIOCTaBUMOCTH TPO(MUIS PacTBOPEHUS B COOTBETCTBUH ¢ [IpaBmimamm
MPOBEIICHUS HCCICNOBAaHUN OMOAKBHBANICHTHOCTH). [Ipm HEBO3MOXKHOCTH
MPOBEICHIS HCIBITAHUS PACTBOPEHHUS C JIEKAPCTBEHHBIMH PACTHTEIHHBIMHU
npenaparaMud  BpeMs  PacnajaeMOCTH HW3MEHEHHOTO JIEKapCTBEHHOTO
pacTUTENBHOTO Tpemnapara COMOCTaBUMO C HEW3MEHEHHBIM JIEKApPCTBEHHBIM
PaCTUTENIbHBIM MPENapaToM.

9. M3MeHeHue He SBISAETCS CICACTBUEM HApYIICHUS CTAaOMIBHOCTH U (MITH) HE
JTOJDKHO CKa3bIBaThCS Ha 0€30MacHOCTH (BO3MOXHOCTH PA3ITUYCHUS TO3HPOBOK).
10. PaccmatpuBaeMslii JIeKapCTBEHHBIN MpenapaT He ABJISICTCS OMOIOTHYSCKIM
JIEKapCTBEHHBIM MTPEMapaToOM.

JoxymeHranus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3leny (pa3fesiaM) perucTpanioOHHOTO
JO0CBhEC, BKJIFOYAA MCTOJAbI UCITIBITAHHUS HA ITOJJIMHHOCTh BCEX HOBBIX KpaCI/ITeHeﬁ (
€CclIM NPUMEHHMO), a TaKKe IepecMoTp WHGPOpMalHMU O JIEKapCTBEHHOM
npenapare COOTBETCTBEHHO.

2. IloaTBepxkaeHne epKaTessl pErHCTPAIMOHHOTO YAOCTOBEPEHUS, YTO HaYaThl
TpeOyeMble HcciIeoBaHus cTaOMIBHOCTH (C YKa3aHHEM HOMEPOB CEpPHiA); U UTO
(B COOTBETCTBYIOHIMX CIIy4asX) Ha MOMEHT peaju3alii H3MEHEHHH B
paclopshDKeHHH — 3asBUTENSI  HAXOAMIUCH TpedyeMmble MHHHMAaJbHBIC
YIOBIICTBOPHUTENIbHBIE JAaHHBIE 110 CTAOMIIBHOCTHU |, YTO UMEIOIINECs JaHHbBIE HE
CBUETENHCTBOBAIHN O KaKoW-1rOo npobieme. Heobxoammo Takke mpencTaBuTh
MOJTBEPKACHHUE, UTO UCCIEJOBaHUs OyAyT 3aBEpIICHBI, U, €CIIH PE3yIbTaThl HE
6y):[yT YKIaaAbIBaThCA B cneumbm(aunn WK TOTCHUHAJIbHO MOTYT HE YJIOXKHUTLCA
B criequQHKaluK Ha KOHEI| CPOKa T'OJHOCTH, JEpiKaTellb PErHCTPAaMOHHOTO
yIIOCTOBEPEHHUS 00513aH COOOLIUTH YIIOJIHOMOYEHHOMY OpraHy Hapsty

C IpeUIaraeMbIM IJIaHOM JIEUCTBUH.

3. PesynbraThl uccnenoBaHMN CTaOWIBHOCTH, MO 3HAYMMBIM IapaMeTpam
CTa0MIIBHOCTH HE MeHee 4YeM Ha 2 OIBITHO-MPOMBIIIJICHHBIX WU
IPOMBIIIJICHHBIX CEpPUSAX, OXBATHIBAIOIIMX HE MeHee 3 MecsAleB, H
MOATBEPKICHNE, YTO YKa3aHHBIE HCCIEAOBaHMSA OyIyT 3aBEpIICHBI U €CIU
pe3ynbTaThl He OyAyT YKIIa bIBaThCs

B CIEIU(UKAIINN WU TOTEHINAIFHO MOTYT HE YJIOXHThCS B CTIe(pUKaIN Ha
KOHEI[ CpPOKa TOJHOCTH, AEPKaTeNlb PETHCTPALIMIOHHOTO Y0CTOBEPEHUSI 00sI3aH
COOOLIUTH YIOJHOMOYEHHOMY OpraHy Hapsiy C IpeijaraéMbiM IIIaHOM
JIEUCTBUM.

4. O6pa31ibl JIEKAPCTBEHHOTO Mpenapara U (MIH) ero BU3yalbHOE H300pakeHue
IIPU HEOOXOIMMOCTH IO COTJIACOBAHUIO C IKCIIEPTHOM OpraHu3aliie.

5. JIubo ceprucukar coorBercTBusi EBpomeiickoii ®Papmakonen no I'D Ha
1000 HOBBI UICTOYHHK MaTepHana, 100 (eciau MPUMEHNMO) TOKyMEHTAIBHOE
MOJTBEPKICHNE TOTO, YTO MCTOYHUK MaTepHaja, IMOJBEPXKEHHBIH pucky 1’9,
paHee TPOBEPEH YNOJHOMOUYCHHBIM OpPraHOM; M OBLIO TOATBEPXKAECHO €ro
coOTBeTCTBHE nercTByromeit crtathe ®Dapmakomen Coro3a HWIH APYTHX
¢dapmakoneil cormacHo KoHumenmuum rapMoHH3alUyM 0 MHHMMH3ALUH PUCKA



Mepeladyu  arcHToB ry0uaToil SHIedamonmaTuu KUBOTHBIX MOCPEICTBOM
JICKAPCTBEHHBIX MPENapaToB JJIsl MEIUIIMHCKOrO MpUMeHeHus. J[JIsi Kaxa0ro
TAKOTO POJia MaTepualia HEOOXOAUMO MPEICTABUThH CIEAYIOUINE CBEICHUS:
Ha3BaHUE IPOM3BOIMTEINS; BHJ JXHBOTHBIX M TKAaHU, U3 KOTOPBIX IOIyYeH
MaTepHall; CTpaHa MPOMCXOXKACHHUS KUBOTHBIX M €r0 HCIIOJIb30BaAHUE.

6. B COOTBeTCTBYIOIIMX CIy4asiX NaHHBIC, MOJATBEPIKIAIONINE TO, YTO HOBOE
BCIIOMOTATEIbHOE BEIICCTBO HE BJIHSCT HA AHAJTHUTHYECKHE METOIUKH
crienu(pUKaNUy JISKapCTBEHHOTO Mpermapara.

7. HeoOxoauMo mocpeacTBOM Hajuiexanield (apMareBTuieckon pa3padboTku (
BKJIFOYAs] BOMPOCHI CTA0MILHOCTH M MPOTHBOMUKPOOHOTO KOHCEPBHPOBAHHS,
ecild TPUMEHHMO) TpPEACTaBHUTh OOOCHOBaHHE CMCHBI (BBIOOpA)
BCIIOMOTaTeIbHBIX BEIICCTB U T.JI.

8. CpaBHHUTENBHBIC TaHHBIC MPOQUISA PACTBOPEHUS TBEPABIX JIEKAPCTBEHHBIX
¢dbopm He MeHee yeM Ha 2 OMBITHO-TPOMBIIUICHHBIX CEPHSIX JIEKAPCTBEHHOT'O
mpernapara HOBOTO M CTaporo COCTaBOB. B OTHOLICHHWH JIeKapCTBEHHBIX
PACTHTENBHBIX MPENapaToB MOTYT OBITh JTOCTATOYHBI JAHHBIC CPABHUTEIBHOMN
pacraiaeMoCTH.

9. OOocHOBaHMsI HENPEICTaBICHHUS pPE3yJIbTaTOB HOBOIO HCCIEIOBaHHSA
OMO3KBUBAJICHTHOCTH B COOTBETCTBHH C [IpaBritaMu IpOBEICHHS UCCIICIOBAHMIMA
OMO3KBUBAIICHTHOCTH.

B.Il.a.4. U3menenme Mmacchl
000JI0YKH  JIEKapCTBEHHBIX

¢dbopM U1 IpueMa BHYTpPb WU
HU3MEHEHNE Macchl 000JIOUKH
KarCyJIbl

HeoOxommmeie JoOKyMEHTH U

IIporne a
YCIOBHSA JTaHHBIC poneiyp

a) TBepIble JIEKapCTBEHHBIE

1,2,3,4 1,2 IA
(GOpMBI A1 TpueMa BHYTPb

0) IeKapCTBEHHBIE (OPMBI C

OTCPOYEHHBIM,

MOAN(UINPOBAHHBIM  HJIN

NIPOJIOHTUPOBAHHBIM - - II
BBICBOOOK/IEHHEM, B KOTOPBIX

000J104Ka SBIISETCS KIIIOYEBBIM

(hakTOpOM BBHICBOOOKAECHUS

VYcnosus

1. Ipoduns pacTBOpeHHs HE MEHEE YeM 2 ONBITHO-IPOMBIIUICHHBIX CEepHit
W3MEHEHHOTO JIEKapCTBEHHOIO IpenapaTa CONOCTaBMM CO CTapbiM. [lpu
HEBO3MOXXHOCTH IPOBE/ICHHSI WCIBITAHUS PACTBOPEHHS C JIEKAPCTBEHHBIMHU
pacTUTENBHBIMU MperapaTaMH BpEMs paclialaéMOCTH H3MEHEHHOTO
JIEKapCTBEHHOTO TIpeTiapaTa B CPaBHEHHH CO CTapbIM.

2. O0os04Ka HE SABJISETCS KIIOYEBBIM (PaKTOPOM MEXaHH3Ma BHICBOOOXKIECHHSL.

3. Criendukarys JeKapCTBEHHOT O Ipernapara 0OHOBIICHA JIUIIb B YaCTH MacChl
1 pa3MepoB (eCT IPUMEHHIMO).

4. HayaTsl COOTBETCTBYIOINE NCCIEOBAHNS CTAOMIEHOCTH HE MEHEE YeM

Ha 2 ONBITHO-IIPOMBIIUICHHBIX WJIM MPOMBIIUICHHBIX CEPUSIX; B PACIOPSHKEHUN
3asBUTENS HA MOMEHT PEANIN3allny N3MEHEHUI HaXOITCsl YAOBIECTBOPUTEIbHBIC
10 MEHbIIEH Mepe 3-MecsTIHbIe JaHHbBIE M0 CTAOMIBHOCTH; IOATBEPXKICHNE TOTO
, 4TO HCCIIeI0OBaHuUs OymyT 3aBepiieHbl. ECu pe3yabTaThl HE YKIIAIBIBAIOTCS B
cneumbm(aum/l WKW IOTCHIUAJIBHO MOTYT HE YJIOXKUTHCA B cneumbm(aum/l Ha
KOHEI[ CpOKa T'OJJHOCTH, JAeprKaTellb PETHCTPALHOHHOTO YI0CTOBEPEHUsI 00sI3aH
COOOLIUTH YIOJHOMOYEHHOMY OpraHy Hapsay C HpeaylaraéMbIM IIaHOM
JeficTBUI.



JoxymeHnranus

1. IompaBka K COOTBETCTBYIONIEMY pa3leny (pa3jeiiaM) perucTpanioOHHOTO
JIOChE.

2. Jlexmapamus JAepikaTeNs PErHCTPallMOHHOTO YJIOCTOBEPEHUS, YTO HAYaThl
TpeOyeMble UCCIIEeI0BaHMS CTAOMITBHOCTH (C YKa3aHUEM HOMEPOB CEpPHii) U UTO
(B COOTBETCTBYIONIUX CIIy4asX) Ha MOMEHT BBCACHHS H3MCHCHHU B €ro
pacIopsKEHUH HAXOJUIKCh TpeOyeMble MUHUMAIIBHBIC YAOBICTBOPUTEIBHBIC
JIaHHBIE MO CTAOMIILHOCTH; M YTO UMEIOIITHECS JaHHBIE HE CBUAETEILCTBOBAIIN

0 Kakou-mubo mpodieme. HeoOXoanMo Takke MPENCTaBUTHh MOATBEPKICHHE
TOr0, 4TO WCCIENOBaHUsI OyIyT 3aBEpLICHBI, M, €CIU pe3yJbTaThl HE OYyAyT
yKJ'[aI[I:IBaTBCS[ B CHeHI/I(bI/IKaLII/II/I HUJIN IIOTCHUIUAJIBHO MOFyT HEC yJ'IO)KI/ITI)CH B
crienupUKaIMd Ha KOHEI[ CPOKa TOJHOCTH, JEPIKATEIb PETUCTPANUOHHOTO
YIOCTOBEpEeHHST 00513aH COOOMIMTH YHMOJHOMOYCHHOMY OpraHy BMECTE C
npeiaraeMbiM MJIaHOM JieiicTBuil. KpoMe TOoro, B COOTBETCTBYIOMIUX CIydasx
HE00XOIUMO TIPOBECTH UCTIBITaHUE (POTOCTAOMIEHOCTH.

b.Il.a.5. N3menenue

KOHIIEHTPAIMU OIHOJ03HOTO,

MOJIHOCTBIO  BBOJMMOIO

mapeHTepaIbHOTO

JIEKapCTBEHHOTO TIperapara
P pertap Heobxoaumbie JIOKyMEHTHI U

npu HEU3MEHHOCTH IIpouenypa

. YCIIOBUS JTaHHEIC

COoICpIKaHUA AKTUBHOU

dbapMareBTUICCKOM

CcyOCTaHIIUU HA CAUHUILY O3B

(TO ecTh M3MECHEHUE TO3UPOBKHU

)
- - II

b.Il.a.6. Ucknouenue

. Heob6xonumbie JIoKyMEHTHI U

KOHTEIHepa ¢ pacTBOpHUTENEM ( ITpouexnypa
yCIIOBUS JTaHHBIC

pa3baBuTeneM) U3 yIaKOBKH
- 1,2 IB

JoxymeHnranus

1. O6ocHOBaHNE HCKITIOUYEHUS, BKIIOYAs YKa3aHUE Ha abTEPHATHBHEIE CITOCOOBI
MTOJTyYeHHS PacTBOpUTENS (pa3daBuTeNns) B Heisix 0e30macHoro u 3pPpeKTHBHOTO
MIPUMEHEHHS JIEKAPCTBEHHOTO Ipenapara.

2. IlepecMoTpeHHast HHGOPMAIIHS O JIEKAPCTBEHHOM ITpenapare.

b.11.6) ITpousBoacTBO
B.I1.6.1. 3amena wiu
nobaBiieHUE HOBOI
MPOU3BOACTBEHHOM Twiomaaku Heobxomumbie JIOKYMEHTHI U

IIpouenypa

JUJIS1 YaCTU WJIM BCEX MPOLIECCOB YCIOBHS JIaHHBIE
MIPOU3BOJICTBA JIEKAPCTBEHHOTO
mperapara
a) IJIomiajKa 1Mo BTOPUYHOM
) mIowaz P 1,2 1,3,8 1A,y
YIIaKOBKE
0) IUIOIAaKa 110 MEepPBUYHOM 1,2,3,4,
) moman P 1,2,3,4,5 IA
YIIAKOBKE 8,9,10

B) TMJIONIQJKa, Ha KOTOPOWM
OCYUIIECTBISIOTCS
MIPOU3BOJICTBEHHBIE ONepaluu
s OHMOJIOTUYECKHX



JIEKapCTBEHHBIX MPENapaTroB
WIH JIEKapCTBEHHBIX (QOpM,
IIPOU3BENCHHBIX C MOMOIIBIO
CIOXHBIX IPOU3BOACTBEHHBIX
MIPOILIECCOB, 33 HCKIIOYEHUEM
BBIIYCKA CEpUil, KOHTPOJA
KauecTBa Cepuil U BTOPUUHOU
YIaKOBKH

r) IIomangka, Tpeodyromas
[IPOBENCHUS TNEPBUYHOU WU
MPOAYKTCIEIUPUIHON
WHCTICKIIUU

) TIomanka, Ha KOTOpOH
OCYHIIECTBISIIOTCA  JIIOOBIE
MMPOU3BOACTBCHHBIC OICpalun

I HECTCPHUIBHBIX
A p 1,2,3,4,5,

JICKApCTBCHHBIX MpernapaTroB, — 6, 7’ 8’ 9’ 10

3a HCKIIOYCHHEM BBITyCKa
cepuil, KOHTpPOJIS CEpui,
MEPBUYHOM W BTOPUYHOU
YIaKOBKH

€) IUIomanKa, Ha KOTOpOH

OCYIIECTBISIOTCS  JTFOOBIE

MIPOU3BOICTBEHHBIE OTIEPAINU

co CTEPHUIbHBIMHU

JIeKapCTBEHHBIMHU

npenaparamMmu,

MIPOU3BOAAIIUMHUCS c 3 1,2,3,4,5,7, B
HCIOJIb30BaHUEM 8, 10
aCenTHYECKUX  MeTOmoB  (

HCKJII0Yass OWOJOTHYECKHE

JIEKapCTBEHHBIE IIpenaparsl),

3a HCKJIIOYEHHEM BBINTyCKa

cepuid, KOHTpOJS KadecTBa

CepHil U BTOpUYHON yIaKOBKU

VYcaosus

1. VYnooBneTBOpUTEeIbHAas HWHCIEKIUS B TEUYCHUE IOCIEOHUX 3 JeT

HMHCIEKTUPYIOUIMMHU OpraHaMu IoCyJapCTB-4I€HOB, WIH CTPaHOH, ¢ KOTOpOU
3aKJIFOYCHO JCUCTBYIOIIEE COTJIAIICHHE O B3aMMHOM MPU3HAHUK CEPTU(UKATOB
COOTBETCTBUS MpaBWJIaM HaJJIexalllel MpOu3BOJCTBEHHON MPAKTUKHY.

2. [Inomanka IUIIEH3UPOBAaHA B YCTAHOBICHHOM MOPSIKE (I TIPOU3BOJICTBA
paccMaTpuBaeMOU JIeKapCTBEHHON (POPMEI HITH JICKAPCTBCHHOTO IIperapara).

3. PaccMaTpuBaeMblil JIeKapCTBEHHBIN MpenapaT He SBJISETCS CTEPUIIbHBIM.

4. B COOTBETCTBYIOIIUX CIIy4asiX, HAIPUMEDP, B OTHOLIEHUU CYCHEH3UN WU
SMYJbCHM, HMeeTCs IUlaH BaluJallMM IMpoliecca MPOU3BOJACTBA WU B

COOTBETCTBHH C TEKYIIUM IIPOTOKOJOM YCIICITHO IPOBEICHA BaJHIAIUS
MIPOM3BOJICTBA Ha HOBOW IUIOIIAgKEe C HE MEHEE YeM 3 TMPOMBIIUICHHBIMA
CepUsIMHU.

5. PaccMmarpuBaeMblil IeKapCTBEHHBIN Mpenapar He SBJISETCS OHOJIOTHYECKUM
JIEKapCTBEHHBIM MTPETapaToM.

JoxymeHnrauus



1. IonTrBepxknaeHue TOro, 4To IpeanaraeMas IUIOMIaJKa JIMIEH3UPOBaHA
YHNOJHOMOYEHHBIM OpPraHOM CTpPaHbl MECTOHAXOXJIEHUS A MPOU3BOJACTBA
JIeKapCTBEHHOW (POPMBI MITH PacCMaTPUBAEMOTO JIEKAPCTBEHHOTO Mpernapara.

2. B cooTBercTByOmMX CiIy4asxXx HEOOXOJMMO yKazaTh HOMEpa CEepHi,
COOTBETCTBYIOIINE pa3Mep CEpUH U JaTy MPOU3BOICTBA CEPHH (

3), UCIIOIb30BaHHbIEC B BAJIMJIAIIMOHHOM HCCJIEIOBAaHHUH, Y TIPE/ICTABUTH JIaHHBIE
T10 BaJIMJIAIMHU WJIM TIPOTOKOJI (CXeMy) BaIMAAINH, ITOUIeKaIINi mogaqe.

3. B 3asBneHMH O BHECEHMH M3MEHEHHMH HEOOXOAMMO YETKO yKa3aTb paHee
0JI0OOPEHHBIX U TIPEUIaraeMbIX TPOU3BOAUTEINCH.

4. Koy yTBep)KICHHBIX CHEIU(PHUKALNA HA BBITYCK M KOHEIl CPOKa TOIHOCTH (
€CITH IPUMEHUMO).

5. Januble aHanu3a | NMpPOMBILUIEHHOW CEPUU U 2 OIBITHO-MPOMBIIUIEHHBIX
cepuii, UMUTHPYIOLINX MPOIECC MPOU3BOACTBA (MIIH 2 MPOMBIIIICHHBIE CEPUH)
U CpPaBHUTEIbHBIC JAHHBIC (B TOM YHCIIE TECT CPABHUTECIBHOW KHHETHKH
pacTBOpPEHHS B INPHUMEHUMBIX CIIy4asx) ¢ 3 CepHUAMH, IPOU3BEIECHHBIMU Ha
npeaslaylield Mpou3BOACTBEHHOM Iiomanke. [lo 3ampocy HeoOXoanmo
MPEJCTaBUTh JaHHBIE 10 CIEXYIONMM 2 IOJHBIM ITPOMBIIIJICHHBIM CEPHSIM;
HE00XOMMO COOOIINTh, €CIIM PEe3yJbTAaThl aHajdW3a He YKIAAbIBAIOTCS B
crenuUKaIMIo, ¥ MPEATI0XKNATH IUIaH JEHCTBHH.

6. CooTBeTCTByIOIIME JaHHBIE IO BAIHWIAINH, BKIIOYAas PpE3yJIbTATHI
MHUKPOCKOIIHU PACIPEeNICHHS 10 pa3MepaM YacTHIl U X MOP(OIOTHH MATKHX
U KUIKHUX JEKapCTBEHHBIX ()OpM, B KOTOPHIX (hapMaleBTHUECKasi CyOCTaHIM
HaXoqUTCs B HEPACTBOPEHHOM COCTOSAHHU.

7. Ecnu Ha HOBOW NHPOU3BOJCTBEHHOM IJIONIAJKE B Kaue€CTBE HCXOJHOTO
MaTepualla HCIONb3YyeTcsl aKkTHBHas (apMaleBTHUecKas cyOcTaHuus, —
JIeKJIapalysi YIOJTHOMOYEHHOTO JIMIA IIIOIAAKH, OTBETCTBEHHOTO 32 BBIMYCK
cepuif, 4TO aKkTHBHas (apmameBTHUeCKas CyOCTaHIUS NPOM3BEICHA B
cootBercTBrU ¢ [IpaBmamu Hajexameil TpOU3BOACTBEHHONW MPAKTUKU IS
HCXOJHBIX MAaTEPHAIOB.

8. INompaBka K COOTBETCTBYIOIIEMY pasfeny (pa3geiiaM) PerHCTPAIliOHHOTO
JIOCKE.



9. Ecnnm mnpou3BOACTBEHHas IUIOMIAAKa M IUIONIaJKa, Ha KOTOPOH

OCYIIECTBIIAETCS IEpBUYHAS YIIAKOBKA, Pa3In4aloTcs, HEOOXOIMMO ONHCaTh U
BaJIMINPOBATH YCJIOBHS TPAHCIIOPTUPOBKH M XpaHEHHs Hepac(hacoBaHHOTO
npemnapara (bulk).

10. [eficTByrommii JOKyMEHT, IIOATBEPKIAIOIINN COOTBETCTBHE TPEOOBAHUAM
HaJJIeXale MpOu3BOJCTBEHHOW mpakTuku Coro3a, MNPOU3BOACTBEHHON

IJIOMAAKU (MPOU3BOACTBEHHBIX IIOMIAIOK), OCYIIECTBIISIONICH MPOU3BOJICTBO
TOTOBOM JIEKApPCTBEHHOM (DOPMBL.

Jexnapanuu  yIOJHOMOYEHHOTO JIHIA, 3aTparvBarollne
AKTUBHYIO (hapMaIeBTHUYCCKYIO CyOCTaHITUIO
Bnagenbipl aumeH3uii Ha MPOU3BOACTBO 00sI3aHBI B KaUeCTBE
HMCXOAHBIX MaTepualioB UCIOJb30BaTh HUCKIIOYUTEIHHO
AKTUBHBIC (papMaIlCBTHUYCCKHE CyOCTaHIINU, TPOU3BEICHHEIC B
cooTBeTcTBUU ¢ [IpaBuiamMu HajuIeKame Mpou3BOACTBEHHON
MPaKTHKH, IMOITOMY KaXKIBIA BIAJeNel JHUICH3UH Ha
MPOU3BOJICTBO  JIeKapcTBeHHOH  Qopmer  oOs3aH
MIPOJIEKIIapUPOBATh, YTO OH B KA4€CTBE MCXOJHOTO MaTepHaia
HCIOJIb3YET AaKTUBHYIO (hapMalleBTHUCCKYI CyOCTaHIIUIO,
MPOU3BEJICHHYIO B cooTBeTcTBUU C [IpaBuiamu Hajexanieit
MPOU3BOJCTBCHHON NpPakTHUKUA. Kpome TOro, MOCKOJIBKY
YIOJTHOMOYEHHOE IIHII0, OTBETCTBCHHOE 3a BEIMYCK CEpHH,
Oeper Ha cebsi OOIIYyI0 OTBETCTBEHHOCTH 33 KAXKIYIO CEpHIO,
€CJTM TIUTOIIAgKa, BBITYCKAIOMAs CEpPHI0, OTIMYAeTCS OT
MPOU3BOIUTEIS JICKAPCTBEHHOW (POPMBI, YIOJTHOMOYCHHOE
JIUII0, OTBETCTBEHHOE 3a CEPTH(DHKAIUIO CEPHUH, TOJIKHO
MPEJICTaBUTH TOTIOJIHUTEIBHYIO JCKIAPAITHIO.
[Ipumevanus:
Bo MHOTHX cilydasix BOBJICUYCH JIUIIb OJTUH BJIAICIICI TUIICH3UU
Ha TIPOU3BOJICTBO, IIO3TOMY TOTpeOyeTCs UMb OJHA
nexmaparnus. OQHAKO, €CITH BOBIICYCHBI HECKOJIBKO BIIA/ICITBIICB
JUIEH3WH Ha TPOM3BOACTBO, BMECTO IOAAYNU HECKOJIBKHX
JeKJlapanuidi JOIMyCKaeTcs IoJaTh OJHY JeKIapaluio,
MOAMUCAHHYI0 OJHHAM YIOJHOMOYCHHBIM JIMIIOM. JTO
JIOITyCTAMO TIPU YCIOBUU TOTO, YTO:
B JIEKJIapalliy YeTKO YKa3aHo, YTO OHa MOJIMMCaHa OT JIMIIa BCeX
BOBJICYCHHBIX YIIOJTHOMOYCHHBIX JTHII,
JIOTOBOPCHHOCTH CKPCIUICHBI TECXHUYCCKUM COTJIAIICHUEM,
onucaHHbIM B riaBe 7 [IpaBui Hajuiexalied mponu3BOACTBEHHON
TIPAKTHKH, ¥ YIIOTHOMOYEHHOE JINIIO, TIOJafoIIee JeKIapaluio,
yKa3aHO B TaKOM COTJIAIIGHHH Kak Oepymiee Ha cels
00513aTeNbCTBO 1O  COOTBETCTBHIO  INpPOM3BOAMTENS  (
MPOU3BOAUTENICH) aKTUBHOM (hapMaleBTUYECKON CyOCTaHIHH
[IpaBunam Hamaexkameld MTPOU3BOJCTBCHHONW MPAKTHUKH.
[Ipumeuanue: yka3aHHBIC COTJIAMICHHS SBISIFOTCS MPEIMETOM
WHCIICKIIUN YIIOJTHOMOYCHHBIX OPTaHOB.

B.11.6.2. N3menenue

MIPOU3BOJAUTENS 110 KOHTPOJIIO
HeobOxogmmeie JIoKyMEHTH U
KadyecTBa JIEKapCTBEHHOTO IIpouenypa

. yCIOBHA TaHHBIE
mpernapaTa U BBITYCKY CEpHA
JIEKapCTBEHHOTO TIperrapara
a) 3aMeHa WIu Jo0aBlIeHHE
MJIOMIAJIKKU, Ha KOTOpOM
’ P 1,2,3 3,4 1A

OCYIIECTBISIETCS KOHTPOJIb
KadyecTBa (MCIBITaHHUE) cepuit



0) 3aMeHa WIM JOOaBJICHHE
MJIOIAKH, Ha KOTOPOH
OCYIIECTBIISIETCS  KOHTPOJIb
KadecTBa (MCHIBITAHHUE) CEPHA
OMOJOTUYECKOTO
JIEKApCTBEHHOT'O Mpernapara u
JOOBIX METOJIOB HCITBITAHUH, I
OCYIIECTBISIEMBIX Ha
MJIOMIA/IKE,  SIBIISFOIIUXCS
OMOJTOTHYECKUM (
HMMYHOJIOTHYECKHUM,
HMMYHOXUMHUYECKUM)
METOJIOM

B) 3aMeHa WJIH JOOaBIICHHE
MPOU3BOAUTENS,
OTBCTCTBCHHOTO 3a BI)Il'lyCK
cepuit

1. 3a UCKITIOYEHUEM KOHTPOJISI IA
L1 1,2,3 HY
KayecTBa (MCITBITAHHSI) CEPUi

2. Bxumouas KOHTPOIb

1,2 1,2,3 IA
KayecTBa (MCMIBITAHKE) CEPUH 7 HY

3. Bxuowas KOHTpPOIB
kayecTBa  (HMCTIBITaHUE)
OHMOJIOTHYECKOTO
JIEKapCTBEHHOTO Mpernapara u
OJIUH W3 METOJOB HCIBITAHUH, 1
OCYIIECTBISIEMBbIH Ha

MI0OMIAKE, SIBIISICTCSI

OMOJTOTHYECKUM (

HUMMYHOJOTUYCCKHUM,

UMMYHOXUMHYECKUM)

VYcnoBus

1. Ilmomaaka JTUIEH3UPOBaHA B YCTAHOBICHHOM TIOPSIKE YIIOJHOMOYECHHBIM
OpTraHOM CTPaHBI IPOU3BOJICTBA.

2. JlexkapcTBEeHHBIN TIpemapaT HE SBISETCS OMOIOTHYCCKUM JIEKapCTBEHHBIM
MIperapaToM.

3. Tpanchep aHATHUTHYECKUX METONUK HAa HOBYIO HCIBITATEIHHYIO
1ab0paTOPHIO MPOU3BEACH YCIICIIHO.

JoxymeHTanus

1. B conpoBoauTeIbHOM MUCHEME U B (JOPME 3asIBJICHHS O BHCCCHUU H3MCHECHUI
HEOOXOIMMO YEeTKO VyKa3aTh paHee OJOOPEHHBIX U IpeiaraeMbBIX

MIPOU3BOIUTEINCH.

2. Jleknapanusi yIOJTHOMOUYSHHOTO JIUIA, OTBETCTBECHHOTO 3a BHIITYCK CEPHH, B
KOTOpO#l yKa3bIBaeTCs, YTO MPOU3BOAUTENH (TIPOM3BOAWTENN) AKTHBHON
(apmaneBTHYECKON CyOCTaHIIMH, yKa3aHHOW B PETHCTPAIIOHHOM JIOCHE,
paboTtaeT B coOTBeTCTBMM C IIpaBWiaMu HaIJIeKaIleH MPOU3BOACTBCHHON
MPaKTUKH JUIS UCXOJIHBIX MaTepuajoB. [Ipu onpeseneHHbIX 00CTOSATENbCTBAX
JTOITYCKACTCS MPENICTABIIATH OJIHY JNEKIaparuio (CM. MpUMEYaHUEe K H3MEHCHUIO
B.IL.6.1).

3. [NompaBka K COOTBETCTBYIOIIEMY pasieiy (pa3ieiiaM) PerucTparioOHHOTO
IOChe, BKJIIOYAs WHPOPMANHMIO O JIEKAPCTBEHHOM IIpemapare H, IpH

HEe0OXOMMMOCTH, JAaHHBIE 10 BaNHOAINH (BepUPUKANNN) aHATUTHICCKHUX



METOAMK, MEPEHECEHHBIX CO CTapOi Ha HOBYIO IUIOLIAAKY, COIVIACHO aKTam
opranoB Coto3a B cdepe TpaHchepa TEXHOIOTHIA U aHATHTHISCKAX METOIHK.

4. JlecTBYIOIIUN TOKYMEHT, TOJATBEPKAAONINA COOTBETCTBUE TPCOOBAHHUIM
[IpaBun Hammexamed MPOM3BOACTBCHHON IIPAKTUKH, MPOU3BOJCTBECHHOU
muomanku  (MJIOMAN0K), OCYIIECTBIISIONIEH MPOU3BOJICTBO TOTOBOH
JIEKAPCTBEHHON (OPMBI U BBITYCKAIONINH KOHTPOJIb KauecTBa JIEKAPCTBEHHOTO
npernapara.

B.11.6.3. U3menenne mpormecca
MIPOU3BOJICTBA JIEKAPCTBEHHOTO
npemnapara, BKJIIOYas

. Heob6xonumbie JIoKyMEHTHI U
MIPOMEXYTOYHBIH TPOIYKT,

IIpone a
YCIOBHUSA JTaHHBIE poreayp

HUCIIOJIb3YyEMBbIU B
IIPOU3BOJCTBE JIEKAPCTBEHHOI'O
npernapara

a) HesHaummble u3MeHeHus 1,2,3,4,5,6, 1,3,4,5,6,7,
Ipoliecca MpoU3BOICTBA 7 8

0) 3HaYMMbBICe W3MCHCHHS

mpoiecca MPOU3BOJCTBA,

KOTOpbIE MOTYT OKa3aTh

CYILLIECTBEHHOE BJIUSIHUE Ha — — 1I
KauyecTBO, 0€30MacHOCTh U

3¢ HeKTUBHOCTH

JICKApCTBEHHOTO Tperrapara

B) JIEKapCTBEHHBIN Ipemapar

ABIISIETCS.  OMOJIOTHYECKUM

JIEKapCTBEHHBIM IIPEIapaToM, — - II
U M3MEHEHHUE TpeOyeT OLEHKH

COMOCTaBUMOCTHU

I') BBEICHHE HECTAHIAPTHOIO
MeToda GbUHUIITHO I - - II
CTCpUITA3ALUU

1) BBEJICHHUE WU YBEJIUYCHUE

n30BITKA, HMCIOJIB3YEMOr0 B

OTHOUIIECHUU aKTUBHOMU — — II
dbapMareBTUUYCCKOMN

cyOcTaHIuu

€) HeCyIeCTBeHHOE U3MEHECHIE
mpoiecca  IIPOM3BOJCTBA
BOJIHOﬁ CyCHeHSI/II/I JJIs1 an/IeMa
BHYTpb u APYTHX
CIICIUATN3UPOBAHHBIX
JIEKapCTBEHHBIX (hopm

- 1,2,4,6,7,8 1B

’K) UW3MEHEHHE TMpolecca
MIPOM3BO/ICTBA JIEKAPCTBEHHOT'O
npenapara: IepeMelieHne
JTana  CTepHIN3yIoUei
¢unpTpanuu u3 30H A/B B
30Hy C

3) HU3MEHEHHE MaTepuaina
BTOPUYHOM  yHMaKOBKHU
HepacpacoBaHHOTO



JIEKapCTBEHHOI'O IIpernapara,
HEIOCPEICTBEHHO HE 8 ! TA
COINPUKACAIOMIETOCS  C

JIEKApCTBEHHBIM MpernapaToM (

BKJIfOYas 3aMeHy WU

Jo0aByIeHUE)

VYcaoBus

1. VI3MeHeHHsI Ka4eCTBEHHOTO MJIM KOJIMYECTBEHHOTO NMPOQHIIs IpUMecei uiu
(DM3UKO-XMMHUYECKIX CBOMCTB OTCYTCTBYIOT.

2. 3smeHeHue Kacaercs:

TBEPIOH JIeKapcTBEHHOH (DOPMBI ¢ HEMEJICHHBIM BBICBOOOXKICHHEM IS
IprueMa BHYTPb WM HAPY>KHOTO NTPUMEHEHHS;

KHUIKUX JIEKApCTBEHHBIX ()OPM B BHJIE PAaCTBOPA, MATKUX JIEKAPCTBEHHBIX (hOPM,
CYNIO3UTOPHEB, KOTOPBIE HE OTHOCSTCS K CIENHATU3UPOBAHHBIM
JICKAPCTBCHHBIM (bopMaM, IMPOU3BOJUMBIM HECTAaHAAPTHBIMU IIpOLECCaMU B
COOTBETCTBHH ¢ akTamu opraHoB Coro3a B cepe oOpalleHHs JIeKapCTBEHHBIX
cpenctB. I[lpy 3TOM uU3MEHeHHE OTHOCHTCS K NapaMerpaM Ipolecca
MIPOM3BOJICTBA, KOTOPHIE CUYUTAIOTCS HE BIMSIOIMIMMH Ha KayecTBO
JIEKapCTBEHHOTO IIpenapara (He3aBHCUMO OT BHJa JEKaPCTBEHHOTO Ipernapara u
(wmi) eKapcTBEHHOH (POPMBI), M pacCMaTpPUBAaeMBIN JICKAPCTBEHHBIN Ipemapar
HE ABJISIETCS OMOJIOTMYIECKUM WM JIEKAPCTBEHHBIM PAaCTUTEIBHBIM IIPENapaToM.
3. IlpuHOMT TTPOM3BOACTBA, BKIIIOYAsl OTACIBHBIE €r0 3Talbl, HE U3MEHsEeTCH,
HanpuMmep, 00paboTKa MPOMEKYTOUHBIX MPOIYKTOB, OTCYTCTBYIOT M3MEHEHHS
KaKuX-JIMOO pacTBOPHUTENIEH, HCIIOIB3YEMBIX B IIPOLIECCE TPOM3BOCTBA.

4. 3aperucTpupoOBaHHBIM B HacTosIlee BpeMs MpoIecc IIPOU3BOJICTBA
MOJIBEpraeTcsl MpoleccaM BHYTPUITPOM3BOJCTBEHHOTO KOHTPOJISI M U3MEHEHUE
IIPOIIECCOB TAKOTO KOHTPOJsS (paclIMpeHne WIM HCKIIOYEHHE KpUTEpUEB
MIPUEMIIEMOCTH) He TpeOyeTcs.

5. Crnenm¢ukanuy JEKapCTBEHHOTO Tpenapara MM IPOMEXYTOYHBIX
MIPOIYKTOB HE N3MEHSIOTCH.

6. Ilo pe3ynbpraTamM HOBOTO IpoIecca JOJDKEH 00pa3oBBIBATHCS HICHTHYHBIN
JEKapCTBEHHBIM MpemapaT C TOYKH 3PEHHA BCEX acleKTOB KadecTBa,
6e3omacHOCTH U 3((HEKTUBHOCTH.

7. CormacHO COOTBETCTBYIOmUM JokymeHTam (Coio3a  HayaThl
COOTBETCTBYIOIIUE MCCIICIOBAHNs CTAOMIBHOCTH HE MEHee 4eM Ha 1 OIbITHOM
WM IPOMBIIUICHHOW CEpUM; B PACHOPSIKEHUM 3asBUTEIS HAXOIATCS
Y/IOBIIETBOPUTENBHBIE PE3YJIBTATHI 110 MEHBIIEH Mepe 3-MEeCSYHOTO M3Yy4eHHS
crabmibHOCTH. [loATBEpXKIEHNE TOTO, YTO HCCIIEN0BaHNS OYAyT 3aBEpILCHbI, U
€CIM pe3yNbTaThl HE OyAyT YKIaAbIBaThCS B CHENM(HUKALNK WIH MOTYT
MOTEHIMAIBHO HE YJIOXHTHCA B CIEHU(PHUKAINU HAa KOHEI| CPOKa TOXHOCTH,
JlepKaTenb PETUCTPAIIMOHHOTO  yAOCTOBEPEHUs 00sA3aH  COOOIIUTH
YIIOJITHOMOYEHHOMY OpTaHy Hapsay C MpejjiaraeéMbiM IJIAHOM ACHCTBUMN.

8. Bropuunas ynakoBka He siBisieTcsi (DyHKIMOHAJIBHOM Uil oOecreueHHs
CTaOMILHOCTH, WM N0 3HAYUMBIM CBOWCTBAaM II0 MEHBIIIE Mepe IKBHBAJICHTHA
0JI00pPECHHOI.

JoxymeHnrauus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zely (paszesiaM) pPerncTparioHHOTO

JIOCKE.

2. B oTHOImIEHNN MATKUX M XKHUJIKUX JIEKAPCTBEHHBIX ()OPM, B KOTOPBIX aKTUBHAS
(bapmaneBTHUeCcKas CyOCTaHIMA HaXOOUTCS B HEPACTBOPEHHOM COCTOSHUM:

HaJAJIeXallas Banugaus U3MEHeHNs, BKII0Uasi MUKPOCKOITHIO YacTHIl B LEJIIX



MPOBEPKH BHIMMBIX W3MEHEHHH MOP(OJIOIHH; CPaBHUTEIbHBIC JaHHBIE O
pacmpenesieHnu 1o pa3Mepy dYacTHI (JUCHEPCHOCTH), IOJIy4YEeHHBIC
HaJIEXKAIIM CIIOCOOOM.

3. B oTHomeHWM TBEpABIX JEKAPCTBEHHBIX (opM: maHHBIE Npoduis
pacTBOpEHUs

1 pempe3eHTaTUBHOW MPOMBINUICHHON CEpHH W CPAaBHUTENBHBIC NaHHBIE 3
MOCIIEHAX CEPHil, MPOU3BEIACHHBIX C MIOMOINBIO TMpenpIaymero nporecca. Ilo
3ampocy HeoOXOIHWMO MPEJCTaBUTh JAaHHBIE IO CIEAYIOIIMM 2 TOJHBIM
MIPOMBIIITICHHBIM CEPUSIM MJIH COOOIIUTH, €CIIN Pe3yJIbTaThl He YKIIaAbIBAIOTCS B
crennpUKaLUIo ¥ MPEUIOKHUTE TUIaH eicTBUI. B oTHONIEHNN JIeKapCTBEHHBIX
PacTUTEIBHBIX IIPENapaToB MOTYT OBITh JOCTATOYHBI JAHHBIC CPaBHUTEILHOM
pacrasiaeMocTH.

4. OOocHOBaHHS HEINPEJCTABICHHUS pPE3yJIbTaTOB HOBOTO HCCIIETOBaHHSA
OMOSKBUBAJICHTHOCTH B COOTBETCTBHU ¢ [IpaBuiamMu mpoBeaeHNs ncciae 0BaHuN
6uoskBuBanentHoctu Coro3a.

5. Ilpu n3meHeHnH napaMeTpa (IlapaMeTpoB) MpoIiecca, KOTOPBIE CIUTAIOTCS HE
OKa3bIBAIONIMMHY BIUSHHE HAa Ka4eCTBO JIEKAPCTBEHHOTO Tperapara, AeKiIaparis
, YTO 3TO JOCTUTHYTO B XOJIC PaHEee MPOBEICHHOI 0JI00PCHHO OIICHKU PUCKOB.
6. Konnu crierudmkaiuii Ha BBITYCK M KOHEIl CPOKa TOJHOCTH (B BUJIE CCBUTKH
Ha COOTBETCTBYIOUIUI JOKYMEHT B IIOCIEJOBAaTEIbHOCTH JOChE WU
MIPUJIOKEHHUS K COTTPOBOJMTENILHOMY ITUCHMY ).

7. JlanHble aHanm3a cepui (B popMe CpaBHUTENBHOW TaOJIHIBI) 1O MEHBIIEH
Mepe

1 cepun, Npon3BEAEHHOM ¢ TOMOIIBIO OJJOOPEHHOTO U IIpeJIaraeMoro mpolecca
. ITo 3anpocy HE0OXOANMO TPEACTaBUTH JAHHBIE IO CIEAYIOIIUM 2 MOJIHBIM
MIPOMBIIUIEHHBIM CEPHUSIM; CIIEAYET COOOIIUTH, €CIM PEe3yIbTaThl aHAIN3a HE
YKJIAJBIBAIOTCA B CHIEU(DUKALINIO M IPEIUIOKUTD IUIaH IEHCTBUM.

8. IlonTBepxaeHUE AepKaTENs PErHCTPAMOHHOTO YI0OCTOBEPEHHS, YTO HaYaThl
COOTBETCTBYIOIIHE HCCIIEIOBAHUS CTAOMIBHOCTH (C yKa3aHHEM HOMEPOB CEpHii)
W M3Y4YEHbI HEOOXOJMMbIE NapaMeTphbl CTaOWIILHOCTH M0 MEHbLIeH Mepe Ha |
OTIBITHO-IIPOMBINUICHHONH WJIM TPOMBIIIJIEHHOH CEepHUM M Ha MOMEHT
YBEIOMJICHUS B PAcIOPSDKEHUH 3asBUTEISI HAXOAWINCH YAOBJIETBOPHUTEIBHBIE
pe3ynbTaThl MO MEHBLIEH Mepe 3-MEeCSIMHOTO H3YYEHHS! CTa0MIBHOCTH; |
npoduiIb cTaOMIBHOCTH aHAIOTHYEH TEKYIIeH 3apEernCTPHPOBAHHON CUTyalnH.
[IpencraBieHo MOATBEP)KIEHHE TOTO, YTO UCCIEAOBAaHUS OyIyT 3aBEpLIEHB, H,
eclM pe3yibTaThl HEe OyOyT YKIaabIBaThCsl B CHENHM(HUKALUU WIH MOTYT
MOTEHIUAJIBHO HE YJIOKHUTHCS

B criequdHKalnuy Ha KOHEI| CPOKa I'OHOCTH, AEpKaTellb PErMCcTPalMOHHOTO
Y/I0CTOBEpEHHS 00513aH COOOIIUTH YIOJIHOMOYEHHOMY OpraHy Hapsiay

C MpeJyIaraeMbIM IJIaHOM JAEHCTBUI.

B.11.6.4. 3menenne pa3mepa

cepun (Bkmiouas auana3oHsl HeoOxoxmmbie J{oKyMeHTHI U
pasmepa cepuu) YCIIOBUS JIaHHBIE
JIeKapCTBEHHOTO TIperapara

IIpouenypa

a) yBeNnW4YeHue BIUIOTH 10 10
pa3 mo cpaBHenur c¢ 1,2,3,4,57 1,4 1A
0100pEHHBIM

0) yMeHbIIIEHHE pa3Mepa cepuu
no 10 pa3 mo cpaBHEHHIO C
3apeTUCTPUPOBAHHBIM
pa3mMepom

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



B) H3MEHECHHE TpeOyeT aHAIn3a

COMOCTAaBUMOCTH

OHOJIOTUYECKOTO - — 1I
JICKapCTBEHHOT'O Ipernapara

WM U3MEHEHHE pa3Mepa cepuu

TpeOyeT HOBOTO UCCIICAOBAHHUS

OHMOSKBHUBAJIEHTHOCTH

) U3MEHEHHE 3aTParuBacT BCe

OCTaJIbHBIE JIEKapCTBEHHBIC

(GbOopMBI, TPOM3BOIALINECST C — - I
IIOMOIIBIO KOMIIJICKCHBIX

HPOLIECCOB IIPOU3BOACTBA

) yBenmueHue Oomee 10 pas
0 CPaBHEHUIO C 0I00PEHHBIM

pasMepom cepuu

JIEKapCTBEeHHBIX ¢GopM ¢  — 1,2,3,4,5,6 1B
HEeMEIICHHBIM

BBICBOOOXKICHUEM (JIJIs1 IpreMa

BHYTPB)

e) MacmrTad TPOM3BOJCTBA

OHMOJIOTHYECKOTO

JIEKAPCTBEHHOTO Iperapara

yBenmamics (yMeHbIIHICs) 6e3 — 1,2,3,4,5,6 IB

H3MEHEHUS npoiecca
MPOU3BOACTBA (HAmpuMep,
JryOnupoBaHUE JIMHNN)

Ycnosus

1. 3MeHeHHe He BIUSET HA BOCHPOHM3BOJIMUMOCTH M (MJIM) IOCTOSHCTBO
KauyecTBa JIEKApCTBEHHOI O IIpenapara.

2. VI3MeHeHHe 3aTparuBaeT CTaHIAapTHBIC JIEKapCTBEHHBIE (JOPMBI JUIsl IpHEeMa
BHYTPb C HEMEIJICHHBIM BBICBOOOKICHHEM WM HECTEPHUIIbHBIC >KUAKHE
JIEKapCTBEHHBIE (DOPMBL.

3. JlioOble W3MEHEHHWS METOJOB TIIPOM3BOJACTBA W (WJIM) METOAOB
BHYTPHIIPOU3BOJICTBEHHBIX KOHTPOJEH HEOOXOAWMBI JIMIIb ST M3MEHEHUS
pa3Mepa cepuu, HallpuMep, UCIONIb30BaHUE 000PYAOBAHUS JPYTOTro pa3Mepa.

4. Nmeercs cxema BalHJAlM{ WIX B COOTBETCTBHM C TEKYIIHM MPOTOKOIOM
YCIICIIHO TPOBEICHAa BalIMIalMs IPOM3BOJACTBA HE MEHee uyeM Ha 3
MIPOMBIIIICHHBIX CEPHSX C HOBBIM Pa3MEpPOM B COOTBETCTBUH C IPUMEHUMBIMU
TpeOOBaHUAMU.

5. PaccmarpuBaeMblil JIeKapCTBEHHBIH Ipenapar He SBISETCS OMOJIOrHYeCKUM
JIEKapCTBEHHBIM IIPETIaPATOM.

6. V3MeHeHMe HE JIOJDKHO OBITH CIICACTBHEM HEINPEIBUACHHBIX CHTYallui,
BO3HMKIINX B X0JI€ TPOM3BOACTBA, MK N3MEHEHHS CTAONIBHOCTH.

7. Pasmep cepum yxiansiBaeTcs B 10-kpaTHBIN quana3oH, IpeAyCMOTPEHHBIN
IIPHA PETHCTPAIMH, WIM IOCJE MOCIEAYIONIEr0 M3MEHEHHs, HE SBIISBILETOCS
n3MeHeHneM [A Tuma.

JlokymMeHTanus

1. TlompaBka K COOTBETCTBYIOILIEMY pasieny (pasfenaMm) perucTparuoHHOro
JIOCKBeE.

2. Jlannbie aHamu3a cepuii (B hopMe CPaBHHUTEIBHOMN TaONHIIBI) MO MCHBIICH
Mepe | TPOMBINUICHHOW CEpUU, MPOU3BEICHHOW B 3aperHCTPUPOBAHHOM H
mpeajiaraeMoM pa3Mepax (B TOM YHCIE€ TECT CPaBHUTEIBHOW KUHETHKH



pacTBOpEeHUs B IPUMEHHUMBIX ciiydasx). I1o 3anpocy He0OX0quMO MpeCTaBUTh
JIaHHbIE MO CIICAYIOMIMM 2 TIOJIHBIM IPOMBIIUICHHBIM CEpHSAM; JAEpKaTellb
PETUCTPAIIMOHHOTO YJOCTOBEPEHHsI 0053aH COOOIINTH, €CIH Pe3yNbTaThl
aHaJIM3a He YKIIABIBAIOTCS B CHENN(HUKALUIO, U IPEITIOKNUTH IIIaH ICHCTBHUH.
3. Kommun omo6peHHbIx ciennuKanuii Ha BEITyCK M KOHEIl CPOKa TOIHOCTH (B
BUJIE CCBUIKM Ha COOTBETCTBYIOLIMH JOKYMEHT B IIOCJIEAOBATEIBHOCTH J10CHE
WJTU TIPUJIOKEHHSI K COMTPOBOAUTEILHOMY TUCHMY).

4. B COOTBETCTBYIOIMX CITyYasX HEOOXOAMMO yKa3aTh HOMEpa CEpHil C HOBBIM
pa3MepoM cepHuH ¢ JaToW UX MPOU3BOJICTBA (

3), UCTONB30BaHHBIX B BAIMJALMOHHOM HCCIECIOBAHUH, WM IIPEICTABUTH
MIPOTOKOJI (CXeMY) BaJTUAAIINH.

5. Heo6xoaumo npeAcTaBUTh Pe3yIbTaThl BAIMIALINH.

6. Pesynprarel HcciaenoBaHHMN CTAOMIBHOCTH IO 3HAYMMBIM IapaMeTpam
CcTabUIBPHOCTH 110 MEHBIIeH Mepe Ha | ONBITHOI MM MPOMBIIUICHHOW cepuu,
OXBaThIBAIOIIEH 10 MeHbIIEel Mepe 3 Mecdla; MOJTBEPkKACHUE TOrO, YTO TaKHe
nccIeI0BaHus OyayT 3aBEpIICHBI, M, €CIIM Pe3yJIbTaThl He OyIyT yKIIaIbIBaThCs
B CIIEU(HUKAIINH I MOTYT IIOTEHIINAIBEHO HE YIOXHUThCS B CTIeI(prKaIy Ha
KOHEI[ CPOKa TOJHOCTH, AEPKATEeNb PETHCTPALIMOHHOTO YAOCTOBEPEHHS 00sI3aH
COOOLINTH YMOJHOMOYEHHOMY OpraHy HapsAy C MpeyaraéMbIM ILIAaHOM
JieicTBUNA. B OTHOIIEHHH OMOJIOrMYECKUX JIEKAPCTBEHHBIX CPEACTB: JIEKIapalus
, 4TO OILIEHKA COMOCTaBUMOCTH He TpeOyeTcs.

B.I1.6.5. Usmenenue
BHYTPHUIIPOU3BOICTBEHHBIX
I/ICHI)ITaHI/lﬂ nJIn KpI/ITepI/leB

HeoOxomgumeie JIoKyMEHTH U
OPpUEMIEMOCTH, Ipouenypa

YCIIOBHSA JIaHHBIE
HCIOJB3YIOMUXCSI  IpH
MIPOU3BOJICTBE JIEKAPCTBEHHOTO
mpernapara
a) YyXKECTOUCHHUE
BHYTPHUIIPOU3BOJICTBEHHBIX 1,2,3,4 1,2 1A

KPUTCPUCB ITPUECMIICMOCTU



0) no0aBieHHE HOBBEIX 1256 1,2,3,4,5,7,
UCOBITAaHUM WU KpUTEpHEB 8

TIPUEMIIEMOCTH

IA

B) UCKIIOUYECHUE
HECYIIECTBEHHOT O
BHYTPUIIPOU3BOACTBEHHOT O
UCTIBITAaHUSA

1,2,7 1,2,6 1A

r) HCKIIOYEHUE
BHYTPHUIIPOU3BOJCTBEHHOTO
UCTIBITAHUSA, KOTOPOE MOXKET
CYIIECTBECHHO MOBJIUATH Ha
COBOKYIIHOE  KadecTBO
JIEKapCTBEHHOT'O IIpernapaTa

Il) pacuimpeHue o00pPCHHBIX

BHYTPHUIIPOU3BOJICTBEHHBIX

KPUTEPUEB MPHUEMIIEMOCTH,

KOTOpPBIE MOTYT CYIIECTBEHHO — - I
MOBIMUATh HAa COBOKYITHOE

KadecTBO JIEKapCTBEHHOTO

mpemnapara

e) moOaBlieHHWE WM 3aMeHa

BHYTPHIIPOU3BOICTBEHHOT O 1,2,3,4,5,7, B
HCTIBITAaHUST U3 COOOpakKeHHIt 8
0€30I1aCHOCTH UJIM KaYeCcTBa
JK) HE3HAYMTEILHOE N3MEHCHHE
aHAINTHYECKOW METOIMKH
4,6,8,9 1,2, 3, 1A

BHYTPHUIIPOU3BOJCTBEHHOTO
KOHTPOJIS

Ycnosus

1. M3meHeHue He SBISETCA CIEICTBHEM KakKOro-TuO0 o00s3aTenbeTBa,
MIPUHATOTO IO pe3yibTaTaM paHee MPOBEACHHBIX 3KCIIEPTH3 C IICNBI0 aHalN3a
KPUTEPHEB IIPUEMIIEMOCTH CIeNn(UKAIIH (HaPAIMEp, B X0/1€ PETHCTPALINH HITH
BHeceHHUs n3Menenui I tumna).

2. HW3MmeHeHHWe He SBISAETCS CIEIACTBHEM HENPEABUACHHBIX CHUTYAaIHH,
BO3HHKIIHMX B XOJI€ NMPOU3BOJCTBA, HANPUMEP, HOBas HEKBAIN(HUIINPOBAHHAS
NIPUMECh, U3MEHEHHUE MPEEIIOB COAEPKAHUSI CYyMMBI IPUMECEH.

3. JIroboe n3MeHeHHe OJDKHO YKIIAIbIBAThCS B TMANA30H TEKYIMX 0100pEHHbBIX
KPHUTEPUEB MTPUEMIIEMOCTH.

4. Metox aHanu3a He M3MEHWJICS, a METOJMKa aHajdu3a HE M3MEHWIACh WU
M3MCHUJIACh HE3HAUUTEIIBHO (HAIPUMEp, M3MCHCHHE JUTMHBI KOJIOHKH WU
TeMIepaTypbl, HO He IPYTroi BUJ KOJIOHKH).

5. Hu oauH HOBBIM METOJ UCIIBITAHHUS HE OCHOBAH Ha HOBOW HECTaHIapTHON
METOJIOJIOTHHU M CTaHAaPTHOW METOHOJIOTHH, HCIIOTIB3yEeMOH MTO-HOBOMY.

6. HoBbIi1 MeTOJT MCTIBITAHUS HE SBISCTCS OMONIOTUICCKUM (MMMYHOJIOTHICCKIM
, AIMMYHOXUMHYECKUM) MIIA METOJIOM, B KOTOPOM HCHIONB3YETCSI OMOTOTHICSCKHIA
peaKTHB [T OMOJIOTHIECKON aKTHBHOU (hapMarieBTHIECKON CyOCTaHIINN

(32 HWCKIIOYEHHWEM CTaHAApPTHBIX (PapMaKONEHHBIX MHUKPOOHOIOTHIECKHX
METOJIOB).

7. BHYTpUIIpOW3BOACTBEHHOE WCIBITAHHE HE 3aTparuBaeT KOHTPOIh
KPUTHYECKOT0 TIapaMeTpa, HalpuMep:

KOJIMYECTBEHHOE OIPEICIICHHE;



npuMecu (eciaM TOJIBKO OIpENIEJICHHBIH pacTBOPHUTENb OJHO3HAYHO HE
UCIIOJIB3YeTCs B IPOU3BOACTBE);

MOoOYI0 KPHUTHYECKYI0 (HU3MYECKYI0 XapaKTepHCTUKY (pa3Mep 4YacTHIl,
HACBIIHYO TIOTHOCTBIO JI0 | IT0CJIe YIUIOTHEHUS U T. 11.);

UCIBITAHUE Ha MOJUTMHHOCTH (B OTCYTCTBHE MOIXOISLICTO ANBTEPHATHBHOTO
KOHTPOJIS);

MHKPOOUOIOTHYECKUI KOHTPOIb (€CIIH TOJIBKO OH He TpeOyeTcs B OTHOIICHUU
OTIpe/ICIICHHOM JIEKapCTBEHHON (YOPMBI).

8. B coorBerctBum c aktamm opranoB Coro3a B cdepe oOpameHus
JEKapCTBEHHBIX  CPEJICTB  INpoOBeJeHa HeoOXoAMMas  BalWAALHUs,
MOJTBEPKAAIONIAsl, YTO OOHOBJICHHAs aHAINTHYECKas METOAWKA MO MEHbLIeH
Mepe SKBUBAJICHTHA IPEIbIIYIIEH.

9. Ilpenmenbl coaepx aHUsi CyYMMbl TpuUMeceil HE W3MEHHWJIHCh, HOBBIE
HEKBaJM(PUIIMPOBAHHBIE TIPUMECH He 0OHAPY KEHBI.

JoxymeHrtanus

1. INompaBka K COOTBETCTBYIOLIEMY pa3leny (pa3feliaM) perucTpaniOHHOTO
JIOCke.

2. CpaBHUTEIbHAA Tabnnuma TeKYIIUX " mpeaIaraeMbIx
BHYTPUIIPOU3BOJICTBEHHBIX HCIBITAaHUH, KPUTEPHUEB MPHEMIIEMOCTH WU
CpaBHUTECJIbHAA Ta6m/1ua W3MEHEHUH aHAIIUTHYECKON METOOUKH.

3. TlogpoOHOe ommcaHWe HOBOW aHAJIUTUYECKOW METOAMKUA U JaHHBIE TIO
BaJIUAALIH

(B COOTBETCTBYIOLIUX CIIydasiX), ¢ MOATBEPXKACHUEM (€ClId MPUMEHHMO) 4TO
OOHOBJICHHAsl aHAJUTHUYECKas METOAWKa 10 MEHbIIeH Mepe SKBHBAJCHTHA
MpeAbLAYIIEH.

4. IlaHHBIC aHAJIM3a JBYX MPOMBIIUICHHBIX CEpUi (B OTCYTCTBHE IOJDKHBIX
000CHOBaHHH JJIs1 OMOJIOTHIECKAX aKTHBHBIX (hapMaIleBTHYCCKUX CYOCTaHIIHIA —
3 cepum) JEKapCTBEHHOTO TIpeTapara 1Mo BceM IapamMeTpaM CrennhuKaIiim.

5. B COOTBETCTBYIOHNIMX CIIy4asX CpaBHUTENbHBIC IaHHBIC MPOQuiIs
pacTBOpeHHUs JIEKapCTBEHHOTO IIpemapaTa He MeHee dYeM Ha |
OTIBITHO-TIPOMBIIIUIEHHOH CEpHH, TPON3BEACHHON C MCIIONBF30BAaHUEM TEKYITHX 1
HOBLIX BHYTPUITPOU3BOACTBEHHBIX HUCIIBITAaHUH.

6. B oTHOmIEHHH JIeKapCTBEHHBIX PACTUTENLHBIX MpPENapaToB MOTYT OBITh
JIOCTaTOYHBI JJAaHHBIE CPaBHUTEILHOMN pacnalaeMOCTH.

7. OO6ocHoBaHue (OI[EHKAa PHCKOB), MOATBEPXKIAIOIIUE, YTO
BHYTPHUIIPOU3BOJCTBEHHOE HCIIBITAHUE SIBISETCS HECYIIECTBEHHBIM HIIU
ycraperno.

8. O0ocHOBaHKE HOBOTO BHYTPHUIIPOM3BOACTBEHHOTO MCIIBITAHUS U KPUTCPHEB
MIPUEMIIEMOCTH.

b.11.B) KoHTposib KauecTBa BCIIOMOTaTENbHBIX BEIIECTB

b.Il.B.1.

HN3menenue

mapaMeTpoB

cnemupukanuu 1 Heobxommmele  JIokyMeHTH u
(Mn) KpUTEPUEB  YCIOBUS JIaHHBIE
MPUEMIIEMOCTH

[Ipouenypa

BCIIOMOTaTCJIbHOT'
O B€IICCTBA

a) y)XecToueHue
KpUTEpUEB
MPUEMIIEMOCTH
crenuQuKam

1,2,3,4 1,2 IA



0) noGaryieHuE B
crieupUKAIHIO
HOBOTO
rapameTpa 1,2,5,6,7 1,2,3,4,6,8 1A
cnenuduKauy u

COOTBETCTBYIOILIE

ro eMy MeToja

HCITBITAaHUH

B) HCKIIOYCHHE
HECYILECTBEHHOT
0 TmapameTpa
cnennpukanuu ( 1,2 1.2.7 A
HarmpuMmep,

UCKIIIOYEHUE

yCTapeBIIeTO

napameTpa)

r) HW3MEHEHHe,
BEIXOJSIIEE 32
0n0OpeHHBIE
KpPUTEpHUH
MPUEMIIEMOCTH
crenuQuKaui

1) HCKJIIOYEHHUE
napaMmeTrpa
crierupuKaIuy,
KOTOPBIA MOXET
CYIIECTBEHHO
NOBIUATH Ha
COBOKYIHOE
Ka4eCTBO
JIEKapCTBEHHOT'O
npenapara

e) nobOamicHHUE
nm  3ameHa  (
HCKII0Yast
OHOJIOTHYECKHI
JIEKapCTBEHHBIN
npemnapar)
mapameTpa
cnenupuKauy u
COOTBETCTBYIOIIIE
ro emy Meroja
HCHOBITAHUN U3
Co00paKeHHI
0e30macHOCTH
WJIM KauecTBa

— 1,2,3,4,5,6,8 IB

K) ecau Ha
BCIIOMOTaTeNIbHOE
BEIECTBO
OTCYTCTBYET
CTaThs
®apmaxoneu
Como3a wunm



CTaThu
dhapmakonen

rocyAapCcTBa-4ie

Ha, HM3MCHEHHUE

COOCTBEHHBIX

JTaHHBIX

cneun(i)p[}(aup[p[ — 1,2,3,4,5,6,8 1B
H a

crieu(pUKAIHIO

dhapmakonen

COTJIACHO

Konnenmnuun

rapMOHHU3alny, a

MpPH OTCYTCTBUH

B Hell — Ha

crienu(pUKaAIHIO

(hapmaxoren, He

BXOIAIIEN B

Kounenmnuio

rapMOHU3AIIH

VcnoBus

1. 3MeHeHne He SBISETCS CIEICTBHEM KaKoro-JIMOo 00s3aTelbCTBa,
MPHUHATOTO IO pe3yJbTaTaM paHee MPOBEIEHHBIX IKCIEPTU3 C IENbIO
aHaJIM3a KPUTEPHUCB MPUEMJICMOCTH CICHU(pHUKAIMK (HAIPUMEP, B X0
PETUCTpALUU JICKAPCTBEHHOTO IperapaTa WM BHECCHHHM W3MeHeHuH 11
TUTIA).

2. V3MeHeHUe HE SIBISCTCS CICACTBHEM HEMPEIBUACHHBIX CHTYAIlW,
BO3HUKIINX B  XOJE TPOUZBOJCTBA, HANpHUMEp, HOBOWH
HEKBATU(UIINPOBAHHON MPHUMECH, W3MCHEHHUS TPEICTIOB COICpKAHUI
CyMMBI IPUMECEH.

3. Jlioboe W3MEHEeHHE MOJDKHO YKIIaOBIBAThCS B AHMAITA30H TEKYIIUX
0100OPEHHBIX KPUTEPUEB MPHEMIIEMOCTH.

4. AHanuTHYeCcKas METOAMKA HE HU3MEHSAETCS WMIH H3MEHSIeTCs
HE3HAYUTEIIBHO.

5. Hu oaumH HOBBIH METOJ HCIILITAHUS HE OCHOBAaH Ha HOBOH
HeCTaH}IapTHOﬁ METOA4OJOTUHN HIIN CTaH}IapTHOﬁ MECTOAOJIOTHH,
HCIOJIB3yEeMO TT0-HOBOMY.

6. HoBbIii MeTOJ HCHOBITAaHUS HE SBISETCS OuoJorHYecKuM  (
UMMYHOJIOTHYECKUM, UMMYHOXHMHUYECCKHM) HJIU METOJIOM, B KOTOPOM
HCTIIONB3yeTCsS OMOJOTUYECKUN PEaKTHB M OMOJOTHYCCKOW aKTHBHOM
(hapMareBTHIECKON CyOCTaHITHH

(32 UCKIIFOUCHNEM CTaHMAPTHBIX (hapMaKOICHHBIX MHUKPOOHOIOTHIECKHX
METOJIOB).

7. I3MeHeHue He KacaeTcsl TeHOTOKCUYHOM MPUMECH.

8. INapamerp crmennpukanuu HE 3aTPardBacT KOHTPOIh KPHUTHICCKOTO
mapameTpa, Halpumep:

mpuMecH (€CH TOJNBKO OIpPEeICHHBIH PacTBOPUTENb OJHO3HAYHO HE
HCTIONB3YETCS B IPOMU3BOJICTBE);

MO0YI0 KPUTHUYECKYIO (PH3MUECKYI0 XapaKTepUCTHKY (pa3Mep YacTuIl,
HACBIITHYIO IUNIOTHOCTHIO 0 | MOCTE YITIOTHEHHS U JIp.);

WUCTIBITAHNE Ha TOMJIMHHOCTH (B OTCYTCTBHE IOAXOISAIIETO
aIbTEPHATHBHOTO KOHTPOJIA);



MHUKPOOHOIOTHYECKH KOHTPOJbL (€ClM TOJBKO OH He Tpedyercs B
OTHOIICHHUH OIIPE/CICHHOM JIeKapCTBEHHON (POPMBI).

JlokymMeHTanus

1. TIlompaBka K COOTBETCTByMOIIEMYy pa3feny (paszenam)
PETHCTPAIIMOHHOTO JIOChE.

2. CpaBHHTENIbHAS TAOIUIIA TEKYIUX U TIpeIaraeMbIX crielnuKanmii.

3. [loapo6HOE omMcaHWe HOBOW aHATUTHYECKOW METOIWUKH W JaHHBIE TI0
BaJIMaaniuu

(B COOTBETCTBYIOIIUX CIyYasX).

4. JlaHHBIC aHaIN3a 2 MPOMBIIUIEHHBIX CepUil (B OTCYTCTBHE JOJDKHBIX
000CHOBaHMI Ui OHOJIOIMYECKUX aKTUBHBIX (apMaleBTHYECKHX
cyOcTtaHiuii — 3 cepuil) BCIOMOTaTEIIBHOTO BEHIECTBA IO BCEM
napaMeTpam CrenupUKaIIH.

5. B COOTBETCTBYIOMIMX CITydasiX JaHHbBIE TECTa CPABHUTEIBHOW KHHETHUKH
pacTBOpEHHUS JIEKapCTBEHHOTO IIpemapara 10 MeHbIneld wmepe |
OTIBITHO-TIPOMBIIIJICHHON CEpHH, COAEpKaIled BCIIOMOTaTeIbHOE
BEIIIECTBO, COOTBETCTBYIOIIET0 TEKYIIeH 1 MpeaIaraeMoi crieru(uKanysim
. B oTHOIIEHHN JIeKapCTBEHHBIX PACTUTENBHBIX MPENapaToB MOTYT OBITh
JIOCTATOYHBI JaHHbIE CPABHUTEIBHOW PaciajaeMOoCTH.

6. OGocHOBaHMS HEMPEJCTaBICHHUS Pe3yJbTaTOB HOBOTO HCCIEIOBaHUS
OMODKBUBAJCHTHOCTH B COOTBETCTBMM ¢ [IpaBuimamu mnpoBeneHUs
nccie0BaHUH OMOAKBUBAIEHTHOCTH.

7. ObGocHoBanue (OIEHKA PHCKOB) IOATBEPKAAIONICE, YTO MapaMmeTp
SIBIISIETCSI HECYIIIECTBEHHBIM HMJIM yCTaped.

8. OOocHoBaHME HOBOrO mapamMeTpa cHeNU(pHKAIMH H KPHUTEPHUEB
MIPUEMIIEMOCTH.

b.I1.B.2.

HN3meHeHHne

aHanutudeckoii HeoOxomumble  JIOKyMeHTB U
METOJUKHU MJIsl  YCJIOBHUSA JTaHHEIC
BCIIOMOTaTEIIbHOT

[Iponenypa

O BCIICCTBA

a) HEe3HauYMMbIe

H3MEHEHUS

0n00pEHHON 1,2,3,4 1,2 1A
AHATUTUYECKOU

METOJIUKH

0) HCKIIOUCHHE

aHAJTATHYECKON

METOINKH, €CIIU
aNbTepHATUBHAS

el MeToauKa yxe
ono0peHa

B) 3aMcHa

OMOJIOTHYECKOTO

(

HMMYHOJIOTHYECK

oro,

HMMYHOXUMUYEC

KOro) wmeroja  _ I
HCOBITAHUA WA

MeTonga, B



KOTOPOM -
HCIIOJIb3yeTCs

OMOJIOTHUECKHI

peakTuB

r) §pouue

H3MEHEHUS

aHAJTUTHYECKON

METOIUKH (- 1,2 1B
BKJIFOYAS

JI00aBlIeHHE WIIN

3aMeHy)

VYcenosus

1. CornmacHO COOTBETCTBYIOIINM JOKYMEHTaM, IIPOBEICHBI HEOOXOIUMBbIC
BaINAAIOHHBIEC MCCIICAOBAHNS, TIOATBEPKIAIONIIE TO, YTO OOHOBICHHAS
aHAJIMTUYECKas METOJUKA M0 MEHBILECH Mepe YIKBUBAJICHTHA TIPEIBIAYILEH.
2. Ilpenensl comepxaHus CyMMBI IpUMECEd HE HW3MEHWINCh, HOBBIE
HEeKBaJI(PUIIPOBAHHBIEC TIPUMECH HE 00OHAPY KEHBI.

3. Meroj aHanu3a He U3MEHWICS (HalpUMep, U3MEHEHHE JATIMHBI KOJIOHKU
WM TEMIIEPaTypbl, HO HE IPyroi BU] KOJIOHKH MK METON).

4. HoBblii MeTOx WHCHBITAaHUS HE SBIsAETCS Ouonoruyeckum (
UMMYHOJIOTHYECKUM, UMMYHOXUMHUYECKUM) WM METOJOM, B KOTOPOM
UCIIONIb3YETCs] OMOJIOTHYECKUH peakTHB (32 MCKIIIOYEHHUEM CTaHJapTHBIX
(hapMaKoneHHBIX MUKPOOHOIOTHYECKNX METO/IOB).

5. AnbTepHaTHBHas aHaJIWTHYECKass METOJMKA s IapaMerpa
cnenuuKanuy yxxe omo0peHa.

JlokyMeHTauus

1. TlompaBka K COOTBETCTByIOIIEMY paszaeny (pasmenam)
pPETHCTPAallMOHHOI'0 JI0Che, BKJOYAas ONUCAaHHE aHAJIUTHYECKOH
METOJIOJIOTHH, pe3lOMEe JaHHBIX [0 BaJIWJAlMH, NEPECMOTPEHHBIE
crenuQuKay Ha IpUMecH (eciu IPUMEHHIMO).

2. CpaBHUTENbHbIE pe3yNbTaThl BaJWAALWN WIW, INPU HATUYHH
000CHOBaHMSI, CPABHUTEIBHBIC PE3yJIbTAThl aHAIN3A, TOITBEP)KAAIOIINE TO
, 9TO TEKyIlee W MpPEeIaraéMoe HCIbITAHHE SKBHBAJCHTHHI. JlaHHOE
TpeOOBaHNE HE NMPHUMEHSETCS, €CIH J00aBIAeTCs HOBasl aHATUTHYECKas
METOIUKA.

b.II.B.3.
N3meneHnue
HCTOYHHUKA
OJy4YEHUS Heo6xonumeie  JlOKyMEHTHI
IIpouenypa
BCIIOMOTaTeJIbHOI' yCJIOBUSL JaHHBIC

0 BelIeCTBa WU
peakTHBa C
puckom I'D

a) U3 MaTepuana
¢ puckoMm I'D Ha
MaTepuan
PACTUTEIIEHOTO
UJIHu
CHHTETHYECKOTO
MIPOUCXOKACHUS

1. s
BCIIOMOTaTEIbHBI



X BEIIECTB HIIH
PCaKkTUBOB, HE

UCIIONIb3YEeMBIX B

MPOU3BOJICTBE

OHOJIOTHYECCKOM 1 |
aKTHBHOM

(hapmarneBTHIECK

o#f cyOcraHIIUU

nIau

OHOJIOTHYECKOTO

JIEKaPCTBEHHOTO

mpemnapara

2. Hns
BCIIOMOTATEIbHBI
X BCIIECTB HJIH
pPECaKTHBOB,
HCIIOJIb3YEMbIX B
MPOU3BOJICTBE
OHOJIOTHUECKOM
aKTHBHOH
(hapmaneBTHIECK
ot cyOcTaHIIIH
Hau
OHOJIOTHYECKOTO
JIEKapCTBEHHOTO
mpemnapara

0) u3MeHeHHe
U BBEJICHHE
Marepuana c
puckom I'D unu
3aMecHa
MaTtepuaia ¢
puckom I'D HA — -
JIpyroi MaTtepua
¢ puckoM I'D, He
HM eI U i
ceprudukar
COOTBETCTBHSA TI0
I

B) W3MEHEHHUE
HCTOYHHKA
MOJIyYCHHUS
BCTIOMOTATENBHOT | 1.2
0 BellecTBa ¢

HU3KHUM PHUCKOM

KOHTaMUHAaLUU

o

YcaoBus

IA

IB

II

IA

1. Crrenukanuy Ha BBIITYCK M KOHEI] CPOKa TOJAHOCTH BCIIOMOTaTeIHbHOTO

BEHICCTBA M JICKAPCTBECHHOI'O Ip€TriapaTa HEC U3MECHAIOTCA.

2. Heobxomumo obecrednTh COONIOIEHNE YCIOBHH MO MUHUMH3AINH
pucka KoHTamuHaru ['D, yka3aHHbIX B aktax opraHoB Coro3a B cdepe

oOpalleHns TeKapCTBEHHBIX CPEJCTB.



JoxymeHnrauus

1. HOI[TBep)I(Z[eHI/Ie MPOU3BOAUTCIIA WM ACPIKATCIIA Pa3spClIUTCIIBHOIO

JOKYMCHTA Ha HCHOHLSyeMLIfI martepuaja, 4YTO
PACTUTCIIBHOT'O UK CUHTCTUYCCKOTO IPOUCXOKACHU.
2. HCCJ’IC,Z[OB&HI/IC OKBHUBAJCHTHOCTH MAaTCPUAIOB
IMPOMU3BOJACTBO TOTOBOTO MaT€puajla W BJIWAHHUE Ha

OH IIOJHOCTBIO

U BIHUSHHE Ha
XapaKTePUCTHKH (

HaIlpuMep, XapaKTePUCTUKH PACTBOPEHHS) JIEKapCTBEHHOTO IIperapara.

b.11.8.4.
H3meHeHHnE
CUHTE3a WIH

MOJyYCHHUS

HedapMaKoIeHO

r o

BcriomorarenbHor Heob6xoaumele  JlOKyMeHTEHI
0 BeUIecTBa (€CIM YCIIOBHS JIaHHBIE

ONHCaH B
PEeruCTPaluOHHO
M J0ChE€) WIH
HOBOTO
BCIIOMOTaTeILHOT
0 BeIlecTBa

a )
HECYIIIECTBEHHOE
U3MEHEHHUE
CHHTE3a WJIH
MOJIyYCHHUS
HehapMaKOIeHHO
r o

1,2 1,2,3,4

BCIIOMOT'aTCJIbHOT
O BCIICCTBA HJIH
HOBOTO
BCIIOMOT'aTCJIbHOT
O B€IICCTBA

0) HU3MEHsSIOTCA

cnenuduKanuu

WU HMeEeTCs

U3MEHEHHUE

(hu3uKO-XUMHIIEC

KUX CBOHCTB

BCIIOMOTaTeNbHOT — -
0 BellecTBa,

KOTOpBIE MOTYT

MOBIUATH Ha

Ka4eCTBO

JICKApCTBEHHOT'O

npenapara

B )

BCIIOMOTaTeNIbHOE

BEIIECTBO —  — -
Omonoruveckoe

BEILIECTBO

r) ynaieHue
OJHOTr0 Ipoliecca

IIpouenypa

IA

II

II



MIPOU3BOJICTBA
HehapMaKOIIeHHO

r o

BCIIOMOTaTeJILHOT

0 BemiecTBa (eciu

oH omnucad B 3,4 1,4,5 1A
pEerucTpanuoHHO

M q0Chbe

JIEKapCTBEHHOTO

mperapaTa) ¥in

HOBOTO

BCIIOMOTaTEILHOT

0 BellecTBa

YcenoBus

1. Crnoco6 cuHTe3a u crneHupUKAUK UJICHTUYHBI M OTCYTCTBYIOT
KayeCTBEHHbIE M KOJMYECTBEHHbIE HM3MEHEHUs mnpoduis npumecein (
UCKJIIOYasi OCTaTOYHbIE PACTBOPUTENH, NMPH YCIOBHH TOTO, YTO HX
KOHTPOJIb OCYIIECTBIISICTCS B COOTBETCTBUU C MPEACIBHBIM COICPKAHUEM,
YKa3aHHBIM B akTax opranoB Coro3a B chepe oOpaleHus JIeKapCTBCHHBIX
CPEJICTB) MIIN (PU3UKO-XUMHUYECKUX CBOMCTB.

2. BcrmoMoraTensHOe BEIIECTBO HE SBISCTCS aIbIOBAHTOM.

3. JloikeH ocTaThCsl KaK MHHUMYM OJIUH MPOW3BOJICTBEHHBIN MPOLECC,
0TOOpEHHBIN paHee.

4. UckirodeHue He JIOJDKHO OBITh CBA3aHO ¢ KPUTUYCCKUMU HEJJOCTATKAMU
MPOM3BOJICTBRA.

JlokymMeHTanus

1. TIlompaBka K COOTBETCTByMOIIEMYy pa3feny (paszenam)
PETUCTPAIIOHHOTO 10ChE.

2. Jlanubpie aHanmuza cepuil (B ¢dopMe CpaBHUTEIBHON TaOMUIBI) IO
MEHbIIIEH Mepe

2 cepuii (110 MEHBIIIEH Mepe ONMBITHO-IPOMBIIIICHHBIX ) BCIOMOTATEIEHOTO
BEIIECTBA, TPOU3BEICHHBIX C TOMOIIBIO CTAPOr0 M HOBOT'O MPOLIECCOB.

3. B cooTBeTCTBYIONIMX CiIydasiX AaHHBIE TECTA CPAaBHUTEIHHON KMHETUKU
pacTBOpEHUS JIEKapCTBEHHOTO TIperapaTa 1o MeHbIIel Mepe 2 cepuil (1o
MEHBIIEH Mepe ONBITHO-TIPOMBIIIIICHHBIX). B OTHOIIEHNY JIeKapCTBEHHBIX
pPacTUTENBHBIX TIpenapaTtoB MOTyT OBITh JOCTATOYHBI JAaHHBIC
CPaBHHUTENILHOH pacnaJacMOCTH.

4. Komus omoOpeHHOW W HOBOH (ecmu MPUMEHHMO) CHEIHpUKAIN
BCIIOMOT'aTEIILHOTO BEILIECTBA.

5. IloxnTeepskaeHue 3asBUTEN, 4YTO MCKIIOYEHHWE HE CBA3AHO C
KPUTUYCCKUMH HEJOCTATKAMU IPONU3BOJICTBA

b.Il.r) KonTponb kauecTBa J€KapCTBEHHOTO IMpernapara

B.IL.r.1. H3MeHeHHe
nmapamMeTpoB CIICHHUPUKATNUN U
pamerp ¢ ( HeoOxommmeie JOKyMEHTHI U
UIH) KpUTEpUEB IIpouenypa
YCIIOBUS JIaHHBIC
NPUEMIEMOCTH
JICKapCTBEHHOTO Tperrapara
a) y)XeCTOUCHHE KPHUTEPHUEB
)y pHTep 1,2,3.4 1,2 1A

MIPUEMJIEMOCTH CIIeU(UKAIHH

0) yXXecToueHHE KPHUTECPHUCB
OPUEMIEMOCTH
UMMYHOJIOTHYECKOTO



JICKapCTBEHHOTO Ipernapara
WY TIPENapaToB, MOJYYCHHBIX
U3 TUIa3MBl YEJIOBEKa, CEpUH
KOTOPBIX MOAJIEXKAT BBIITYCKY B
oOpaieHre OoQUIHATHLHBIM
KOHTPOJbHBIM OopraHnom
rocyAapcTBa-4jeHa

B) nobaBiieHHnE B
creru(MUKAMU0  HOBOIO
mapamerpa U

COOTBETCTBYIOIIETO €My
MeTona M (WJIM) METOJIUKH
UCIBITAHUI

r) HCKJIIOUYEHUE
HECYILIeCTBEHHOIO MapameTpa
cnenudukanuy (Harnpumep,
UCKJIIOYEHHE YyCTapeBILEro
mapameTpa)

J1) UIBMEHEHHE, BBIXOJIAIIEE 3a
000peHHbIE  KpUTEpUHU
NPUEMIIEMOCTH ClieHU(pUKALNit

€) HCKIIYCHHE IMapameTpa
crenupukanuu, KOTOPBIH

1,2,3,4

1,2,7

MOXKET CYIIECTBCHHO IMOBJIHUATL —

Ha COBOKYIIHOC€ Ka4€CTBO
JICKapCTBCHHOT'O IIpeIiapara

’K) moOaBlIeHWE WJIM 3aMEHa
nmapaMerpa CHeru(pHUKAIIN U
COOTBETCTBYIOIIETO €My
METOJa UCHBITAaHHH U3
CcOo00paXkeHN 0e30mMacHOCTH
WM KayecTBa

3) OOHOBJIEHHE JIOCHE, B TOM
qucie HOPMAaTHBHOTO
JMIOKYMEHTa TI0 Ka4yecTBY, C
1EJIBI0 COOTBETCTBUS
MTOJIOKEHHUSIM  OOHOBIICHHOU
obmeit cratpm Dapmakonen
Coro3a wim

(B ciydae perucrtpamuu
JICKApCTBEHHOT'O Mperapara

B OJHOM TOCYAapCTBE-UJICHE)
bapmakomeu
rocynapcTBa-uicHa (BKIHOYAS
aKTyaJH3alHdi0 CCHUIOK) Ha

o *
JICKapCTBCHHBINU MTperiapat

W) BBEJCHHUE WCIBITAHUS
cornacHo ctaThbe Papmakonen
Coro3a 2.1.9.14 "
OIHOPOIHOCTH 103UPOBAHHBIX
enuHul" BMECTO paHee
0NOOpEeHHOTO

1,2,3,4,5,6

1,2

1,2,4

1,2

IAny

II

IA

II

II

II

IAny



3aperucTpupoBaHHoro merona 1,2, 8 1,2,3 1A
WA HWCIBITAHUS COTJACHO

crarbe 2.1.9.5 "OgHOpOomHOCTH

MacChl ($1978:078143)1

JIO3UPOBAHHOTO

JIEKapCTBEHHOTO Tpemnapara"

K) COKpAaIleHWe YacTOTHI
PYTHHHBIX UCTIBITAHUHN BILIOTH
I0 UCKIIOYCHHS] HCIBITAaHUS
781071 MEePUOJUIECKUX
UCTIBITAHUN  (Hampumep,
MHKPOOHUOIOTHYECKIE
HCIBITaHUS JICKAPCTBEHHOTO

1,2,5 IB

mpernapara)

JI) U3MEHEeHHe MokaszaTeneil u (
WJIN) TIpeAesioB crerudukanmum
JICKapCTBEHHOTO IIperapara 12 A
i 6oJiee TOYHOTO ONMHCAHUS ’

BHEIIHETO BUaA

JIEKapCTBEHHOTO TIperapara

Ycnosus

1. M3meHeHue He SBISETCS CIEICTBHEM KaKOro-IMOO o00s3aTenbCTBa,
OPUHATOTO MO pe3ylbTaTaM paHee MNPOBEACHHBIX OSKCIEPTH3 C LEJbIO
MepecMoTpa KPUTEPHUEB MPHUEMIIEMOCTH cIleluduKauy (Hampumep, B Xoje
pETHUCTpAIINH JIEKapCTBEHHOTO TIpenapaTa Wik BHeceHnH m3Menenuit 11 tuma).
2. N3MmeHeHne He SBISIETCA CIEACTBUEM HENPEABUICHHBIX CHTYallHH,
BO3HMKIIKX B XOJI€ MPOMU3BOACTBA (HaNpUMep, HOBOH HEKBATH(UIIMPOBAHHOU
MPUMECH, H3MEHEHHUS TPEIeNoB COJEp)KaHUS CyMMBI TpHUMEcei) mIn
HCIBITAaHUHN JIGKAPCTBEHHOI'O TIpernapaTa.

3. JIro60€e n3MeHeHre TOJKHO YKIIAAbIBAThCS B AMANa30H TEKYIIUX OJ00pEHHBIX
KpUTEPHUEB IPUEMIIEMOCTH.

4. Metoauka ocrtaeTcss 0e3 HM3MEHEHMM HIM HW3MEHEHUS SBISIOTCS
HE3HAUUTEIIbHBIMU.

5. I3MeHeHue He 3aTparuBaeT Kakue-JIM0o npuMecH (BKIF0Yast TeHOTOKCUYHBIC)
UM PACTBOPECHHUE.

6. U3meHeHnue 3arparuBaeT OOHOBJIIGHHE KpHUTEpHUEB IPHEMIEMOCTH
MHUKPOOHMOJIOTHYECKHX KOHTPOJEH B IIENSAX COOTBETCTBHS JIEHCTBYIOIIECH
®dapmakonee Cor3a, a Tpu OTCYTCTBHH B Heit — B ®Dapmaxomee
rOCyZapcTBa-uwieHa WM MIPU OTCYTCTBHU B YKa3aHHBIX (DapMakornesx — MHOU
¢apmakonee cornacHo KoHIenuuum TapMOHHU3alMHM, a TeKyllHue
3apErUCTPUPOBAHHBIC KPHUTEPUH TMPUEMIIEMOCTH MHUKPOOHOIOTHICCKUX
KOHTpOJIEH HEe BKIJIIOYAIOT KakKHe-TH00 JONMOJHUTENbHBIE KOHTPOJIH,
BKJIIOYEHHBIE B CHEeNU(UKAINIO, MOMUMO (papMakoneHHBIX TpeOoBaHHMH B
OTHOUICHHUH OIPEAEICHHOH JeKapCTBEHHON (POPMBI.

7. Tlapamerp cneunmpuKauy He 3aTparMBaeT KPUTHYECKUIl IapaMerp,
Hanpumep:

KOJINUECTBEHHOE OIPEEIICHHE;

mpuMecu (eclii TOJIBKO OIpeAesIeHHBI pacTBOPUTENh OJHO3HAYHO HE
UCIIOJNIB3YETCs B IPOU3BOJCTBE JIEKAPCTBEHHOTO IIpENapara);

T00YI0 KPUTHYECKYIO (PH3HYECKYIO XapaKTEPUCTHKY (yCTOWYNBOCTH TAaOJIETOK K
pa3/aBIMBaHUIO U HCTHPAEMOCTh TAa0JIETOK, HE MOKPBITHIX 000JI0YKOi, pasMepsl

>



up.);

J1000¥ 3a1poc Ha MPOIYCK UCTIBITaHHS.

8. TlpemyaraeMelii KOHTPOJIb MOJIHOCTBIO COOTBETCTBYeT Tabmuie 2.1.9.14.-1
cratbn Papmaxonen Coroza "ORHOPOMHOCTH JO3UPOBAHHBIX E€IUHUL" U HE
BKJIIOYAeT B ce0sl albTepHATHBHBIC MTPEAJIOKEHUS HCIIBITAHUH OJHOPOIHOCTH C
WCTIONIb30BaHMEM DPACYETHO-MACCOBOTO CrHocoba BMeECTO crocoba MpsSMoro
OTIpEeTICHNS, €CIIH MOCJIEAHUH yKa3aH B BhIIIICyKa3aHHON TabHIe.

JoxymeHTanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pasjeiny (paslesiaM) pPerncTpalioHHOTO
JIOCKheE.

2. CpaBHHTEIbHAS TA0JIMIA TEKYIIUX U MPEIIaracMbIX CIIeIU(UKAIIHIA.

3. JlanHble aHanu3a 2 NPOMBINUICHHBIX CEpHil (MPU OTCYTCTBUH IOKHBIX
000CHOBaHH 1 OMOJIOTHIECKAX aKTHBHBIX (hapMaIleBTHYCCKUX CYOCTaHITHIA —
3 cepun) JEKaPCTBEHHOTO MpenapaTa Mo BCeM mapamerpam crenupuKanmm.

4. ObocHOBaHME (OIICHKA PUCKOB), MIOATBEPKIAIOIIEE, UTO TapaMeTp SBISACTCS
HE3HAYMMBIM.

5. ObocHoBaHKE (OI[CHKA PUCKOB), MOATBEPIKIAIOIIEE, YTO YACTOTA UCTILITAHUN
0 TIApaMeTPy MOXKET ObITh U3MEHEHA.

Ecnmu B perucrpanimoHHOM Jocbke M (WJIM) HOPMAaTHBHOM
JOKyMEHTE 10  KayecTBYy  3aperHCTPHPOBAHHOTO
JIEKapCTBEHHOTO Ipenapara yInoMHHAeTcs "TeKyliee u3laHue (
JEUCTBYIOIIEE N3JAHNE B COOTBETCTBHHU C 3aKOHOJATEIECTBOM
rocyaapcTBa-wieHa)" OTCYTCTBYEeT HEOOXOOUMOCTh B
YBEJIOMJICHHH YIIOJTHOMOYEHHBIX OpPraHOB 00 OOHOBIEHHOM

( * ) cratbe  ®apmakonen Corsza win  ¢dapmakoneu

[Ipumeuanue TOCYAApCTBa-uieHa (B CIydae PETMCTPAIMH JIEKAPCTBEHHOTO
rpenapara B 0OTHOM rocyJapcTBe-uieHe). B cBsi3u ¢ a3TuM Takoe
W3MEHCHHE TPUMEHSETCS MpPH OTCYTCTBHH YIOMHHAHUS
0OHOBIIEHHOW (hapMaKOIEHHOW CTaTbH B PETHCTPAIIHOHHOM
Jnocke W (WIM) HOPMATUBHOM JOKYMEHTE IO KadecTBY, a
N3MEHCHHEC OCYIIECTBIIACTCA B LCIIAX BKIIOYCHUSA YIIOMUHAHUA
OOHOBIIEHHOW BEPCHH.

B.Il.r.2. HUsmenenue
HeobOxoaumbie JIOKyMEHTHI U

ycioBusd JaHHBIC

AHAIUTHYCCKOM METOIUKHU
JICKapCTBCHHOT'O ITpEriapara

IIpouenypa

a) He3HAUUTEIbHbIE U3MEHCHHUS
YTBEP)KIEHHOW aHamuTU4eckon 1,2, 3 1 1B
METOIUKHI

0) HCKJIIOYCHUE
aHaJUTHYECKOH METOIUKH,
€CJM aNbTEepHATHBHAS ©i
METOJHKa yKe 0J00peHa

B) HU3MeHeHHue (3aMeHa)

OUOTOTHYECKOTO (

HMMYHOJIOTHYECKOTO,

HMMYHOXHUMHYECKOTO)

HCIBITAHUS WA METOHa, B

KOTOPOM  HCIIOJIB3YETCsI

OMOJIOTMYECKUN PEaKTHB, WM _ I
3aMeHa OHOJOTHYECKOTO



mpenapata CpaBHEHUs, He -
OXBAYCHHOT'O YTBEPXKICHHBIM
MPOTOKOJIOM

r) Tmnpoyue U3IMEHEHUS
aHAINTUYECKOH MmeTtoauku (
BKIIOUas NOOABICHHE WIH
3aMeHY)

II

1) OOHOBJICHHUE aHATUTHYCCKOM

METOAUKH B  IeNAX

COOTBETCTBUSI OOHOBIICHHOM

oOmelt cratbeit Papmakomnen

Coroza wmm  ¢apmakoneir 1,2,3,4 1 1A
rocynapctBa-uieHa (mpu

perucTpanun JCKapCTBEHHOI'O

npenapara B OJHOM

rocyAapcTBe-4JICHE)

€) B IemIX OTpaXeHUs

cooTBercTBUs Dapmakoneu

Corw3sa wiu (dapmakomneu

rocyaapcta-wieHa (mpu

PETUCTpalH JIEKAPCTBEHHOIO

mpemnapatra B OJHOM 1,2,3,4 1 1A
rocygapcTBe-djeHe) H

HCKITIOYCHHS] YIIOMUHAHUSA

ycTapeBiiel  coOCTBEHHOMN

AHAJIMTUYECKOU METOAUKHU U €e

%
HOMepa

VYcenoBus

1. IIpemensl comepx)aHWUs CYMMBI NpUMEcCEed HE W3MCHIUINCH, HOBBIC
HEKBaTH(PHUIIMPOBAaHHEIC IPHUMECH HE OOHAPYIKCHEI.

2. OTCYTCTBYIOT CYIICCTBEHHBIC W3MCHCHHS, BIHSAIOIHEC Ha
BOCITPOHM3BOAUMOCTD AHATUTHYECKOH METOIUKH.

3. Meroa WCIHBbITAaHHUS HE SIBISETCS OHMOJIOTHYECKUM (MMMYHOJOTHUYECKHM,
HMMYHOXUMHYECKHUM) WIIK METOJIOM, B KOTOPOM HCIIOJIb3yETCsI OMOIOTHUECKHI
peakTuB (32  HMCKJIIOYEHHWEM  CTAaHJAPTHBIX  (apMakomeiHbIX
MHUKPOOHOIOTHUECKUX METOJIOB).

4. 3aperucTpupoBaHHas aHAJUTHYECKAs] METOANKA yXKE CCBHUIAETCS Ha OOIIyIo
crarpio @apmakornen Coro3a win QapMmMakolen rocyaapcTBa-uieHa (Tpu
perucTpanun JIEKapCTBEHHOTO IIperapara B OJHOM TOCyAapCTBE-wICHE), a
M00bIe M3MEHEHMS SBIISIOTCS HE3HAYMMBIMH U TPEeOYIOT TEXHHYECKOTO
OOHOBJIEHHS PETUCTPALIUOHHOTO JOChE.

JoxymeHnrauus

1. ITompaBka K COOTBETCTBYIOLIEMY pa3zeiny (paszesiaM) pPerncTpaliOHHOTO
JOChe, BKJIIOYAs OINHCaHWE AHAIUTHYCCKOH METOIUKH, NepeCMOTPEHHbIC
crenuprKauy Ha IpUMeECH (€CIH TPUMEHIMO).

Ecnim B J1ocke 3aperucTpHpPOBAHHOTO JICKAPCTBEHHOTO
npenapaTra yHoMHHaeTcsl "TeKyliee HM3laHue (AeHCTBYIOIIee
W3JlaHue B COOTBETCTBHM C 3aKOHOJIATEIbCTBOM
* rocygapcrpa-uiceHa)', HEOOXOAMMOCTH B yBEIOMIICHHUHU

() YIOJHOMOYEHHBIX OPraHoB 00 OOHOBIEGHHOW CTaTbe
IIpumeuanue



CDapMaKOHeI/I Coro3a nim q)apMaKOHeI/I rocyaapcTBa-4jcHa

OTCYTCTBYET.

B.Il.r.3. HU3menenue,

3aTparuBampIlee BBEICHUE

BEIITYCKa B peaibHOM BpemeHu HeoOxomumbie JIOKYMEHTHI U
WIH BBITyCKa 10 TapaMeTpaM  YCIIOBHS JIaHHEBIE

npu MPOU3BOJCTBE

JIEKapCTBEHHOTO Tpernapara

- — II

Bb.I1.x) Cucrema ynakoBku (YKYyIOPKH)

B.II.1.1. I3meHeHne nepBUYHOMN
Heob0xonumeie JJOoKyMEeHTHI

YOaKOBKH  JICKAPCTBCHHOTO
yci1oBUA JaHHBIC

npemnapara

a) KadeCTBEHHBIM W (WiIH)
KOJIMYECTBEHHBI  COCTaB
MaTepHasia CUCTEMBbl YIIaKOBKH (
YKYIOPKH) TICPBUYHON YITAKOBKH

1. Tsepable JIeKapCTBEHHBIE
thopMBI

2. Msdarkue U HECTepHUJIbHbIE

1,2,3 1,2,3,4,6

- 1,2,3,5,6
JKHUJIKHE JIEKapCTBEHHBIE (OpMBI

3. CrepunbHbIe JEKapCTBEHHBIC
npenaparsl U OWOJIOTHYECKUE — -
JIEKapCTBEHHBIE TPETapaThl

4. H3meHeHue 3aTparuBaer

YIIaKoOBKYy,  00Jagaronryio

MCHBIIUMHU 3allUTHBIMHU

CBOMCTBAM npyu OJHOBPEMCHHBIX — —
M3MEHEHHSX YCIOBHH XpaHEHUS

n (WIN) COKpameHHH CpOKa

TOIHOCTH

6) n3MeHeHHe BHa NEPBUYHON
YHaKOBKH WU J00aBJICHHE
HOBOTO BHIA TEPBHYHOM
YIAaKOBKH

1. Tsepasie, MATKHE U
HECTEPUJIbHBIE JKUIKHAE - 1,2,3,5,6,7
JIEKapCTBEHHBIE (POPMBI

2. CrepuibHBIE JIEKapCTBEHHBIC

mpenaparsl U OMOJOTHYECKHE — -
JIeKapCTBEHHBIE TPenapaThl

3. Ucknrouenne BUa NepBUYHON

YIIaKOBKH, KOTOPOE HE MPUBOJHUT

K TMOJHOMY HCKIIOYeHHio 4 1,8
JIO3MPOBKHU WIIH JIEKAPCTBEHHOH

(hopmer

YcmoBus

IIponenypa

[poueny
pa

IA

IB

II

II

IB

II

IA

1. 3meHeHUE 3aTparuBacT TOJbKO OJUH U TOT 7K€ BHUJ] YIIAKOBKH (HaHpI/IMep, 6J'II/ICTep Ha

omucrep).



2. ITo 3HaYUMBIM CBOWMCTBaM MpEJIaraeMblid YITAKOBOYHBIH MaTepUaN JOJKEH OBITh IO
MEHBIIIEH Mepe YIKBUBAICHTHEIM OJI00PCHHOMY.

3. HagaTpl COOTBETCTBYIOIINE MCCICAOBAHUS CTAOMIBHOCTH W 3asBUTEIEM Ha MOMCHT
BBEJICHHUS M3MCHECHUH MPOaHATU3UPOBAHBI COOTBETCTBYIOMINE ITapaMeTphl CTaOMIBHOCTH
HE MCHEE YeM Ha 2 ONBITHO-TIPOMBINUICHHBIX WM TPOMBIIUIEHHBIX CEpPUSAX, B €T0
pPaCIOPsDKEHUHM HAaxXOMSITCS YIOBJIETBOPUTENbHBIE PE3yibTaThl MO MEHbBIIEH Mepe 3-
MECSYHOTO HM3yueHHUs crabmibHOCTH. OJHAKO, €CIU MpejajaraeMas ymakoBka Ooliee
YCTOHYMBA TI0 CPABHCHHIO C OJ0OPEHHOM, TO 3-MECSIYHBIC JaHHBIC 0 CTAOMILHOCTH HE
TpeOyroTcsa. MccnenoBaHus MOJDKHBI OBITH 3aBEPIICHBI, €CIU WX PE3yIbTaThl HE
VKIAOBIBAIOTCA B CHCHMU(PUKANWHA WA IOTEHIHATHPHO MOTYT HE YJIOXHTHCS B
cnenu(UKaIuy Ha KOHEIl CPOKa TOJHOCTH, AEP)KaTeNlb PETHCTPAMOHHOTO yI0OCTOBEPEHHS
00s13aH COOOIIUTE YITOTHOMOUYEHHOMY OpTaHy Hapsly ¢ IpeaiaraeMbIM IUIAaHOM JICHCTBHA

4. OcraBmasica gopma (hopmbl) BBITyCKa JEKapCTBEHHOTO Mpemnapara JI0JDKHA ObITh
JIOCTaTOYHA JJIsl BBITIOJHEHUSI PEKOMEHAAIMKN 10 JO3UPOBAHUIO M TIPOJOIIKUTEIbHOCTH
JICUCHUSI, YKa3aHHBIX B OOIICH XapaKTEePUCTHKE JICKAPCTBCHHOTO Mperapara.

JoxymeHTtanus

1. TTommpaBKa K COOTBETCTBYIOIIEMY pa3leiy (pa3enaM) perucTpaioHHOTO T0Che.

2. HeoOxonuMble TaHHBIE O HOBOW YIIAaKOBKE (HAIpUMep, CPaBHUTENBHBIC NaHHBIC TI0
TIPOHHUIIAEMOCTH, HAIIPUMED, IS 02, COZ’ BJIaTH U T.JI.).

3. B cooTBeTcTBYIOmMUX CiTydasx HEOOXOAMMO MPEACTAaBUTH MOJTBEPKAECHUE TOTO, YTO
B3aHMOJICHCTBHE MEXKIY CONCPKUMBIM U yNAKOBOYHBIM MATEPUAJIOM HE MPOHCXOIUT (
HalpuMep, OTCYTCTBYET IepeMeIeHe KOMIIOHSHTOB ITPeIaracMoro MaTepuaa

B €T0 COAEPKUMOE, KOMITOHSHTHI JIEKAPCTBEHHOTO Mperapara He NepexoIsT

B YIAKOBKY), BKJIIOYas MONTBEPXKICHHE TOrO, YTO MAaTepHajl COOTBETCTBYET
COOTBETCTBYIOIIUM (papMaKOIECHHBIM TpeOOBaHMSIM HIIH akTaM opraHoB Coro3a

0 06€30I1aCHOCTH MaTepHAaIOB KOHTAKTHPYIOLIMX C MHUIIEBOM MPOIYKIUCH.

4. Jlexnapanust AepKaTels PerUCTPALlMOHHOIO YAOCTOBEPEHU, YTO HadaThl TpeOyeMble
HCCIIeIOBaHMS CTAOMIIBHOCTH (C YKa3aHHEM HOMEPOB CEpHUil) U 9TO

(B COOTBETCTBYIOIIUX CIIydasx) Ha MOMEHT BBEACHHS H3MCHECHUH B DPACIIOPSDKCHUU
3asBUTENS HaXOIWINCh TpeOyeMble MHHUMAIbHBIE YHOBIETBOPHTEIbHbBIE TaHHBIC IO
CTaOMIIBHOCTH; W YTO HMEIOIIUECS JaHHbIe HE CBUJCTEILCTBOBAIU O KaKOW-INOO
npobieme. HeoOX0oauMo Takke MpeICTaBUTh MOATBEPXKICHUE TOTO, YTO HCCIICIOBAHUSI
OyAyT 3aBepILICHBI, M, €CIIM PE3yNbTaThl He OYIyT YKIaIbIBaThCs B CEUH(UKAINN HITH
MOTEHIIMAJIbHO MOTYT HE YJOXHUTHCS B CHENU(HUKAINU Ha KOHEI] CPOKa T'OJTHOCTH,
JepKaTellb PEerUCTPALlMOHHOTO YIOCTOBEPEHUsI 0053aH COOOINHUTH YHOJHOMOYECHHOMY
opraHy Hapsily ¢ IpeajaraéMbIM INIAHOM JEHCTBUI.

5. Pe3ynbTaThl HCCIeI0BaHUN CTAOMIBHOCTH IO 3HAYUMBIM ITapamMeTpaM CTabHIBHOCTH HE
MEHee 4eM Ha 2 ONBITHO-IPOMBIIIIEHHBIX WIN IPOMBIIIICHHBIX CEPUIX, OXBATHIBAIOIINX
HE MEHee 3 MecCsleB, U MOATBEPXKICHHE TOT0, YTO yKa3aHHBIE HCCIEIOBAHMS OyIyT
3aBEpLICHBI, U €CIIH PE3yJIbTaThl He OyIyT YKIIaJAbIBATHCS

B CHeL[I/I(bI/IKaI_II/II/I WK MMOTCHIUAJIBHO MOTYT HC YJIOXHUTLCA B CHeI_[I/I(bI/IKaLU/II/I Ha KOHCI
CpOKa TOJIHOCTH, JlepXKaTelb PEruCTPAllMOHHOTO YAOCTOBEpEHHsI 00s3aH COOOLIUTH
YIIOJIHOMOYEHHOMY OpTraHy Hapsiiy ¢ NpejlaraeMbIM IJIaHOM JICHCTBHH.

6. CpaBHEHHE TEKYIIMX M TNpeJUIaraéMbIX Crelu(UKalUi IepBUYHON YIIaKOBKH (ecin
MIPUMEHHIMO).

7. [Ipu HEOOX0MUMOCTH (HOTO | (WITH) CXEMATHIECKUI PUCYHOK HOBOH CHCTEMBI YIIAKOBKH
(YKynopkm).

8. Jlekmapanus IepikaTeNs perucTpaluoOHHOTO YAOCTOBEPEHHS, YTO OCTaBLIMICS pazmep (
pa3Mepbl) YIaKOBKH COOTBETCTBYET PEKHMY JO3HPOBAHHS U IPOIOKHTEIEHOCTH
JI€YeHHs ¥ JOCTATOYHBI JUTS BBITOJHEHHS PEKOMEHIAUH 10 IO3UPOBAHUIO, IPHBEACHHBIX
B 0011[eii XapaKTepHCTHKE JIEKaPCTBEHHOT'O Mperapara.



[pumeua [na B.II.J.1.6) — ecim W3MeHEHHE NPUBOIUT K 00Opa3oBaHHMIO HOBOH
HHE JICKapCTBEHHOW (OPMBI, TaKOe HM3MEHEHHE TpeOyeT MoJadu 3asBICHHUS O
pacIIMpeHNH PEeruCTpann.

Bb.I.n.2. I3meHeHune mapaMeTpoB
cneuupukauuu U (uiam)

Heobxonumeie JloKyMeHTBl H IIpoueny
KPUTEPUEB MPHUEMIIEMOCTH

. yCIIOBUS JIaHHBIE pa
IIEPBUYHON yIIaKOBKH

JIEKapCTBEHHOT'O IIpernapaTa

a) YXKeCTO4YeHHE KpHUTEepHEB

1,2,3,4 1,2 1A
MPUEMIIEMOCTH CHEUU(PHUKAIIIH

0) nobapneHne B ceU()UKAITIIO
HOBOTO  TapaMmeTpa H
COOTBETCTBYIOLIEH emy
aHAJTMTHYECKON METOINKH

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

B) HCKJIIOYCHHUEC

HECYIIIECTBEHHOTO IapameTpa

cnenupukanuu (Hampumep, 1,2 1,2,5 IA
UCKIIIOYEHHE  YCTapeBILEro

napameTpa)

r) no0OaBliecHHWE WM 3aMeEHa
mapamMeTrpa crenuukanum u3
coobpakeHUil 0€30MacHOCTH
WK Ka4eCcTBa

1,2,3,4,6 IB

) pacIUpeHHe KPHUTEpPHUEB
MPUEMJIEMOCTH /IS TTapamerpa "
obmas TonmuHa" ONHCTEpHOMN
¢dbonbru (MOKpBIBHOM
aJ'HOMI/IHI/IfBOI/I bonbru) 6.7 1.2,4.5.6.7 A
MepBUYHON YHNaKOBKH TBEPJBIX

JIEKapCTBEHHBIX ¢dopwm,

BBI3BAHHOE  pa3HUIE B

KOJIMYECTBE  HAHOCHMOTO

Marepualia TpyHTOBKA

YcnoBus

1. 3MeHeHHnE He SBISETCS CICACTBHEM KaKOTO-THOO 00sS3aTelbCTBa, MPUHITOTO IO
pe3ynbTaTaM paHee MPOBEACHHBIX SKCIIEPTU3 C IENBI0 aHAIN3a KPUTEPUEB TIPUEMIIEMOCTH
crenupuKanuy (HAIpUMep, B XOJE PETrHCTpalfiil JICKApCTBEHHOTO IperapaTa WIH
BHeceHnHn n3MeHeHuit 1 Tuma).

2. VI3MeHeHNe HE SBISETCS CIEICTBHEM HETPEIBUACHHBIX CHUTYallli, BO3HUKIINX B XO/€
MIPOU3BOJICTRA.

3. Jlroboe W3MEHEHHE MOJDKHO YKIAaAbIBATHCS B JIHAMAa30H TEKYIIMX OJIOOPEHHBIX
KPUTEPHEB MPUEMIIEMOCTH.

4. AHaJ'II/ITI/I'-IeCKaﬂ METOAHUKA HEC UBMECHSACTCA UJIIN U3MCHACTCA HC3HAUYUTCIIBHO.

5. HoBas MeToIMKa UCTIBITAHUSI OCHOBaHA Ha OOIIMX METO/IaX aHaJIn3a, OIHUCAHHBIX

B ®apmakonee Coro3a minu dapmaxoree rocygapcTBa-wieHa (B CIIydae PErHCTpalluu
JIEKapCTBEHHOTO IIpemapaTta B OJHOM rocyaapcrBe-wieHe) (Hampumep, BDXKX,
CHEKTPO(POTOMETPHS, THTPUMETPHS U TIP. ).

6. MaTtepuan rpyHTOBKU HE U3MEHSIETCSI.

7. HauaTbl COOTBETCTBYIOIIME HCCIICIOBAHUS CTAOMIBLHOCTH B COOTBETCTBHM C aKTaMH
opranoB Coro3a B cdepe oOpallleHUs JICKAPCTBCHHBIX CPEACTB HE MEHEe 4YeM 2
OTIBITHO-TIPOMBIIIUICHHBIX WM MTPOMBIIUICHHBIX CEpUH. DTH UCCIICTOBAHUS JOIKHBI OBITh



3aBEpILCHBI, a JAHHBIC HEMEJICHHO TPE/ICTABICHBI YIIOJTHOMOYCHHBIM OpPTaHaM, €CJTH OHH
BBIXOJSAT 3a MOpelesibl crelu(uKanuii WM MOTCHIMAIbHO BBIHAYT 3a Mpeaesbl
cnenuduKanuii B KOHIE 0M0OPEHHOTO CPOKa TOTHOCTH.

JloxyMeHTanus

1. [TormpaBka K COOTBETCTBYIOIEMY pa3neny (pa3zeinaM) perucTPariioHHOTO T0Che.

2. CpaBHHTENIbHAS TA0JIMIA TEKYIUX U MPEITaraéMbIX CreiuhUKaIHA.

3. [ToapobHOE onrcaHue HOBOM aHATUTHYECKONH METOUKU U TaHHBIE 110 BATUIAITTH

(B COOTBETCTBYIOIIMX CIyYasix).

4. JlanHble aHaidM3a 2 CEpHi YMaKOBOYHOTO MaTepHalia [0 BceM mapamerpam (
MOKa3aTessaM) crieliGUKaImm.

5. O6ocHoBaHme (OIlEHKAa PHCKOB), TOATBEPKIAIOIINE, UYTO TMapameTp SBISETCS
HE3HAYUMBbIM.

6. O6ocHOBaHIE HOBOTO IMapaMeTpa Cenu(pUKAIIIN U KPUTEPUEB ITPUEMIEMOCTH.

7. IoaTBepxaeHNe HavYalla COOTBETCTBYIONINX UCCIIENOBAaHUN CTAOMIBHOCTH

B COOTBETCTBHHM C akTamu opraHoB Coro3a B cepe oOparieHns JeKapCTBEHHBIX CPEACTB
HE MCHEEC UYEM 2 OIIBITHO-IIPOMBIIIJICHHBIX WX IMTPOMBINIICHHBIX cepm?l.

b.I1.1.3. N3meHeHHnEe
AHAIMTAYECKON MeTOmuKM mia HeoOxommMmele JOoKyMeHTBl U [poueny
MEePBUIHON YIIaKOBKH YCITOBHSA JTaHHBIE pa

JIEKapCTBEHHOTO TIpernapaTa

a) HE3HAYUMBIC W3MCHCHUS
omoOpeHHOH aHamutHyeckodt 1,2,3 1,2 1A
METOJIUKH

0) nmpouyue U3IMEHEHUS
AHAJIUTHYECKOW METOIUKHU
BKJIIOYAas  3aMEHY WU
JI00aBIICHHUE)

( 1,3,4 1,2 1A

B) HCKJIFOUCHHE aHAJTUTHYECKOU
METOJUKH, €CJI aJbTepHATUBHAS 5 1 1A
eif MeTouKa yke 0100peHa

VYcenosus

1. CormacHO COOTBETCTBYHOIIMM akTaM opraHoB Corw3a B cdepe oOpameHus

JIEKapCTBEHHBIX CPE/CTB, MIPOBEJICHA HEOOXOAMMAs BaMAlMs, IOATBEPKIAIONIAs], ITO
0OHOBIICHHAS aHATIUTUYECKAass METOAMKA [T0 MEHBIIEH Mepe IKBUBAJICHTHA MPEABIAYILICH.

2. Meron aHanu3a He W3MEHWICA (HalpUMep, W3MEHEHHE IUIMHBl KOJIOHKH WM
TeMIIepaTypbl, HO He Ipyras KOJOHKA WK METON).

3. Hu oauH HOBBIM METOJ MCMBITAHUS HE OCHOBAaH HA HOBOUM HECTaHJAPTHOW METOJUKE
WM CTaHJAPTHON METOUKE, UCIOIb3yEeMON 0-HOBOMY.

4. AxrtuBHas QapmaneBTHdeckas cyOcTaHIus (JIeKapCTBEHHBII Ipernapar) He SBISIOTCS
OMOJIOTHYECKUMH.

5. AnpTepHaTHBHAs aHAJIMTHYECKash METOJUKA JUIs IMapameTpa crelu(uKanuu yxe
onoOpeHa.

JoxymeHnranus

1. ITommpaBKa K COOTBETCTBYIOIIEMY pa3leny (pa3/enaM) perucTParioHHOTO T0Che.

2. CpaBHHTENbHBIE pE3yNbTAThl BAIWIANMHA WM, TPH HAINIAH OOOCHOBAHHA,
CPaBHHUTEIbHBIE PE3yNbTAThl aHalN3a, IOATBEPKAAONUE TO, YTO TEKyllee U
npeajiara€Moc UCIbITAHUE DKBUBAJICHTHBI. HaCTOHHIee Tpe6OBaHI/Ie HE MPUMCHACTCA, €CJIIN
J00aBIIsIeTCsl HOBAsl aHATUTUYECKAst METOTUKA.



B.IL.1.4. Usmenenne dopmel unu Heobxonumere Hoxymentrst u  Ilpoueny
pa3sMepoB CHUCTEMBI YHakoBKH ( YCIOBHUS JTaHHBIS pa
YKYIOPKH) TIEPBUYHON YITaKOBKU

a) HECTEePHUJbHBIC

1,2,3 1,2,4 1A
JIeKapCTBEHHBIE MTPEnapaTsl

6) u3meHenue QopmBI MU

pasmepos 3aTparuBaeT

KJIIOYeBBIe  IOKa3aTelln

yIaKOBOYHOIO  MaTepHaa,

KOTOpBIE MOTYT CYILECTBEHHO — - II
NOBJHSITH HA  JOCTaBKY,

NpUMeHeHHe, 6e30MaCHOCTD WIIH

CTaOMIBHOCTB JIEKAPCTBEHHOTO

npernapara

B) CTEpUIIbHBIC JEKapCTBEHHbBIE
Ipenaparsl

1,2,3,4 IB

VYcenosus

1. KayecTBEHHBI M KOJIMYECTBEHHBIM COCTAaB MaTepuala NEPBUYHOM YIAKOBKH HE
WU3MEHUIICS.

2. I3MeHeHue He 3aTparuBaeT KJIIOUEBbIE TIOKA3aTEIN Ka4ecTBa YIIaKOBOYHOTO MaTepHaa
, KOTOpbIE MOTYT HOBJIMATH Ha JOCTaBKY, IPUMEHEHHE, 0€30M1aCHOCTh WM CTaOUIbHOCTh
JIEKapCTBEHHOTO TIpenapaTa.

3. HpI/I U3MCHCHUU CBO6OZ[HOFO MIPOCTPAHCTBA UJIU U3MEHCHUHN OTHOIICHUS IMMOBEPXHOCTU
K 00beMy HauaThl COOTBETCTBYIOILINE HCCIIEIOBAHMsI CTAOMIBHOCTH; TIPOaHAIM3HPOBAHBI
COOTBETCTBYIOIINE MapaMeTPbl CTAOMILHOCTH HE MEHEE YeM

Ha 2 ONBITHO-TIPOMBIIUIEHHBIX (17151 OMOJIOTHYECKHX JIEKapCTBEHHBIX MPENapaToB —

3 cepusx) WIM NPOMBIIUICHHBIX CEPUAX; B PACHOPSIKEHUU 3asBUTENS HAXOJATCA
YIOBIETBOPUTENIBHBIE PE3YNbTAThl II0 MEHbIIEH Mepe 3-MECSYHOIO U3Yy4YeHUs
cTabmipHOCTH (A7 OMOJNOTMYECKHX JIEKApCTBEHHBIX IIPENapaTroB — 6-MECSYHOTO).
[TonTBepkaeHNE TOTO, YTO WCCIETOBAHUS OYIyT 3aBEpIICHBI, W, €CIM PE3yIbTAaTHl HE
OyayT ykiambIBaTbCs B CHEUU(HUKAIUMA WIM MOTYT TOTCHLUAIBHO HE YJIOXUTHCS B
crienuQUKaIKu Ha KOHEI| CPOKa FOHOCTH, AEPKaTelb PErUCTPALMOHHOTO yI0CTOBEPEHHUS
00s13aH COOOIINTH YIIOJTHOMOYEHHOMY OpraHy Hapsily ¢ IpeJylaraeMbIM TUIAaHOM JeHCTBUN

JoxymeHranus

1. TlompaBka K COOTBETCTBYIOIIEMY pa3zeiry (pa3feliaM) PEerHCTPAlHOHHOTO JOCHE,
BKJTIOYAsi OMTUCAHNE, TOJPOOHBIA YepTeX M COCTaB MaTepHaja IMEPBUYHON YIIaKOBKU MIIH
YKYMOPKH, & TAKKe MepPecMOTp HHPOPMALIMH O JIEKAPCTBEHHOM TIpenapare.

2. Tlpu HeoOxoammocTH (POTO M (MIM) CXEeMATHYECKUH PHUCYHOK HOBOW YMaKOBKH (
YKYTIOPKH)

3. HpOBeI[CHI)I IMOBTOPHBIC BAJIUAAIIMOHHBIE UCCICAOBAHUA CTCPUJILHBIX IIpE€rapaTroB,
MOJIBEPraroIuXcsl GUHHUIIHOM cTepriIn3anni. B cOOTBETCTBYIONIMX CIydasx HEOOXOANMO
yKa3aTh HOMEpa CepHid, HCITOJIb30BAHHBIX B BATMIAIMOHHBIX UCCIICAOBAHMSIX.

4. Ilpn n3MeHeHUHn CBOOOJHOTO IMPOCTPAHCTBA WM OTHOIIECHHUS TIOBEPXHOCTH K 00BEMY
JIeKJIapalus AepsKaTelsl PeruCTPAlMOHHOTO YIOCTOBEPEHHs, YTO HadaThl TpeOyemble
HCCIIeIOBaHMS CTAOMIIBHOCTH (C YKa3aHHEM HOMEPOB CEpHid); U UTO

(B COOTBETCTBYIOIIMX CITy4asx) HA MOMEHT peaji3alii YBeIOMICHUS 00 m3MeHeHnn [A
TUTIA ¥ TIOa4Yd YBEeJOMJICHHS 00 M3MeHeHuH |B Tuma B ero pacnopspkKeHHH HaXOISATCS
YAOBJIETBOPUTENIEHBIC PE3yIbTaThl H3YUCHUS CTAOMILHOCTH; U YTO MMEIOIIHECS JaHHBIC
HE YKa3blBalOT Ha Kakue-mubo mnpobiembl. HeoOxoaumo Takke NpeacTaBUTh
MOATBEPXKICHUE TOTO, YTO HMCCIEAOBAHHUS OyIyT 3aBEpIICHBI, W, €CIH Pe3yJbTaThl HE
OyIyT YKIAIbIBaTHCS B CHEIUGUKANUNA WX MOTYT MOTCHIMAIBHO HE YJIOXKHUTHCS B



crienuQUKaIK Ha KOHEI] CPOKa FOHOCTH, AEp>KaTelb PErUCTPAlMOHHOTO yI0CTOBEPEHHUS
00513aH COOOIINTH YIIOJITHOMOYEHHOMY OpTraHy Hapsily ¢ IpeylaracMbIM TUIAHOM JeHCTBUN

b.IL.n.5. W3menenue ¢Gopmsl
BBIIIyCKa  JIEKapCTBEHHOTO
npenapara

Heo6xonumeie JoKyMeHTBl U IIpoueny
yCIIOBUS JaHHBIE pa

a) UW3MEHEHHE KOJIMYEeCTBa
€IUHUII JICKAPCTBEHHO# (HOpMBI (
HarpuMep, TabJIeTOK, aMITyJI

U T. 1.) B yIaKOBKe

1. U3MmeHeHue yKiIaabIBaeTcs B
0n00pEHHBIHI nuamna3soH
KOJINYECTBA JIEKAPCTBEHHOMU
(hopmsI (duucna 103) B yrakoBKe

1,2 1,3 TAny

2. VI3MeHeHue He yKJaJbIBaeTCs
B OHNOOpCHHBIN nOHama3oH
KOJINYECTBA JIEKAPCTBEHHOMU
(hopmbl (yucia 103) B yIaKOBKE

1,2,3 B

0) uckirouenne Gopm Beimycka 3 1,2 IAny

B) M3MCHEHHE HOMMHAIBHOHN

Macchl (HOMHHAIBLHOTO 00beMa)

CTEpMJIBHBIX MHOTO/I03HBIX (WM

OJHOJO3HBIX C YacCTUYHBIM

W3BJIEYCHUEM) MTAPEHTEPATbHBIX — - II
JIEKapCTBEHHBIX IIPenapaToB U

OMOJIOTHYECKNX MHOTOJI03HBIX

HapeHTEePaJbHBIX

JIEKapCTBEHHBIX IpenapaToB

T) HW3MCHCHHE HOMUHAIBHOU
Macchl (HOMHHAJILHOTO 00beMa)
HemapeHTepaabHbIX
MHOT'OJIO3HBIX (MJIH OJJHO/I03HBIX
C YaCTHYHBIM H3BJICUCHUEM)
JICKAPCTBEHHBIX MpenapaToB

- 1,2,3 B

VYcnoBus

1. HoBrrii pa3smep ymakoBKH JOJDKEH COOTBETCTBOBATH PEXUMY MO3UPOBAHHS H

MPOAOIDKUTENIFHOCTH JICUEHHs, YKa3aHHBIM B OOIIEH XapaKTEepHUCTHKE JIEKapCTBEHHOTO
mpernapara.

2. Marepwuai nepBHYHON YIIaKOBKH HE U3MEHSETCS.

3. OcraBumecs (HOpMBI BEITyCKa MTO3BOJISIOT BBITIOTHATE PEKOMEHIANNH 110 TO3UPOBAHUIO
U JJIWATCIBHOCTHU JICUCHUA, YKa3aHHBIC B 0611_161\/’1 XapaKTCPUCTUKE JICKAPCTBECHHOT'O

npemapara.

JoxymeHrtanus

1. TompaBka K COOTBETCTBYIOIIEMY pa3zeny (pa3feiiaM) PerHCTPAalHOHHOTO JOCKE,
BKITIOYast IEPECMOTP WHPOPMALINH O JIEKAPCTBEHHOM TIpernapare.

2. OGocHOBaHHE, YTO HOBEIC (OCTAOIINECS) pa3Mephl YITAKOBOK COOTBETCTBYIOT PEKUMY
JO3UPOBAHMS U MPOJOIDKUTEIFHOCTH JICUCHHUS, YKa3aHHBIM B OOIIe XapaKTepHCTHKE
JIEKapCTBEHHOTO IIpernapara.

3. Jlexnmapariusi, 4To eciid 0KHUJACeTCs BIMSIHNE Ha CTAOMIIBHOCTB, COTIIACHO aKTaM OPTaHOB
Coro3a B cepe oOpalieHHs JEKapCTBEHHBIX CPEACTB OYIYT HAayaThl MCCICIOBaHUS



cTabuiabHOCTH. JlaHHBIE HEOOXOAMMO MPEACTaBUTH (C MpeUIaraeMbIM TUIAHOM JIEHCTBHN),
B CIIy4ae €CJIM OHH He yKJIaJbIBAIOTCA B ClICIA(UKALINH.

Jus b.IL.pn.5.8 u B.Il.p.5.r — eciu u3MEHEHUE TNPUBOJIUT K
[Ipumeuanue W3MEHEHHIO JIO3UPOBKU JIEKApCTBEHHOTO TMperapara, TaKoe
MU3MEHEHHE TPEOYET MOIauM 3asBJICHUS O PACIIUPCHUY.

b.Il.n.6. W3meHenne Kakoi-nmnbo

COCTaBIISIOIIEH YNAaKOBKH (YHaKOBOYHOTO

MaTepuaia), HENOCPEICTBEHHO HeE
CONpUKAcaloleiics ¢ JeKapCTBEHHBIM

npenapaTtoM (HampuMmep, IBET CHEMHBIX

KOJITIaYKOB, I[BETHBIE KOJOBbIe Koiblla Ha HeoOxomnmsie
aMIyjgax, HW3MEHEHHE  KOJaJka, yCIIOBUS
3aIUINAIONIET0 HINy (HMCIOJIb30BaHHE

JIPyroro IUTacTUKa), M3MEHEHHEe au3aitHa (

Joxymen
II
T BI poteay

JaHHBIC

[[BETa) MAaKETOB IPOMEKYTOUHOH WU
BTOPHYHOH YIAaKOBKH, HAHECEHHE LITPHX
kona (2D, 3D), nanecenne mpudra bpaiiis)

a) HW3MEHEHHE,  3aTparuBaolnee

MH(OPMALUIO O JIEKapCTBEHHOM IIpernapare,

YKa3aHHYIO 1 1 IApy
B nmyHkTe 1.6.1 mpuioxenus Ne 19

k [IpaBunam perucrpanuu

06) wu3MeHeHHMe, He 3aTparuBaroliee

UH(OPMALIUIO O JICKApCTBEHHOM IIperapare,

YKa3aHHYIO 1 1 IA
B myHKTe 1.6.1 mprioxenus Ne 19

K [IpaBunam perucrpanuu

YcnoBus
1. I3meHeHne He 3aTparuBaeT 4acTH YIaKOBOYHOT'O MaTepuasa, KOTOpble MOTYT TOBIIHUATh
Ha JIOCTaBKY, IPUMEHEHHE, 0€30IMaCHOCTh WIH CTAOMIBHOCTD JICKAPCTBEHHOTO Mperapara.

JoxymeHTtanus
1. TompaBka K COOTBETCTBYIOIIEMY pa3zenry (pa3feliaM) PEerHCTPAlHOHHOTO JOCHE,
BKITIOYAst IEPECMOTP WHPOPMAIINH O JIEKAPCTBEHHOM TIpernapare.

b.Il.xn.7. HM3mMeHeHHE IIPOU3BOIUTEIS
KOMIIOHEHTOB  CHCTEMBl  YHNAKOBKH  (

YKYIOPKH) TECPBUYHOW YITAKOBKH WA JokymeH
. Heo6xonumere [Iponeny
JIOTIOJTHUTEIbHOU MPOAYKIMU TH ©
. YCIIOBUSI a
(B TOM  4mclIe  yCTpPOWCTBa, JTAHHBIE

KOMILIEKTYIOIIETO CPECTBA),
(ecnm yka3zaHO B PETHCTPALMOHHOM JOCHE)

a) UCKJIIOUEHHUE TIPOU3BOAUTENS 1 1 1A
0) 3aMeHa wim go6aBIeHUe npomsBoguTens 1,2, 3,4 1,2,3 1A
B) m000e HU3MEHEHHE IPOU3BOIUTEINS I
crieiicepoB JI03UPOBAHHBIX HHTAISITOPOB

r) H3MEHEHHE HaHMEHOBaHHS

MPOU3BOAUTENSI KOMIIOHEHTa CHCTEMBbI 1 A

YHaKOBKH (YKYIIOPKH) TIEPBUYHON YIaKOBKH
%

YcmoBus
1. UcxiroueHre KOMITOHCHTA YIIAKOBKH YT U3JICITUS HEe TIPOUCXOJIHT.



2. KayecTBeHHBIN W (MJIM) KOJIWYECTBEHHBIN COCTaB MaTepHaJIOB KOMIIOHEHTOB CHCTEMBI

YIaKOBKH (YKYTIOPKH) IEPBHYHOM yIAKOBKH MJIH JJONOJHUTEIBHON MPOAYKIMN

(B TOM YHCIIE yCTPOWCTBA, KOMIUICKTYIOIIETO CPE/ICTBA) M CTIeHI(UKAIINN 3CKU3a

HE U3MEHSIOTCS.

3. CneuuduKkaiy 1 METO/IbI KOHTPOJISI KAYeCTBA 10 MEHBIIIEH Mepe IKBUBAJICHTHEI.

4. MeToJ CTepHIM3aLK U €€ YCIOBUS HE M3MEHSIOTCS (€CIH IPUMEHHMO).

5. VI3meHeHne Npou3BOAUTENS] KOMIOHEHTAa CUCTEMBl YNIAaKOBKU (YKYTOPKH) NEpBUYHOMN

YIIaKOBKH WX JIOTIOTHUTENILHOM MPOIYKIMH (B TOM YHCIIE YCTPOWCTBA, KOMIUICKTYIOIETO
CpE/CTBa) HE IIPOUCXOIMNT.

JloxyMeHTanus

1. ITormpaBKa K COOTBETCTBYIOIEMY pa3lieny (pa3zienaM) perucTParioHHOTO T0ChE.

2. JIOKyMEHTHI ¥ CBEICHHS O MEAMIIMHCKOM W3JENINH, MpUIaraéMble K JIEKapCTBEHHOMY

npenapaTy, B COOTBCTCTBUU C HyHKTOM ]87 HpaBI/IH peFI/ICTpaL{I/II/I.

3. CpaBHUTeNbHAs TaOJIHIIA TEKYITUX U MpEiaraeMbIX CreupuKanyi (€ciim MpUMEHUMO
).

[Ipu HEOOXOOMMOCTH NaHHAs WHPOPMAIHS MOUICKUT YAATICHHUIO

%
(') llpumeuanue
U3 PETUCTPALMOHHOTO JOChE JIEKAPCTBEHHOT'O ITpenapara.

b.11.1.8. JloOaBneHue WM H3MCHCHUE

N Heob6xon
KaJCHIApHOW YIAaKOBKH JJIs  yXKe I JloKkyMeHTBI U [pouemy
3aperuCTPUPOBAHHON (HOPMBI BHIITyCKa TaHHEIE pa
CJIOBUA
JIEKapCTBEHHOTO TpernapaTa Y
1 1,2,3,4,5 1Any

YcaoBusa
1. Marepuan TEpPBUYHOM YHAKOBKH OCTaeTCsl MPEXKHUM, (QYHKIMOHAIBHBIC
XapaKTEePUCTUKH (3aIIUTHBIC CBOMCTBA) MaTepraa OCTAIOTCS IPEKHUMH.

JloxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY pasJieny (pasenaMm) perucTpalliOHHOTO J0Che.

2. Heobxonumble TaHHBIE O HOBOH yITaKOBKE.

3. CpaBHEHHE TEKYIIWX U MpeIaraeMbIX Crenn(UKanuii MepBUYHON YIAKOBKH (€Cin
MIPUMEHHIMO).

4. B COOTBETCTBYIOIINX CIIydasx N300pa’keHIsI HOBOTO KOHTEHEpa (YKYIOPKH).

5. TloaTBepxkaenue, 4yTo (GopMa BBITYCKa COOTBETCTBYET PEXHMY IO3HMPOBAHUSA U
MPOAOJDKUTCIIBHOCTU JICYCHHUA W TOAXOIAUT IJId BBIIIOJIHCHHUA peKOMeHJlaHI/Iﬁ o
JIO3MPOBAHUIO, IPUBENICHHBIX B O0IIEH XapaKTepUCTUKE JIEKaPCTBEHHOI'O IpernapaTa.

b.11.e) CtabunbHOCTH

b.Il.e.1. N3meHenue cpoka

rogHocTH wuiau ycioBuii  HeoOxomumbie JIOKYMEHTHI U
XpaHEeHHS JICKAPCTBEHHOTO  YCIIOBHS JTAaHHEIC
mpernapara

IIpouenypa

a) COKpalleHue Cpoka

TOMHOCTH JICKAPCTBEHHOTO

mpernapara

1.  VYmnakoBaHHOro BO A

1 1,2,3
BTOPMYHYIO YIIAKOBKY » HY

2. Ilocne nmepBOro BCKPHITUS 1 1,2,3 Ay

3. Ilocne pasBeneHus uiIu

1 1,2,3 IA
BOCCTAHOBJICHHUA HY

0) yBeIMUYCHHE CPOKA FOTHOCTH
JIEKapCTBEHHOTO MpernapaTa



1.  VYnmakoBaHHOTO BO
BTOPHYHYIO  yImakoBKy  (
TO/ITBEP)KACHHOE JAHHBIMU B
pearbHOM BpEMEHH)

1,2,3 B

2. Tlocne mepBOro BCKPHITHSA (
MOATBEPKAECHHOE JAHHBIMU B — 1,2,3 1B
pearsHOM BpEeMEHH)

3. Ilocne pasBeneHus uiIu

BOCCTAHOBIICHUS (
MOATBEPKICHHOE JaHHBIMH B
pearsHOM BpEMEHH)

- 1,2,3 IB

4. VBeiauueHue Cpoka
TOMHOCTH nyTem

9KCTPANOJSALHUNA JAHHBIX 110
CTaO0MIBHOCTH, HE B
COOTBETCTBUU C aKTaMH
opranoB Cor3a B cdepe
oOpalleHnst JIeKapCTBEHHBIX

- - II

%
CpencCTB

5. VYBenuueHue cpoka
XpaHeHHUsT OHOJIOTHYECKOTO
JIEKapCTBEHHOTO IIpernapaTa B
COOTBETCTBUH C OJ00pEHHOI
nporpaMMoN  U3y4YEeHHS

1,2,3 B

CTa0WIBLHOCTH

B) H3MEHEHHE YCIOBUU
XpaHeHUs OUOIIOTHYECKUX
JIEKAPCTBEHHBIX IPEIapaToB,
eCclu HCCIIETOBAHUS
CTaOMIIBHOCTH MPOBEJICHBI HE B a
COOTBETCTBUH C OJO0OpPCHHOM
NporpaMMoOl  HM3y4eHUs
CTaOUIBLHOCTH

I) H3MEHEHHE YCIOBHIl
XpaHeHHs JIEKapCTBEHHOTO
mpemapaTta HIU
JIEKapCTBEHHOTO TIpemapara
mocie pa3BeeHUs (
BOCCTaHOBJICHHS)

- 1,2,3 B

) W3MEHEHHUE OJ00pCHHOM
IpOTpaMMBl  HU3y4Y€HUS 1,2 1,4 1A
CcTaOMIIBHOCTH

VYcaoBus

1. V3MeHeHHe He NOJDKHO OBITh CIEICTBHEM HENPEIBUICHHBIX CUTYaIluH,
BO3HUKIIKX B XOJIC MPOU3BOJICTBA, WJIK U3MCHECHHUS CTA0MILHOCTH.

2. V3MmeHeHUs HE TMPUBOJAT K PACHIMPEHUIO KPUTEPUEB MPUEMIIEMOCTH
HCIBITYEMBIX TapaMeTPOB, HCKIIFOUCHUIO IapamMeTpa CTAOWJIBbHOCTH, WU
CHIDKEHHIO YaCTOTEI UCIIBITAHUH.

JoxymeHnrtanus
1. IMompaBka K COOTBETCTBYIOLIEMY pa3leny (pa3fesiaM) perucTpanioOHHOTO
nocke. OHa JOJKHA COAEPKaTh Pe3yIbTaThl COOTBETCTBYIOLIUX HCCIEJOBAaHUN



CTaOMIIPHOCTH B peajJbHOM BPEMEHH (OXBATHIBAIOIIUX BECH CPOK T'OJHOCTH),
IIPOBEJICHHBIX B COOTBETCTBUM C akTaMH opraHoB Coro3a B cdepe oOparieHus
JICKapCTBEHHBIX CPEACTB IO MEHBIIEH Mepe Ha 2 ONBITHO-NPOMBIIUICHHBIX

cepmx1 JCKapCTBEHHOTO Mperapara, YMNaKOBaHHOIO C IOMOIIBIO
3aperHCTPUPOBAHHOIO YINAKOBOYHOIO Marephaja W (WJIH) COOTBETCTBEHHO
I0CIIe TIEPBOTO BCKPBITHUS MIIH Pa3BEJCHUS.

B coorBeTcTByrOmMX CilydasX HEOOXOAWMO TIPENCTaBUTh PE3YJIbTaThl
MHKPOOHOIIOTHYECKHX UCTIBITAHHUH.

2. IlepecmoTpenHas nHpOpMAIHA O JEKAPCTBEHHOM IIperapare.

3. Konuu yTBep)KAEHHBIX crienu(HUKanuid Ha KOHEI CpoKa FOTHOCTH U, €CIIH
MPUMEHUMO, crieliM(UKAIMU TI0CIie pa3BeieHus (BOCCTAHOBJICHHSI) MU MOCTIe
NEPBOTO BCKPLITUA (B BHUAC CCBIIIKM Ha COOTBeTCTByIOU_[I/Iﬁ JOKYMCHT B
MIOCJIEI0BATEILHOCTH JI0ChE WM TIPHIIOKEHHSI K COIIPOBOIUTEIBHOMY MHCHMY).
4. O00CHOBaHUE MPEIaraeMbIX H3MCHCHHIA.

*
( ) B orHOIIEHHH OHOJOTHYECKOIO JICKAPCTBCHHOT'O IIpcrapara

HpI/IMeanI/Ie OKCTpPanoJsIuusa HEIPpUMEHUMaA.

[Ipu Hamu4uu 00s3aTeNbCTBA NMPOBEPUTH CPOK TOJHOCTH HA
MPOMBIIIICHHBIX CEPHUSX JOMYCTUMBI OMBITHO-IIPOMBIIUICHHBIC
cepuu.

B.I1.xx) [IpoekTHOE MOJIe ¥ MPOTOKOJ NOCTPErUCTPALIMOHHBIX N3MEHEHUI

B.IT.x.1.
BBenenue HoBoro
MPOEKTHOTO TTOJIS
WIN paclIpeHne
0100peHHOTO
P HeoO0xomumeie  JIOKYMEHTHI H
MPOEKTHOT'O TOJIS IIpouenypa
YCIIOBUS JTAaHHEIC
JIEKapCTBEHHOT'O
npemnapata (3a
HCKJIFOUCHUEM
OHOJIOTHYECKOTO)

, 3aTparuBaromIce:

a) OIHY WU
0oJjiee OTIEIBHBIC
omepanuu
nmpoiecca
MIPOU3BOJICTBA
JIEKapCTBEHHOT'O
npemnapara,
BKJIIOYas - 1,2,3 11
COOTBETCTBYIOIIU
i
BHYTPUIIPOHU3BOJ
CTBEHHBIU
KOHTPOJIb U (WJIH)
aHATUTHYECKHE
METOIUKH

6 )

aHAIMTHYECKUE
METOIMKH IS
BCIIOMOTATEIbHEI
X BemecTB (
TIPOMEKYTOUHBIX

- II



IpOayKTOB) H ( 1,2,3
HIIH)

JIEKapCTBEHHOTO

npernapara

Joxymenrauus

1. PesymbraThl WccieIOBaHUN pa3pabOTKU Tpenapata u mporecca (
BKITIOYAst OIICHKY PHCKOB U MHOTOMEPHBIC UCCIICIOBAHHS COOTBETCTBEHHO)
, TOJTBEPIKJAOININE TO, YTO JOCTUTHYTO LEIOCTHOE MEXaHUCTHYECKOE
MOHUMaHKE TI0Ka3aTesell KauecTBa MaTePHAIIOB U ITAPAMETPOB Tpolecca U
KPUTUYECKHX MapaMeTPOB KadeCTBa JIEKapCTBEHHOT'O Mpernapara.

2. Omnucanre IPOEKTHOTO IO B TAOJIMYHOM BHJIE, BKIFOYAst IEPEeMEHHBIE
(cBoiicTBa MaTepHaJOB M IapaMeTphl MpoIlecca MPOU3BOACTBA) U HX
mpe/yiaraeMbie UAana3oHbl.

3. TlompaBka K COOTBETCTBYIOIIEMY pasneny (pasaenam)
PETUCTPAIIMOHHOTO JTOChHE.

B.IT.x.2.
BBenenue
MOCTPETHCTPALINO
HHOTO TPOTOKOJIA
P Heob0xomumeie  JIOKyMEHTHI H
yIpaBiaeHUs [Ipouenypa
YCIIOBUS JaHHBIC
HM3MEHEHUSIMH,
3aTparuBarOIINM
U JIEKapCTBEHHBIN
mpemnapar
- 1,2,3 II

JoxymeHrtanus

1. [TogpoOHOE onMcaHMe TpeATIaraeMoro N3MEHEHHSI.

2. IlpoTokonm ympaBiIeHHS HW3MCHCHHSIMH, 3aTParuBarOIUMHU
JIEKapCTBEHHBIN Ipernapar.

3. TlompaBka K COOTBETCTByMOIIEMYy paszneny (paszenam)
PETHCTPAIIMOHHOTO JIOCKE.

b.1I.x.3.

Uckntouenue

YTBEPKICHHOTO

MpPOTOKOJIA

P HeoOxomumeie  JIOKYyMEHTH H

yIpaBJieHUs [Iponenypa
YCIIOBUS JTAaHHEIC

U3MCHCHHUAMH,

3aTparuBaroINM

U JIEKapCTBEHHBIN

npemnapar
1 1,2 Apy

YcaoBus

1. HckiawodeHne TMOCTPETUCTPAIMOHHOTO TMPOTOKOJA YIpaBIeHUs

M3MEHEHUSIMH, 3aTParuBalolliMU JIEKAPCTBEHHBIN Mpernapar, He SBISETCS
CIEICTBUEM HEMPEABUJCHHBIX CHUTyallMd WUJIM HECOOTBETCTBUS

cnenu(UKanny B XOZC BBEICHUSI N3MCHECHHUH, ONMMCAHHBIX B MIPOTOKOJIE, U
HUKaK HE BIHMAET HA YTBEPXKICHHBIC CBEJCHHS, BKIIOUCHHBIC B

PETUCTPAIIOHHOE JTOCHE.

Joxymenrauus
1. OGocHOBaHUE MpeIaraeMoro UCKIIOYEHUS.



2. IlompaBka K COOTBETCTByIOLIeMYy pa3feiy (paszenam)
PETHCTPALIMOHHOTO JIOChE.

b.I1.x.4.

NU3menenus

yTBep)kacHHoro HeoOxommmbie  JIOKyMeHTB U
[Ipouenypa
NpoTOKOJIa YCIIOBUS JIaHHBIE

yIIpaBICHUS

U3MCHCHUAMH

a) 3HAYUMBbIe

U3MEHEHHUS

IPOTOKOJIA - — II
yIpaBJIeHUS

N3MEHEHHUAMHI

0) He3HAYMMBIC
W3MEHEHUS
MpPOTOKOJIA
yIpaBIeHUs
U3MEHCHUSMH,
KOTOpBIE HE
H3MEHSIOT
CTpAaTeruio,
OTMHUCAHHYIO B
TIPOTOKOJIE

JlokyMeHTanus

1. TloaTBepxacHHUE AepiKATENsI PETUCTPAIIMOHHOTO YJOCTOBEPEHUS, UTO
M000€ M3MECHEHUE IOJKHO YKJIAAbIBAThCS B JUAIA30H JICHCTBYIOIIUX
YTBEPXKIEHHBIX KpUTEpUEB mpuemiaemocTu. Ilomumo 3Toro,
MOJATBEPXKIICHUE, YTO B OTHOIICHWUH OMOJOTHYECKHX JIEKAPCTBCHHBIX
mpemnapaToB He TpeOyeTcs OleHKa COIIOCTABUMOCTH.

b.IT.x.5.

Peanuzanus

U3MECHEHUH,

npexycMoTpeHHbl HeoOxomumble  JIOKyMeHTH U
X YTBEP)KICHHBIM yCIOBHUS JTAHHBIC
MPOTOKOJIOM

ympaBiaeHUs

HM3MEHEHHSIMH

[Iponenypa

a) peanm3anus
U3MCHEHHS He
TpeOyer
JIOTIOJTHUTEIBHBIX
BCIIOMOTaTeJIbHBI
X JIAHHBIX

1 1,2,4 Apy

0) peammzanus
U3MCHCHUS
TpebOyer
JIOTIOJTHUTEIBHBIX
BCIIOMOTATeIIbHBI
X JTAHHBIX

- 1,2,3,4 1B

B) peanu3anus
H3MEHEHHUS
OUOJIOTUYECKOTO — 1B



JIEKapCTBEHHOT' O 1,2,3,4,5
mpernapara

YcnoBus

1. IIpennoxeHHOE M3MEHEHHE OCYIIECTBICHO B ITOJIHOM COOTBETCTBHHU C
YTBEP)KICHHBIM TPOTOKOJIOM YIPABICHHUS W3MCHCHHSIMH, TpeOyrolee
HEMEJICHHOTO YBEIOMJICHUS TIOCTIE €T0 peaIU3alliH.

JoxymeHTtauus

1. Ccplika Ha yTBEPKIECHHBIA IPOTOKOJI YIIPABICHHS U3MEHEHHUSAMU.

2. TlonTBepkaeHne AepkaTelsl PEruCTPAllMOHHOTO YAOCTOBEPEHHUS, UTO
N3MEHEHHE COOTBETCTBYET YTBEPXKIECHHOMY IPOTOKONY YIPABICHUSI
W3MEHEHMSIMH M 4YTO pe3yJbTaThl HCCICIOBAHMS YyIOBJIETBOPSAIOT
KPUTEPHUSIM IPUEMIIEMOCTH, OTOBOPEHHBIE B IpoTokoise. Ilomumo storo,
MOJTBEPIK/ICHHE TOTO, YTO B OTHOLIEHUH OMOJIOTMYECKUX JIEKAPCTBEHHBIX
IpenapaToB He TpedyeTcs OlLleHKa COIIOCTaBUMOCTH.

3. PesynbTaThl uccleAOBaHHIl, MPOBEACHHBIX B COOTBETCTBUHU C
YTBEPKIEHHBIM NIPOTOKOIOM YIPABICHUS U3MEHEHUSMH.

4. TlompaBka K COOTBETCTBYIONIEMY pasjaely (paszaenaam)
PETUCTPALIIOHHOTO 10ChE.

5. Komust yTBep)XIeHHBIX crennHUKannii Ha JJeKapCTBEeHHBIH Iperapar (B
BUJIE CCBUIKM Ha COOTBETCTBYIOIIMH JOKYMEHT B IIOCIIEAOBATEIbHOCTH
JIOChE WJIM TIPUII0XKEHHS K COIIPOBOIUTENEHOMY IIHCHMY).

b.11.3) BezonacHOCTh B OTHOIIIEHUH MTOCTOPOHHUX areHTOB

b.I1.3.1.
OO6HOBNIEHHE
napopmanuu "

Onenka

Oe3omacHOCTH

JIEKapCTBEHHBIX

npenapaTos HeoOxomumeie  JlOKyMEHTHI
OTHOCHUTEIIBHO  YCIIOBHS JaHHBIC
Halu4dus

[Iponenypa

MOCTOPOHHUX
are’ToB"
(paznmen 3.2.A.2
PETUCTPALUOHHO
TO JOChE)

a) WccienoBaHus,
3aTparuBaroInue
MPOU3BOCTBCHH
Ble  JTamsbl,
H3yYCHHEIC
BIIEPBBIC HA
MpeAMET OIHOTO
unu  Ooiee
MOCTOPOHHUX
areHTOB

0) 3ameHa
yCTapeBIIUX
HUCCIIeIOBaHUH,
3aTparuBaroIux
MIPOU3BOACTBEHH
ple JTalbl HU



MOCTOPOHHUE
areHThl, paHee
BKIIIOYCHHBIC B

PETHCTPALNOHHO
€ JIoCchbe
1. C u3sMeHeHHEM I
OIIEHKU PHCKOB
2. be3 usmenenus
- 1,2,3 1B

OIICHKU PUCKOB

JoxymeHnranus

1. TIlompaBka K COOTBETCTByIomeMy pa3faeny (paszemnam)
PETUCTPAIMOHHOTO I0ChE, BKIIOYas BBEICHHE HOBBIX HMCCIECIOBAaHUM,
HaNpaBJICHHbIX HAa M3Y4YEHHE CIIOCOOHOCTH NMPOU3BOJCTBEHHBIX 3TAalloOB
MHAKTHUBHPOBATH (3TMMUHHUPOBATH) TIOCTOPOHHUE aTreHTHI.

2. O60CHOBaHHE TOTO, YTO UCCIICIOBAHUS HE U3MEHSIOT OI[CHKY PHCKOB.
3. TlompaBka k wuHOpMamwu O JEKaApCTBEHHOM IIpemnapare (eciu
MPUMEHHIMO).

B.11I. Ceptudukar coorBerctBusi EBponeiickoit ®apmakonee (CEP) (mpu Hanuuum), u (
unu) ['D, m (un1m) wu3MEHEHUs aKTHUBHON (QapMaineBTUUYECKON CyOCTaHIIUM U
BCIIOMOTATENbHBIX BEHIECTB B Iensax cooTrBeTcTBUus PDapmakomee Coro3a, Qapmaxoree
rocyJapcTBa-ujieHa wiv Apyrum dapmakonesm coraacHo KoHmenmuy rapmoHu3anuu

B.III.1. Tlogaya HOBOrO WM
OOHOBJICHHOTO cepTU(HUKaTa
cootBeTcTBUs EBponeiickoi
dapmakoree UM UCKIIOYEHHUE
cepTu(UKaTa COOTBETCTBHSA
EBpomneiickoii @apmakornee Ha:
dbapMaleBTUUYCCKYIO

Heob6xoaumbie JIOKYMEHTHI U
CyOCTaHIIUIO;

IIpouenypa
YCIOBHSA JTaHHBIE P P

HCXOJIHBIA MaTepHai (peaKkTus,
MPOMEXYTOUYHBIH MPOAYKT),
UCIIONb3yEMBIl B Mpolecc
NpPOMU3BOACTBA
bapmaneBTHICCKOM
cyOcTaHIuy;
BCIIOMOTaTEIbHOE BEIIECTBO

a) cepTu(UKAT COOTBETCTBUS
EBponeiickoit dapmakomnee

1. HoBwiii ceptuduxat oT
paHee 0JI0OPEHHOTO
MPOU3BOAUTEIIA

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

9 1,2,3,4,5 Ayy

2. OOHOBNEHHBIN cepTU(HKAT
oT paHee omoOpennoro 1,2,3,4,6 1,2,3,4,5 1A
NPOU3BOANUTEINS

3. Hoswlii ceptudukar or

HOBOTO  IMPOU3BOJUTEIS
3aMeHa WK T0OaBIICHUE)

1,2,3,4,5,6
(9a ] ) ) ) 9 1’2’3,4’5 IAHy
4. UckmoueHne cepTu(hHKaToB
(ecnm  x  Martepuany



NpUJaraiich HECKONbKO & 3 IA
cepTu(UKaTOB)

5. HoBeiit ceprudukar Ha
HECTEPWIBHYIO aKTUBHYIO
dbapManeBTUUCCKYIO
CyOCTaHINIO, ITOJICKAIITYIO
HCTOJH30BAHUIO B CTCPHIFHOM
JIEKapCTBEHHOM TIpemapare, — 1,2,3,4,5,6 1B
P HMCTIOJIb30BAaHUU BOJABI Ha
MOCJICIHEM DTalle CHHTE3a, a B
OTHOIIICHUU Marepuaia He
3asBJICHO OTCYTCTBHE B HEM
SHIOTOKCHUHOB

0) cepTuHUKaT COOTBETCTBHUS
EBpomneiickoii ®apmaxomneu 1o
ras Ha aKTHUBHYIO

(apManeBTHIECKYIO
cyOcTaHnmio  (MCXOMHBIN
MaTepuan (peakTus,

MPOMEXKYTOUHBIH MPOAYKT),
BCIIOMOTaTEILHOE BEIIECTBO)

1. HoBmiii ceprudukar Ha

aKTHBHYIO (papMalieBTHUECKYIO

cyOCTaHIMIO OT HOBOTO I 3, 5,9 1,2,3,4,5 IA
paHee 0100pEHHOTO

MPOU3BOAUTEIIA

2. HoBriii ceprudukar Ha
(bapManeBTHIECKYIO
cyOcTtaHnuio  (MCXOMHBINA
Marepual, pEaKTuB,
MPOMEXYTOYHBIH TPOAYKT,
BCIIOMOTaTeIbHOE BEIIECTBO)
OT HOBOTO WJIM paHee
0I0OPEHHOTO MTPOU3BOIUTENS

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

3. OGHOBJIEHHBIH cepTU(UKAT
OT paHee ojo0peHHoro 7 1,2,3,4,5 1A
[IPOU3BOIUTEIIS

4. UckroueHne cepTUPHKATOB
(ecniu  x  Marepuainy
MpWJIAraIkNCh  HECKOJIBKO
cepTu(UKaTOB)

5. HoBwrii (0OHOBICHHBIN)

cepruduKar OT paHee

onob6perHHoro  (HOBOTO)

MPOU3BONUTEIA,

HCIONB3YIOMIETO MaTepHAaIbI

YEIOBEUYECKOTO UIu

YKHBOTHOT'O TIPOUCXOXKICHHUS, B

OTHOIICHUU KOTOPBIX - I
TpeOyeTcs OIleHKa Ha MPEAMET



pucka HOTCHHI/I&J’ILHOﬁ —
KOHTaMHUHallM MTOCTOPOHHUMMU
arcHTaMu

VYcnoBus

1. Cnenudukanuy Ha BBIIYCK M Ha KOHEIl CPOKa TOAHOCTH JIEKapCTBEHHOTO
npenapara He U3MEHSFOTCSI.

2. Heu3sMeHeHHbIe (MCKIIIOUas yKeCTOUCHHE) AONOIHUTENbHBIE (K EBponelickoil
®dapmakonee) cnenuduUKaUK Ha NpuMecd (UCKII0OYas OCTaTOYHBIC
pacTBOpUTENN, TPH YCIOBHM HMX COOTBETCTBHSI TPeOOBAHMSIM PYKOBOZCTB
MeXayHapoIHOTO COBETAa IO TapMOHHU3AIMHM TEXHWYECKHX TpeOOBaHMN K
perucTpanuy JEKapCTBEHHBIX HPENapaToB Uil MEIUIMHCKOTO IMPUMEHEHHS)
HIpOAyKT-crien(puyHbIe TpeOoBaHMA (HampuMep, Npoduin pa3MepoB YacTHIL,
noJauMopdHbIe POPMBI), ECITH TPUMEHUMO.

3. Ilpomecc mnpousBOACTBa AaKTHBHOH (apmalieBTHYecKord CcyOcTaHIuH,
HCXOTHOTO Marepuaiia (peakTuBa, MPOMEKYTOYHOTO NMPOAYKTa) HE BKIIOYAET
UCIIOJIb30BaHUE MaTEpUalIOB YEIOBEYECKOTO MIIM KHBOTHOTO IPOUCXOXKJICHHUS,
JUISl KOTOPBIX TpeOyeTcs MPOaHaIM3UPOBAaTh JaHHBIE O BUPYCHOM 0€3011acHOCTH.
4. VIckmiounTeNbHO 111 aKkTUBHOW (hapManeBTHYEeCKOi cyOcTaHIMK: OHa OyaeT
UCTIBITaHa HETIOCPEICTBEHHO Iepe]] MCIIOIb30BAaHUEM, €CJIN TIEPHOJ TOBTOPHOTO
WCIIBITAaHUS HE BKIIOYEH B CepTH(PHUKAT COOTBETCTBUSA EBpomeiickoit
®dapmakoree I JaHHbIE, 000CHOBBIBAIOIIIE MIEPHO TOBTOPHOTO MCIBITAHUS,
YK€ HE BKIIIOYCHBI

B JIOChE.

5. AxtuBHas (apmaneBTHUeckas CyOcTaHIus (MCXOAHBIH MaTepuan (pPEeaKTHB,
MIPOMEKYTOUHBII MPOIYKT), BCTIOMOTaTeIbHOE BEIIECTBO) HECTEPUIIBHBI.

6. PacrutenbHbie (QapMaleBTHUYESCKHE CYyOCTaHIIMH: CIIOCO0 MPOU3BOJICTBA,
(u3nUecKoe COCTOSHUE, DKCTPAarupyIOUMHd pacTBOpPHUTENbh U KoddduiumeHt
SKCTPAKIUH JIEKAPCTBEHHOTO CPEJICTBA HE M3MEHSIOTCS.

7. Eciu B cocTaBe JIeKapCTBEHHOTO TIperapara Juisl apeHTepaIbHOrO BBEJICHUS
UCTIONIB3YETCS JKEeJaTHH, IPOU3BEICHHBIN U3 KOCTEH, €ro IPON3BOJICTBO JTOJDKHO
OCYIIECTBIATHCS HCKIIOYHTENFHO B COOTBETCTBHU C TPEOOBAHMSIMHU CTPAaHBI
MIPOU3BOANTETIS.

8. B perucTpaiioHHOM J0ChE OCTAETCs 0 MEHBIIEH Mepe OANH MPOU3BOINUTENH
9TOH CyOCTaHIIHH.

9. Ecnu axTuBHas (apMareBTHIECKass CyOCTaHIIUS HECTepWiIbHA, HO Oyaer
UCTIOJNIb30BaThCS B COCTaBE CTEPUIIBHOTO JIEKAPCTBEHHOTO Iperapara, Tora,

B cootBercTBuM ¢ CEP, Ha mociegHeM sTame CHHTE3a HENb3s HCIOIb30BATh
BOJIy WJIM, €CJIM TaKoe MPOMCXOIHUT, HEOOXOAMMO OOECIEYHUTh OTCYTCTBUE
OakTepuaIbHBIX YHIOTOKCHHOB B aKTHBHOM (hapMalleBTUIECKON CyOCTaHIIHH.

JoxymeHnrtanus

1. Komms neiicTByromero (0OHOBIEHHOTO) cepTH(HUKaTa COOTBETCTBUS
EBpomneiickoit ®apmakomnee.

2. IIpu noGaBieHNN TPONU3BOACTBEHHON TUIOMIAIKN — B 3asBJIICHUN O BHECCHHU
W3MEHEHHUH, a TakXe JOIMOJIHUTEIBHO B COMNPOBOAMTEIHHOM IIHCHME,
HEOOXOAMMO YeTKO YKa3aTh TEKYIIUX U MPeAIaraéMbIX IPOU3BOIUTENEH.

3. IlompaBka K COOTBETCTBYIOIIEMY pasfeny (pa3gesiaM) PeruCTParliOHHOTO
JI0ChE

4. Ecnu mpuMeHHMO, JOKYMEHT, COJep)Kallnuii CBEJICHUsI O BCEX Marepuaax,
BXOAALIMX B cepy npumeHenus cratbu dapmakonen Coro3a nin EBponeiickoii
®dapMakonen 1O MUHUMH3ALUU pHCKa Iepefadyd areHToB TIyOuYaTou
SHIE(}ANTONATHN KHUBOTHBIX ITOCPEICTBOM JICKAPCTBEHHBIX IPENapaToB It
MEIMIIMHCKOTO W BETEPHHAPHOIO NPUMEHEHUs, BKIIOYas HCIOJIb3yEMbIE B



MIPOM3BO/ICTBE AKTHBHBIE (papMalleBTHYECKOH CyOCTaHIMM (BCIIOMOTaTEIbHOTO
BemecTBa). [l KaXXIOTo TaKOro poja MaTepranta HeOOXOMUMO IMPEICTaBUTh
CIEeIyOIINe CBEACHUS: Ha3BaHHUE MPOM3BOIUTENS; BH/I )KUBOTHBIX W TKaHU, U3
KOTOPBIX TIOJNy4YeH MaTepHal;, CTpaHa IPOUCXOXACHHS JXKUBOTHBIX M €ro
HCIOJH30BaHUE.

5. B oOTHOIICHMHM aKTHBHOH (hapMameBTUYCCKOW CyOCTaHIMH: JEKJIaparus
YIOJHOMOYEHHOI'O JIMI]a KaXAO0ro JIUIICH3WPOBAHHOI'O IPOU3BOAUTEINS,
YKa3aHHOTO B 3asBJICHUH, HCIIOJIB3YIOIIETO aKTUBHYIO (hapMalleBTHYECKYIO
cyOCTaHIIMIO B KayecTBE MCXOAHOTO MaTepHaja, U YHOJIHOMOYEHHOIO JIMIA
KaKIOTO IJUICH3UPOBAHHOTO MPOU3BOINTENS, YKAa3aHHOTO B 3asBICHUU B
KadecTBE OTBETCTBEHHOTO 3a BHITYCK cepuil. B mexmapanusx HEoOXoIumo
yKa3aTh, YTO TPOM3BOAWUTEIh AKTHBHON (hpapMaleBTUYECKOW CyOCTaHITHH,
YKa3aHHBIN B 3asBJICHUH, OCYLIECTBISIET CBOIO JESTEIHHOCTh B COOTBETCTBUH C
[IpaBunamMu NpOU3BOJICTBEHHOM MPAKTUKH B OTHOLIIEHUH UCXOJHBIX MaTepHaIOB
. Ilpu omnpeneneHHBIX OOCTOSTENLCTBAX JOIYCKAETCS MPEICTABIATH OJHY
Jeknapanuio (cM. npuMedanue k u3MeHenuro b.I1.6.1). Ecmu 3aTparuBaroTcs
KaKue-Tuoo OOHOBJICHHA CEPTHU(PUKATOB Ha AKTHUBHBIC (apMaIeBTHUYCCKHE
CcyOCTaHIMM ¥ TPOMEXKYTOYHBIE MPOAYKTH, OT MPOM3BOJHUTEIICH
MIPOMEXXYTOYHBIX NMPOIAYKTOB TakXke TpedyeTcs AeKIapalis yIoIHOMOYEHHOTO
JIUIA; JeKIapanus YIOJHOMOYEHHOTO JINIA HyXKHa, TOJIBKO €CIIU 110 CPaBHEHHUIO
C paHee 3aperucTpUpOBaHHOM BepcHed cepTH]HKAaTa MMEeTcsl M3MEHEHHE
JIeIICTBYIOIINX, BKIIIOYEHHBIX B IEPEYEHb IPOU3BOCTBEHHBIX IIOMIAIOK.

6. Hannexaiee noATBepKIEHHUE, CBUCTEILCTBYIOLIEE O COOTBETCTBUU BOJBI,
HCIONB3YeMON Ha TIOCIIETHEM 3Talle CHHTE3a aKTHBHOH (apMaIeBTHYCCKOM
cyOCTaHIINH, COOTBETCTBYIONIMM TpPEeOOBAaHUSAM KadecTBa [ISI BOABI IUIA
(hapMareBTHIeCKOro IPUMEHEHHS.

B.II1.2. 3MeHeHusT aKTUBHOI
(dapmaneBTHUECKOH
cybcTaHOUHU )54
BCIIOMOTaTEJILHOTO BEIICCTBA B
LeJIaX COOTBETCTBHSA
dapmaxornee Coro3a,
bapmakormee
rocyiapcTBa-uwicHa WU
IpyruMm  ¢papMakomesm
COTJIACHO Konnenmnun
TapMOHHU3AINH

Heobxoammeie JOKyMEeHTH U

IIpouenypa
YCIOBHSA JTaHHBIE P P

a) u3MeHeHue crenudukaniu (
cnenuduKanuii)  paHee
HedapMakomeWHOM
cybcTaHOMKH B  MENAX
cootBeTcTBUs Dapmakornee
Corw3a wuim ¢apmakonee
rocyAapcTBa-4jieHa

1. AxTHBHO#
dbapmaneBTHYIECKOH 1,2,3,4,5 1,2,3,4 Ay
cyOcTaHIun

2. U3MeHeHue HCXOIHOTO
MaTtepuana JUT St
BCIIOMOTATEIbHOTO Belflecrsa 12,4 1,2,3.4 IA
Ui AKTUBHOU
dbapMaleBTUUYCCKOMI
cyOcTaHIU|



0) wu3MCHEHUS B LEIIX
COOTBETCTBUSI OOHOBIICHHOMN
COOTBETCTBYIOILIEH CTaThe
®dapmakomnen Coio3a,
bapmakormee
rocyJapcTrBa-ujieHa  WIH
JIpyrux (apMakoneu CorjiacHoO
KoH1enuuu rapMoHH3aluu

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

B) U3MCHEHHUE CIICIU(BHKALMN C
apMaKoOIICHu

bap 1.4,5 1,2,3.4 1A

rocyz[apCTBa-qneHa Ha

®apmaxornero Coroza

I') UI3MEHEHHUE C IIETBI0 3aMEHBI
METOOUKHU HCNBITAHUN
MMPOU3BOJUTCIIA Ha MCTOAUKH
®dapmaxoneun Coro3a,
bapmakonen
rocyaapcTBa-awieHa ¥ (WJIH)
IpYTHUX (papMaKoIeil COrIacHO
KoHuenuuu rapMoHHM3aIiuu B 1,2,3,4 1A
OTHOILIEHUU aKTUBHOMU
dbapManeBTUYCCKOM
cybcraHnuu,
BCIIOMOT'aTEJIFHOTO BEIECTBA,
HCXOJHOTO MaTepuaia u (WIH)
MaTepuala  MEPBUYHOMI
YIIaKOBKU

1) I3MEHEHHUE KIIacCU(PHUKALIUH

BCIIOMOTaTeNIbHOTO BEILECTBA C

"HOBOTO BCIIOMOTaTEIbHOTO

BemectBa" (3.2.P.4.6) Ha "

BCIIOMOTaTeIbHOe BemectBo 6,7,8,9, 10 1,2 IA
cornacuo @apmakonee Coro3a

n (wm) apyrux Qapmaxonei

cornmacio  KoHuemuuu

rapmonmzarn” (3.2.P.4.1)

VYcnoBus

1. M3MeHeHHEe OCYMIECTBISIETCS HUCKIIOYUTEIBHO B ILENAX MOJHOTO

cooTBeTcTBHs (papmakoree. Bce wucnbiTanuss B cnenuduKanuy  IOIHKHBI
COOTBETCTBOBATH (hapMakolnelHOMY CTaHIapTy IIOCIEe W3MEHEHHUs, 3a

UCKJIIOYEHHEM JIFOOBIX TOMOJTHUTEIBHBIX BCIIOMOTaTENIbHBIX HCIIBITAHIN

2. lononHuTtenbHbIE K (hapMakoriee crienn(pUKayuy Ha MPOAyKT-CIIeUpUIHbIE
CBOIICTBa HE W3MCEHAIOTCS (HampuMmep, NPOPHIN pa3MepoB YaCTHII,

ouMopdHas popMa WiIH, K IpUMepy, OHOTOTHIECKHUE METOTUKH, arperaThsl).

3. 3HauynMBIe U3MEHEHHUS KAYECTBEHHOTO M KOJMYECTBEHHOTO TpoQrieit
MIPUMECEH OTCYTCTBYIOT (32 HCKIIIOYCHNEM Y)KECTOUCHHS CIICIU(DUKAIIII).

4. JlomonHWTENRHAS BaNWJAIMs HOBOM WM W3MEHEHHOW (apMakomeirHoit
METOJIUKH HE TpeOyeTcs.

5. PacturenbHble (apMaleBTHUECKHE CyOCTaHLIMHU: CIOCOO ITPOHM3BOJCTBA,
¢usznyeckoe COCTOSIHUE, OKCTpareHT | KO3(PPUIHMEHT 3SKCTpaKkuuu

JIEKapCTBEHHOTO CPENICTBA HE U3MEHSIOTCS.



6. BcriomoraTtenbHOe BEIECTBO MOJHOCTBIO COOTBETCTBYIOT TPeOOBAaHUSIM
MOHOTpa(uu COOTBETCTBYIOIIEH (hapMaKoIIer, U BCE UCIBITAHUSI COOTBETCTBYIOT
(hapMaKonelHbIM CTaHAapTaM

7. JlomonHMTENBHBIE TapaMeTphl criel(rKaImy, Kacaroluecs crequduiecKkux
CBOWMCTB, HE M3MEHSIIOTCS (HAIpUMep, paclpeleieHie YacTHIl 10 pa3Mepam,
noauMophHas QopMa WIH, HapUMep, KOJIMYECTBEHHOE ONpEAeTICHHUE
OMOJIOTHYECKUM METOJIOM, arperaThl)

8. BcomorartenbHOE BEIIECTBO TODKHO OCTAaBaThCS HEU3MEHHBIM

9. MomonHuTeNbHAS BaJHJalUs HOBOTO MJIM M3MEHEHHOTO (apMakomelHOro
MeToJa He Tpedyercs

10. BcmomoraTtenpHOE BEMIECTBO YK€ OBLIO OJOOPEHO YIOTHOMOYEHHBIM
OpranomMm JJist IpUMEHCHUA B JICKAPCTBCHHOM IIpEriapaTe ¢ KOHKPECTHBIM IMIyTEM
BBCJCHHA.

JoxymeHTauus

1. INonmpaBka K COOTBETCTBYIOLIEMY paszeiny (paszesiaM) perucTpallioHHOTO
JIOCKeE.

2. CpaBHHTeNBHASA TA0MUIA TEKYIIUX U TPEUTaraeMbIX CrielM(UKaInii.

3. Jannbple aHanm3a cepuil (B ¢popMe CpaBHUTEIHEHOW TAOJHUIBI) IO MEHBIICH
Mepe

2 IPOMBIIIICHHBIX CEPUH COOTBETCTBYIOIIECH CyOCTaHIINH (BEIIECTBA) MO BCEM
UCTIBITAHUSAM HOBOH crenuuKanuy W, JOMOJHHUTENbHO, €CIH MPUMEHUMO,
pe3yJbTaThl TECTA CPABHUTENILHON KMHETHKU PACTBOPEHUSI [0 MEHBILIEH Mepe

| OMBITHO-NPOMBIIIUICHHOW CEpUM JIEKAPCTBEHHOTO INpemnapaTta. B oTHomeHnn
JIEKapCTBEHHBIX PACTHTENLHBIX MPENapaToB MOTYT OBITh JIOCTATOYHBI JaHHbBIE
CPaBHHTEJILHOM pacnalacMOCTH.

4. JlaHHble, NOATBEPKAAIOUINE MTPUTOAHOCTh CTaThU JJISI KOHTPOJIS KayecTBa
cyOCTaHIIMM, HampuMep, CpaBHEHHE IMOTEHIMAIbHBIX MPHUMEcel C HHBIMHU
cnenn(UIMPOBaHHBIME U onpeaesieMbiMu mpuMecsiMu B ADPC, ucxomHoMm
MaTepualle Wi BCTIOMOTaTeIbHOM BELIECTBE.

He tpeOyercsi yBeZOMIIATH YIIOJHOMOYEHHBIE OpraHbl 00
oOHoBnennn crtatbn Papmaxomnen Coroza wiau (apMmakornen
rocynapcTBa-ujeHa B clydae BHEApEHHs cnenudukannm
COOTBETCTBYIOIIEH OOHOBJICHHOW CTaThe B TEUCHUE 6 MECSIICB
rmocjie ee OImyONMKOBaHWA M HAaJIWYUHM CCBUIKH Ha '"TEKyIiee
u3naHue (neHcTByrolee W3AaHHE B COOTBETCTBHH C

3aKOHOJIATEIECTBOM I'OCYIapCTBA-WICHA)" B PErUCTPAIlHOHHOM

IIpumeyanue

JIOChE 3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpemnapara.
b.IV. MeaunuHackue uU3aeaus Wi UHas NPOAyKIUs (YCTPOUCTBO, KOMILICKTYIOIIEE
CPEACTBO), BXOAIast B KOMIUIEKT YIIAKOBKH JIEKAPCTBEHHOTO MIpenapara

B.IV.1. HN3meHnenune
KOMIUIEKTYIOIIETO CPENCTBA
Y p Heobxoaumeie JIOKyMEHTHI U
ISl JO3UPOBAHHS BKIFOUAs [ponenypa
YCJIOBHUSA JTaHHbBIE
MEIUIMHCKOE H3JeNnue I
BBEICHUS

a) moOaBlieHHWE WM 3aMecHa
YCTpOICTBA, KOMILIEKTYIOLIETO
CpeacTBa, BKIIOYast
MEIMIIHHCKOE U3JENHne, He
SIBJISIIOIIETOCS 4acThIO
MIEPBUYHON YIAKOBKH



1. MeauuuHCKUE W3CITHS,
3apEerUCTPUPOBAHHBIE B

cooTBeTCTBUU [IpaBmmamu
peTHCTpail U JKCICPTU3HI
0€e30MacHOCTH, KadyecTBa H
3¢ HEKTHBHOCTH MEAUIIMHCKUX
WA3JeNUi, YTBEPKICHHBIMU

Pemenuem Cosera 1,2,3,5,6 1,2,3 Ay
EBpasuiickoil 3KOHOMHYECKON
KOMHCCHHA

ot 12 ¢espans 2016 r. Ne 46
UIN B COOTBETCTBUH C
3aKOHOJATEILCTBOM
rocyJapcrBa-4jieHa WM
paspelnieHHble K 00panieHuio B
TPETbUX CTpaHax

2. MeIuIMHCKHE U3ICIUS WIIH
WHas TPOIyKIHs (YCTPOUCTBO,
KOMIUIEKTYIOIIEE CPEICTBO),
KOTOpbIE MOTYT OKasaTh
CYIIECTBCHHOC BJIMSHHE Ha
JIOCTaBKy JAEHCTBYIOLIETO
BEIECTBA JIEKAPCTBEHHOTO
mpemapata  (Hampumep,
cnelcepel  AO3UPYIOLIUX
HHTAJSITOPOB, HeOymaiizep)

0) UCKIIOYCHHE WIM 3aMCHA

MEIUIIMHCKOTO H3ECIHS WM

WHOW TpoxyKiyu (YCTpoicTBa,

KOMILUTEKTYIOIIETo CpencTna), 4 1,4 Ay
BXOAAIINX B KOMILIEKT

yIIaKOBKH JIEKAPCTBEHHOTO

npemnapara

B) noOaBlicHHE WJIM 3aMcHa

ycTpoiicTBa Uy

KOMIUIEKTYIOIIETO CPENCTBA, — — II
SIBISAIOIIUX CS 4acThIO

MEPBUYHOMN YIIaKOBKHU

VYcnosus

1. Tlpeamaraemoe wu3nmenme ¢ wu3Mepsoomed ¢(yHKIUEH (yCTpoHCTBO s
JI0O3UPOBAaHUA) JIOJDKHO TOYHO OTMEpHBaTh HEOOXOIUMYIO 103y
paccMaTpUBaEMOro JIEKAPCTBEHHOTO IIpernapara COrJacHO OJ0O0peHHOMY
cnoco0y nmpuMeHeHHs. Pe3ynbTaTsl Takux UCCIeA0BaHNI UMEIOTCS B HAJTMYHH.
2. HoBoe u3znenue ¢ uamepsitoeit GpyHkuuei (yCTpoHCTBO I JO3UPOBAHUS)
COBMECTUMO C JIEKAPCTBEHHBIM ITPENapaToM.

3. I3MeHeHue He JODKHO MTPUBOJUTH K 3HAYNMOMY U3MEHEHUIO HH(POPMAIHH O
JIEKapCTBEHHOM IIperapare.

4. JlexapCTBEHHBIH NpenapaT MO>KHO IIPOA0JIKATh TOYHO JJO3UPOBATH.

5. MenunuHcKkoe H3/eNUe HE HUCIHOJIb3yeTcsd B KauecTBE pAcCTBOPUTENS
JIEKapCTBEHHOTO TIpernapaTa.

6. Ecin mpenycMoTpeHa (yHKIHS TOYHOTO J03MPOBaHMs, HHGOPMALUs O HEeH
JIOJDKHA OBITH BKJIIOYEHA B PETUCTPAlMOHHOE JIOChE JIEKAPCTBEHHOTO ITpenapara.



JoxymeHnranus

1. IompaBka K COOTBETCTBYIONIEMY pa3leny (pa3jeiiaM) perucTpanioOHHOTO
JIOChE, BKJIIOYAS CXEMY KOMIUICKTYIOIIETO CPEACTBA WU MEIUIHUHCKOTO
U3JICTINS, & TAK)KE COCTaB X MATEPHAIOB, HHPOPMAIIUIO O IPOU3BOIUTENE, €CITH
MPUMEHHMO, a TaKXe COOTBETCTBYIOIIUI mepecMoTp HHGOpMALUU O
JISKapCTBEHHOM IIperapare.

2. JIOKyMEHT, MOATBEPIKJAIOIIUI PETUCTPALNI0 METUIIMHCKOTO H3JeNUs B
Coro3e WM B COOTBETCTBHU C 3aKOHOJATEIILCTBOM TOCYIapCTBA-YICHA HJIH
paspelicHre K 00paIleHUI0 B TPEThUX CTpaHax (eCIi IPUMEHHIMO)

3. JIOKyMEHThI M CBEICHHS, IMOJITBEPKIAIOIINE TOYHOCTH JO3UPOBAHHS H
COBMECTHMOCTh KOMIUICKTYIOMIETO CPEACTBA WM MEIUIUHCKOTO H3JACIHS C
JIEKAPCTBEHHBIM IIPETIapaToM.

4. O60cHOBaHHE UCKIIIOUEHHUS WM 3aMEHBI MEIUIMHCKOTO U3AEIUS WA UHOM
npoayKuuu (YCTPOHCTBA, KOMIUIEKTYIOIIETO CPECTBA).

Hns B.IV.1.B — ecnu u3MeHeHHE MPUBOIUT K 0O0pa30BaHUIO
[Mpumeuyanne HOBOHM JieKapcTBeHHOW (OpMBI, Takoe H3MEHEHHe Tpelyer
[I0J1a4yy 3as1BJICHMS O PACLIMPEHUU PETUCTPALIUU.

b.V. BHecenus u3MeHEHHII B PErHCTPAlMOHHOE JOChE, O0YCIOBICHHBIE HUHBIMU
PEryJIATOPHBIMU MPOIIEAYPAMHU

B.V.a) M®IT (MOBA)

b.V.a.l.

Bxknrouenue

HOBOTO,

0OHOBIICHHOTO

UJIu

HCIIPABICHHOTO

Mactep-¢aiina  HeoOxomumbie  JIOKYMEHTHI
nJ1a3Mbl B ycCi1oBuUs JaHHBIC
PErucTpaloOHHO

e Jochbe

JIEKapCTBEHHOTO

nmpemapara (

npouenypa MOII

2-ro 9Tarna)

IIpouenypa

a) TmepBoe

BKJIFOUCHUE

HOBOTO

Macrtep-(aiina

njaa3Msbl, — - 11
BIIUSIONIETO Ha

CBOMCTBA

JIEKApCTBEHHOT'O

npenapara

0) mepBoe
BKJIIOYCHHE
HOBOTO
Mactep-aiina
NJIa3Mbl, He

BIIMSIOIIETO HA
1B



CBOMCTBA 1,2,3,4
JIEKapCTBEHHOTO
mpemnapara

B) BKIIOUYCHHUE

oOHoBIIeHHOTO  (

UCIIPABJICHHOIO)

Mactep-(aiina

MJIa3MBbl:

HU3MEHCHHUS N 1,2,3.4 1B
BIIUAKOT Ha

cBOMcTBa

JIEKapCTBEHHOTO

npernapara

I') BKIIOUCHHE
oOHOBIIEHHOTO  (
UCIPABICHHOIO)
MmacTep-¢aiina

MIa3MBbl:
IA

1,2,3,4
U3MEHEHHS He Hy

BIUAIOT Ha
CBOMCTBA
JIEKApCTBEHHOT'O
npenapara

YcnoBus

1. Ha oOHoBiieHHBIH Wiy n3MeHeHHBIH MO®II BwimaHo 3akmiodeHue (
ceprudukar, cBugetenbctBo) Coroza Ha MO®II, B COOTBETCTBUHU C
npunoxenrneM Ne 1 x IIpaBuiam peructpari.

JoxymeHnrtanus

1. IloaTBepkaeHne, 4TO 3aKIIOYEHHE (CepTH(HKAT, CBHUIECTEIHCTBO)
Coro3a Ha M®II u 3KCHEpTHBIH OTYET MONHOCTHIO MPUMEHUMBI K
3apEeruCTPUPOBAHHOMY JIEKAPCTBEHHOMY mpemnapaty. [epxxarens MOII
MPEICTaBUI JAEPHKATENI0 PETUCTPAILIOHHOTO YAOCTOBEPEHUs (eciu
JiepKaTellb PEerHCTPALIMOHHOTO yAocToBepeHus u aepxarenb MOII ne
SABIAIOTCS OJHMM W TEeM K€ JHMIOM) 3akiioueHue (ceprudukar,
ceuzerensctBo) Coro3a Ha M®II, skcnepTHBIN OTYET

u nocke Ha M®II. 3akmouenue (ceprudukar, cBuaereabcTBo) Coro3a Ha
M®OII u 3kCHepTHBIN OTYET 3aMEHSIOT MPEIbLIYIIYI0 JOKYMEHTALUIO Ha
MO®II asig JaHHOTO JEKAPCTBEHHOT'O Mpemnapara.

2. 3axmouenue (ceptudukar, cuaerenscTBo) Coroza Ha MOII n
9KCIIEPTHBIN OTYET.

3. Jlekmapamusi YIOJHOMOYEHHOTO JIMIA, XapaKTepusylomas Bce
BBOJUMBIE ¢ TOMOIIbI0 ceprudunupoBanHoro MOPII u3MeHeHus u
OLIEHMBAIOINIAS UX ITOTEHIMAIbHOE BIUSHHUE HA JIEKaPCTBEHHBIE NIpenapaThl
, BKITFOUasl OLIGHKH MPOTYKT-CIIEIM(DUIHBIX PUCKOB.

4. B ¢opme 3asBICHUSA O BHECEHUH H3MEHEHHH HEOOXOIUMO YETKO
OTpa3uTh [eHCTBYyIOIIEe W MpeiiaraeMoe 3akitoueHue (ceprudukar,
ceuzerenbeTBo) Coroza Ha M®IT (HoMep Kojia) B pErnCTpaioHHOM J10Che
. Ecmn mpumMenumo, B (hopme 3asBICHUST O BHECEHHMHM M3MEHEHUI Takxke
cIenyeT YETKO MepeuncianTs Bee npourie MOII, Ha KoTopble copepxKaTcs
CCBUIKM B PETHUCTPAIMOHHOM JOChE JIEKAPCTBEHHOT'O IIpernapara, Jake
ecnu 3tu M®PII He ABIAIOTCSA NIPEIMETOM 3asIBICHHUS.



b.V.a.2.
Bxirouenue
HOBOTO,
OOHOBJICHHOTO
U H

UCIPABJICHHOTO  Heooxomumele  JIOKyMEHTHI H

macrep-gaiina YCIOBHS TAHHEIC
BaKIIMHHOTO

aHTHTCHA B
PETUCTPAIMOHHO
e IocChe
JIEKapCTBEHHOTO
npemnapara (
npoieaypa
M®BA 2-ro
JTana)

[Ipouenypa

a) mepBoe
BKJIFOYCHUE
HOBOTO
Mmactep-¢aiina
BaKIUHHOTO
AHTHUI'CHA

0) BKJIIOYCHHUE
oOHoBIIEHHOTO  (
UCIIPABICHHOIO)
Mactep-(aiina
BaKLUHHOTO
aHTHUIEHAa: - 1,2,3,4 1B
U3MCHCHUS
BIUAIOT Ha
cBOIcTBa
JIEKapCTBEHHOTO
nperapara

B) BKIJIIOYCHUE

oOHoOBIIEHHOTO (

HCIIPABIICHHOTO)

Mactep-(aiina

BAKI[MHHOTO

AHTHTCHA: 1 1,2,3,4 [Ayy
U3MCHEHHS HE

BJIUSIOT Ha

cBOICcTBa

JIEKapCTBEHHOTO

mpemapara

YcnoBus

1. Ha oOHoBieHHBIA Wiau u3MeHeHHBIH M®BA BblgaHo 3akimoucHHe (

ceprudukat, cunerenbctBo) Coroza Ha M®BA B cooTBeTCTBHH C
npunoxenueM Ne 1 x IIpaBunam peructpanuu.

JoxymeHrtanus

1. dexumaparus, 9To 3aKkiIodeHne (cepTudukar, cBunerensctso) Coroza Ha
M®BA w© DOKCHOEpPTHBI OTYET MMOJHOCTHIO MPUMEHHMBI K
3apETUCTPUPOBAHHOMY JIEKapCTBEHHOMY Tpemnapaty. epxatens MOBA



MPEICTaBUI JIEPIKATENI0 PETUCTPALIOHHOTO YIOCTOBEpEHUs (eciu
Jlep KaTenb PerucTpalMoOHHOro yAaocToBepeHus u aepxkarens MOBA He
SBIISIIOTCA OOHUM W TEM K€ JHUIOM) 3aKioueHne (ceprudukar,
cBuzaerenseTBo) Coroza Ha MDBA, sKciepTHBINA OTYET

u nocke Ha MOBA. 3axmrouenne (ceptudukar, ceunetenscTso) Coro3a Ha
M®BA

1 3KCIIEPTHBIN OTYET 3aMEHSIOT MPEAbIAYILYI0 ToKyMeHTauuo Ha MOBA
JUTSL TAHHOTO JICKApCTBEHHOTO IIperapara.

2. 3akmouenue (ceprudukar, cBuaerennctso) Coroza Ha MDPBA u
9KCIIEPTHBIN OTYET

3. Jlexmapamus YNOJTHOMOYEHHOIO JIMIIA, XapaKTepU3ylollas Bce
BBOJIMMBIE C TMoMolIbl0 ceprudunupoBanHoro MO®BA u3meHenus u
OLICHMBAIOIIAs MX ITOTEHIMAIBEHOE BIMSHNAE HA JIEKapPCTBEHHBIE TIPETIapaThl
, BKITIOUas! OLIEHKH MPOLYKT-CIIEIIM(UIHBIX PUCKOB.

4. B ¢opme 3asBieHHS O BHECEHMHM W3MEHEHHH HEOOXOJMMO YETKO
OTpa3uTh JEHCTBYyIOIIEe M MpeiaraeMoe 3akiodcHue (cepTudukar,
cBugerenscTBo) Coroza Ha MOPBA (HOMep Kofa) B PETHCTPALOHHOM
nocee. Eciau mpumeHumo, B GopMe 3adBICHUS O BHECCHUH HU3MEHEHUIl
TaKXe ClelyeT YeTKO MepeduciuTh Bce mpoune M®PBA, Ha KoTOpHIe
coepxkKaTcsl CCBUIKM B PETrHCTPAIMOHHOM JOChE JIEKapCTBEHHOIO
npemnapara, gaxe eciau 3u MOBA He sABiAI0TCS NpeAMETOM 3asBICHUS.

b.V.6) O6HOBNeHUS B pe3yibTaTe 3alpPOCOB YIIOTHOMOUYEHHBIX OPTaHOB (SKCIEPTHBIX

OpFaHHSaHHﬁ), B TOM 4YHCJIC I10 UTOraM paCcCMOTPCHUA BOIIPOCOB 9KCHepTHBIM KOMHUTCTOM

b.V.6.1.

OG6HOBNIEHHE

Jocke IO

Ka4yecTBY,

HarpaBJIeHHOE Ha

peanu3anuio

3aKJIIOYCHUS
HeoOxomumble  JIOKyMeHTHI u

3amnpoca IIpouenypa
yCIIOBUS JTaHHBIE

YHOJTHOMOYEHHOT

o opraHa (

JKCNEPTHOHI

opranmzamun) (

PEeKOMEHJAINH

DKCIepTHOTO

KOMUTETA)

a) U3MEHEHUe
peanusyer
3aKJIIOUCHHE WK
3ampoc
YIOJIHOMOYEHHOT
o oprama (1 1,2 1ALy
JKCIEPTHOH
opranmzamun) (
pEKOMEHJaINH
DKCIepTHOTO
KOMHUTETA)

0) rapMOHU3AITHS
JOChe MO
KauecTBy He



SABJIATIACh YaCThIO
3aKJIIOUCHUA UIN

3amnpoca

YIOJIHOMOYEHHOT

o oprana (

9KCIEPTHOH B N I

opranmzauun) (
pEKOMEHJaINH
DKCIEepTHOTO
KOMHUTETA), |
0OHOBIIEHHE
HaIlpaBJIeHO Ha
ero
TapMOHM3ALHIO

YcnoBus

1. Pesynprar He TpeOyeT nanbHEHIIei SKCIIepPTHU3EI.

JlokyMeHTanus

1. IIpunoxeHHOE K COMPOBOAUTEIHLHOMY MUCHMY 3asBJICHUSI O BHECEHUU
M3MEHEHHUH: CChUIKA Ha paccMaTpUBAEMOE 3aKIIOYEHHE WM Ha 3aIpoc
YHOJTHOMOYEHHOTO OpraHa (KCHEPTHOW OpraHU3aIuu) (pPeKOMEHIAIHIO
DKCIIEPTHOTO KOMUTETA).

2. B nocke HEOOXOAMMO YETKO YKa3aTh M3MCHEHHs, BHECCHHBIC B XOJE
mpouenypsl oOpalieHHs B YIOJTHOMOYEHHBIH OpraH (dKCIEPTHYIO
OpraHU3aIHIo).

B pazjeine B Tabnuis:
noapasnaeinsl B.1.1 — B.1.8 u3noxuthk B caeayromen peaakiuu:
"B.I. JIekapcTBEHHBIE ITpENapaThl A1 MEIUIIMHCKOTO IPUMEHEHHUS

B.I.1 NUsmenenue o0men
XapaKTePUCTUKUA  JIEKAPCTBEHHOTO
mpernapara, MaKETOB YIaKOBOK HJIH
HHCTPYKIUA 10  MEIUIUHCKOMY
MPUMCHEHUIO  (JIMCTKA-BKJIAJbIINIA),
HampaBJCHHBIC HA  pPEaTH3aIUI0

Heobxonum JlokyMeHTHI

[Ipouenypa
bI€ YCJIOBHSA U TaHHBIE p P

TpeOOBaHHH, YKa3aHHBIX B 3aKJIIOYCHUH
WITH 3aI1poce YHOJHOMOYSHHOTO OpraHa (
SKCIIEPTHON OpraHU3aIiN)

a) perucTpainuoHHoOe Jochbe
JIEKapCTBEHHOTO IIperapaTa MPOXOANUT
JKCHEPTU3Y B YIOJTHOMOUYCHHOM OpraHe (
SKCIIEPTHON OpTraHU3aINN)

1,2,3 Ay

0) peTUCTpaIluOHHOE I0Che
JIEKapCTBEHHOrO  Tpemapara  He
MOJaBaJioCh HAa OJKCIEPTH3Y B
YIIOJIHOMOYEHHBIH OpraH (9KCHEPTHYIO
OpTraHW3anuio), HO H3MCHEHHS
peanusyoT TpeOoBaHUS, yKa3aHHbIE B 1 1,2,3 1A
3aKJII0YCHUHU AN 3amnpoce
YIOJTHOMOYEHHOTO OpraHa (3KCIepTHOMH
OpTraHW3alluH), HOBBIC JONOTHHUTEIBHEIC
JIAHHBIE JIePIKATEIEM PErUCTPAIIMOHHOTO
YIOCTOBEPEHHS HE TPEICTABICHBI



B) M3MEHECHHS PEAN3yIOT TPeOOBaHHMS,
yKa3aHHbIC B 3aKIIOYCHHU HJIH 3aIpOCe
YIIOTHOMOYEHHOTO OpraHa (9KCIepTHOMH
OpraHu3anuu), IepKaTelb
PETUCTPALlMOHHOTO  YAOCTOBEPEHHUS
nmpeacTaBujl HOBBIC JOMOJHUTCIbHBIC
JTaHHBIE

Ycnosus

1. N3meHenne peanusyeT (OPMYIHPOBKY, 3aTpeOOBaHHYIO YIOJTHOMOYCHHBIM
OpraHoM, U He TpeOyeT Mmojayn AOMOTHUTEIBHBIX CBEACHUHN U (WIN) JambHeHmeit
OKCTIEPTHU3BI.

JoxymeHnTtanus

1. 3asBreHHE O BHECCHUM W3MCHCHUI: CCBHUIKA Ha 3aKJFOUCHUE WM 3ampoc
YIOJIHOMOUYEHHOTO OpraHa (dKCIEPTHOW OpraHu3alvu) ¢ MPHOOLICHHOW 0O0IIei
XapaKTePUCTUKON JIEKapCTBEHHOTO Tpernapara, MaKeTaMH YIAaKOBOK WU

JIUCTKOM-BKJIA IBIIIEM.

2. Jexnapanusi, 4YTO COOTBETCTBYIOIIME pa3Aeibl MpeiaraeMbix o00Iei

XapaKTEPUCTHKH JIEKAPCTBEHHOIO Mperapara, MaKeTOB YIIaKOBOK ¥ MHCTPYKIIHH 110
MEIMIUHCKOMY NPUMEHCHHIO (JTMCTKA-BKJIAABIINIA) MACHTHYHBI MPUOOIICHHBIM K
3aKJIFOYCHHIO WK 3aIPOCY YITOJTHOMOUYCHHOTO OpraHa (3KCIIEPTHOW OpraHU3alliH).

3. [lepecmoTpenHas uHGOPMAIIHS O JCKAPCTBCHHOM Iperapare.

B.I.2. NUsmenenne obmeit

XapaKTePUCTUKUA  JIEKAPCTBEHHOTO

mpernapara, MaKETOB YIaKOBOK HJIH

HHCTPYKIUA 10  MEIUIUHCKOMY

MPUMEHCHUI0  (JTUCTKA-BKJIABIIIA) HeobOxonum  JIoKyMEHTHI
BOCIIPOHM3BEACHHOTO, I THOPHUIHOTO, BIC YCIOBUS ¥ JAHHEIC
WIn OMOAaHATIOTHYHOIO JIEKAPCTBEHHOTO

mperapaTta IOCje OICHKH TOTO IKe

W3MEHEHUSA pedepeHTHOTO

JICKQpCTBEHHOTO Mpermapara

IIpouenypa

a) peanm3anus W3MCHEHUs (M3MCHECHUH ),

B OTHOUICHHU KOTOPOTO OT JepiKaTels

PErUCTPAaLlUOHHOTO YIOCTOBEPEHUS HE — 1,2 IB
Tpebyercss TMPENCTaBIsATh HOBBIE

JIOTIOJTHUTEJIbHBIC TAHHBIC

0) peanmzanusa U3MeHEHUs (M3MEHCHUN),
TpeOYIOINX MPEICTABICHUS IepiKaTeIeM
PETUCTPAlMOHHOTO  YIOCTOBEPEHHUS
HOBBIX JIOTIOJHHUTEIbHBIX JIaHHBIX,
00OCHOBBIBAIOIINX TaKHe H3MEHEHHs (
HarpuMep, COITOCTaBUMOCTD)

JoxymeHnrtanus

1. IlpunoxeHHOEe K CONPOBOAUTENBHOMY IUCbMY 3asIBICHHS O BHECEHUN U3MEHEHUI
: 3aMPOC YIIOIHOMOYEHHOTO OpraHa (eciu MPUMEHNMO).

2. [lepecmoTperHas nHpOPMALHS O JEKAPCTBCHHOM IIpernapare.

B.1.3. W3menenue (u3MeHeHus) oOmieit
XapaKTePUCTUKU  JICKAPCTBEHHOTO
mpernapara, MakeTOB YIAaKOBOK WIIH
HHCTPYKIUU 1O  MEIUIHHCKOMY
NpUMEHEHNI0  (JUCTKa-BKJIAIBIIIA)
JEKapCTBEHHOI'0  TMpenapara  JUJis



MEIUIUHCKOTO NpUMEHCHUS, Heob6xoaum  JIOKYMEHTHI
HAMpaBlIEeHHOE Ha  pealu3alui0  bI€ YCIOBUS W JaHHbIC Hpouezypa
pe3yabTaToOB IMOCTPETUCTPALIMOHHOTO

UCCIe0BaHUsT 0Ee30MacCHOCTH WM

3aKJIOYEHUST M [peljaraeMbixX

MOCHEAYIOMIUX JNeicTBUI

MEePUOANYECKOTO OOHOBIISIEMOTO OTYETa

1o 0e30MacHOCTH

a) BHeceHHe  (OpMYyITHPOBKH,

COIJIACOBaHHOH  yNONHOMOYEHHBIM | 1,2 ALy
OpraHom

0) BHeceHHWE M3MEHEHUI, TPeOyIOMMX

MpeaCTaBICHUS JIepxarenem

PETUCTPALIMOHHOTO  YJAOCTOBEPEHUS  — - II

HOBBIX JOOIIOJHUTCJIBHBIX JAaHHBIX,
06OCHOBBIBaIOIIII/IX TaKuC U3MCHCHUS

Ycenosus

1. V3MeHeHHWe HampaBJIeHO Ha BHECEHHE (POPMYITHUPOBKH, COTIACOBAaHHOW
YIOJHOMOYEHHBIM OPTaHOM, M HE TpeOyeT MoJaun TOTOHUTENFHBIX CBEICHUN H (
WJIH) JaJTbHEHIIIeH SKCIIePTH3BI.

JoxymeHnrtanus

1. Ccpuika Ha cornacue (OICHKY) YIIOJIHOMOYEHHOT'O OpraHa B (popMe MpHIIOKCHHUS
K CONIPOBOIUTEIFHOMY ITUCHMY 3asBJIICHUS O BHCCCHUH U3MCHCHHU.

2. [lepecmoTrperHas nHGOpPMAIIHS O JCKAPCTBCHHOM Ipernapare.

B.1.4. U3menenus, 3akIrO4arolliecs B

3HAYUMOM o0mei
XapaKTEPUCTUKUA  JIEKAPCTBEHHOTO

NU3MCHCHUH

mpemnapara, MaKETOB YIaKOBOK WU
HHCTPYKIIUA TI0 MCIUIUHCKOMY
MpUMEHEHNUI0  (JUCTKa-BKIAIBIIIA)
BCJIC/ICTBHE HOBBIX JaHHBIX 110 KAYECTRY,
JOKJIMHUYECKUM, KITMHUYECKUM JaHHBIM
WK JaHHBIM (hapMaKOHaI30pa

HeobOxomum JIoKyMeHTHI
[Ipouenypa

bIC YCJIOBUA W JTAHHBIC

- - II

DTO U3MEHEHUE HE MPUMEHSETCS, €CITM HOBBIC JIAHHBIC
IOJIaHbI B COOTBETCTBUU ¢ u3MeHeHnueM B.1.13. B Takux
CoydasiX HM3MCHCHHE OOINeld XapaKTePUCTUKH

JICKApCTBEHHOTO TIpernapaTa, MakeTOB YIIaKOBOK M (YIITH)
HHCTPYKIIUA 10 MEAWIHHCKOMY NpPHMEHEHUIO (

IIpumeuanue

JTUCTKA-BKIAABIIA) KIacCHPUIHUPYEeTCS KOOOM
nm3meHenus B.1.13.
B.1.5. U3menenue ycnoBuii ormycka Heobxomum JIokyMeHTHI
[Iponenypa

JICKapCTBCHHOT'O ITpeIiapara bIC YCJIOBUSA W JAHHBIC

a) BOCTIPOM3BEICHHBIX WM THOPUIHBIX
NN 61/IoaHaJ'IOI‘I/I‘IHbIX JICKapCTBCHHBIX

MpenaparoB MOCJe U3MEHEHUsI YCIOBUM — 1,2 1B
OTIyCKa pe()epeHTHOr0 JEKapCTBEHHOTO

npenapara

0) WHBIC PUYMHBI U3MECHEHUS yCIOBHM I

OTITyCKa

JoxymeHnranus



1. IToaTBepkeHHEe N3MEHEHHsI YCIOBUI OTITycKa pedepeHTHOro JeKapCTBEHHOTO
npenapara (HarpuMmep, CChUIKa Ha COOTBETCTBYIOIEE PEIICHHE YIOJIHOMOYCHHOTO
OpraHa TOCYAapCTBa-w4ieHa), NPWJIOKEHHOE K CONPOBOJUTEIHHOMY MHHCHMY
3aABJICHUS O BHECEHNH U3MECHEHHUH.

2. [TepecmoTpenHas nHpOPMALHS O JEKAaPCTBCHHOM IIpernapare.

B.1.6. MI3meHeHue nokazaHus (MOKa3aHUH JloKkyMeHTBI
Heob6xomnm
) K NpUMEHEHWI0 U (WIM) pexuma U JaHHbIE Ipouenypa

BI€ YCIIOBHS
JI0O3UPOBAHUS y

a) BKJIIOYEHHE HOBOTO TOKa3aHHs K
NpUMEHEHUI0 W (WIH) pexuma

- I
JO03UpPOBaHUsA HWJIW HU3MEHCHUC pPaHEC
0JTI0OPECHHBIX
0) WCKIYEHHE IOKa3aHus K
NpUMEHEHHUI0 W (WIN) pexmmMa — - 1B

JIO3UPOBAHUSI

Ecmu y Boctipou3BeIcHHOTO, HITH THOPHUIIHOTO, WIIH OHMOaHAJIOTHYHOTO
JIEKapCTBEHHOTO TIpenapaTa Jo0aBIeHUE WITH M3MCHEHUE TIOKa3aHUs K
MIPUMEHEHHIO U (WITH) PeKUMa JO3UPOBAHNUS IPOUCXOINT BCICICTBHE
peanm3anuu TpeOOBaHWH, YKa3aHHBIX B 3aKIIOYCHUH WM 3ampoce

[Ipumedanve ymoJTHOMOUEHHOTO oOpraHa (SKCMEpPTHOW OpraHu3aluu) WIH
M3MCHCHHI WHGOpPMAMK O JICKAPCTBEHHOM IIpemapaTre IocCie
SKCHEPTU3bl aHAJOTHYHBIX W3MEHECHHH Yy pedepeHTHOTO
JICKApPCTBEHHOTO TpemapaTa, TaKHe W3MCHEHHUS KIACCH(QHUIIUPYIOTCS
komamu B.1.1 u B.1.2 coorBeTCTBEHHO.

Heobxonum  JIokyMeHTHI

B.1.7. UckmoueHue: IIpouenypa
b€ YCIIOBHSI M JaHHbIC

a) JIeKapCTBEHHON (opMBI Hu (WIIH) L2 B

(bopMBI BBITyCKA ’

0) 103UPOBKH — 1,2 1B

JoxymeHTanus

1. dexmapanms, 9TO OCTaBIIAasCs JeKapcTBeHHAs (Gopma u (wnm) dopma (Ppopmbl)
BBIITyCKa JOCTAaTOYHA JUISI BBIIOJTHEHUS PEKOMEHJIAIMH 110 JO3MPOBAHHUIO WU
JUINTEIILHOCTH JICUEHUs], ONUCAHHBIX B OOIIEH XapaKTepUCTUKE JICKapCTBEHHOTO
npenapara.

2. IlepecmoTpeHHast ”HGOPMAIIKS O JIEKAPCTBEHHOM Ipenapare.

Ecnmu paccmarpuBaemast jekapcTBeHHas (opMma HIIN
JI03MPOBKa ObIIa 3apETHCTPUPOBAHA B BHJE OTJACIHHOTO
JICKapCTBEHHOTO MpenapaTa, TO MCKIIYEHHE Takon
IIpumeuanue N

JeKapCTBEHHOH (OpPMBI HIM JO3UPOBKH OyneT
CUMTAThCS HE BHECEHHEM H3MCEHEHHUH, a OTMEHOU ee

pETUCTpaIUH.

B.1.8. BBenenne wim u3MeHeHHE KPaTKOH

XapaKTEePUCTUKHU CHUCTEMBI

¢dapmakoHan3opa ACpKaATCIA Heobxonum JlokyMeHTHI
PETUCTPAIMOHHOTO  YIOCTOBEPEHHUS  ple YCIOBUSA M JaHHBIE
JIEKapCTBEHHOT'0  mpemapara s

[Ipouenypa

*
MEANIUHCKOI'O MPUMCHCHU A

a) BBEICHHE KPATKOH XapaKTEPHCTHUKHU
cucteMbl (hapMaKOHAA30pa AEpiKaTels
PETUCTPALMOHHOTO  yAOCTOBEPEHUS



JIEKapCTBEHHOT'0 TNpenapara, N3MeHEHHH
YHOOJHOMOYEHHOTO  JHOa MO
(hapmakoHam30py (BKITIOYAst KOHTAKTHYIO
nHpopManuioo) M (WIM) H3MEHEHHe
MECTOpAacHoioKeHust Mactep-daiina
cucremsl (hapmakoHanzopa (MOCD)

HY

JoxymeHTanus

1. Kpartkas xapakTepucTHKa CcHCTeMBI (apMakoHaA30pa JepxKaTems

PETHUCTPAIHOHHOTO YJOCTOBEPEHHS JICKAPCTBEHHOTO TIperapara Wil 0OHOBIICHHE
3HAYAMBIX JIEMEHTOB (COOTBETCTBEHHO):

MOATBEPKACHHE TOTO, YTO 3asABHTEIb HMEET B CBOEM pPaCHOpPsDKCHUH
YIOOJTHOMOYEHHOE JIMIIO, OTBETCTBEHHOE 3a (hapMaKOHAI30p, W YTBEp)KIEHHE,
MOJNMCAHHOE 3asBUTENEM, YTO YIOJHOMOYEHHOE JIUI0, OTBETCTBEHHOE 32
(apmakoHan3op o0NanaeT HEOOXOJUMBIMH CIIOCOOaMH BBITIOJHEHUS 3ajad U
00s13aHHOCTEH, TMepeyuciaeHHbX B [IpaBmimax Hamiexkamed NPaKTUKU

(hapmakoHa30pa;

KOHTaKTHas WHpopManus 00 YMOIHOMOYEHHOM JHIE 1O (apMaKkoHaI30py,
TOCyAapCTBa-WICHA, B KOTOPOM pAacCIiOaraeTcs W BBIIOJHSCT CBOM 3aJadd dTO
YHOJHOMOYEHHOE JIUIIO;

Mectopacnoioxeane MOCO.

2. Homep MOC® (ipu HaH9IuH).

nonpaszaen B.1.9 npusHath yTpaTUBIINM CUITY;
noapaszaens! B.1.10 — B.1.13 u3oxuTe B ciienyromen peakuuu:

B.I1.10. I3menenune yacToTsl # (
WIM)  JIaThl  MOJadYH

MEPUOAUUYECKOTO HeobOxoaumbie JIOKyMEHTHI U "
oresypa
OOHOBJISIEMOTO OTYEeTa MO  YCIOBHS JIaHHBIE P P
o6e3omacHoctu  (ITOOB)
JIEKapCTBEHHOTO TIperrapara
1 1,2 ALy

Vcnopus

1. 3MeHeHre YacTOTHI U (WJIH) AThl MOJaYH TEPUOTUICCKOTO OOHOBIISEMOTO
oT4eTa MO OE30MaCHOCTH COTJIACOBAHO YIIOJIHOMOYCHHBIM OpPTraHOM
roCyapCTBa-4iICHa.

JlokymeHTanus

1. Cchlika Ha OTBET YNOJHOMOYEHHOTO OpraHa, B (hopMe NPHIOKEHHS K
COTIPOBOAUTENIEHOMY MUCHMY 3asIBJICHUS O BHECEHUU U3MEHEHHH.

2. IlepecmoTpeHHas uacToTa W (WIM) JaTa IOJAYU IEPUOIUYECKOTO
0OHOBIISIEMOT0 OTYETA 10 OE30ITaCHOCTH.

JlaHHOEe W3MEHEHHE MPUMEHSETCS, B Cllyyae €CJIM 4YacToTa
OOHOBJICHUSI TEPHOIUYECKOTO0 OOHOBISIEMOrO0 OTYETa II0
0€30MacHOCTH yKa3aHa B PETHCTPAIIMOHHOM JIOChE CIIOco0aMu,
HpI/IMe‘IaHI/Ie OTJIMYHBIMH OT YKa3aHHWA CCBIJIKM Ha MEPEUYCHb OTUYCTHLIX AT B
COOTBETCTBHHU ¢ akTamu opraHoB Coro3a B cepe oOpaieHus
JIEKapCTBEHHBIX CPEJCTB, W IMPH HEOOXOAMMOCTH TIOJAYH
MEPUOMIECKOTO OOHOBIISIEMOT0 OTYETa MO OE30MaCHOCTH.

B.I.11. Bsenenume wuin
H3MEHEHHUSI 00s3aTelILCTB U

IIpouenypa



YCIOBUM  perucTpauuu, HeoOxoaumbie JIOKyMEHTHI U
BKJIFOYAS IUIAH YIPABICHUS  YCIOBHS JTaHHEIC
pUCKamMu

a) peanu3zanusi GOPMYyITUPOBKH,
COrIacoBaHHOM c 1 1,2 ALy
YIOJIHOMOYEHHBIM OPTaHOM

0) peanmm3anus H3MEHEHUH,
TPeOYIONINX MPEACTABICHUS
JepxaTeneM
peTUCTPAalHOHHOTO
YIOCTOBEPEHUS  HOBBIX
JIOTIOJIHUTENBHBIX JIaHHBIX,
HYXIAIOUIUXCS B AKCIEPTH3E

- - II

*
YIIOJJTHOMOYEHHBIM OpraHoOM

VYcnoBus

1. 3meHeHue peanusyeT neicTBre, 3aTpeOOBAaHHOE YIIOJHOMOYCHHBIM OPTaHOM
, 1 He TpeOyeT momayu JOMOJHUTEIBHBIX CBEJACHUN WM (WIH) AalbHEHIIen
JKCIEPTU3BI.

JoxymeHnrauus

1. IpunoxeHHOE K CONPOBOAMTEIHHOMY HHCHMY 3asBICHHS O BHECCHHH
WN3MEHEHHH: CChIJIKA HA COOTBETCTBYIOIIEE PEIICHNE YIIOJTHOMOYEHHOTO OpraHa.
2. [lepecmoTpenHas nHpOpMAIHA O JEKAPCTBEHHOM IIperapare.

OTO M3MEHEHHE OXBaThIBAET TOJIBKO CHUTYallHIO, B KOTOPOH
BBOJIMIMOE U3MECHEHHE 3aTParuBaeT UCKIIOUYNTEIBHO YCIOBHS U (
[Mpumeuanne  wiaM) 00SI3aTEIBCTBA PETHCTPALIMHI, BKIIIOYAS TUIaH YIPaBICHUS
pUCKaMHU ¥ YCIOBUSA U (W) 00S3aTENBCTBA PETHCTPAIA B
UCKITFOYHUTEIBHBIX CIydYasiX U YCIOBHOW PETHCTPALIH.

*
( ) BBenenue mimaHa ympaBlieHUS PHCKaMHu, 3aTpeOOBaHHOE

pr]MeanHe YIOOJIHOMOYECHHBIM OpTaHOM, BCETda Tpe6yeT OKCIICPTU3BI.

B.1.12. Bximodyenne wuim

HCKITIOYEHUE CHMBOJIA YEPHOTO

TpeyroJbHUKA U

MOSICHUTENbHBIX YKa3aHWil B

OTHOIIICHUM JIeKapCTBeHHBIX HeoOxomumbie JIOKYMEHTHI U

MpenaparoB, MOJJICKANUX  YCIOBHS JTaHHEIC Tpoueaypa
JIOTOJHUTEILHOMY
MOHUTOPUHTY B COOTBETCTBUH
c pexoMeHganuen
DKCTIEepTHOTO KOMHUTETA
1 1, 2 IAHy

VYcaoBus
1. JlekapcTBeHHBIN Ipemapar MOAJEKHUT IONOJHUTEILHOMY MOHUTOPUHTY B
COOTBETCTBHH C PeKOMEHIAIHeH DKCIEPTHOTO KOMUTETA.

JlokymMeHTanus
1. Cchliika Ha peKOMEHIAIMI0 DKCIIEPTHOIO KOMUTETa B JOPME TIPHIIOKEHUSI K
COIIPOBOANUTEIHLHOMY ITUCHMY.
2. IlepecMoTpeHHast HHGOPMAIMS O JIEKAPCTBEHHOM ITpenapare.
JlaHHOE W3MEHEHHWE OTHOCHUTCS K CHUTYaIlMH, IpH KOTOPOH

BKJIIOYECHHUE W UCKIIIOUYCHUE CUMBOJIA Y€PHOTO TPECYTOJIbHUKA
HJIA TTOSACHUTCIBHBIX yKaSaHI/Iﬁ HE NPOU3BOAUTCA B paMKax



IIpumeuanue

Jpyrod mpouenypsl, CBI3aHHOH ¢ perucrpanueil (Hampumep,
MPOLEAYPHI TOATBEPKICHNS PETUCTPALNH (TIEPEPEruCTpaIni)
WM TIPOLEAYPHl BHECEHUS H3MEHEHHH, 3aTpardBaloIInX

WH(OPMALIUIO O JIEKAPCTBEHHOM IIpernapare).

B.1.13. TIpounie usmeHeHus, He
OTHCaHHBIC B IPYTHX pa3jienax
HacTosmiero JlomosHeHus,
BKJIIOYAIONIUX 11034y
pe3yJIbTaTOB  KIMHUYECKUX
HcciaeJoBaHUMN

b3
YIOJIHOMOYEHHOMY OpraHy

Ecnm skcmepTrh3a yHOJTHOMOYEHHBIM OPraHOM MOJAaHHBIX
JAHHBIX TPHUBOIUT K H3MEHEHHUIO OOIIell XapaKTepUCTHUKU

JIEKapCTBEHHOTO TIIpernapara, MaKeTOB YMAaKOBOK WU
UHCTPYKIMU  TO  MEAULHMHCKOMY  INPHUMEHEHHUIO
[Mpumeuyanne  nHMCTKa-BKJIaJbIIa), JAHHBIM HM3MEHEHHEM OXBaTHIBAIOTCA
COOTBETCTBYIOIIME IIOTPAaBKH K OOIIEH XapaKTepHUCTHKE
JEKapCTBEHHOI'O IIpernapaTra, MaKeTOB YHNaKOBOK WIIH
MHCTPYKOMH  TO  MEJULIHUHCKOMY  HPUMEHCHHIO
JIUCTKY-BKJIAJBIILY ).
JlaHHOE M3MEHEHHUE He NMPHMEHAETCS K U3MEHEHUSM, KOTOPhIE
( * ) MOTYT OBITH NPHHATHI B KadecTBe M3MeHeHW# IB Tuma mo
[Ipumeyanye  YMOJYAHHIO B COOTBETCTBHHM C JIFOOBIM IPYTHM pasienom

Heob6xoaumbie JIoKyMEHTHI U

IIpontenypa
YCIIOBUS JTaHHbBIE POHEAYp

- - II

HacTosIero JlomoaHeHus.

JTOMOIHUTH noapazaenoM B.1.14. cnenyromero conepxaHus:

B.I.14.
VTouHeHHUe
YyCIOBUH
XpaHCHUsS TpH
MpUMEHCHUHU
JIEKapCTBEHHOTO
mpemapara B
pazgene 6.3
oOmei
XapaKTePUCTUKH
JIEKApCTBEHHOT'O
mpemapara u
pasneine 5
HHCTPYKIHH 10
MEIULIMHCKOMY

YCIIOBHS

NpUMEHEHHIO  (
JINCTKE-BKJTA IBIII
e) o
obecrecueHus
MPaBUIBHOTO
obpamenus ¢
JICKapPCTBEHHBIM
MpenapaToM

JlokyMeHTanus

HeobOxonumsie

JIoKyMeHTBl U

IIponenypa
aHHbBIE poueiyp

1,2,3 1B

(

(

",



1. TIlonmpaBka K COOTBETCTBylomeMy pa3neiay (paszaenam)
pEerucTpanvoHHOro nocke. IlompaBka moikHA COAEpIKaTh pPE3yNbTATHI
COOTBETCTBYIOIIMX HCCIIETOBAHUI CTAOMIBHOCTH B PEAbHOM BPEMEHH (
OXBaTBIBAIOIINX BECH CPOK TOJHOCTH, €CIIM IPUMEHHMO), IPOBEJCHHBIX B
COOTBETCTBHH ¢ akTamMu opraHoB Coro3a B cdepe oOpamieHus
JIEKapCTBEHHBIX CPE/CTB 0 KpaiHell Mepe Ha | ONBITHO-IPOMBIIIICHHON
CepUu JIEKapCTBEHHOTO IpemapaTa, YHNaKOBAHHOIO C IOMOUIBIO
3aperuCTPUPOBAHHOTO YIIAKOBOYHOTO MaTepuaia U (MIn) COOTBETCTBEHHO

"n.
>

TIOCIIe TIEPBOTO BCKPBITHS WM pa3BeACHHs. B COOTBETCTBYIOLIMX CITydasx
HEo0XOMMO MPEACTABUTh PE3yIbTATHl MUKPOOHOIOTHYECKHUX HCIIBITAHUH.
2. IlepecmoTpenHas nHpOPMAIHS O JCKAPCTBEHHOM ITpernapare.

3. Konuu yTBepKICHHBIX criel(UKalUil Ha KOHEL CpOKa FOAHOCTH U,
€CNIA TIPUMEHUMO, CTICIU(HUKAINH TI0CIe pa3BeJeHHUs (BOCCTAHOBICHH)
WKW TIOCJIC MEPBOT'O BCKPBITHUA (B BUJC CCBIIIKM Ha COOTBeTCTBy}OHIHﬁ
JIOKyMEHT B [OCJIEJOBaTEJIbHOCTH JIOChE WIIM TPHIOXKEHUS K
COIIPOBOAUTEIHLHOMY ITUCHEMY).

paznen [ TabauIlbl H3710KUTh B CIACAYIONMECH PETAKITUN:

"T'. M®II (MDBA)

I'.1. Usmenenne
Ha3BaHUS U (WIN)

angpeca Heob6xomumeie  JIOKyMEHTHI H
IIpouenypa
JnepxxaTens YCIIOBUS JIaHHBIE
ceptudukara
M®BA
1 1 1ALy
YcnoBus

1. Hepxatens ceprudukatra MPBA momkeH ocTaBaThCi TEM XKe
IOPUANYCCKUM JIMITOM.

JoxymeHnTtauus
1. OdunmaneHelii JOKYMEHT OT COOTBETCTBYIOIICTO YIOJTHOMOYEHHOTO

oprana (HampuMep, HaJOTOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE
Ha3BaHWE WX aJIpec.

I'.2. V3menenue
Ha3BaHUS U (WIN)

agpeca HeoOxomumeie  JIOKyMEHTHI H
[Iponenypa
IepKaTeas YCIIOBUS JTaHHBIE
ceprudukaTa
MO®II
1 1 Ay
VYcnoBus

1. Hepxatens cepruduxatra MOPII noiKkeH oOCTaBaThCS TEM JKe
IOPHIMYECKUAM JIIIOM.

JlokyMeHTauus

1. OdunuanpHelii JOKYyMEHT OT COOTBETCTBYIOIIETO YINOJTHOMOYEHHOI'O
opraHa (HampuMep, HaJOTOBOTO OpraHa), B KOTOPOM YyKa3aHO HOBOE
Ha3BaHHUE UM aJIpec.

I'.3. V3menenne
unu Tpanchep
ceprudukara
MO®II oT



TEKYIIETro
ym HeobOxogumple  JIOKyMeHTHI U
IepKaTes IIpouenypa
YCIIOBUS aHHbIE
HOBOMY

JepKaTeIro (
pi p yr oM y
FOPUIHYECKOMY
uiy)

- 1,2,3,4,5,6 1ALy

JoxymeHnrtanus

1. lokyMeHT, BKJIIOYasi WACHTU(QHUKAINIO (Ha3BaHHE W agpec) TEKYIIero
nepxkarenss MOII (mpaBooTdyxaarens) U WASHTUPUKALINIO (Ha3BaHUE U
ajipec) JinIia, IPUHUMAOIIET0o TpaHchep (paBonpruoOpeTaTeis), a TaKKe
npeagaraeMyro 1aTy CIEJIKH, OAIUCaHHOH 00eMMU KOMITaHUSMHU.

2. Komust mocnenHeil cTpaHUIBI 3akiaouyeHus (cepTtudukara,
ceuzerenbcTa) Coroza Ha MOII.

3. [lonTBepaxkAeHUE pETUCTpalluK HOBOTO JepKaTens (BBINKUCKA U3 peecTpa
IOPUIMYECKUX JIMI] ¥ TIEPEBO/] €€ Ha PYCCKHUH SA3BIK), TOMMCAHHOE 00EHMHU
KOMITAaHHUSIMH.

4. TloaTBepxneHue TpaHcdepa Bcedt mokymentanuu MOII ¢ mepBoit
ceprudurarmmn  MOIT mpaBompuoOperaTento, MOAMUCAHHOE OOCHMH
KOMITaHUSIMH.

5. JIoBepeHHOCTb, BKIFOUasi KOHTAKTHBIE CBEJCHNUS JINIA, OTBETCTBEHHOTO
3a CBSI3M MEXJY YMNOJHOMOYEHHBIM OpraHoM u jepxkareinem MOII,
MOJINMCaHHast MPaBOIPUOOpETATENIEM.

6. TIncpMO0-0053aTeNbCTBO BBIMOIIHEHHST BCEX OTKPBITHIX M OCTABIIMXCS
00s13aTeNbCTB (TPH HATMYUH), OJNMCAHHOE MTPAaBONIPHOOpeTaTesieM.

I'.4. U3menenue
Ha3BaHUSA U (WIN)
agpeca
YUPEKIEHUN 110
3abopy (
MIPOBEPKE) KPOBH,
BKITIOYAst [ICHTPHI
IUISl 3aTOTOBKH
KpOBH (TIJIa3MBbI)

Heobxomumeie  JIOKyMEHTHI H

[Ipouenypa
YCIIOBHSA JIaHHBIE poueiyb

1,2 1,2,3 1A

VYcenosus

1. Yupesxxnenue mo 3a60py (IpoBepke) KPOBHU JOIDKHO OCTaBaTHCS TEM XKE
IOPUIMYECKUM JIHILIOM.

2. N3meHeHne AODKHO OBITH aJMHHHCTPATUBHBIM (HAIpUMEp, CIHSHUE,
TIOTJIONIEHNE); U3MEHEHNE Ha3BaHUs YUPEKISHUsS 1o 3a00py (IIpoBepke)
KpOBH (IIeHTpa Il 3arOTOBKM KPOBHU (IJIa3MBbl)), IPU COXPAaHEHUH €ro
OpTraHU3aMOHHO-TIPABOBOH (POPMBI COOCTBEHHOCTH U MECTa HaXOXKICHUSL.

JoxymeHnrtanus

1. ToxmucanHas nekigapans TOTO, YTO HM3MEHEHHE HE BKIIOYAET
HM3MEHEHHE CHCTEMBI KaueCTBa YIPEeKICHUS 110 3a00py (IpoBEpKEe) KPOBH.
2. lloanucannas fAeKIapayst TOro, YT0 M3MEHEHHUS TIEPEYHS LIEHTPOB A
3arOTOBKH KPOBH (TL1a3Mbl) HE MPOUCXOTUT.

3. OOHOBIEHHBIE COOTBETCTBYIOIINE pa3[eibl M JOMONHEHUS K JT0CHE
MOII.



I'.5. 3amena nnu

nobaBieHue

HeHTpa Jis

3aroToBKH KpoBH HeoOxomumbie  JIOKyMEHTBI H
(mma3meI) B yCIOBHSA JTAaHHBIE
paMkax

YUPEKIACHUS TI0

3abopy (

IIPOBEPKE) KPOBH,

BKIIFOYCHHOTO B

MOIT

[Ipouenypa

_ 1,2,3 B

JoxymeHTtanus

1. DMaEeMHUOIOTHYECKUE TAaHHBIC O BUPYCHBIX MapKepax, 3aTParHBarOIINe
LEHTP LTS 3aTOTOBKH KPOBH (TJIA3MBI), OXBATHIBAIOIIHE 3 TOJA.

B oTHOMIEHNN BHOBH OTKPBITOTO HEHTPA (IIEHTPOB) IS 3aTOTOBKU KPOBH (
IUTa3MBl) WIIM B CIydae OTCYTCTBUS NAHHBIX, MOATBEPXKIACHHE TOTO, UTO
SMUEMHUOJIOTHYECKUE JaHHble OyAyT MPEACTaBICHBI B OYEPEIHOM
€KEroJITHOM OOHOBJICHHH.

2. Yka3zaHue, 4TO LEHTP [UIsl 3ar0TOBKK KPOBH (T1J1a3Mbl) QYHKIMOHUPYET B
TEX K€ YCIOBUSX, YTO U JPYTHE LIEHTPHI, MPUHAJISKAITNE YIPEKICHUIO
mo 3abopy (TpOBepKe) KPOBHU, COTIACHO TOJOXKEHHUSIM CTaHJAPTHOTO
JIOTOBOpa MEXIY VYYpexACHHEM Mo 3abopy (MpoBepKe) KPOBH H
nepxkarenem MOIT.

3. OOHOBICHHBIE COOTBETCTBYIOIINE pa3eibl U AOMONHEHUS K JTOChE
M®II.

I'.6. Ucknrouenue

WIH U3MEHEHHE

cTaTyca (

(DYHKIHOHUPYIO

119781 HIIH

He(YHKITHOHUDPY

(001197878

y4pexaeHui Mo

3abopy (

npoBepke) kpoBu, Heobxoaumeie  JIOKyMEHTHI
(meHTpoB miA  YCIIOBHSA JaHHBIC
3arOTOBKU KPOBHU

(nna3mul)),

UCIOJIb3yEMBIX

Juis cOopa KpoBH

(mmasmsel) WIH

JUTS UCTIBITAaHHSA

KpOBO- W

njgasmMonad  H

[Ipouenypa

IyJIOB TITa3MBbI
1,2 | 1A

VYcaoBus

1. TIpuYMHBI UCKIIOYCHUS WM H3MEHEHHUS CTaTyca He JOJDKHBI OBITh
00YyCIIOBJICHBI MPOOJIEMaMH, CBSI3aHHBIMH C COOJIIOJCHUEM TpeOOBaHUI
[IpaBui npou3BOICTBEHHOM MIPAKTUKHU.



2. Yupexnenus 1o 3abopy (IpoBepke) KpoBH (LIEHTPHI LIS 3arOTOBKU
KpoBH (IUIa3MBI)) JOJDKHBI COOTBETCTBOBaTh akTaM opraHoB Corosa B
cdepe npoBeneHus (apManeBTHUECKUX WHCTIEKIUH 1 3aKOHOJATEILCTBY
rocyapcTBa-4ieHa B YacTH, HE YPeryJIHpOBaHHOW akTaMu opraHo Coro3a
, TpH H3MEHEHHWH cTaTyca C HEeQYHKIMOHHPYIOIIMX Ha
(byHKIMOHHUPYIOIITHE.

Joxymenranus

1. OOHOBIIEHHBIE COOTBETCTBYIOIINE DPA3JeNbl M JOMOJIHEHUSI K JOChE
MOII.

I'.7. Bxatouenue
HOBOTO
YUPEKICHUS TI0
3abopy (
MPOBEPKE) KPOBH
B Iemsax cbopa
KpoBH (TI1a3MBI),
HE BKIIFOYCHHOI'O
B MOII

HeoOxonumbie  JIOKYMEHTBI H

IIponenypa
yCIIOBUS TaHHbIE poueiyp

I'.8. 3amena nim

BKJIFOUEHUE

HOBOTO IEHTpa

JUISL 3aTOTOBKH

KpOBH (TUTa3MBI)

B menaax

HUCTBITAHUS

nmoHaiuii kposu U1 HeoOxomumeie  JIOKyMeHTHI ©
IIa3Mbl ¥ (MJIM) | YCIIOBHS JIaHHbIE
IyJIOB IJIa3MBI B

paMkKax

YUpeXKACHUS TI0

3abopy (

MIPOBEPKE) KPOBH,

BKJIIOYEHHOTO B

MOIIT

IIpouenypa

- 1,2 1B

Joxymenranus

1. VYka3aHuwe, 4YTO HCIHBITAHUS WPOBOMITCSA COIJACHO TEM JKE
YTBEPKJICHHBIM CTAHAAPTHBIMH OTEPAIMOHHBIMU MPOIEAYPaMU U (WIIH)
METOJIaM UCTIBITAHUH.

2. OOHOBIIEHHBIE COOTBETCTBYIOIINE PAa3JeNIbl M JOMOJHEHUS K JJOChE
MOIIL.

I'.9. Bxairouenue
HOBOTO
YUpEKIACHUS TI0
3abopy (
MIPOBEPKE) KPOBH,
O UCHBITaHUH

JOKyMEHTHl U
JaHHBIE

. Heobxonumsie
JIOHAIA KPOBHU U A Iporenypa

JIOBUS
Ia3Mel ¥ (MIH) yeno



IIyJI0B ILIa3MBl,
HE BKJIIOYEHHBIX
B M®II

I'.10. 3amena unun
BKJIIOYCHHE
HOBOTO
YUPEKACHUS 10
3abopy (
NIPOBEPKE) KPOBH
WM IEeHTpa B
KOTOPOM
XpaHUTCA TUIa3Ma

HeoOxonumeie  JlOKyMEHTHI

IIpone a
YCIOBHSA JTaHHBIC poueiyp

- 1,2 B

JoxymeHTtanus

1. VYkazaHue, 4YTO LEHTP XpaHEHUs IUIa3Mbl (YHKIHOHHPYET B
COOTBETCTBUH C TEMH K€ CTAHIAPTHBIMHU OTIEPALIMOHHBIMH MPOIEAYPaMH,
YTBEPXKIESHHBIMU B YUPEXKIEHUH 110 3a00py (ITPOBEPKE) KPOBH.

2. OOHOBIEHHBIE COOTBETCTBYIOIIME pa3[eNbl M JOMONHEHHUS K JIOChE
MOII.

. 11.
Uckmrouenue
YUpeXKACHUS TI0

3abopy ( Heobxogumpie  JIOKyMEHTHI U
IIpouenypa
MIPOBEPKE) KPOBU  YCIOBUS JTaHHBIE
WM LEHTpa B
KOTOpPOM
XpaHUTCA TUIa3Ma
1 1 1A

Ycnosue

1. IlpuyrHa WCKITIOYCHUS HE JOJDKHA OBITH 00YCIOBIIEHA MPOOIeMaMH,
CBSI3aHHBIMH C coOJroeHreM TpeboBaHuil [IpaBui MPOU3BOICTBEHHOMN
MPaKTHKH.

JlokyMeHTanus

1. OOHOBIIEHHBIE COOTBETCTBYIOIINE PA3leNbl M JOMOJIHEHUSI K JO0ChE
MOII.

I'.12. 3amena nin

BKJIIOUYEHHUE

YpeKICHUS

yap ’ HeoOxomumeie  JIOKyMEHTH H

NPUHUMABUIIETO [Iponenypa
YCIIOBUS JTaHHBIE

ydyacTtue B

TPAaHCIOPTUPOBKE

IUIa3MBI

— 1 IB

JoxymeHnrtanus

1. OOHOBIIEHHBIE COOTBETCTBYIOIINE DPA3JeNIbl U JOMOJIHEHUSI K JJOChE
M®II, Bxmrouas Bce yuYpekAeHHS MO 3abopy (IpoBepKke) KpOBH,
UCIIONB3YIOIUE JTO YUPEXKACHHE, MNPUHUMAIOIIEe Yy4YacTHE B
TPAaHCHIOPTUPOBKE IUIa3Mbl, pe3lOME€ JAECHCTBYIOLIEH CHCTEMBI,
obecrieunBarolieil TPaHCIIOPTUPOBKY B HAJUIEKAILIUX YCIOBUSX (BpeMms,



TeMIeparypa 1 COOTBETCTBUC HpaBI/IHaM HpOH3BOZ[CTB€HHOI>i HpaKTI/IKI/I) n
MOATBCPIKACHUEC TOI'O, YTO YCJIOBUA TPAHCIIOPTUPOBKU BaAJIUAUPOBAHDI.

r.13.

Ucknrouenune

YpeKACHUS

yap ’ Heobxogumple  JIOKyMeHTHI U

HNPUHUMABILErO IIpouenypa
YCIIOBUS JIaHHBIC

ydacTue B

TPAHCIIOPTHPOBKE

IIa3MBbI
1 1 IA

VYcnosue
1. IlpuymHa WCKIIOYEHHUS HE MOJDKHA OBITH 00yCIOBIIEHa MpoOIeMaMH,
CBSI3aHHBIMU ¢ coOmroicHneM [IpaBuit Mpon3BOACTBEHHON PAKTHUKU.

JoxymeHTtanus

1. O6GHOBNEHHBIE COOTBCTCTBYIOIIMUE pa3feyibl U JOMOJHCHUA K JOChE
MOII.

I'.14. BximouyeHue

TECT-CUCTEMEI,

3apETUCTPUPOBAH

Hoii B Corose B

KadyecTBe

MEIUILIMHCKOTO

H3JICIHS, Heob0xomumeie  JIOKyMEHTHI H
B mensx YCIIOBUS JIAaHHBIC Mpoueaypa
HCHBITAHUS

OTACIBbHBIX

JIOHAIU KPOBU U

miasMbel B

KauyecTBE HOBOU

TECT-CHCTEMBI

1 1,2 1A

YcaoBus
1. HoBas tect-cuctema 3apeructpupoBana B Corwo3e B KauecTBe
MEIUIIMHCKOTO H3IEIIHS.

JlokyMeHTanus

1. TlepeyeHb HMCHBITATENBHBIX IUIOMIAJOK, B KOTOPBIX HCIOIB3YETCS
TECT-CHUCTEMA.

2. OOHOBJIEHHBIE COOTBETCTBYIOIINE PAa3leNibl M JIOMOJHEHUSI K JOChE
M®TI, Bkit0Yast OOHOBJICHHBIC CBEACHUS 00 UCIIBITAHUAX B COOTBETCTBUU
¢ aktamu opraHoB Coro3a B cpepe oOpaleHus JIeKapCTBCHHBIX CPEIICTB.

I'.15. Bximrouenne
TECT-CUCTEMBI, HE
3apErUCTPUPOBAH
Hoii B Coro3e B
KadyecTBE

MEIULHHCKOTO
Heob6xomumere

YCIIOBUS

U31€eNMs, B LEIIX [Iponenypa
HUCIIBITAHUS
OTAEIBbHBIX
JIOHAIMI KPOBU U

I1J1a3Mbl B



KadyecTBE HOBOH
TECT-CUCTEMBI

a) HOBas
TEeCT-CHUCTEeMa
paHee He ObLIa
omoOpeHa B
M®II vu gnsg
OHOTO IEHTpa
JUIS 3aTOTOBKH
KpOBH (ILIa3MBl)
B messx
HCTBITAHUS
JIOHALM KpOBU U
TUTa3MBI

0) HOBas
TeCT-CUCTEMA
Obuta omobOpeHa B
M®IT ngns
JPYyTUX LIEHTPOB
JUISL 3aTOTOBKH —
KpOBH (ILIa3MBI)
B nemnax
WCTBITaHUSA
JIOHALM KpOBU U
TUTA3MBI

JlokyMeHTanus

JlokyMeHTBl U
JIaHHbIC

1,2 IA

1. HepequL HCIIBITATCIIbHBIX IEHTPOB, B KOTOPLIX HCIIOJB3YETCA

TECT-CUCTEMA, U NEPCUYCHb HCIBITATCIIBHBIX IEHTPOB, B KOTOPBLIX OHa

OyJIeT UCTIONB30BaThCS.

2. OOHOBIIEHHBIE COOTBETCTBYIOIINE DPa3/esIbl U JOMOJHEHUSI K JJOChE
M®II, Bxitouasi OOHOBJICHHBIE CBEIEHHSI 00 MCIIBITAaHUSAX B COOTBETCTBUHU
¢ aktamu opranoB Coro3a B cepe oOpalieHns JeKapCTBEHHBIX CPEICTB.

I'.16. U3smenenue
TEeCT-CUCTEMBI  (
MeToaa),
HCIIOJIb3YEMOr0
JUTSL UCTIBITAHHS
NyJoB
UCIBITAHUE Ha

( Heobxomgumble
YCIIOBHS
aHTHTEIA,
AHTUTE€HEI
aMIUTHQUKATAS
HYKJICHHOBBIX
KHCIIOT)

nin

I'.17. Beencune
WIN pacIIpeHne
MpOLENYPhI
KapaHTUHHOTO
XpaHeHus

HeobOxomumeie
YCIOBHS

YcaoBue

JloKyMEeHTBI
IT
JaHHBIC poneiypa
- II
Tpeo
pebyema Bup npouenypst
JIOKYMEHTAITUS
1 IA



1. Tlpouexypa KapaHTHMHHOTO XpaHEHHUsS sBisercs Oojee cTporon (
HalrpuMep, BIITYCK JIMIIb TOCIIE TOBTOPHOH NPOBEPKH JOHOPOB).

JlokymMeHTanus

1. OCHOBIIEHHBIE COOTBETCTBYIOIIME pa3[eNbl M JOMOTHEHHUS K JI0CHE
M®II, Bxknroyas OCHOBaHUs BBEIACHUSA WM PaCUIMPEHHUS IPOLENypbI
KapaHTUHHOTO XpPaHEHHS, TUIOMIAJKU, B KOTOPBIX OCYIIECTBISETCS
KapaHTUHHOE XpaHEHUE, U U3MEHEHMs MPOLENypbl, EPEBO PEIICHHUIA,
BKITFOYast HOBBIC YCITOBHSL.

r.18.

HUcknrouenue

nepuona

kapaHTHHHOrO  HeoOxomumble  JIOKyMEHTH H
XpaHEHUs WU  YCIOBHS JTaHHEIC
COKpallleHUE ero

MPOAOIIKUTEIBHO

CTH

[Iponenypa

- 1 IB

JlokyMeHTanus
1. O6HOBIIEHHBIE COOTBETCTBYIOIINE pa3aensl gocke MODII.

I'.19. 3amena unmn

Jno0OaBJIeHUE

KoHTelHepoB s HeoOxomumele  JIoKyMeHTH U
KpPOBH (HampuMep YCIOBHUS JIaHHBIC

, MCIIKOB,

(h1akoHOB)

[Ipouenypa

a)  HOBEHIE
KOHTEHHEPHI AJIs
KpOBH
3apETUCTPUPOBAH 1.2 | A
b B Corw3se B
KadecTBe
MEIUITHHCKUX

U3OETIUI

6) HoOBBIE
KOHTCHHEPBI TS
KpOBU  HE
3apeTUCTPUPOBAH

o B Coose B
KadecTBe
MCECOUIIUHCKUX
U3JETUN

VYcnosus

1. Konrelinep 3apeructpupoBaH B Coro3e B KaueCTBE MEIUIIMHCKOTO
M3ICTHA.

2. Kpurepnn kauecTBa KpoBH, 3aKITIOUYCHHON B KOHTEHHEDP, HE N3MEHSIOTCS

JlokyMeHTanus
1. OOHOBJICHHBIC COOTBETCTBYIOIIME Pa3/eibl U JOMOJHEHHUS K JIOCHE
M®II, Bxiao4ass HaUMEHOBAHUE KOHTeilHepa, MPOUZBOIUTENS,



crenu(UKaIUIo pacTBOPa aHTUKOATYJISIHTA, TIO/ITBEP)KICHUE PETHCTPALN
B Colo3e MM rocynapcTBe-wIeHEe M Ha3BaHHE yUpeXIEHHS 1o 3a00py (
MIPOBEPKE) KPOBH, B KOTOPOM HCIOIB3YETCS] KOHTEHHED.

I'.20. 3menenne

XpaHeHUs ( Heooxomumble  JIokyMeHTB U
TPAHCIIOPTUPOBK  yCIOBHS JTaHHBIC

u)

a) ycCIOBHH
XpaHeHHs U (WIn) |
TPAHCIIOPTUPOBK
"

6 )
MAaKCUMAJIBbHOTO
CpOKa XpaHCHUA
I1J1a3MBbI

[Ipouenypa

1,2 1 IA

Ycnosus

1. VI3MeHeHHE IOIKHO YXKECTOYaTh YCIOBHS H COOTBETCTBOBATH
TpeboBanusm @apmakornen Cor3a, a NpU OTCYTCTBUH B HeEH —
TpeboBaHUsM (hapMakorei Tocy1apCTB-4ICHOB, PEABIBISEMbIM K TJIa3Me
KpPOBH YeJIOBEKa JJIsl (PPAKIIHOHUPOBAHHUS.

2. MakcuMaJbHBIH CPOK XPAHEHUS KOPOYE MPEIBIIYIIETO.

JoxymeHnranus

1. OOHOBIICGHHBIE COOTBETCTBYIOIINE pa3eNbl U IOMONHEHUS K JTOChE
M®II, BxiIIO4as moapoOHOE OMIICAaHNE HOBBIX YCIOBHH, MOITBEPKIACHUE
BaMJAIlMM YCIOBHHA XpaHEHUs (TPAaHCIOPTHPOBKH) W Ha3BaHHUE
yupexaeHus 1mo 3abopy (ImpoBepke) KpPOBH, B KOTOPBIX IPOUCXOAUT
M3MEHEHHe (eclii MPUMEHUMO).

I'.21. BBenenue

HCIIBITAHUS Ha

BUPYCHBIC

MapKepbl, ecliu

TaKoe BBEJICHUE
Heob6xomumeie  JIOKyMEHTHI H

OKaXeT [Ipouenypa
YCIIOBUS TaHHbBIE

3HAYUTEIBHOE

BIUSIHHUE Ha

OLEHKY

BHPYCHBIX

PHUCKOB

I'.22. U3menenune

MPUTOTOBJICHUS

myna riaasMsel  (

Hanpumep,

METOOa HeoO0xomumeie  JlOKyMEHTEI
MPOU3BOJCTBA,  YCIIOBHS JIAHHBIE
pa3Mepa myina,

XpaHEeHUsA

00pasioB mya

TUIA3MBI)

[Ipouenypa



JoxymeHnrauus
1. OGHOBIIEHHBIE COOTBETCTBYIOIINE pa3ieibl jocke MOII.

I'.23. 3smeHeHue

Mep,

HpI/IHI/IMaeMLIX

onpu

PETPOCIIEKTUBHO

M OOHApYKCHHU,

gyro npoHanuu HeoOxommmple  JIOKyMeHTH H
KPOBH U TIa3MbI  YCIIOBHUS JIaHHBIC
MOJJIeKaT

[Ipouenypa

HCKIIIOYCHHIO U3
00paboTku (

npoieaypa
PETPOCTIEKTHBHOT
0 aHaIM3a)

B) B tonosiHeHuu VI:
noapasnenbl A.1 — A.7 U3710KUTh B CIEAYIOIIEH peaaKIuu:
"A. AIMUHUCTPATUBHBIEC U3MECHEHUS

A.1. U3meneunne

JiepxaTens
Heobxomumeie  JIOKyMEHTH H
PEerucTpaloHHO [Ipouenypa
YCIIOBHSA JIaHHBIE

r o
YAOCTOBEpEHUS

a) U3MEHEHHUeE

Ha3BaHUs U (WIN)

anpeca

Jepxarend 1 1,3 [Ayy
PETUCTPanOHHO

r o

YIOCTOBEPEHUS

6) TpaHcdep
PETUCTPAIIHOHHO
r o
yIOCTOBEPCHHS
OT OJIHOTO
JaepxKaTens
PETHCTPALHOHHO
r o
yIIOCTOBEPEHHS
Apyromy
IOPUIHYECKOMY
JILy

1,2,3,4 ALy

VYcnoBus

1. Jlepxarenb perucTpalMOHHOTO YAOCTOBEPEHUS JOJIKEH OCTAaBaThCS TEM
JKe FOPUANICCKAM JTHIIOM.

2. JlepxaTenb PEruCTPAIMOHHOTO YIOCTOBEPEHUS SBISACTCS IPYTHM
IOPUINICCKAM JIUIIOM.

JlokyMeHTanus



1. Konus JOKYMEHTA, BbIIAHHOTI'O COOTBCTCTBYIOMIUM YIIOJHOMOYCHHBIM
OpraHOM CTpPaHbBl PETUCTPALUU IOPUIUYECKOrO JIMIA JepKaTeis
PETUCTPALMOHHOTO YAOCTOBEpEHHUs (HAaIpUMep, HaJOTOBOTO OpraHa), B
KOTOPOM YKa3aHO HaUMEHOBAaHHE M aJpec IOPHIMYECKOTrO JHIA HOBOTO
JIep KaTeNsl PETUCTPALMOHHOTO yIOCTOBEPEHHUSI WIIM HOBOE Ha3BaHME H (
WIN) aJIpec JieprKaTelisi pErUCTPAlIMOHHOTO YAOCTOBEPEHHSL.

2. JIOKyMEHTHI, OOOCHOBBIBAIOIINE TpaHChEp PETHCTPAIMOHHOTO
yiocToBepeHHs (yIOCTOBEPEHHMH) M TOATBEPXKIAIOUINEe BO3MOXKHOCTh
HOBOTO JIepXKaTelsl PEer’HcTPallMOHHOTO YAOCTOBEpeHMs 00ecreduBaTh
HaJJiexaniee  BBIMIOJHEHHWE BceX  O0s3aHHOCTEH  Jepikarens
PETHCTPAIIMOHHOTO YIOCTOBEPEHUS;

KONHS JIOKYMEHTa, ITOATBEPXKIAIOIIEro TpaHC(hep PEerucCTPanroOHHOTO
YIOCTOBEPEHHSI OT OAHOTO IOPHAMYECKOTO JINNA IPYTOMY IOPHITIECKOMY
nIy;

MepecCMOTPEHHAsT KPaTKash XapaKTepHCTHKa CUCTEMBI ()apMaKOHAA30pa I
MePEeCMOTPEHHBIN MacTep-(haill cucteMsl (apMakOHAA30pa, €CIH OH
BKJIIOYEH B PETHCTPALIOHHOE JIOChE;

CBelleHHs 00 OpraHU3allly, OTBETCTBEHHOHN 3a paboTy ¢ peKiiaMalUsIMU B
EBpa3uiickoM 3KOHOMUYECKOM COHO3€.

3. TlepecMoTpeHHass B COOTBETCTBYIOUIMX pa3zaeiax HHGpopMalus o
JIeKapCTBEHHOM IIperapaTe.

4. JlokyMeHT (HOKYMEHTBI), HPEJCTABJICHHBIC IOPUINYECCKUM JIHIIOM,
KOTOpPOMY IEpeJaroTcs IOJIHOMOYMS JepiKaTelss PEerncTPalMoOHHOTO
YAOCTOBEPEHUsS, IOATBEPXKAAIOMNUNA OTCYTCTBHE HW3MEHEHHH B
nH(pOpMannH 0 JEKApCTBEHHOM IIpenapaTe, He OTHOCAIINXCS K TpaHchepy
PETHCTPAIIMOHHOTO YAOCTOBEPEHHUS.

A.2. U3menenue (

TOProBoro) HeoOxonumbie  JIOKyMEHTBI H

HaUMEHOBaHUS [Mpouenypa
YCIIOBUS JIAHHBIE

JIEKapCTBEHHOTO

mpemnapara

6 )

JIeKapCTBEHHBIC

mpemnaparsl,

3apeTUCTPUPOBAH — 1,2 1B

HBIE TOJBKO B

pedepeHTHOM

rocyAapcTBe

YcnoBus

1. TTonTBepkACHNE YIIOIHOMOYEHHOTO OpraHa (3KCIIEPTHON OpraHu3aIun)

pedepeHTHOTO ToCymapcTBa MPHUEMIIEMOCTH HOBOTO (TOPTOBOTO)
HauMEHOBaHWUSL.

JoxymeHTtanus

1. OOocHoBaHME 3asgBHUTENS INPUEMIIEMOCTH HOBOTO (TOProBOro)
HaMMEHOBaHUSI.

2. IlepecmoTpenHast ”HGOPMAIHS O JIEKAPCTBEHHOM IIpenapare.

A.3. U3smenenue

HAaHMEHOBAHUS

aKTHUBHOH

(apmaneBTHYECK HeoGxoxumbie o

oif cyGCTAHUMI  yeropus poreiypa

niaimu



BCIIOMOI'aTCJIbHOTI' I[OKyMeHTBI u
O B€IICCTBA JaHHBIC

1 1,2 Ay

Ycnous
1. AxtuBHas (¢apmaneBTHYecKas cyOcTaHiusi (BCIIOMOTAaTEeNbHOE
BEIIIECTBO)

HC U3MCHSCTCA.

JoxymeHTtauus

1. ObocHOBaHME U3MEHEHNST HANMEHOBAHNS aKTUBHOH (papMarieBTHIECKOH
cyocranmuu BO3. [Inst BcrmoMoraTenmsHOTO BemIeCTBa — OOOCHOBAaHHE
W3MEHEHHsI CIIPaBOYHKKA (KIaccu(pUKaTopa) BCIIOMOTATEIBHBIX BEIIECTB
Coroza. [loaTBepkaeHue TOro, 4YTO W3MEHEHHE COOTBETCTBYET
®apmaxonee Coro3a (€ciu NPUMEHHUMO), a NMPU OTCYTCTBUU B HEH —
(apmakonee rocynapcrBa-wieHa. Jleknapamus, 4YTO HaMMEHOBAaHUE
JIEKapCTBEHHBIX PAaCTUTEIBHBIX MPETIapaTOB COOTBETCTBYET aKTaM OpPIaHOB
Coro3a B cepe oOparieHns JeKapCcTBEHHBIX CPEICTB.

2. IlepecmoTpenHas HHGOPMALHS O JIEKAPCTBEHHOM IIpenapare.

A.4. N3menenue
Ha3BaHUA U (WUIIH)
agpeca:

JoxkyMeHThl U
npousBoauTeNns (

JaHHBIE
BKJIIOYas, €CIIH

MPUMEHUMO,
MJIOIIAAKN  TIO0
KOHTPOIIIO
KayecTBa), MU
IepKaTeas
MOADC, wunm
MOCTaBIINKA
aKTUBHOH
(hapmareBTHYIECK
ot cyOcTaHINH,
HCXOJTHBIX
MaTepualos,
PEaKTHBOB HIH
MIPOMEKYTOTHBIX
MPOIYKTOB,
HCIOJB3YEMEBIX B HGO6XOZ[I/IMLIG
HpOH3BOI[fTBe yeroBHs [Iponenypa
aKTUBHOM

(hapmarneBTHIECK

oif cybcraHUu (

eCJTH yKa3aHO B

perucTpalnuoHHO

M JIOCh€), €CJIU B

pEerucTpanuoHHO

M q0Chbe

OTCYTCTBYIOT

cepTuPUKATHI

COOTBETCTBUSA

EBponelickoi

(dhapmakoree, wiH



TIPOU3BOTUTEIIS
HOBOTO
BCIIOMOTATENLHOT
0 BemiecTBa (eciu
yKa3zaHo B
PETUCTPALUOHHO
M J0Che)

1 1,2,3 IA

VYcnoBus
1. HpOI/ISBOHCTBeHHaﬂ mjiomanaka U HU OJHA M3 MPOU3BOACTBCHHBIX
onepauui

HC UBMCHACTCA.

JoxymeHnrauus

1. OdunuanbHbIi JOKyMEHT OT YHOJHOMOYEHHOTO OpraHa (HampuMep,
HAJIOTOBOT'O OpraHa), B KOTOPOM yKa3aHO HOBOE Ha3BaHHE U (WIJIH) ampec.
2. IlompaBKa K COOTBETCTBYIOIIEMY Pa3/eTy PErHCTPAIIMOHHOTO JIOCKE.

3. Tlpu wW3McHEHWH Ha3BaHUs JepKaTels MacTep-¢daiia aKkTUBHOM
thapmaneBtiueckoit cyocranim (MOADC) — 0OHOBICHHOE pa3pelieHne
Ha JIOCTYII.

A.5. U3zmenenue

Ha3BaHUS W (WIIH)

agpeca

TIPOU3BOTUTEINS

JIEKapCTBEHHOT'O

npemnapara, Heobxomumeie  JIOKYMEHTHI
BKJIOYas YCIIOBUS JTaHHBIE
BBIITYCKAOII1e

MIOMAAKA U

MJIOMIAAKN  TIO

KOHTPOJIIO

KavyecTBa

IIpouenypa

a) JIeHcTBUA, 3a

KOTOpHBIE

OTBEYaeT

npousBoguTens (1 1,2 IAHy
UMIOpTED),

BKJIIOYAIOT

BBIITYCK CepHi

0) meiicTBus, 3a

KOTOpBHIE

OTBEYaeT

npousBoaurens (1 1,2 IA
UMITOpTEp), HE

BKJIIOYAIOT

BBIIIYCK CEepHil

VcnoBus

1. Tlpou3BoJACTBEHHAs IUIOIIAJNKA, Ha3BaHWe U (WIM) aJpec KOTOPOH
U3MEHSIOTCS, U

HU OJIMH U3 TPOIIECCOB MPOU3BOJICTBA HE H3MEHSIOTCSI.

JoxymeHrtanus



1. Konust nuueH3ny Ha NPOU3BOACTBO (MPH HAIWYKHN) MM O(GHULIHAIBHBIH
JIOKYMEHT OT COOTBETCTBYIOILIETO YIOJIHOMOUYEHHOTO OpraHa (Hampumep,
HaJIOTOBOT'O OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHWE U (WIIN) ajapec.
2. Ecaum npuMeHMMO, @ONpaBKa K COOTBETCTBYIOIIEMY pa3feily
PETUCTPAlMOHHOTO JI0ChE, BKIIOYAsl MEPECMOTPEHHYI0 MH(GOPMALHUIO O
JIEKapCTBEHHOM TIpeTIapare.

A.6. Uzmenenne HeoOxomumble — JJOKyMEHTH U

IT
koma ATX yCIIOBUSA JlaHHBIE potieaypa

a) U3MCHCHHUE

BCJIEICTBHUE

YTBEpKIACHUS 1 1 1A
WIA U3MEHEHUs

BO3 koga ATX

0) U3MEeHeHune 1o

AHUIMATUBE

3asBUTENS KOJIa,

HE SBJISIOLIECTOCS — 1 1B
KOJOM,

MIPUCBOCHHBIM

BO3

VcnoBus

1. I3MeHeHue BeneAcTBUE yTBep K AeHHs K u3MeHeHns BO3 koxa ATX.

JoxymeHTtanus

1. IlepecmoTpenHas nHGOPMAIHS O JIEKAPCTBEHHOM IIpenapare.

A.T.
Ucknrouenue
MPOU3BOJCTBCHH
0i1 mowaaKu

(B TOM UmCIEe IS
aKTUBHOH
(hapmaneBTHIECK
oif cyOcTaHnInH,
MIPOMEKYTOUHBIX
MPOIYKTOB,
JIEKApCTBEHHOT'O
npemapara,
YHAROBIIHEE, HeoOxomumble  JIOKyMeHTHI u
MIPOU3BOIUTEIS, yeoBus i [Iponenypa
OTBETCTBEHHOTO

3a BBIITYCK CEpUH,

KOHTPOJ S

KauecTBa cepuil

WM TIOCTABIIUKA

HCXOIHOTO

MaTepuana,

peaKkTHBa WM

BCIIOMOTATEJILHOT

0 BelecTBa (eciu

yKa3aHB B

PETHCTPALIMOHHO

M JI0Che))

1,2 1,2 1A



YcnoBus

1. omkHO ocTaThCcs He MeHee | paHee 0JJOOPEHHOW MPOM3BOICTBEHHOMN
TUTOMIAAKN (TIPOM3BOAUTEINS), OCYIICCTBISIOMIEH Te K€ (YHKIWH, 9TO U
MOJJISKAIIIE UCKITFOUEHHUIO.

2. VckniodeHue He JOIKHO OBITh CJIEACTBHEM KPHUTHYECKHX HEJOCTATKOB
MIPOU3BOJICTBA.

JoxymeHnrtauus

1. B myHKTE 0 BHOCHMBIX M3MEHEHUSIX 3asIBJICHHS O BHECCHUU M3MEHEHUH
HE00X0AMMO YEeTKO yKa3aTh paHee OJOOPEHHBIX M MpEeIaraéMbIX K
YAaJCHUIO IPOM3BOIUTENICH, KaK YKa3aHo B pa3aene 2 popMel 3asBineHus. ";
2. TlompaBka K COOTBETCTByIOLIeMYy pa3feny (paszemnam)
PETUCTPALIMOHHOTO J0ChE, BKIIIOYAsl MIEPECMOTPEHHYIO0 MH(OPMALHUIO O
JIEKapCTBEHHOM IIpeTnapare.

noapaszaen A.8 npusHaTh yTPaTUBIIUM CHITY;

pazzen b TabJIHIBI H3IIOKUTH B CISAYIOMEH peJaKIvy:
"b. 3MeHeHus KauecTBa

b.I. AxtuBHas dapmareBTUUYECKas CyOCTaHITHS

b.1.a) IIpou3BoacTBO

b.l.a.1. M3meHeHHe NPOU3BOIUTENA
HCXOIHOTO MaTepuana (peakTuBa,

MPOMEXKYTOUYHOTO MPOAYKTA),
UCIIOJIB3YEMOTO B IIpolecce
NpOU3BOACTBA AKTUBHOMU

(apManeBTHUECKOW CyOCTAaHIMH HIIH

M3MEHECHNE IPOU3BOAUTENS AKTHBHOU

tdapmaneBTuyeckorr  cyOcraHmmm  (
BKJIIOYAsi, €CIIM MPUMEHHUMO, TUIOMIAKH
M0 KOHTPOJIIO KadecTBa), eclu B

PETUCTPALIMOHHOM JIOChE OTCYTCTBYET

cepTuduKaT COOTBETCTBUsI EBpomeiickoit
®dapmaxornee

Heo6xonmum  JIokymMeHTBI
[Ipouenypa
bIC YCJIOBUS U JTAHHBIC

a) TpeajaraeMbplii MPOHU3BOJHTEIb
NpUHAIJIEXKUT K TOH IXKe Tpymme 123 1,2,3,4, IA
(bapManeBTHYECKUX KOMIIAHWH, 4TO U~ 5,6,7,9 Hy

0JI00pEHHBIN POU3BOIUTEIH

I') HOBBIIl MPOW3BOJAUTENL MaTepHaa,
TpeOyIomero OIEHKH BHPYCHOUW — — - II
6e3omacHocTH U (Win) pucka I'D

€) W3MEHEHHEe TMOopsAKa KOHTPOJs

KayecTBa aKTHBHOH (papMaIeBTHIECKOM

cyOcraHnuu: cMeHa Wi jaobaBieHune 2, 4 1,5 1A
IUTOIIAKH, Ha KOTOPOI OCYIIECTBISAETCS

KOHTpPOJIb (MCIIBITAHUE) CEpUit

3) BKJIIOYEHHE aJbTEPHATUBHOMN

IUIONIA/IKU 110 CTEPUIM3ALUN aKTHBHOM
(hapManeBTHUECKON cyOCTaHIIUU C
HCIOoJb30BaHreM Metona dapmakornen
Coro3a,

a IIpU OTCYTCTBUU B HEU —



C MHCIIOJIb30BAHUEM METOJOB JPYIUX

(dbapmakomeii B COOTBETCTBHH C 1,2,4,5,8 1B
Konnennuei TapMOHU3ALUHU
(hapmakorieii TOCyZapCTB — YIICHOB

EBpa3uiickoro 5KOHOMHYECKOI'0 COH03a,
yTBepxkaeHHoi Pemennem Komneruu
EBpa3zuiickoil 3KOHOMUYECKOH KOMUCCUU
oT 22 ceHTS0ps
2015 1. Ne 119 (manee — Konmemnius
TapMOHU3AIUH)

M) BHECEHHE HOBOW IUIOMIAIKH I10

* 2,5 1,4,5,6 1A
MHUKpPOHHU3AINT

K) H3MEHEHHs TOopsAaKa KOHTPOISA
KayecTBa OHMOJIOrMYECKOW aKTUBHOU
(hapmaneBTHYECKOH CyOCTaHIINH: 3aMEHa
WJIN BKJTIOUEHHE IIJIOIIA/AKH, HA KOTOPOH
OCYIIECTBIISACTCS KOHTPOJb (MCITBITAHUS) -
cepuif, BKIoYasg OuosorH4ecKuid (
HUMMYHOJOTHYECKU,
UMMYHO-XMMUYECKUI) METOJ

J) HOBas IUIOIIAJKA [0 XPAaHEHUIO
rmaBHoro OaHka KiIeTok W (Wion) — 1,5 IB
paboyero 6aHKa KIIETOK

VYcnosus

1. Cneuudukanuu HUCXOJIHBIX MaTepHalioB U PpEaKTHBOB (BKJIOYas
BHYTPHUIIPOU3BOJCTBEHHBIE KOHTPOJIM, METOJBl aHaJM3a BCEX MaTepHaliOB)
WUICHTHYHBI paHee 0100pEHHBIM. Crnenudukanuu (BkIIOUAs
BHYTPUIIPON3BOJICTBEHHBIH KOHTPOIIb, METO/IBI aHAIN3A BCEX MATEPUAIIOB), CIOCOOBI
MPUTOTOBJICHUST (BKJIIOYas pa3Mep Cepuu) W MOAPOOHBIH CIOCOO CHHTE3a
MPOMEXKYTOUYHBIX TPOAYKTOB M aKTUBHBIX (apMalleBTHYECKHX CyOCTaHUUI
WJICHTUYHBI paHee 000pPEHHBIM.

2. AxTuBHas (apmareBTHUECKas CyOCTaHIUS He SBJISETCS OMOJIOTHYECKOW WIIU
CTEpUIIBHOM.

3. Eciu B mporiecce nmpon3BOICTBA MCIIOIB3YIOTCS MaTepralibl YeIOBEYECKOTO HIIH
JKUBOTHOTO IPOUCXOXICHUS M NPOM3BOJUTENb aKTHBHOH (hapMalleBTHYECKOH
cyOcTaHIUN:

HE WCIIOJIB3yeT HOBOTO MOCTABIIMKA, B OTHOIIEHMH KOTOPOTO TpedyeTcs OIeHKa
BUpPYCHOH 0€30IacHOCTH 1 oneHKa cooTBeTcTBHA Papmakonee Coro3a WM JPyTrHUM
(hapmakomnestM B cooTBeTcTBIH ¢ KoHIlenmuel rapMoHn3anuy GpapMakornei u

rmaBe 24 IlpaBun mpoBeneHUS HCCICNOBAHUH OMOJIOTHYECKHX JIEKapCTBEHHBIX
CPEeICTB, M0 MUHUMHU3AIMU PHUCKa Nepefadd areHToB ry0uaroil sHuedanonaTuu
JKUBOTHBIX IOCPEACTBOM JICKAPCTBECHHLIX Mp€napaTroB A MEAULIUHCKOIoO H
BETEPHHAPHOTO IPUMEHEHHS;

UCIIOJIb3yET HOBOT'O MOCTABIIMKA B OTHOLIEHUH KOTOPOTO TaKasl OLIEHKa ITPOBE/ICHA.
4. Tpancdep MeTona co ctapoii Ha HOBYIO IIJIOIIAIKY ITPOM3BEICH YCIEUIHO.

5. Cneuudukanus pazMepa 4acTUI] aKTHBHOW (papMaleBTHYecKOi cyOCTaHIMH U
COOTBETCTBYIOIINH aHATUTUIECKUH METO]] HE N3MEHSIFOTCSL.

JoxymeHnranus

1. Ecnmu mpuMmeHnMoO, TOINpaBKa K COOTBETCTBYIOUIEMY pasfeny (paszmenam)
PETHCTPAIIMOHHOTO JIOCKE.

2. [loaTBepskaeHNE IeprKaTelsl PernCTPalMOHHOTO YOCTOBEPEHNUS WIIN Aep KaTes
MO®OA®C coOTBETCTBEHHO, UTO MPOLEAYPH KOHTPOJIS KauyecTBa, crrocoba cuHTesa (



WJIN JUISL JIEKapCTBEHHBIX PACTHTENBHBIX IPENnapaToB — METOJa MPHUTOTOBJICHNUS,
reorpa)u4eckoro NCTOYHHUKA IPOUCXOXKACHHUS PACTUTEIBHON (hapMaleBTHUECKON
cyOcTaHIIMM W TIpoliecca ee MPOW3BOACTBA (COOTBETCTBEHHO)) M CIICIIU(PUKAIIUI
aKTHBHOH (papMaleBTHUECKOH CyOCTaHIMM M HMCXOJHOTO MaTepHaja, PeaKkTHBa,
IPOMEXYTOYHOIO NPOAYKTa B IpPOLECCE IPOU3BOJACTBA AKTUBHOH
(dhapmarieBTHUCCKOM CyOcTaHIMK (€CTU MPUMEHHMO) HE OTJIMYAOTCS OT paHee
0JT0OPCHHBIX.

3. Ceptudurar coorBercTBUsi EBpomelickoii ®apmakonee mo I'D mist mrodoro
HOBOTO MCTOYHHKA Marepuaina, Ju0o (ecau NPUMEHHUMO) JOKYMEHTalbHOe
MOATBEPKAEHUE TOTO, YTO NCTOYHUK MaTepuana, MoJBepKeHHbIH pucky I'D, panee
MCCIIEIOBAJICA YIIOJHOMOYCHHBIM OpPTraHOM M OBUIO TOATBEPXKACHO €ro
cootBercTBre @apmakonee Coro3a uiam OpyruM (papMakonesM B COOTBETCTBUH C
Konnenueii rapmonmsanuu ¢apmakoneir u riaBe 24 IlpaBui mpoBeicHHS
UCCIIeIOBaHUH OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB 10 MHHUMH3ALUU PUCKA
nepesayd areHToB TIy0daroil osHuedanmomaTuu KUBOTHBIX ITOCPEICTBOM
JIEKapCTBEHHBIX MPENaparoB ISl MEAMIIMHCKOTO NpuMeHeHus. [Ipu sTom, Takoe
JOKYMEHTAJIbHOE MOJATBEPKIACHHE JOJDKHO BKIIOYaTh B ce0sl B TOM dUHCIE
CJIEAYIOIUE CBEICHUS: Ha3BaHUE TIPOU3BOIUTENS, BU JKUBOTHOTO M €0 TKAaHH, U3
KOTOPBIX MOJIyYeH MaTepuall; CTpaHa NPOUCXOXKACHHs Marepuala, UCIIOIb30BaHHe
JTAHHOT'O MaTepHaia B MPOILIOM U €ro MPUEMIIEMOCTb.

4. Jlannblie aHanm3a cepuil (B popMe CpaBHUTEIBHOW TAOJHIIBI) [0 MEHBILEH Mepe
JBYX cepuil (o MeHbIIEH Mepe, ONBITHO-NPOMBIIUIEHHBIX) aKTHUBHOMN
(hapManieBTHUECKON CyOCTaHIIMM OT TEKYIIMX W HpeaiaracMbIX IPOU3BOIUTENCH (
TJIOMIA/IOK).

5. B 3asBieHHMM O BHECEHMH HW3MEHEHHH M B CONPOBOIUTEIHLHOM MHCHME
HEOOXOANMO YETKO YKa3aTh paHee OJ0OPEHHBIX M MPEAaraéMbIX MPOU3BOIUTEICH.
6. Ecnu axkTmBHas ¢apmaneBTudeckas CyOCTaHIUS HCIIONB3YEeTCsS B KadecTBE
HCXOJHOTO MaTepHana, JSKIaparisl yIoJHOMOYEHHOTO JINIA KaXI0TO AeprKaTels
JMLEH3UH Ha TPOU3BOJCTBO JICKAPCTBEHHOTO MpenapaTa, yKa3aHHOTO B 3asBICHUH,
WM YHNOJHOMOYEHHOTO JIMIA Ka)JOro JAepiKaTess JHUIEH3UH Ha MPOU3BOJICTBO,
YKa3aHHOTO B 3asBJICHHU KaK OCYIIECTBJISIONIEr0 CTAaAUI0 TPOBEACHHS
BBIITyCKAIOIIEr0 KOHTPOJISI KauecTBa JISKapCTBEHHOTO Npenapara. B aeknapaunmsax
HEO0O0XOAMMO YyKa3aTh, 4YTO IIPOM3BOJMUTENh AKTUBHOHW (hapManeBTHUYECKOH
CyOCTaHIINM, yKa3aHHBIH B 3asBIICHHH, OCYIIECTBIIECT CBOIO JEATEIBHOCTh B
coorBeTcTBUU C lIpaBunamu Haanmexaiiedl Npou3BOACTBEHHOM npakTuku. [lpu
OTIpEIETICHHBIX 00CTOSATENIbCTBAX JIOMYCKAECTCSI IPENCTABIATh | Aekmapamnuo (cm.
npuMedanue k n3menenuro b.11.6.1).

7. OOs3atenbcTBOo  (IpH  HEOOXOAMMOCTH) TPOU3BOJIUTENS] aKTUBHOM
(apmaneBTHYECKOW CyOCTaHIIMM OIOBEWIATh JAEp)KaTelsl PEerucTPanuoOHHOTO
YIOCTOBEPEHUS O JIIOOBIX U3MEHEHHSX MpOoIlecca MPONU3BOICTBA, CrieHU(UKai 1
AQHAJMTHUYCCKUX METOIUK aKTUBHOH (hapManeBTHIECKOH CyOCTaHIINH.

8. TlonTBepxaeHwe, 4YTO TWpelaraeMas IUIOIIAgKa MJOJDKHBEIM —00pazom
JMIEH3UPOBaHA B OTHOIIEHUH PACCMATPUBAEMON IPON3BOICTBEHHON OIEpaIvy.

9. JIOKyMeHTHI, MOATBEP)KIAIONINE PUHAIICKHOCTh MPOU3BOJUTENS aKTHBHOU
(hapmaneBTHIECKOI CyOCTaHIIMK K OJHOM rpymnme (GpapMameBTHIECKIX KOMITaHUH (
HalpuMep, MUCbMO MOATBEPKICHHE).

B npuMeHnMBIX CiTydasx HpeACTaBIseTCs] TAKKE TECT

CPaBHUTENBHON KWUHETUKH pACTBOPEHHS Ha

JEKapCTBEHHBI  mpemapaT ¢  aKTHBHOM

(apMareBTHUECKOW cyOcTaHIMe!, IPON3BEACHHON Ha

IOpeXHeH Iutomanke, U 2 CepUsAMH JIEKapCTBEHHOTO
(*) [Ipumeganue



npemnapaTta, HPOU3BEAEHHOrO C  aKTHUBHOH
(hapManeBTHUECKOW cyOcTaHIME!, IPON3BEACHHON Ha
HOBOM NMPOU3BOJICTBEHHOM IIJIOLIA/IKE.

b.l.a.2. U3meHenuss  mporecca
NpPOU3BOACTBA aKTHUBHOM
(hapmaneBTHYECKOH CyOCTaHIINN

Heobxonum JlokyMeHTHI
[Ipouenypa
bl€ YCIIOBUS U JaHHbBIE

a) HECYIIECTBEHHOE U3MEHEHHE TIpoliecca
IIPOU3BOACTBA AKTUBHOH
(hapmaneBTHYECKOH CyOCTaHIIN

1,2,3,4,5,

1,2 IA
6,7 2,3

) HEeCYNIECTBEHHOC H3MCHCHHE
3akpeIToit yactu MOADC

Ycnosus

1. HexenarenpHoe M3MEHEHHE KauyeCTBEHHOI'O HJIM KOJMYECTBEHHOTO HpOQuIIs
npuMecei WM QU3NKO-XUMHYECKUX CBOHCTB OTCYTCTBYET.

2. Criocob cuHTE3a OCTAaeTCs TeM JKE, TO €CTh MPOMEKYTOUYHBIE HMPOIYKTHI HE
W3MEHSIOTCS M B IPOLECC HE BBOJSTCS HOBBIE PEAKTUBBI, KaTaJH3aTOPbl WIN
pactBopuTenu. ['eorpaduyeckuii HCTOYHHK IPOMCXOKACHUS JIEKAPCTBEHHOTO
PacTUTEIBHOTO CHIPHSI, IPUTOTOBICHUE JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPhS U
CIOCO0 MPON3BOJICTBA JIEKAPCTBEHHBIX PACTUTENbHBIX MPENApaTOB HE U3MEHSIOTCS.
3. Crnenudukaiyy akTUBHOHW (hapMaleBTHIECKO CyOCTaHIIMK M TPOMEXYTOUHBIX
MPOJIYKTOB HE U3MEHSIOTCA.

4. VI3MeHeHne TOJHOCTBIO OIMUCHIBAETCS B OTKPBITOW YacTh (4acTH '"3asBHTENs")
MOADC (ecnu IpUMEHUMO).

5. AxkrtuBHas (apmaneBTHUecKas CyOCTaHIMs HE SBISETCS OHOJOrHYECKON
CyOCTaHITHEH.

6. V3MeHeHue He 3aTparuBaeT Treorpa@uuecKuil MCTOYHHK MPOHCXOMKICHUS
JIEKapCTBEHHOTO PACTHTEIILHOTO CHIPbsI, CIIOCOO MPOM3BOACTBA WIIM NPUTOTOBIICHUS
JIEKapCTBEHHOTO PACTUTEIBHOTO TIperapara.

7. I3MeHeHue He 3aTparuBaeT 3akpbITyio yacTb MOADC.

JoxymeHrtanus

1. ITonpaBka K COOTBETCTBYIOLIEMY pa3iely (pa3zienaM) perucTPaioOHHOTO JI0ChE,
BKITIOYas MPSAMOE CPaBHEHHUE TEKYIIETO X HOBOTO MPOIECCOB.

2. JlanHble aHanm3a cepuil (B hopMe cpaBHUTEIHHOM TaOIHIIBI) IO MEHBIIEH Mepe

2 cepuif (IO MeHBIIEH Mepe, OMBITHO-MPOMEBIIIJICHHBIX), MPOU3BEIACHHBIX C
MTOMOIIBI0 0JTOOPEHHOTO U MIPEIaraeMoro MpoIeccoB.

3. Kommm yTBepXIEHHBIX CHENU(PUKANUA aKTHBHOW (hapMareBTHUUECKON
cybctanmuu (B BHAE CCBUIKH Ha COOTBETCTBYIOIIMH JOKYMEHT B
MOCJICAOBATCIIBHOCTH ~ PETHUCTPAI[MOHHOTO  JTOChE MJIM IPWIOKEHUS K
COIPOBOJIUTEIIEHOMY MHCHMY ).

4. TlonTBepKIcHUE ICPKATEIsT PETUCTPAIIMOHHOTO yIOCTOBEPEHUS HITH JICPKATEIISI
MOADC cOOTBETCTBEHHO, YTO M3MCHEHHE KAYECTBECHHOIO M KOJIMYCCTBEHHOTO
npouis mpuMeced WiH (PU3NKO-XUMHUYECKHX CBOMCTB OTCYTCTBYET, CIIOCO0
CHHTE3a, CHeNuPUKAINN aKTUBHONW (apMaleBTHUECKOW CyOCTaHIIUU U
MIPOMEKYTOYHBIX MIPOAYKTOB HE M3MEHSIIOTCS.

[Ton 3HAYNTENHHBIMA M3MEHEHUSIMH aKTHBHBIX (hapMaleBTHUECKHX

cyOcTaHIIMH, TONY4YeHHBIX NyTeM XHMHYECKOTO CHHTE3a,

MOJIPa3yMEBAIOTCSI M3MEHEHHMSA crocoba CHHTe3a WM YCIOBHH

MIPOM3BOICTBA, KOTOPHIE CIIOCOOHBI M3MEHUTH Ba)KHBIC MOKA3aTENN

KadyecTBa aKTHUBHON (apMaleBTHUECKOH cyOCTaHLUHU, Takue Kak
IIpumeuanue



KayeCTBEHHBIH M (WJIM) KOJMYECTBEHHBIH NpOQMIb IpHUMecei,
TpeOyomuii KBaIMGUKAIUU, WIH (U3UKO-XHUMHUUECKHE CBOWCTBA,
BIMSIOIINE Ha OMOOCTYITHOCTb.

b.l.a.3. HN3meHnenue pasmepa cepum (
BKJIIOUAsl JUaNa3oHbl pa3Mepa Cepuu)
AKTUBHOHU (apManeBTHYECKON
CyOCTaHIIMM WJIM TPOMEXYTOYHOTO
MPOLYKTa, UCIOJIB3yEMOTO B IpOIEcce
MIPOU3BOICTBA AKTUBHOH
(hapmaneBTHYECKOH CyOCTaHIIMH

Heo6xonum  JIokyMeHTHI

IIponenypa
ble YCIIOBUS U JJaHHbBIE poeayp

a) yBemmaenme pasmepa cepun 10 10 pas | 5 4,
0 CPaBHEHMIO C 3aPErMCTPUPOBAHHBIM 5’ 6, 7’ 8’ 1,2,5 IA
pa3mepom T

6) ymensbIieHue pazmepa cepuu 10 10 pas
[0 CPaBHEHHUIO C 3apeructpupoBanHbiM 1,2,3,4,5 1,2,5 1A
pa3mepom

I') yBEJIMUCHHE pa3Mepa cepuu 0ojiee yem
B 10 pa3 mno cpaBHeHUIO C — 1,2,3,4 1B
3apETUCTPUPOBAHHEIM Pa3MepOM

1) yBeNnm4eHne (yMEHbIIIeHNe) MaciuTada

MIPOU3BOJICTBA OMOIOTMYECKON aKTUBHOM

(dhapmarieBTHUECKONW cyOcTaHmuu 0e3 — 1,2,3,4 1B
W3MEHEHHsI TIpoliecca MNpOM3BOJCTBA (

HarpuMmep, TyOJMpoBaHHUE JIMHNH )

Ycnosus

1. Bce n3MeHEHHMS METOAOB NPOW3BOACTBA 3aTParMBaIOT JIHIIL HEOOXOANMBIE
MpoIecCchl Ui YBEIWYCHHs] WIM YMCHBIICHHS pa3Mepa CEpHH, HaIlpHuMep,
UCIIONB30BaHKUE 000pyI0BaHUE APYTOTrO pa3Mepa.

2. HeobOxoaumo mpeacTaBUTh Pe3yIbTaThl HCIIBITAHUE COTIIACHO CCHM(UKALINAM HE
MeHee 2 cepuil mpeazaraeMoro pasmMepa Cepyu.

3. PaccMaTtpuBaeMblil JIeKapCTBEHHBIM Mpenapar He SIBISETCS OHOJOTHYEeCKUM
JICKapCTBEHHBIM MIPENapaToM.

4. V3MmeHeHHe HE BIMSIET HEXKeNaTeJbHBIM 00pa3oM Ha BOCIPOU3BOIUMOCTD
mpolLecca.

5. V3MmeHeHWe HE IOJDKHO OBITH CIIEJICTBHEM HENPEIBUACHHBIX CHUTYaIHi,
BO3HMKIINX B X0JI€ IIPOU3BO/ICTBA, MJIM HAPYIIEHHS CTAOMIBHOCTH.

6. Cneundukanuy akTUBHON (hapMalieBTUYECKOW cyOcTaHIMK (TIPOMEKYTOYHBIX
MPOJYKTOB) HE U3MEHSIOTCSI.

7. AkTuBHas (apManeBTHIECKas CyOCTaHINS HE SIBISIETCS] CTEPIIIBHOM.

8. Pa3mep cepum HaxonsaTcs B mpeaene 10-kpaTHoro auvama3oHa pasMepa Cepuu,
MPEIYCMOTPEHHOTO MpPH PETHUCTPAlMM WM TOCHE ITOCIEeIYIOMEr0 M3MEHEHUS
paszMepa cepuu, He SBISBLIETOCS U3MEHEHUEM [A Tuna.

JoxyMeHTanus

1. ITommpaBka K COOTBETCTBYIOILEMY pa3lieny (pa3zienaM) perucTparioHHOTO 10Che.

2. Homepa cepuii NCIIBITAHHBIX CEPUN UMEIOT NPeIaraeMbIid pa3Mep CepPHH.

3. JlanHbple aHaM3a cepuii (B Gopme CpaBHUTENBHOM TaOIHIIBI) 10 MEHBIIIEH Mepe

1 NpOMBINUICHHOW cepuH AaKTHBHON (papMaleBTHYECKOH CyOCTaHIUH WU

IMPOMEKYTOUHOI'O IMPOAYKTa COOTBETCTBEHHO, HpOH3BeZ[eHHOﬁ B YTBEPKIACHHOM U
npemiaraeMoM pasmepe. [lo 3ampocy HEOOXOOMMO MpPENCTaBHTH JaHHBIE IO



CJICTYFOIUM 2 TOJHBIM MPOMBIIUICHHBIM cepusiM. JlepkaTens 00s3aH COOOIIUTH,
€CIIM pe3yJIbTaThl aHAIH3a HE YKJIAIBIBAIOTCS B CIICIIH(DUKAIIAIO U TPEIIOKHTD TUIAH
IEUCTBUIL.

4. Konmnu 010OpeHHBIX CIIeU(UKANNAN aKTHBHOHN (papMarieBTHIECKO CyOCTaHITUI

(1 TPOMEXYTOUHBIX TPOAYKTOB, €CIH INPUMEHHMO) (B BHUAEC CCBUIKH Ha

COOTBETCTBYIOIINI JOKYMEHT B TOCIEIOBATEIHFHOCTH JOCHE FIIM TPHIOKEHUS K
COIIPOBO/IUTENIEHOMY TTHCHMY).

5. [MoxTBepkaeHne AeprKaTeNs PeruCTPalHOHHOTO YAOCTOBEPEHUS WM IepKaTels
M®OA®DC CcOOTBETCTBEHHO, YTO BCE HW3MEHEHHS METOJOB IPOU3BOACTBA

3aTParvBarOT JIKIIb HEOOXOIUMBIC MPOIECCH IS YBEIUYCHUS WIH YMCHBIICHHS
pa3Mepa cepud (HampUMeEp, HCIOJIb30BaHUE O0OPYIOBAaHHS IPYroro pasmMepa),
W3MEHCHHE HE BIUSCT HEXeTIaTeIbHBIM 00pa3oM Ha BOCIIPOU3BOIUMOCTH IIPOIIECCa;
W3MCHEHHE HE SBISACTCS CIICACTBHEM HETIPEIBUICHHBIX CHTYallMid, BOSHHUKIIUX B
XO0Jle TIPOM3BOJACTBA, WM HAPYIICHUS CTaOWIBHOCTH; CIeNU()UKANNN aKTHUBHOMN
(hapmareBTHUECKON CyOCTaHIINH (IPOMEKYTOYHBIX IPOIYKTOB) HE M3MEHSIOTCS.

b.l.a.4. N3menenue

BHYTPUIIPOU3BOACTBEHHBIX HCIBITAHUN

Wik  KputepueB mnpuemsiemoctd,  Heobxoaum JIoOKyMeHTHI
UCTIONB3YIOUIMXCSl TPH TPOU3BOJCTBE  bI€ YCIIOBHUSL W JaHHbIC
AKTUBHOU (dbapmareBTUYECKOM

[Ipouenypa

CyOCTaHIUH

a) yXKEeCTOUYEeHHE
BHYTPHUIIPOM3BOACTBEHHBIX Kputepue 1,2, 3,4 1,2 IA
PUEMIIEMOCTH

0) nobOaBieHUE HOBBIX
BHYTPHUIIPOU3BOJACTBEHHBIX HcHbITaHuil 1,2,5,6 1,2,3,4,6 1A
WA KPUTEPHUEB TIPUEMIIEMOCTH

B HCKJIIOYEHHE  HE3HAauYUMMOTO
) 1,2,7 1,2,5 1A
BHYTPUIIPOU3BOICTBEHHOI'O UCIIBITAHUS

e¢) nmobaBieHHWe WIM  3aMeHa
BHYTPHUIPOHU3BOACTBEHHOTO HCIBITAHUS

yTpHp ¢ - 1,2,3,4,6 1B
n3 coobOpakeHHid Oe30MacCHOCTH WIIH

KadecTBa

’K) HE3HAaYHWTEIbHOC H3MEHEHHE
aHAJIUTHYECKOH METOIUKH 89,10,11 1,7,8 1A
BHYTPHUIIPOU3BOJICTBEHHOTO KOHTPOJIS

Ycnosus

1. 3MeHeHMe He SBISACTCS CICCTBHEM KaKOTr0-Ir00 0053aTeIbCTBA, IPUHSITOTO 10
pe3yJibTataM paHee MPOBEAEHHBIX JKCIEPTHU3 C LEJIbI0 aHallu3a KpUTEpUEB
MPUEMIIEMOCTH CIIeMU(UKAIINU (HallpuMep, B XOJ¢ PErHCTPaIlNyd WIH BHECCHUS
n3MmeHeHut I tuma).

2. VI3MeHeHNe He SBISETCS CISICTBIEM HENMPEIBUICHHBIX CUTYAIlNi, BOSHUKIINX B
X0JIe TIPON3BOICTBA, HAIIPUMED, HOBasl HEKBATN(UITPOBAHHAS IPUMECh, M3MEHEHUE
MIPEESIOB COEPKAHUA CYMMBI IPUMECEH.

3. JlroGoe w3MeHEHHE IOJKHO YKIAABIBATHCS B AHANA30H AEHCTBYIOIINX
0JI00OPEHHBIX KPUTEPUEB NIPHUEMIIEMOCTH.

4. Ananutndeckas METOAUKA HEC U3MCHSACTCA NUIIN U3MCHSCTCA HE3HAUYUTCIIBHO.

5. Hu onuH HOBBIA METOJ UCHBITAHUS HE OCHOBAH HAa HOBOM HECTaHIapTHOU
METOJIOJIOTUH WM CTaHAAPTHOM METOI0JIOTHH, UCTIONB3YEMOM MTO-HOBOMY.



6. HoBelif MeTONl MCIIBITAaHUS HE SIBJIAETCS OMONOTMYECKUM (MMMYHOJIOTHYECKHUM,
MMMYHOXMMHYECKUM) WJIH METOJIOM, B KOTOPOM HCHOJIB3YeTCS OHOIOTHYECKUit
peakTUB Il OMOIOTMYECKOH aKTUBHOM (hapManeBTHYECKOH CyOCTaHIINH

(3a UCKIIIOYEHNEM CTaHJapTHHIX (PapMaKONEHHBIX MUKPOOHOIIOTHYECKUX METOJIOB).
7. INapameTp cnenuduKanuy HE 3aTparuBaeT KPUTHUECKUH HapaMmeTp, HalpuMmep,
0001 M3 CIEAYIOMHNX: KOJWYECTBEHHOE OIpeJesieHe, IpuMech (ECiy TOJIBKO
OTIpe/leJICHHBIN PAacTBOPHUTENb OJHO3HAYHO HE HCIIONB3YETCS B IPOU3BOJCTBE
aKTUBHOH (hapManeBTUYECKOW CyOCTaHIMM), JI00as KpUTHUECKas (pu3mdecKas
XapaKTepUCTHKa, HAPUMep, pa3Mep YacTHIl, HACBIMTHAs IUIOTHOCTh J0 M TOCIHe
YIUIOTHEHUSA, UCOBITAHUC Ha MNOAJIMHHOCTH, BOJA, J'IIO6OG U3MCHCHHUC 4YaCTOTHI
WCIIBITAaHUH.

8. B cootBercTBHU ¢ akTamu opraHoB Coro3a B cdepe oOpalieHus JeKapCTBEHHBIX
CPEICTB, IIpOBeJcHa HeoOXOoAMMas BaJIHMIAIMs, MOJTBEpXKIalomas, dYTO

OOHOBJICHHAsI aHAINTHUYECKas METOJMKA I10 MCEHBUIEH Mepe HKBHBAJCHTHA
MpEAbIAYIIECH.

9. Ilpemensl conepkaHWs CYMMBI IIpUMeceii HE M3MEHWINCh, HOBBIE

HEKBaTH(UIINPOBAHHEIEC TPUMECH HE OOHAPYKCHEI.

10. Merox aHanmM3a HE HM3MEHWICS, a METOAWKa aHalnW3a W3MEHMIACh

HE3HAYUTENIFHO (HaNpuMep, N3MEHEHUE JIMHBI KOJIOHKH MM TEMIIEpaTyphl, HO HE
JIPYTOil BUJ KOJIOHKH).

11. MeTton wuCHBITaHUS HE SBISETCA OMOJOTHYECKUM (MMMYHOJIOTHIECKUM,
MMMYHOXHMHYECKUM) WJIH METOJIOM, B KOTOPOM HCIOJIB3YeTCsS OHOJIOTHYECKUit
peakTUB [yisi OMOJIOTMYECKON aKTUBHOM (hapManeBTHYECKOH CyOCTaHIINH

(3a UCKJIIOYEHNEM CTaHaPTHHIX (PapMaKONEHHBIX MUKPOOHOIOTHYECKUX METOJIOB).

JoxymeHTtanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY pa3neny (pa3/ienaM) perucTParioHHOTO T0Che.

2. CpaBHHUTEIbHAS TaONHIA TEKYIIUX U MPEIaracMbIX BHYTPUIIPOU3BOICTBECHHBIX

WCIBITaHUH.

3. IlogpoOHOE ommcaHWe HOBOH HehapMaKONCHHON aHAIUTHYCCKOH METOIUKH U

JTAaHHEIE 110 BaJIUIAINHA (B COOTBETCTBYIOIINX CIIYYasX).

4. larHple aHann3a ABYX NMPOMBIIUICHHBIX cepHid (1711 OMOJOTHYECKUX aKTUBHBIX

(hapMareBTHUECKUX CyOCTaHIIHA, B OTCYTCTBHE JODKHBIX 000CHOBaHUH, —

3 mpoMBINUIEHHBIE CEepPHH) aKTHBHOHM (hapMaleBTUYECKOW CyOCTaHIIMH IO BCEM

mapameTpam crernuduKanmy.

5. ObocHoBaHMe (OIIEHKAa PHCKOB) CO CTOPOHBI JEpXaTeJsl PErHCTPAlMOHHOTO

yaocroBepenus unu aepxarenss MOADC cooTBETCTBEHHO, MOATBEPKIAIOIINE, YTO

BHYTPUIIPON3BOJICTBEHHBIE TTAPaMETPHI SIBIISIOTCS HE3HAYUMBIMU MJIH YCTapeBIIMMHU.

6. OOOCHOBaHUE CO CTOPOHBI JAEPIKATENs PETUCTPAOHHOTO YAO0CTOBEPECHUS HIIH

nepxarenss MOADC CcOOTBETCTBEHHO HOBBIX BHYTPHUIIPOU3BOJICTBEHHBIX

WCTIBITAaHUHN M TIPENICIIOB.

7. CpaBHHTENBbHAS Ta0JIUIA H3MCHCHIH aHATUTHYCCKON METOIUKH.

8. IlogpobOHOE omucaHWe HOBOW HEe(PapMaKONCHHON aHATUTHUYCCKON METOIMKH U

JAaHHBIE M0 BalMJanuy (B COOTBETCTBYIOUIMX CIy4asix) IOJTBEPXKIAIOIINE, YTO

OOHOBJIICHHAs aHANUTHYECKas METOAMKA IO MEHBIIEH Mepe SKBHUBaJlCHTHA

MpEAbIAYIIEH.

b.l.a.5. UV3mMeHeHue aKTUBHOU

(I)apMaIIeuBTI/I‘leCKOI/I Cy6CTa?HI/II/I HeoGxomum  JIOKyMeHTHI

CE30HHOH, TMpenaHJeMHUIecKOl WiIn [ponenypa
. bI€ YCIIOBHSI W JaHHbIC

MaHAEMHYECKON  BaKIHUHBI IS

MpOGUIAKTHKY TPHIIIIA



a) 3aMeHa nraMMa (IITaMMOB) CE30HHOM, — - I
MPENAHAEMHUYIECKON WIN MaHIEMUAYECKON
BAKIUHBI JJIS POQUIAKTUKH PUITIITA

b.1.6) Kontposnb kadecTBa akTUBHOM (hapMarieBTUYECKON CyOCTaHITUN

b.I.6.1.

H3meHeHUE

mapaMeTpoB

cnenuuKanuy u

(mnn) KpuTepUeB

MPUEMIIEMOCTH

aKTUBHOU

(hapmarneBTHIECK

o#f cyOcTaHInH,

HCXOJHOTO Heob6xomumeie  JIOKyMEHTH H
MaTepuaia ( ycnoBus JIaHHBIC
MIPOMEKYTOYHOTO

[Ipouenypa

NpOAYKTa,
peakTuBa),
UCIIOJIb3YEMBIX B
npouecce
MPOU3BOJICTBA
aKTUBHOU
(hapmareBTHIEeCK
oif cyOcTaHIINU

a) y)KECTOUYCHHE

KpUTEpHEB

MPUEMIIEMOCTH

cnenuduKanuu

OMOJIOTHYECKOTO

JIEKapCTBEHHOTO

npemapara (B

COCTaB KOTOPOTO

BXOOUT aKTHUBHAs 1’ 2’ 3’ 4 1, 2 IAHy
(hapmareBTHYECK
ast cyOcTaHIus),
MO/IJIEKAIIETr0
BBIITYCKY CEpui
oHUIIHaTBEHBEIM
KOHTPOJBHBIM
opraHom
rocyJapcTBa-uie
Ha

0) yxecToueHHe
Kputepres 1,2,3,4 1,2 IA

PUEMIIEMOCTH
crenuQuKau

B) nobaBiieHHE B

crieu(pUKaIHIO

HOBOTO

mapamMeTrpa W

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



ro eMy MCTOoJa
HCIIbITaHUA

I') HCKIIOYCHUE
HE3HAYUTEILHOTO
napamerpa
cnennpukanun ( 12,8 1.2.6 A
HarmpuMmep,

UCKIIIOYEHHE

yCTapeBIIETO

napameTpa)

3) noOaBieHHE
nimm  3ameHa  (
HUCKII0Yas
OHOJIOTHYECKYIO
cyOcTaHINIO)
napameTpa
cnenuuKanum U — 1,2,3,4,5,7 1B
COOTBETCTBYIOIIIE
ro emy Meroja
UCIBITAHUS U3
cooOpaxeHui
Oe3omacHoCTH
WK KauecTBa

Ycnosus

1. M3MmeHeHHe He SABIIETCS CIEACTBHEM JI000r0 00s3aTENLCTBA,
MPUHATOTO MO PE3yJbTaTaM paHEe MPOBEICHHBIX IKCIEPTH3 C LEIbIO
NepecMoTpa KPUTEPHEB MPUEMIIEMOCTH crielupHUKauu (Harpumep, B XoJ1e
PETUCTpALUU JIEKAPCTBEHHOTO IpernapaTa WiIM BHECEHUM u3MeHeHuH Il
THIIA).

2 3MmeHeHHME He SBISETCS CIEACTBHEM HENPEIBUICHHBIX CUTYyalUH,
BO3HHUKIIMNX B  XOJ€ IpPOU3BOJACTBA, HANpUMeEp, HOBOWU
HEKBAMN(UIMPOBAHHONH NPUMECH, U3MEHEHHUS MPEAEIOB COJCpPKAHUSA
CyMMBI IPUMECEH.

3. JIroboe n3MeHeHHE MOJDKHO YKIIAaAbIBaThCA B IHANa3oH TEKYIIUX
0JI0OPEHHBIX KPUTEPUEB MTPUEMIIEMOCTH.

4. AmnanuTudeckas METOJUKAa HE W3MEHACTCA MWIM H3MEHSETCs
HE3HAYUTENBHO.

5. HoBblli MeTOn HCIBITAHMS OCHOBAH Ha OONIMX METOJAX aHaiau3a,
onucaHHbix B dapmakoree corw3a, a IpU OTCYTCTBUU B HEW — Ha
OCHOBaHHMH METOJIOB, OITMCAHHBIX B HHBIX (papMakoriesix B COOTBETCTBHH C
Konnenuueit rapmonmsannu (Hanpumep, BOXX, crnekrpodoromerpus,
TUTPUMETPUS U JIP.).

6. HoBblif MeTOn UCHBITAHHS HE ABISETCS OMOJIOTHYECKHM  (
NMMYHOJIOTHYECKAM, UMMYHOXHMHYECKIUM) WM METOJIOM, B KOTOPOM
HCIONB3yeTCS OMOJIOTHYECKUN PEaKTHB JJISl OMONOTHYECKOW aKTHBHOM
(hapMarieBTHIECKOH CyOCTaHINH

(3a UCKITIOYEHNEM CTaHAAPTHBIX (hapMaKOMEHHBIX MHKPOOHOIOTHIECKUX
METOJIOB).

7. N3meHeHue 000TO MaTepHana HE 3aTpardBaeT T€HOTOKCUYHYIO
npuMech. ECIM M3MEHEHUE 3aTpardBacT aKTHBHYIO (apMarieBTHUYCCKYIO
CyOCTaHITUIO

(3a HCKIIOYEHHEM OCTAaTOYHBIX pPACTBOPUTENEH, KOTOpBIE TOJIKHBI
COOTBETCTBOBATh IpejAeiaM, YKa3aHHbIM B COOTBETCTBYIOIIEH CTaThe



®dapmakonen Coro3a), KOHTPOJb OO0 HOBOW TNPUMECH JIOJDKEH

cootBercTBoBaTh dapmakomnee Coro3a, a IpU OTCYTCTBUM B HEl — MHOU
(hapmakomniee B cooTBeTcTBIH ¢ KoHIlenuel rapMOHH3aNH.

8. INapamerp crenuduKayu HE 3aTparuBaeT KPUTHUECKHH Mapamerp,

HampuMmep, JI000H W3 CIEAYIOMUX: KOJIMYECTBEHHOE OIPEACICHHE,

npuMecH (€ClId TOJBKO OIPENENEHHBI PacTBOPUTENb OJHO3HAYHO HE

UCIIONIB3YEeTCS B IPOU3BOJICTBE aKTUBHOM (hapMalleBTHYECKOW CyOCTaHIIN)
, II00ast KpuTH4yeckas Gpu3ndecKas XapakTepHCTHKA, HAlpUMep, pasMep
YacTHUL, HACBINHAS MJIOTHOCTh A0 U MOCJE YIUIOTHEHUs], UCIBITAHUE Ha
MOJUTHHHOCTb, BOJA, JII000H MPOITyCK UCTIBITAHHUS.

JlokymMeHTanus

1. TlompaBka K COOTBETCTByIOIEeMY paszaeny (pasmesam)
PETUCTPAIIIOHHOTO J10ChE.

2. CpaBHHTENIbHAS TAOIHUIIA TEKYIUX U TIpeUIaraeMbIx crielinuKanmii.

3. IMoxpobHOe ommcaHue JOOOW HOBOW AHATUTUYECKOW METOIMKH H
JTaHHBIE 10 BAJIUJIAIMH (B COOTBETCTBYIOIIUX CIyYasx).

4. JlanHbIe aHATN3a 2 IPOMBIIIJICHHBIX CEPHii (B OTCYTCTBHE 00OCHOBAHUS
00paTHOTro AJIs1 OMOJIOTHYECKNX aKTHBHOW (papMalieBTUUECKHX CyOCTaHIINi
— 3 cepuu) COOTBETCTBYIOLIEH aKTHBHOW (hapManieBTHUECKOi cyOcTaHn
10 BCEM ITapaMeTpaM Clielu(pUKanH.

5. B COOTBETCTBYIOIINX CITydasX JaHHbBIE TeCTa CPABHUTEIHHOW KHHETHUKHI
pacTBOpEHUs] JIEKapCTBEHHOTO NpenapaTta, COACPXKAIIEro aKTHBHYIO
(hapManeBTHYECKYI0 CyOCTaHIIMIO TI0 MEHbIIeH Mepe H3
OTIBITHO-IIPOMBIIIUIEHHON CEPHUHU, COOTBETCTBYIOLIYIO AEHCTBYIOIIUM HU
npeaIaraeMbIiM CrienupUKaIUsIM.

B oTHOIIEHHH JIEKAPCTBEHHBIX PACTHTENBHBIX MPENapaToB MOTYT OBITH
JIOCTaTOYHBI JaHHbIE CPABHUTENILHON pacnalaeMOCTH.

6. OOocHoBaHue (OIICHKA PHCKOB) CO CTOPOHBI JCpPIKATENS
perucTpalMOHHOr0 yjaocTtoBepeHus wuiau jgepxarens MOAODC
COOTBETCTBEHHO, IOATBEPKAAIONINE, YTO BHYTPHUIIPOWU3BOACTBEHHBIH
rapaMeTp SIBJISIETCS] HE3HAYMMBIM HITH yCTapeBIIHM.

7. OOOCHOBaHHE CO CTOPOHBI JEep)KaTelsi PErucTPAMOHHOTO
ynocroBepernss winu nepxarensi MOPADC coOTBETCTBEHHO HOBBIX
napaMeTpa crnennpuKanui 1 KpUTEPHEB IPUEMIIEMOCTH.

b.1.6.2.
H3meHeHUE
aHAJTUTHICCKON
METOJUKHU
aKTUBHOU
(hapmareBTHIECK
oi1 cyOcTaHIIUU
WA HCXOIHOTO

Marepuana ( Heobxomgumble  JIOKyMEHTEHI Mponenypa
MIPOMEXXYTOYHOTO YCIIOBHS JaHHBIC

HNpPOAYKTA,

peaKkTHuBa),

I/ICHOJ'Ib3yeMI)IX B
npoiecce
MPOU3BOJICTBA
aKTHBHOH
(hapmaneBTHIECK
ol cyOcTaHIInN



a) HEe3HA4YMMbIe
H3MEHEHUS
0100pEHHOM
aHAJTATHYICCKOMN

1,2,3,4 1,2

METOIMKH

0) HCKIIOUCHHE
AHATUTUYECKOU
METOJIUKHU
aKTUBHOH
(hapmaneBTHIECK
ot cyOcTaHIIH
I HCXOIHOTO
MaTepuaia (7
MIPOMEKYTOIHOTO
MNpPOAYKTA,
peakTuBa), eciu
aNbTepHATUBHAS
e u
aHATUTHYCCKAS
METOJUKA YyKE
onobOpeHa

B) Ipodue
W3MEHCHUS
aHAJTATHYECKOMN
METOJIUKH (
BKITIOYAs 3aMCHY
WM T00aBJICHUE)
peakTuBa,
KoTOopas He
OKa3bIBACT
3HAYUMOTO
BIUSHUS Ha

1,2,3,5,6 1,2

COBOKYITHOE
Ka4eCTBO
aKTUBHOU
(hapmareBTHIECK
oif cyOcTaHIINU

I) Tpodme
H3MEHEHUS
aHAIUTHYECKOU
METOIHUKHU (
BKJIIOYAs
no0aBJICHUE WA
3aMeHy)v 1.2
aKTHBHOM
(hapmarneBTHYECK
oi1 cyOcTaHIIUU
WA HCXOIHOTO

MaTepuaia (
HPOMEKYTOYHOTO
MIPOAYKTA)

VcnoBus

1A

1A

1A

IB



1. B coorBerctBuu ¢ aktamu opraHoB Coroza B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJACTB, IpOBeleHa HeoOXoJauMasi BaHJIaIus,
MOJATBEPXKAAIOIIAs, YTO OOHOBJIIEHHAs aHAJIUTHYECKas METOIHKa II0
MEHBIIEH Mepe SKBUBAJIICHTHA MTPEABIIYIICH.

2. Ilpenensl comepXaHWs CyMMBI IpuMeced He HW3MEHWINCh, HOBBIE
HeKBaTH(PHUIINPOBaHHEIC TPUMECH HE OOHAPYKECHEI.

3. Merox aHanm3a He U3MEHWICS (HarpuMep, N3MEHEHUE UTMHBI KOJIOHKH
WJIN TEMIIEPATYPbl, HO HE IPyTroi BUJ KOJOHKH MM METON).

4. MeTton UCTIBITAHHUS HE ABISETCS OHOJOTHYSCKUM (MMMYHOJIOTHIECKHUM,
UMMYHOXMMHYECKUM) WJIM METOIOM, B KOTOPOM HCIOJIb3yETCS
OUOJOTHYECKUI  pEeakTHUB  JJisi  OHOJOTHYECKOW  aKTHBHOU
(apmareBTHUECKON CyOCTaHIIMM (32 MCKIIOYEHHEM CTaHJAPTHBIX
(hapmMaKoneHHBIX MUKPOOHOJIOTHYECKUX METO/IOB).

5. HoBelif MeTOx HCHBITaHUS OCHOBAaH Ha OOIMMX METOAax aHalln3a,
omucanHblx B dapmakomee coro3a, a MpPH OTCYyTCTBHM B HEH — B
dapmaxoriee rocyapcTBa-wieHa HIM TPH OTCYTCTBHH B YKa3aHHBIX
(hapmakonesx — HHOH (apmakonee coriaacHo Konnenmm rapMorn3annu (
Hanpumep, BOXKX, cnektpodoToMeTpusi, THTPUMETPHS U 1Ip. ).

6. AkTrBHas (hapMarieBTHYeCKasi CyOCTaHIIMS HE SBISIETCS OMOIOTHYEeCKOit

7. AnbprTepHAaTHBHAs aHAIWTHUYECKas METOJIWKA s II0Ka3aTels
cnenudUKanuy yxe ono0peHa.

JoxymeHTtanus

1. TlompaBka K COOTBETCTBylomeMy pasfeiay (paszenam)

PETUCTPalMOHHOTO [JOChE, BKIIOYAas OINHUCAHUE AaHAIUTHYCCKON

METOJIOJIOTHH, pPE3IOME MJaHHBIX II0 BANHIALWH, IEPECMOTPEHHBIC
crienurKaIuy Ha TpUMecH (eclTu IPUMEHNUMO).

2. CpaBHHUTENIbHBIC pe3yJIbTAaThl BalWJAllMd WINW IPH HAIUIUU
06OCHOBaHI/IH CpPaBHUTCIIbHBIC PE3YJIbTAaThl aHa/IM3a, MOATBEPXKIAAIOIINE,
YTO TEKyllee W MpeajaraeMoe HCIbITaHWEe SKBHBaJCHTHBI. Hactosimee
TpeOOBaHNE HE NMPHUMEHSETCS, ecly J00aBIsIeTCs HOBas aHAJIUTHYECKas
METOJIHKA.

b.1.B) YmakoBOYHO-yKynopouHasi cuctema

b.I.s.1.

N3menenue

NEPBUYHOU
P HeoO0xonumeie  JIOKYyMEHTHI H

YHaKOBKH IIpouenypa

. YCIIOBUS JTAaHHEIC
AKTHUBHOU
(hapmareBTHIECK

oif cyOcTaHIINU

a) Ka4eCTBCHHBIN
u (unm)
KOJINYECTBEHHBIN
COCTaB (
W3MEHEHUE
cocTaBa
MaTepuana
YIaKoBKH, 1,2,3 IA
U3MCHCHUC
Martepuala
YIaKOBKH HIIH
cTaHgapra



KadyecTBa 1,2,3,4,6
MaTepHana)

B) Ka4EeCTBEHHBIH
u (nnm)
KOJINYECTBEHHBIN
COCTaB (
H3MCHEHHUE
cocTaBa
MaTepuana
YIaKOBKH,
U3MEHEHUeE
MaTepuala - 1,2,3,5,6 1B
YIaKOBKH WIIH
cTaHgapra
KadecTBa
Marepuaia) s
KUATKHUX
aKTHUBHBIX
(hapmarneBTHIECK
ux cyoctaHui (
HECTEPIUTHHBIE)

VYcnosus
1. TIo COOTBETCTBYIOIIMM CBOWCTBaM IIpeAjaraeMblil yNaKOBOYHBIIN
Marepuall o0 MEeHBIIEH Mepe JOIDKEH ObITh SKBUBAJICHTHBIM 0100pEHHOMY

2. HayaTel COOTBETCTBYIONINEC HCCICAOBAaHUSA CTaOMIBHOCTH B
COOTBETCTBUU

¢ akramu opraHoB Coro3a B cdepe 00paIieHus JCKapCTBCHHBIX CPEJICTB U
3asBUTEJIEM HAa MOMEHT BBEIEHHS HM3MEHEHUH IPOaHAIU3UPOBAHBI
COOTBETCTBYIOIIME MapaMeTpbl CTaOWIBPHOCTH HE MEHee 4YeM Ha 2
ONIBITHO-IIPOMBIIUIEHHBIX HWJIM IPOMBIIUICHHBIX CEpUsX, B €ro
pacIopsKEHUH HaXOAATCS YIAOBIECTBOPUTEIbHBIE PE3YIbTAThI 10 MEHBIIICH
Mepe

3-MeCsIYHOTO M3YyYeHUs CTaOMIBbHOCTH. B ciyuae ecnu mpezaraemast
yHakoBKa 0ojiee yCTOWYHBa MO CPABHEHUIO C 3aPETUCTPUPOBAHHOM,
3-MecsYHbIC JaHHBIC 10 CTAOMIBHOCTH He TpeOyrorcs. [lo 3aBepuieHuu
TaKUX HCCIAEJOBAaHUN, €CIU pe3ylNbTaTbl HE YKJIAJIbIBAlOTCS B
crenn(pUKANH WU TTOTCHIMAIEHO MOTYT HE YIIOXKHUTHCS B CHIeH(DUKAIINT
Ha KOHEI[ CpoKa TOOHOCTH (TepHoAa IOBTOPHOTO HCHBITAHUA), HX
HEO0OXOIUMO HEMEIJIEHHO IIPEeJCTaBUTh YIOJTHOMOYEHHOMY OpraHy
Hapsy C npejaraéMbiM IJIAHOM JAEHCTBUM.

3. Hckmroyass cTepwyibHBIC, >KHAKAE M OHOJOTMYECKHE AaKTHBHBIE
(hapmaneBTHYECKHE CyOCTaHIINY.

JoxymeHnrtanus

1. TlompaBka K COOTBETCTByWOIIeMYy pa3neny (paszenam)
PETUCTPAIIIOHHOTO JT0ChEe

2. HeoOxoammele 1aHHBIE 0 HOBOH YIIaKOBKE (HAIpHMep, CPaBHUTEIHHBIC
JAaHHBIE 110 MPOHUIAEMOCTH, HANpUMeEp, A 02,(302,Bnarn u 1p.),

BKIIOYas MOATBEPXKICHHE TOr0, 4YTO MAaTepHal COOTBETCTBYET
(hapMmakoneiiHEIM TpeOoBaHHWAM WM akTam opraHoB Coro3a o



0e301acHOCTH MaTepHaIoB KOHTAKTHPYIOMIMX C THIIEBOH MPOAYKIHMEH, a
IIPU OTCYTCTBHMHU B HUX — 3aKOHO/ATEILCTBY TOCYIapPCTB-WICHOB B YacTH,
HE ypeTyJIupOBaHHON akTamu opranoB Coro3a.

3. B CcoOOTBETCTBYIOIIMX CIydasx HEOOXOAMMO MpPEICTaBUThH
MOATBEPXKICHHE , YTO B3AaUMOJCHCTBHE MEXIY COJIEPKUMBIM H
YIAaKOBOYHBIM MAaTEpUaJOM HE MPOUCXOAUT (HAIpUMEp, OTCYTCTBYET
nepeMenieHrne KOMIIOHEHTOB MpeJJlaraeMoro Marepuajia B ero
COJICP’)KUMOE, KOMITOHEHTHI aKTUBHOM (papMarieBTHUECKON CyOCTaHIIUH HE
NEepexosT B YIAaKOBKY), BKJIIOYas HOATBEPXKIEHHE, YTO MaTepHuai
COOTBETCTBYET COOTBETCTBYIOIIMM (papMakomeiHbIM TpeOOBaHUAM HIIN
aktaM opraHoB Coro3a 0 0€30IMacCHOCTH MaTepHaIOoB KOHTAKTUPYIONINX C
MUIIEBON TPOAYKIMEH, a MPH OTCYTCTBHUH B HUX — 3aKOHOJATEILCTBY
roCyIapCTB-4JICHOB B YaCTH, HE YPEryJIMPpOBaHHON aktamu opranoB Coro3a

4. ToaTBepKaAEHUE JAEp)KaTeNss PErHCTPAIIMOHHOTO YIOCTOBEPEHHS HIIH
nepxarenst MOADC, uro Tpebyemble HCCIIEAOBAHHS CTaOMIBHOCTH
HayaThl B COOTBETCTBUH ¢ akTaMH opraHoB Coro3a B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB (C YKa3aHHMEM HOMEpOB cepuil); M 4To (B
COOTBETCTBYIOIINX CIy4asx) HA MOMEHT PEaln3alliil M3MECHEHUH B €To
pacropsiKeHun HaxoAWINCh  Tpebyemble MUHHMAaJIbHBIE
Y/IOBJIETBOPUTEIIbHBIE NaHHBIE MO CTAOMJILHOCTH M, YTO HMEIOLIHECS
JTAaHHBIC HE CBUJICTCIILCTBOBAIM O KakoW-mubo mpobieme. Heobxomaumo
TaK)Ke MpPEJCTaBUTh MOJATBEPXKICHHE, YTO HCCIEeNOBaHUS OyayT
3aBEpIICHBI, M €CIIM Pe3yNbTaThl He OyIyT YKIaIbIBaThCS B ClICHU(UKAINT
WJIN TIOTEHIMAIFHO MOTYT HE YIOXKUTHCS B CHeNM(HUKANHN Ha KOHEI[ CPOKa
TOAHOCTH (TIEpHO0/ia TOBTOPHOTO UCTIBITAHMS ), UX HEMEIUIEHHO NPECTaBsIT
YIIOJIHOMOYEHHOMY OpraHy Hapsily ¢ MpejJiaraeMbIM IJIAaHOM JICHCTBUIA.

5. Pesynbrarel uccnenoBaHUW CTAOMIBHOCTH, IPOBEACHHBIX B
COOTBETCTBMM ¢ akTamu opraHoB Coro3a B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB, MO 3HAYMMBIM IapameTpaM CTaOWIBHOCTH He
MEHee YeM Ha 2 ONBITHO-NPOMBIIUICHHBIX MM MPOMBIIUICHHBIX CEPHSX,
OXBaTbIBAIOIINX HE MEHee 3 MeCsIeB, M NOATBEPXKACHHUE, YTO YKa3aHHbIC
WCCIIEOBaHUS OyIyT 3aBEpLICHBI W €CIHM pPe3yiabTaThl HE OyayT
YKJIAbIBATECS B CHICHU(UKAINHY HITH TOTEHIIMAIBHO MOTYT HE YIO0XKUTHCA
B crenuduKanud Ha KOHEL CPOKa TOJHOCTH (IepHoAa MOBTOPHOTO
UCTIBITAHUS), UX HEMEIJICHHO MPEICTaBAT YIOJIHOMOYEHHOMY OpraHy
BMECTE C TpeJyIaraeMbIM IUIAHOM JEHCTBHH.

6. CpaBHEeHUE NEHCTBYIONIMX M IpeUIaraeMbIX crieliuuKanii nepBUIHON
YIIaKOBKH (€CJIM TIPIMEHHMO).

b.I.B.2.

N3meHeHnue

napaMmeTpoB

cnenuduKanuy u

W) KPUTEPUCB

(i) kputep Heobxomumeie  JIOKYMEHTHI

MPUEMIIEMOCTH [Mpouenypa
. YCIIOBHS JTAaHHEIC

MepBUYHOMN

yIaKOBKHU

aKTUBHOU

(hapmarneBTHYECK

oif cyOcTaHIIU

a) Y)KECTOUYCHHE
KpUTEpUECB

1,2,3,4 1,2 IA



MPUEMIIEMOCTH
cnenuuKaun

0) mob6aBiieHue B

crieruUKaIHIo

HOBOTO

napametpa u 1,2,5 1,2,3,4,6 IA
COOTBETCTBYIOIIIE

My €My MeToja

HCIIBITAaHUN

B) HCKJIIOUEHHE
HECYIIECTBEHHOT
0 mapamerpa

crieruuKramuy  (
Hampumep,

1,2 1,2,5 IA

UCKJIIOYEHHUE
yCTapeBIIETO
napameTpa)

r) moOaBieHUE

WM 3aMcHa

nmapameTpa

cnenupukanun  — 1,2,3,4,6 1B
U3 cooOpakeHui

06e30macHOCTH

WJIH Ka4eCTBa

VYcnoBus

1. M3MeHeHHne He SIBISETCS CIEACTBHEM KaKOTO-JIMOO 00s3aTeNbCTBa,
NPUHSATOTO MO pe3yjbTaTaM paHee IPOBEJCHHBIX JKCIEPTH3 C ILIEJIbI0
aHaJi3a KPUTEPUEB MPUEMIIEMOCTH crieluduKanuy (Hanpumep, B XOJe
perucTpanuy JICKapCTBEHHOrO IIperapara Wid BHECeHHS M3MeHeHu 11
THIIA), €CIIA TOJBKO OHO paHee He PacCMOTPEHO M 0Z0OpEeHO B KauecTBe
Mepbl MOCIEeAYIOIET0 HaOMIOACHHS.

2. V3MeHeHHe He SBIAETCS CIICACTBHEM HENPEABUACHHBIX CHUTYAIHH,
BO3HHUKIINX B XOAC€ MPOU3BOJACTBA YIIAKOBOYHOT'O MaT€puajia WJIN IpU
XpaHEeHUH aKTUBHOH (papMarieBTHUECKOi CyOCTaHIINH.

3. Jlroboe HM3MEHEHHWE IOJDKHO YKIIQAbIBAThCS B JHANa3oH TEKYLIHX
0JI0OPEHHBIX KPUTEPUEB MTPUEMIIEMOCTH.

4. AmnanuTuyeckas METOJUKAa HE HW3MEHSETCS WM W3MEHSETCs
HE3HAYHUTEIIBHO.

5. HoBelif MeTOn HCHBITaHUSI OCHOBAaH Ha OOIMMX METO/Aax aHalln3a,
omucaHHblXx B apmakomee coro3a, a MpPH OTCYTCTBHM B HEH — B
dapmakoriee rocyaapcTBa-4wieHa HIM NP OTCYTCTBHH B YKa3aHHBIX
(hapmakonesx — HHOH (apmakonee coriaacHo Konnenmm rapMorn3annu (
Hanpumep, BOXKX, cnektpodoToMeTpusi, THTPUMETPHS | 1Ip. ).

JoxymeHnrtauus

1. TIlompaBka K COOTBETCTBYIOIIEMY paszaeily (pasneniam)
PEruCTPAIMOHHOTO JI0ChE.

2. CpaBHHTENbHAS Ta0JIMIA TEKYIUX U MPEIaraeMbIX CIICIIU(DUKAIIHH.

3. MonpobHOe ommcaHue JOOOW HOBOW AHATUTUYECKOW METOIUKH H
JTAaHHEIC 10 BaJHIAIVH (B COOTBETCTBYIOMIUX CIYYasX).

4. JlaHHble aHanM3a 2 cepud yMaKOBOYHOTO MaTepHuaisa MO BCEM
mapamMeTpam CIeru(uKanim.



5. O0ocHoBaHue (OLIGHKA PHUCKOB) CO CTOPOHBI JEepIKATEIs
pPETUCTPAIIMOHHOTO yAOCTOBepeHHus win aepxarens MOADC,
MOITBEPKAAOIINE, YTO BHYTPUIIPOU3BOJICTBEHHBIN ITapamMeTp SBISACTCS
HE3HAYMMBIM HITH YCTapEBIINM.

6. OOocHOBaHHWE CO CTOPOHBI [EpXKaTelIsd PETHCTPANHMOHHOTO
ynocroeperuss wmwimm Aepxkarens MOPADPC HoBoro mapamerpa
cnenu(rUKauy U KPUTEPUEB IPUEMIIEMOCTH.

b.1.B.3.

H3meHeHUE

aHAJTATHICCKON

METOJUKHU

HCIIBITAHU S HeobOxogumble  JIOKyMeHTH U
MEPBUYHOU YCIIOBUS JIaHHBIS Tpouenypa
YyHaKOBKH

aKTHBHOU

(hapmarneBTHIECK

oif cyOcTaHIINHU

a )
HE3HAUUTEJIbHBIE
U3MEHEHUS
YTBEPKIACHHOU
AHAIUTHYECKON

1,2,3 1,2 IA

METOIUKH

6) upoume

A3MEHEHUS

aHAJTUTHICCKON

METOIHUKH (1,3,4 1,2 1A
BKJIKOUYaAsg

JI00aBIIeHHE WIIN

3aMeHy)

B) HCKIIOYCHHE

AHAJIMTUYECKOU

METOJMKHU, €CITU

aNbTepHATHBHAS

el MeToJuKa yxKe
yTBEepKIIcHA

YcnoBus

1. CornacHo aktam opranoB Coro3a B chepe oOpalieHus JeKapCTBEHHBIX
CPEICTB MpOBeIcHAa HEOOXOAMMas BalWAlMs, MOATBEP)KIAIOIIAS, YTO
OOHOBIICHHAS aHATTMTUYECKAsE METOJIUKA M0 MEHBIIIeH Mepe SKBHBAJICHTHA
MpeabIAyIICH.

2. MeTop aHanu3a He U3MEHUIICS (HAIlpUMep, U3MEHEHHE JUTUHBI KOJIOHKU
WIH TEMITePaTyphl, HO HE APYTOU BU KOJOHKH WA METON).

3. Hu onuH HOBBIH METOA MCIHBITAHUA HE OCHOBAaH Ha HOBBIX

HECTaHIAPTHBIX METOJaX WM CTaHIAPTHBIX METOJaX, HCIIOIb3yEeMbIX
T0-HOBOMY.

4. AxTrBHasA (QapMmaneBTHUYEeCKas cyOCcTaHINA (JIEKapCTBEHHBIN TIperapar)
HE SIBIITIOTCS] OMOJIOTHYECKIMH.

5. B orHOUIeHNN mapaMeTpa crenu(puKanuy COXpaHsAeTCs aHaTHTHIeCKas
METOHKA.

JoxymeHTtanus



1. TlompaBka K COOTBETCTByIOIIEMY paszjeny (paszaenam)
PETUCTPAIIMOHHOTO JIOChE, BKIIOYAs ONHUCAHHE AaHAIUTHYCCKOU
METOJIOJIOTHH, PE3FOME TAHHBIX 10 BATHIAIHH.

2. CpaBHUTENBHBIC pPE3YyJNbTATHl BaTWAAIMH WIH, HPU HAITHYUAU
000CHOBaHMsI, CPABHUTEIIbHBIC PE3YJIbTATHI AHAIN3A, MTOITBEPIKIAOIINE TO
, UTO TEeKyIlIee W Mpe/aaraeMoe MCIbITAHUE SKBUBaNCHTHbI. Hacrosiee
TpeOOBaHHe HE MPHUMEHSIETCs, eciu J00aBIsIeTCs HOBas aHATUTHYECKas
METOIMKA.

b.I.r) CtabunbHOCTD

Bb.Lr.1. I3menenue nmepuoa a0

MOBTOPHOTO  HMCHBITaHHS  (

mepuoja XpPaHCHUSA) WIH

YCJIOBHUI XpaHEHUs] aKTUBHOM

dbapManeBTHICCKOM

cybcTaHIUHM, eciIu B HeoOxommmeie JOKyMEHTHI U
pPeTUCTPAllMOHHOM  JOChE  YCIOBHS JIaHHBIC
OTCYTCTBYeT cepTudukar

cooTBeTcTBUs EBponeinckon

IIpouenypa

®dapmakoree, 0XBaThIBAIOIIUN
MepUon TMOBTOPHOTO
HCIBITAaHUS

a) TMepuo] TMOBTOPHOTO
UCTIBITaHUS (TIEPUOJ] XpPaHEHHS)

1. CoxkpameHnue mepuomga 1o
MOBTOPHOTO UCTIBITAHUS

1 1,2,3 1A

4. YBenuueHHe WIH BBEIACHHE
nepuoa MMOBTOPHOTO
HACIIBITAHUS (mepuona
XpaHEHHUsI), MOJTBEPIKIACHHOTO
IaHHBIMH  €CTECTBEHHOTO

1,2,3 B

XpaHeHHs
0) ycioBHUs XpaHEHUS

1. H3meHeHue yCIOBUH
XpaHEHUS aKTHBHOM
P : 1 1,2,3 IA
dbapMareBTUICCKOM

cyOcraHnuu Ha Oosee cTporue

3. H3meHeHHme YCIOBHUH
XpaHeHUus aKTHUBHOM
dbapMareBTUUYCCKOM
cyOcTaHIuu

- 1,2,3 IB

B) U3MEHEHHUE YTBEPIKICHHOU
NporpaMMbl  H3yYEHHS 1,2 1,4 IA
CTaOUIBHOCTH

Vcnopus

1. V3MeHeHue HE MOJDKHO OBITh CJICACTBUEM HEMPEABHICHHBIX CHUTYAaIlHi,
BO3HHUKIIIHX B XOJI¢ MPOU3BOICTBA, MK N3MEHEHHS CTAOUITBHOCTH.

2. V3MeHeHUsS HE MPUBOAIT K PACHIMPEHUIO KPUTEPHEB MPUESMIIEMOCTH
HCIBITYEMBIX ApaMEeTPOB, HCKIIOYCHUIO MapaMeTpa CTAOMIBHOCTH WU
CHIYKEHMIO YaCTOTHI MCITBITAHWH.

JloxymeHTanus



1. IlonmpaBka K COOTBETCTBYIOLIEMY pa3zeiny (paszesiaM) pPerucTpalioHHOTO
nocke. HeoOXomummo mpeacTaBUTh  pPe3yibTaThl COOTBETCTBYIOLIMX
HCCIIEOBAaHUH CTAaOMJIBHOCTH B pPEATbHOM BPEMEHH, MPOBEJCHHBIX B
COOTBETCTBHM C COOTBETCTBYIOIIMMH PYKOBOJCTBAMHU IO CTAOMIBHOCTH HE
MeHee dYeM Ha 2 (g OMOJOTMYECKUX JIEKapCTBEHHBIX MpenapaTtoB — 3)
ONBITHO-TPOMBINIJICHHBIX HJIn IMPOMBITHJIICHHBIX Cepuiax aKTUBHOU
(dapManeBTHUECKOH  CyOCTaHIMHM, YIAaKOBAHHOW C  IOMOIIBIO
3aperuCTPUPOBAHHOTO YMAaKOBOYHOIO MaTepHalla, M OXBaThIBAIOIIMX BECh
MIpeaIaraeMblii Iepruo/l MOBTOPHOTO HCIBITAHMS WIN MpEAjiaracMble yCIOBUS
XpaHEHHA

2. IloaTBepKacHUE TOTO, YTO MCCIIEAOBAaHUS CTAOMIBHOCTH TPOBEICHHI B
COOTBETCTBHH C TEKYIEi 0I00peHHOI mporpaMMoi. Pe3ypTaTsl ncciieqoBaHms
JOJDKHBI TOATBEPXKAATH, YTO COOTBETCTBYIOLINE O)IO6peHHBIe CHCI_II/I(I)I/IKaI_H/II/I
MIPOJIOIDKAIOT COOJIIONATHCS.

3. Konuu yTBepKIEHHBIX cHeUU(pUKANUi Ha aKTHBHYIO (hapMalleBTHYECKYIO
CyOCTaHIIMIO WIIM CChIJIKA Ha COOTBETCTBYIOIIMH JJOKYMEHT PErucTpanuoHHOTO
JIOCKE.

4. O0oCHOBaHHME TMpe/IaraeMbIX H3MEHEHHH.

*
() [leppox TOBTOPHOTO HCHBITAHHS HE NPUMEHUM K

IIpuMedanne OMONIOTHYECKUM aKTHBHBIM (papManieBTHIeCKAM CYOCTaHITHSAM.

b.1.n) I[IpoekTHOE Moje U MPOTOKOJI MOCTPETUCTPALMOHHBIX U3MEHEHUM

b.1.n.1. Beenenue

HOBOTO

MPOEKTHOTO TIOJIA

WJIM paclIupeHue

07100pEHHOTO Heobxomumeie  JIOKYMEHTHI
MIPOEKTHOI'O TIOJISI YCIOBUSA JTaHHBIC
aKTHBHOH

IIpouenypa

(hapmarieBTHUECK
oif cyOcTaHnnH,
3aTparuBaroliee

a) OOHY
OTICPallHOHHYO
eqUHULY
nmpoiecca
MPOU3BOJICTBA
aKTUBHOU
(hapmarneBTHIECK
o#f cyOcTaHIHH,
BKJIIOYAas 2,3 I
COOTBETCTBYIOIIN

e

BHYTPHUIIPOU3BO

CTBEHHBIH

KOHTpPOJIb U (WJIN)

aHAUTHYECKUE

METOIMKHI

6 )
aHAINTHYECKUE
METOINKHU
MUCXOIHBIX
MartepuaioB  (



IIPOMEXKYTOYHBIX — 1,2,3 II
MPOIYKTOB) U (

WIY) aKTHBHOMN

(hapmaneBTHIECK

ol cyOcTaHIun

JoxymeHnTtauus

1. IIpoexTHOE TONTE pa3paboTaHO HA OCHOBAaHMHU akTOB opraHoB Coro3a B
cdepe oOpaleHust IEKAPCTBEHHBIX CPEICTB U MEKIYHAPOIHBIX HAYYHBIX
PYKOBOJICTB. Pe3ynbTaTsl nccneqoBaHui pa3paboTKH IPOLYKTa, Iporecca
Y aHAJINTHYECKOW METOIOJIOTHH (HAaIpuMep, B3aUMOICHCTBHE Pa3InIHBIX
napameTpoB, (GOPMUPYIOIIUX MOJJIekKaIee U3YUCHHIO MPOEKTHOE MOJIE,
BKJIHO4as OLCHKY PUCKOB U MHOI'OMCPHBIC UCCIICAOBAHUA COOTBCTCTBCHHO)
, B COOTBETCTBYIOIIMX CIIy4asX ITOATBEPXKIAIONINE, YTO JOCTHUTHYTO
[EJIOCTHOE MEXaHHUCTHYECKOE TIOHMMAaHHE IIOKa3aTesied KadecTBa
MaTepHaloB, IIapaMeTPOB MPOIlecca U KPUTHIECKHUX MOKa3aTeNield KayecTsa
aKTUBHOU (hapMaIleBTHYIECKON CyOCTaHIINH.

2. OnmcaHne MPOEKTHOTO MO B (popMe TaONHIIBI, BKIIOYAs IEpEMEHHBIE (
CBOHCTBAa MaTepualoB M IapaMeTphl Ipolecca IPOM3BOACTBA) U HX
npejasaraeMble JUana3oHbl.

3. IlonpaBka K COOTBETCTBYIOIINM pa3JieliaM PerHCTPAIlMOHHOTO JIOChE.

b.1.n.3.

Uckntouenue

MOCTPETUCTPAIHO

HHOTO NIPOTOKOJIa

yIIpaBII€HUS Heobxomumeie  JIOKYMEHTBI W
U3MCHCHUSIMH, yCIOBHUs JAHHBIC [Ipouenypa
3aTparuBarOIUM

U aKTUBHYIO

(hapmarieBTHUECK

YI0 CyOCTaHIIHIO
1 1,2 Ay

VYcnoBus

1. HckiroueHHne TOCTPETHCTPAIMOHHOTO MPOTOKOJA YIPABICHUS
W3MCHCHUSIME, 3aTParuBalOIUMH aKTUBHYIO (DapMaleBTHYCCKYIO
CyOCTaHIINIO, HE SBJISETCS CICJACTBUEM HENPEIBUACHHBIX CUTYAIlUH WIIN
HECOOTBETCTBHS CICU(PHUKALMH B XO/I¢ BBEJICHHUS W3MCHEHHH, ONTHMCAHHBIX
B IIPOTOKOJE, W HHKAaK HE BIMSICT Ha YTBEPKICHHBIC CBEICHHUS,
BKIIFOYCHHBIC B PETHCTPAIHOHHOE J0CHE.

JoxymeHrauus
1. OGocHOBaHME MpeIaraeMoro UCKIIOUCHHS.
2. IlompaBka K COOTBETCTBYIOILUM pa3esiaM PErUCTPallMOHHOIO 10ChE.

b.1.n.4.

N3meHeHus

yrBepxkaeHHoro HeoOxomumble  JIOKyMEHTH U
IPOTOKOJIA yCIIOBUSA JlaHHBIE
yIpaBlIeHUs

U3MEHEHHUAMU

IIpouenypa

0) He3HAYHUMBIC
U3MEHEHHUS
MpOTOKOJIA
yIpaBJIeHUs



H3MCHCHUSIMH,  — 1 1B
KOTOpBIE HE

H3MEHSAIOT

CTpaTeruio,

ONHCAaHHYIO B

MPOTOKOJIC

JoxymeHTtanus

1. Jlexnapamus yTOJHOMOYEHHOTO JIMIA IPOW3BOAMTEINSA, YTO JIt0OOE
W3MEHEHNE JOJDKHO YKIAAbIBAThCA B JAHMANA30H ACHCTBYIONINX
YTBEP)KACHHBIX KpHUTepueB mpuemneMmocty. [ToMmumo 3toro, mekimapanus
YTO B OTHOIIEHHMH OHOJIOIMYECKHX JIEKaPCTBEHHBIX IIPENapaTroB He
TpeOyeTcs OLleHKa COIOCTABUMOCTH.

b.I.x.5.

Peanuzanus

H3MCHCHHH,

npeaycMorpenHsl HeoOxonumble  JIOKyMeHTH U Tpotesypa
X YTBEPXKICHHBIM YCJIOBHS JlaHHBIE

HIPOTOKOJIOM

yIpaBIIeHUs

HU3MCHCHUAMH

a) peanuzanus
U3MEHEHHsS He
TpebOyer
JIOTIOJTHATEIBHBIX
BCIIOMOTaTeNbHBI

1 1,3 1ALy

X JaHHBIX

0) peamuzanus
N3MEHEHUS
TpebOyer
peby - 1,2,3 B
JIOTIOJTHUTEITBHBIX

BCIIOMOTATEIIHBI

X JAaHHBIX

B) peanm3anus

H3MEHCHHUS

OMOJIOTUYECKOIO0 — 1,2,3,4 1B
JICKaPCTBEHHOTO

mpemnapara

VYcnoBus

1. IlpenokeHHOE N3MEHEHHE OCYIIECTBIEHO B IIOJIHOM COOTBETCTBHUH C
YTBEPKACHHBIM IIPOTOKOJIOM YIPABJICHHUS H3MEHEHUSIMH.

JlokymMeHTanus

1. TloaTBepkIeHUE, YTO HM3MEHEHHE COOTBETCTBYET YTBEPKICHHOMY
MIPOTOKOJY YIIPaBJICHUSI U3MEHEHHUSIMHU U, YTO PE3YJIbTAaThl UCCIAEIOBAHUS
YIOBIIETBOPSIIOT KPUTEPUAM MPUEMIIEMOCTH, OTOBOPEHHBIE B MPOTOKOJIE.
[MommMo 3TOTO, AEKIapaus TOTO, YTO B OTHOIICHUH OHMOJOTHUYCCKUX
JIEKapCTBEHHBIX TpenapaToB He TPeOyeTCs OIIEHKa COMTOCTaBUMOCTH.

2. PesympraThl wWcclneAOBaHMI, MPOBEACHHBIX B COOTBETCTBHHU C

YTBEP KIIEHHBIM IIPOTOKOJIOM YIPABICHUS N3MEHEHUSIMI.

3. IlompaBKa K COOTBETCTBYIOMIEMY Pa3Jelly PETUCTPAIIHOHHOTO JT0ChHE.



4. Komnus yTBEepXKIEHHbIX crneuupuKauidi Ha aKTHBHYIO



(hapManeBTHYECKYI0 CYOCTAaHIIMIO WIIM CChUIKA Ha COOTBETCTBYIOIIMH
pasziel perncTpauoHHOTO OChe.

b.11. JIekapcTBEHHBIN IpeniapaT
b.1l.a) BHemnuii Bua u coctan

B.Il.a.1. HW3meHeHue wuIn
noOaBiieHWEe  HaJIMCYaTKH,
OTTHUCKOB, T'PaBUPOBKU WU

HeobOxonumsie
WHBIX 3HAKOB, BKITIOUYAsl 3aMEHY Joxyments! u fanusle  [Ipouenypa
Wi 100aBICHUE YEPHUI, yeroi
HCTIONB3YEMBIX ISl HAHECCHUS
TaKuX 3HaKOB
a) HU3MEHEHUs HaAle4YaTKH,
OTTUCKOB, TpaBupoBku wimn 1,2,3,4 1 1A

HWHBIX 3HAKOB

YcenoBus

1. Cneun¢ukauy IeKapcTBEHHOTO Tperapara Ha BBITYCK U Ha KOHEIl CPOKa TOJAHOCTH
HE U3MEHSIOTCA (32 UCKITIOYEHHEM BHEIITHETO BUA).

2. Bce uepHuMia MOKHBI COOTBETCTBOBATh JEHCTBYIOIIEMY (apMareBTHYeCKOMY
3aKOHO/IaTENIbCTBY.

3. Pucku (JTMHUU pa3ioMa) He MpeIHa3HaueHsb! A7 pa3feieHus Ha paBHbIC JO3HI.

4. 3HaKkM JIEKapCTBEHHOIO IpemapaTa, HCIOIb3yeMble IS pa3iMueHus: JO3MPOBOK,
MOJTHOCTBIO HE yJaJICHBI.

JoxymeHTtanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3ieny (pas3ienaMm) pPerucTpaliOHHOTO JOChE,
BKIIFOYasl MOJIPOOHOE TpadudecKoe WM TOBECTBOBATEIHFHOE OMUCAHHME TEKYIIETO H
HOBOTO BHEIIHETO BHJA, a TaKXXE COOTBETCTBYIONIMI MepecMOTp WH(pOpManuud o
JIEKapCTBEHHOM IIperapare.

2. ITo corytacoBaHMIO C 3KCIIEPTHOM OpraHU3aIueil 00pa3ipl JIEKapCTBEHHOTO Mpemnapara
1 (WIK) UX BU3yaJIbHOE N300pakeHHe JUIs BO3MOXKHOCTH OLICHKH BHEIIHETO BU/IA.

3. Pe3ynpTaThl COOTBETCTBYIOMIMX HcIbITaHMM 1o @Papmaxomnee Coro3a, a mpu
OTCYTCTBUU B Hell — B Papmaxomnee rocyAapcTBa-wieHa WIM MPH OTCYTCTBUM B
YKa3aHHBIX (hapMaKoTesX — HHOHM (apmakoree cortacHo KoHienmu rapMoHA3anuy,
MOITBEP K TAIOIINE YKBUBAIICHTHOCTD CBOMCTB (IIPaBIIBHOCTH JOSHPOBAHUS).

b.Il.a.2. U3menenue Gpopmbl

. Heobxonumeie
WA Pa3MepOB JICKAPCTBEHHOM JloxymeHTHI U qanuble  [Iporeaypa
YCIOBUS
(hopmer
a) Ta0JeTKH, KalCyJbl,
CYINIIO3UTOPUU M IIECCAPHH C
Y p P 1,2,3,4 1,4 1A
HEeMEIJICHHBIM
BBICBOOOXKICHUEM

0) nexapcTBEHHBIE (OPMBI C
OTCPOYECHHBIM,
MOJU(GHUIHNPOBAHHBIM  HIIH
IPOJIOHTHPOBAHHBIM
BBICBOOOIK/ICHHEM M TaOJIETKH
C PHCKOIi, mpenHa3zHauYeHHOM
JUIS pa3fielieHus Ha paBHBIC
J03Bl

- 1,2,3,4,5 B

YcnoBus



1. IIpodune pacTBOpeHUs JIEKApCTBEHHOTO Ipenapara C HOBBIMH JICKApCTBEHHOM
(hopmoit min ee pazMepaMH COINOCTaBUM C NPOQHIEM pacTBOPEHHUS JEKapCTBEHHOTO
npenapara co CTapbIMH JIEKapCTBEHHOH (OpMOH MK ee pa3MepaMu, eclIi IPUMEHHUMO.
Jlnsi exapCTBEHHBIX PACTHTENBHBIX ITIPEMapaToB NPH HEBO3MOXKHOCTH IPOBEICHHUS
ucnsitanust TCKP BpeMs pacmagaeMOCTH M3MEHEHHOTO JIEKapCTBEHHOTO IIperapaTa
COIOCTaBUMO C BPEMEHEM pacialaeMOCTH HEM3MEHHOTO JIEKapCTBEHHOT'0 ITpernapara.

2. Cneunukaiuy JIeKapCTBEHHOTO TperapaTa Ha BBITYCK W Ha KOHEI] CPOKa TOJAHOCTH
HE NU3MEHWINCH (32 UCKITIOYEHUEM Pa3MepOB JIEKapCTBEHHO (hOpMBI).

3. KauecTBeHHBI 1 KOJIMYECTBEHHBIH COCTaB U Cp€aHsAsa Macca HC U3BMCHUIIUCE.

4. I3MeHeHne He 3aTparuBaeT TaOJIeTKU ¢ PUCKOU, MpeaHa3HAYCHHON IS pas3/IeieHIs
JICKapCTBEHHOM (hOPMBI Ha paBHBIC TO3BI.

JoxymeHnrtanus

1. ITompaBKa K COOTBETCTBYIOIIEMY pa3zely (paszienaM) perucTpanioHHOTO J0ChE,
BKJIIOYAs MOAPOOHOE TpaduyecKoe H300pakeHHe 3aperiCTPUPOBAHHOM 1 IpeiaraeMoi
JeKapCTBEHHON (OPMEL, a TaKXkKe IepecMOTP MHPOPMALIUH O JISKAPCTBEHHOM IIperapare
COOTBETCTBEHHO.

2. CpaBHUTEJbHBIE JaHHBIE PACTBOPEHHUS KaK MUHMMYM | ONBITHO-IIPOMBIIITIEHHOM
CepUU C TEKyIIMMH M Mpe/ularaeMbIMH pa3mepamu (OTCYTCTBUE 3HAYUTEIBHBIX
pas3iuuuii ¢ TOYKH 3PEHHsI CONTOCTABUMOCTH B COOTBETCTBUU ¢ [IpaBuiamu npoBeneHus
WCCIIeIOBaHNi OMOIKBUBAIECHTHOCTH). B OTHOIIEHUM JIEKapCTBEHHBIX PACTHUTENBHBIX
MIPEnapaToB MOTYT OBITH IIPHEMIIEMBI JJAHHBIE CPABHUTEIBHON PaciiaaeMOCTH.

3. OOocHOBaHHUS HEINPEACTABICHUS PpE3yJIbTaTOB HOBOTO  HCCIIEIOBAHUS
OMODKBUBAJICHTHOCTH  corlacHO IlpaBmiiaM  NpOBeNeHHS  HCCIeIOBaHHH
OGMO3KBHUBAJICHTHOCTH.

4. O0pa3msl JIGKAPCTBEHHOTO Tperapara U (WIH) ero BU3yalbHOE M300pakeHUe MpH
HEOOXOIUMOCTH TI0 COTIIACOBAHHUIO C SKCIIEPTHON OpraHU3aIIeH.

5. PesymbraTel cooTBeTCTBYOIMX HchbITaHuid mo ®apmakomee Coroza, a mpu
OTCYTCTBHU B HEH — pe3ynbTaThl HcHbITaHUH 0 PapMakoniee rocyapcTBa-uieHa Wid
MIPY OTCYTCTBHHU B YKa3aHHBIX (papMakoresx — HHOM (apmakoree coriacHo Konnemnun
rapMOHHU3ALMH, IOATBEPKAAIONME OSKBUBAJCHTHOCTh CBOMCTB (IPaBUIBHOCTD
JIO3UPOBAHUS).

s Bb.Il.a.2 B mio0oe W3MEHEHHE MO3MPOBKH JIEKAPCTBEHHOTO
npenapara TpeOyeT 1o1auu 3asiBICHUS O PACIIUPEHUN PErUCTpaLuy, 3a
* HCKJIIOYEHHEM TPHUBEJCHUS PETHCTPAIIMOHHOTO JI0Che B COOTBETCTBHUE C

) TpeboBaHusMu Coro3a, B ciydae, €ClIM HOBas J03UPOBKa
IIpumeuanue

3aperucTpupoBaHa B COOTBETCTBUH C 3aKOHOAATEIbCTBOM

rocylapcTBa-wieHa TOJBKO B OJHOM M3 3asBJICHHBIX B paMKax

MIPUBEICHNS B COOTBETCTBUE FOCYAAPCTB-WICHOB.

b.1l.a.3. H3meHnenue

cocTaBa (

BCIIOMOTATEIbHBIX Heobxoaumere JIoKyMeHTHI 1 N
BECIIECTB) YCIIOBUSI JTAaHHBIC polieiypa
JIEKapCTBEHHOTO

npenapara

a) U3MEHEHHE COCTaBa
BKYCOBBIX J00aBOK (
apoMaTH3aTOPOB) WA
KpacuTteen

1. JloGaBnenue,
HCKIIIOUYCHUE WU 1,2,3,4,5,6,7,9,10 1,2,4,5,6 1A
3aMeHa



2. VYBenuueHue HIH 1,2.3,4,10 1.2, 4 A
YMEHBIICHUE

COACPIKaHU

0) npodyue
BCIIOMOT'aTCJIbHBIC
BEIIlECTBA

1. JJwobas

HE3HAYUTEIbHAas

KOPPEKITH S

KOJIMYCCTBCHHOTI'O

cocTaBa 1,2,4,8,9,10 1,2,7 1A
BCIIOMOTaTeIbHBIX

BEU[ECTB

JEKapCTBEHHOTO

mpernapara

6. 3ameHa OJIHOTO

BCIIOMOTATEIBHOTO
BELIECTBA CXOJHBIM
BCIIOMOTaTEIbHBIM

1,3,4,5,6,7,
BEUIECTBOM C TEMH K€ — 29 1B
(bYHKIIHOHATBEHBIMH ’

XapaKTCpUCTUKAaMH B
AHAJOTUYHOM
KOJIMYECTBEC

YcnoBus

1. U3MeHeHns GyHKIIMOHAIBHBIX XapaKTEPUCTHK JIEKapCTBEHHOW (OPMBI, HAIIpUMeED,
BPEMEHH PacraiaeMoCTH, MPOo(uiIs pacTBOPEHHUsI, OTCYTCTBYIOT.

2. He3HauuTeNbHYI0 KOPPEKIMIO COCTaBa A MOAEPKaHUs 00IIel MacChl HEOOXOAUMO
OCYIIECTBIISITh BCIIOMOTATENBHBIM BEIIECTBOM, COCTABIISIONIMM B HACTOSIICE BpEeMs
OCHOBHYIO 4acTb TOTOBOI1 JIEKaAPCTBEHHON ()OPMBI.

3. Cneundukanus JeKapcTBEHHOTO Ipernapara 0OHOBJIEHa B YaCTH ONMCAHUSI BHEITHETO
BU/Ia (3amaxa, BKyca) U, Ipyu HE0OXOJMMOCTH, MCKIIIOUEHO HCIIBITAHNE HA TIOAJIMHHOCTb.
4. HauaTbl COOTBETCTBYIOLIME HMCCIENOBAHMS CTaOMIBHOCTH (C yKa3aHHEM HOMEPOB
cepuil); IPOaHAIN3UPOBAHEI COOTBETCTBYIOIINE ITapaMeTPhl CTAOMIBHOCTH HE MEHee
YeM Ha 2 ONBITHO-TIPOMBIIIICHHBIX I NPOMBIIUICHHBIX CEPHAX; B PACIOPSHKCHHU
3agBUTENS HAXOMATCS YyNOBICTBOPUTEIbHBIE pE3yJNbTaThl IO MEHbIIell Mepe 3-
MECSIYHOTO M3Y4YEHHUsS! CTa0MIbHOCTU (Ha MOMEHT peaiiu3alliy u3MeHeHuil A Tuma u
MOMEHT yBeJOMJIEHUs] 00 m3MeHeHusx IB tuma); mpoduiab cTaOMIBHOCTH CXOX C
YTBEPXKACHHBIM B Hacrosimiee BpeMmsi mnpoduiem. I[loarBepxkaeHue TOro, 4TO
uccieloBaHus Oy/ayT 3aBEepIICHBI, M €CIIM Pe3yIbTaThl Ha KOHEI CPOKA TOJHOCTH HE
OyIyT yKJIaablBaThCAd B CHELM(DHKAMU HIM MOTYT IOTCHLIHAIBHO HE YJIOXUTHCS B
crerpUKaII, Iep)KaTelb PErHCTPAIlMOHHOTO YIAOCTOBEpeHHUs 00s3aH COOOMINTH
YIIOJTHOMOYEHHOMY OpTaHy Hapsily ¢ IpeajiaraeMbIM IUIaHOM JeicTBuil. Kpome Toro, B
COOTBETCTBYIOIUX CJTydasiX HCO6XO}:[I/IMO IMPpOBECTHU UCIBITAHUEC (bOTOCTa6I/IJ'II)HOCTI/I.

5. Bce HOBbIE KOMIIOHEHTHI JIOJKHBI YJJOBJIETBOPATH TPEOOBAHHUSIM HOPMATHBHBIX aKTOB
Coro3a, KacaroliXcsi KpacHuTelseil, UCIONIb3yeMbIX B MHIEBON MPOMBIIIICHHOCTH, H
BKYCOBBIX /100aBOK.

6. Hu onvH HOBBI KOMIOHEHT HE INpEAIoNaraeT HCIOJIb30BAaHWE MaTepHajioB
YeJIOBEUYECKOT0 WJIM JKUBOTHOTO IIPOMCXOXKJEHHS, TPEeOYIOIMX OICHKH JaHHBIX
BUPYCHOW 0€30MaCHOCTH WJIM COOTBETCTBHUS JSHCTBYIOLIMM TpeboBaHuaM Dapmakonen



Coroza u (wnm) apyrux ¢apmakonei corimacHo KoHIenuuum rapMOHH3AIUH IO
MUHMMHU3ALIUN PHUCKA MepeJauyd areHTOB ry0uaroil 3HIE(haNIONaTuu KUBOTHBIX
MOCPEICTBOM JICKAPCTBEHHBIX MTPENAPATOB JIsl MEAUIIMHCKOTO TIPUMEHEHHSL.

7. B COOTBETCTBYIOILIHMX CIIydasiX U3MEHECHHUS HE BIUSAIOT HA BO3MOXKHOCTh Pa3IHUYCHUS
JIO3UPOBOK M HE OKa3blBAIOT HEraTHMBHOI'O BIMSHUS Ha BKYCOBBIE CBOWCTBA
JIEKapCTBEHHBIX MIPENaparoB, MpeIHa3HAYeHHBIX IS ACTEH.

8. Ilpoduns pacTBOpeHHsS HE MeEHee YeM 2 ONBITHO-NMPOMBINUICHHBIX CEepui
JIEKapCTBEHHOr'0 IIperapara C HOBBIM M CTapblM COCTaBOM COIOCTABHM, €CIIH
MPUMEHUMO (OTCYTCTBYIOT 3HAUUTEJIbHBIEC PA3INYMs C TOYKH 3PEHUS COMOCTABUMOCTH
npoduisl pacTBOpEHHsI B COOTBETCTBUU ¢ [lpaBmiiaMu HpoBeleHHs HCCIeIOBaHUI
6unoskBHBaNeHTHOCTH). [Ipn HEBO3MOXXHOCTH TPOBEACHUS MCIBITAHUS PACTBOPEHHS C
JICKAPCTBEHHBIMU PACTUTENILHBIME MpEMapaTaMu BPeMsl pacriafiaeMOCTH U3MEHEHHOTO
JIEKaPCTBEHHOTO TpernapaTa COMOCTaBUMO ¢ HeU3MEHEHHBIM BPEMEHEM PacialaeMOCTH.
9. M3MeHeHune He SABIACTCS CIEIACTBHEM HapyIICHHUS CTAOMIBHOCTH U (MIIN) HE TOIKHO
CKa3bIBaThCA Ha 6€30MacHOCTH (BO3MOXKHOCTH Pa3IUICHUS JO3UPOBOK).

10. PaccmaTpuBaemblii JIEKApCTBEHHBIM TIperapar He SBISAETCS OHOIOTHYECKUM
JICKapCTBCHHBIM IpCTIapaToM.

Joxymenrtanus

1. ITompaBKa K COOTBETCTBYIOILIEMY pa3zely (paszienaM) perucTpanuoHHOTO J0ChE,
BKJIFOYass METOJBI HCIBITAHWS Ha MOJJIWHHOCTh BCEX HOBBIX KpacuTelei (eciu
MPUMEHNMO), a TakKe IepecMOTp HWH(POpManWH O JEKApCTBEHHOM IIpermapare
COOTBETCTBEHHO.

2. TlopTBepxaeHHE IepXKaTels PETUCTPAIHOHHOTO YAOCTOBEPEHWS, YTO HAdaThI
TpebyeMbie UCCIIeIOBaHMS CTAOMIBHOCTH (C yKa3aHWEM HOMEPOB CEepHil); U UTO

(B COOTBETCTBYIOIIMX CIy4asx) HA MOMEHT peajH3allii W3MEHEHHUI B PacIOpsDKEHUH
3asABUTEIIA HAXOOUIINCH Tpe6yeMLIe MUHHUMAJIbHBIC YIOBJICTBOPUTCIIBHBIC JAHHBIC I10
CTaOMIIBHOCTH M, YTO HMMEIOLIMECs JTaHHBIE HE CBUAETENHbCTBOBAIM O KaKOH-THOO
npoGiieme. HeoOxommmo Takxke MpeACcTaBUTh MOATBEP)KACHUE, YTO UCCIE0BaHUS Oy IyT
3aBEpIICHBI, W, €CIM PEe3yNbTaThl HEe OyAyT YyKJIQAbIBaThcs B CIECHUPHUKAINN WU
MOTEHINATIHFHO MOTYT HE YIOXKHUTHCS

B chmenupuKalWd Ha KOHEN CpOKa TOMHOCTH, Iep)KaTeldb PETUCTPAIMOHHOTO
YAOCTOBEpEHUS 00s13aH COOOUTUTD YIIOTHOMOUYEHHOMY OpTraHy HapsIy

C IIpeIaraéMbIM IJIAHOM JACHCTBUM.

3. Pe3ynbTaThl HiccaeIOBaHNH CTaOMIBHOCTH, TTO0 3HAYMMEIM ITapaMeTpaM CTaOMIBHOCTH
HE MeHee 4YeM Ha 2 ONBITHO-NPOMBINUICHHBIX WA MPOMBIIIICHHBIX CEpHUsX,
OXBaTHIBAIOIINX HE MEHEE 3 MECSIIEeB, U TIOATBEP)KICHNE, UTO YKa3aHHbIE HCCIICAOBAHM
OyIyT 3aBEPIICHBI U €CIH PE3yJIbTAaThl HE OYIyT YKIAAbIBATHCS

B CHGHI/I(I)I/IKaHI/II/I WA MOTCHIUAJIBHO MOTYT HE YJIOXKUTBHCA B CHCHI/I(I)I/IKaHI/II/I Ha KOHEI]
CpOKa TOJHOCTH, JlepXKaTelb PEeruCTPallMOHHOTO YIOCTOBEpeHUsl 00s3aH COOOIINUTH
YIIOJIHOMOYEHHOMY OpTraHy Hapsiiy ¢ MpejlaraeMbIM IJIaHOM JICHCTBUH.

4. OGpa3upl JEKapCTBEHHOIO IMpernapaTa U (WIKM) ero BHU3yalbHOE M300paKeHHe Npu
HEOOXOANMOCTH TI0 COTJIACOBAHMIO C HKCIIEPTHOHN OpraHU3alueH.

5. JInbo ceprudukar coorBercrusi EBponetickoii dapmakonen no I'D Ha 110001 HOBBIH
HCTOYHHK MaTepHaia, MO0 (eCIi MPUMEHUMO) JOKYMEHTAIBHOE ITOITBEPIKACHUE TOTO,
YTO HWCTOYHHK MaTepuana, MOABEpPXKEHHBI pucky ['D, panee mpoBepeH
YHOJTHOMOYEHHBIM OPTaHOM; M OBLIO MOATBEP)KIEHO €r0 COOTBETCTBHE ACHCTBYIOIIECH
cratbe @Dapmakomen Coro3a wiau Apyrux (Gapmakomneir coriaacHo Kormemnmuu
rapMOHM3ALMK 110 MUHUMH3ALUKN PHCKa TepeJaydl areHToB ry0uaToil sHuedanonatuu
JKMBOTHBIX ITOCPEJICTBOM JIEKAPCTBEHHBIX PENapaToB ISl MEAUIIMHCKOTO IPUMEHEHNSI.
J11st Ka’Koro Takoro pojia Marepualia HeoOX0JMMO MIPEACTaBUTh CIIEIYIOINE CBEACHHS:
Ha3BaHWE MPOU3BOAUTEINS, BHUJ KUBOTHBIX M TKaHH, U3 KOTOPHIX ITOyYeH MaTepHA;
CTpaHa MMPOUCXOKICHNUS )KUBOTHBIX H €r0 HCIIOJIE30BaHHE.



6. B COOTBCTCTBYIOIIMUX ClIydadaX HAdaHHBIC, MNOATBEpXKIAAaromiue TO, YTO HOBOC
BCIIOMOT'aTeJIbHOE BEIECTBO HE BIIMSET HA aHAINTHYECKHE METOIUKH CIielM(UKAIN
JIEKapCTBEHHOTO TIpernapaTa.

7. HeoOxoauMo TOCPEICTBOM Ha uIeKaleil apManeBTHIeCKOi pa3paOboTKu (BKIOUYast
BOIIPOCH! CTaOWIIBHOCTH M ITPOTHBOMUKPOOHOTO KOHCEPBUPOBAHUS, €CIIM MPUMEHNMO)
MpeCTaBUTh 0OOCHOBAaHME CMEHHI (BEIOOpA) BCIIOMOTATENFHBIX BEMIECTB U T. 1.

8. CpaBHHTENBHBIE AaHHBIE TPO(MIA paCTBOPEHHS TBEP/BIX JIEKAPCTBEHHBIX (OPM HE
MEHEE YeM Ha 2 OTBITHO-IIPOMBIIIJICHHBIX CEPHSIX JIEKAPCTBEHHOTO Mpernapara HOBOTO U
CTaporo COCTaBOB. B OTHOLIEHMM JEKAPCTBEHHBIX PAaCTUTENbHBIX NPENapaToB MOTYT
OBITH TOCTATOYHBI JaHHBIE CPABHUTEIBFHON pacialaeMOCTH.

9. OOocHOBaHHUS HEMPEACTABICHHUS PE3YJbTAaTOB HOBOTO HCCIEIOBAHUS
OMODKBUBAJIICHTHOCTH B COOTBETCTBUHM C [IpaBuiamMu mnpoBeleHHs HCCIIENOBaHUM
OMOSKBHBAJICHTHOCTH.

B.Il.a.4. MN3menenue

Macchl  000JIOUKH

nekapcTBeHHBIX Gopm Heobxommmbie JlokyMeHTBI U
JUIs TIpUeMa BHYTPh  YCJIOBUS JTAaHHBIC

WA U3MEHECHHE MACCHI

000JI0YKHU KATCyJIbI

IIpouenypa

a) TBEpAbBIE
JeKapCTBEHHbIE
¢dbopMBl I TpHema
BHYTPb

1,2,3,4 1,2 IA

Ycnosus

1. Tlpoduns pacTBOpeHHS HE MEHEE HYeM 2 OINBITHO-NPOMBIIUICHHBIX CEPHH
M3MEHEHHOT0 JIEKaPCTBEHHOT'O Iperapara COrocTaBUM co cTapbiM. [Ipyu HEBO3MOXKHOCTH
MPOBEJICHUsT UCIBITAHUS PACTBOPEHUS C JIEKAPCTBEHHBIMH PacCTHTEIbHBIMHU
mpenapaTaMd BpeMsl paclaJaeMOCTH HW3MEHEHHOTO JIEKapCTBEHHOTO mpemnapara B
CPaBHEHHUH CO CTAPbIM.

2. ObonouKa He SBISETCS KIIOYEBBIM (haKTOPOM MEXaHM3Ma BBICBOOOXKIICHHUSL.

3. Crenudukanus JIEKapCTBEHHOTO Ipenapara OOHOBJIEHA JUIIL B YAaCTH Macchl U
pa3MepoB (ECIIu IPUMEHIMO).

4. HayaThl COOTBETCTBYIOIINE UCCIIEIOBAHHS CTAOMIEHOCTH HE MEHEE YeM

Ha 2 ONBITHO-TIPOMBINUICHHBIX WM HPOMBIIUICHHBIX CEPUSAX; B PACHOPSDKEHHH
3asBUTENS] HA MOMEHT peali3allii M3MEHEHHH HaXOMATCS YAOBIECTBOPHUTEIBHBIC IO
MEHbBIIEH Mepe 3-MecsSyHbIe JaHHBIE 10 CTAOMIBHOCTH; HMOATBEP)KIACHUE TOTO, YTO
uccienoBaHusl OyayT 3aBepilieHbl. Eciam pe3ynpTaTsl HE YKIAIbIBAIOTCA B
Cl'[eI_H/I(bI/IKaHI/II/I WKW NMMOTCHUHUAJIBHO MOT'YT HE YJIOXHTLCA B Cl'IeLII/I(i)I/IKaI_H/II/I Ha KOHCI
CpOKa TOJHOCTH, JlepXKaTelb PEeruCTPallMOHHOTO YIOCTOBEpeHUsl 00s3aH COOOIINUTH
YIIOJIHOMOYEHHOMY OpTraHy Hapsiiy ¢ MpejlaraeMbIM IJIaHOM JICHCTBUH.

JoxymeHnrtanus

1. ITommpaBka K COOTBETCTBYIOIIEMY pa3zeity (pa3zenaM) perucTpalHoOHHOTO TOCkE.

2. exnapanust iep KaTelisi peTUCTPALMOHHOTO yIOCTOBEPEHHS, UTO HayaThl TpeOyeMble
HCCIIeIOBaHMS CTAOMIIBHOCTH (C YKa3aHHEM HOMEPOB CEpHUil) U 9TO

(B COOTBETCTBYIOIINX CIy4asx) HA MOMEHT BBEICHHS N3MCHEHHUH B €TO PACHOPSKECHUT

HaXOJWINCh TpeOyeMble MUHUMAJBHBIE YAOBJIETBOPUTEIbHBIC JaHHBIE 10 CTa0MIIBHOCTH
, 1 9YTO HMCHOIIHUECCA JaHHbBIC HC CBUACTCIILCTBOBAJIN

0 Kakoii-mubo mpobireme. Heobxoaumo Takke MpecTaBUTh MOATBEP)KICHHE TOTO, YTO

UCCIIeIOBaHMsl OyIyT 3aBEpIICHbI, M, €CIIM Pe3yJbTaThl He OyAyT YKJaIblBaThCs B

crennUKanuy Wik MOTEHIIMAIBHO MOTYT HE YJIOXHTHCS B ClelM(UKAIIMY Ha KOHeIll



CpOKa TOJIHOCTH, JIepXaTelb PErHCTPallMOHHOTO YIOCTOBEpEHHs1 00s3aH COOOIINTH
YIIOJIHOMOYEHHOMY OpraHy BMecCTe C IpeularaeMbIM IuTaHoM aeictBuil. Kpome toro, B
COOTBETCTBYIOIINX CITydasix HEOOXOAMMO MPOBECTH HCIIBITaHNE (POTOCTAOMIBHOCTH.

Bb.Il.a.6. Hckmouenue
KOHTelHepa c

Heob6xoaumsbie JIOKyMeHTHI U
pacTBopuUTeIEeM ( IIpouenypa
YCIIOBUS JIaHHBIE
pasbaBuTeneM) wu3
YHaKOBKH
— 1,2 1B
JoxymeHrtanus

1. OGocHOBaHME HCKIIOYEHHS, BKIIOYas yKa3aHHWE Ha ajJbTepHATHBHBIE CIOCOOBI
MONTydeHUsI pacTBOpHUTENs (pa3daBuTeNsi) B LelsIX OezomacHOro W 3(QexTHBHOTO
NPUMEHEHHUS JICKapCTBEHHOTO IIperapaTa.

2. [lepecmoTpenHas nHpOPMALHA O JEKAPCTBEHHOM IIpernapare.

b.Il.a.7. N3meHeHus, SBISIOLIIACCS

pacmupenueM peructpanuu 1o  HeoOxomumeie IIpoue
JlOKyMEeHTbI 1 TaHHbBIE
JIO3UPOBKE JIEKAPCTBEHHOT'O IpernapaTa yCIOBUs nypa
*
1,2,3 1,2,3 IB
Ycenosus

1. JdobaBisieMble WM BBOJUMBIC B3aMEH paHEE 3apEeTUCTPUPOBAHHBIX JTO3HPOBKH,
IOJDKHBI, Ha MOMEHT IIOJlayd 3asBJICHUS O TPHUBEICHUH B COOTBETCTBHUE

PErUCTPAIlMOHHOTO JI0ChE, OBITH 3apEeTHCTPUPOBAHBI XOTS OBl B OJHOM W3

rOCyAapCTB-YJICHOB.

2. Ha MoMeHT moja4m 3asBJICHUS O IMPUBEICHUH B COOTBETCTBHE PETHCTPAIIMOHHOTO
JI0che, B pe(hepeHTHOM TrOCyAapCTBE JOJIKHBI OBITh 3apETUCTPUPOBAHBI HANMEHBIIAS U
HAUOONbBINAs JTO3UPOBKHU, JHUOO TO3UPOBKA, OMpe/ciicHHAas Ha OCHOBAaHUM aHaIH3a
PUCKOB, B OTHOLIEHHHM KOTOPBHIX IPOBEIEHbI COOTBETCTBYIOLIME HCCIEIOBAHUS

OMOPKBUBAIICHTHOCTH WJIHM KIIMHUYECKUE MCTIBITAHUS, PE3yTbTaThl KOTOPBIX MOTYT OBITH
SKCTPAIIOIUPOBAHEI HA OCTAFHBIE TO3UPOBKH.

3. JomKHBI OBITH COOIIOACHBI KPUTEPUH OMOBEHBEpa I JONOTHUTEIEHBIX JTO3UPOBOK,
onncanuble B [IpaBuiax mpoBeneHus NCCIeTOBaHINA OMOIKBHUBAICHTHOCTH.

Joxymenranus

1. Kormuu perucTpannoHHBIX yIOCTOBEPEHHH, TOATBEPKAAIOIINX PETHCTPAIIMY BHOBb
3asBIISIEMBIX JO3UPOBOK.

2. Moaynb 3 perucTpaliliOHHOTO JIOChE Ha KaXKIYIO0 HOBYIO JJO3UPOBKY B COOTBETCTBUH C
TpeboBanusmMu wactu | mpunoxennss Ne 1 k IlpaBmmam peructparnuu. Bosmoxxna
MOIU(UKAIMS CYIIECTBYIOIINX pa3JesioB C 100aBJICHWEM B HHUX HH()OpPMALUU O
JIO3MPOBKAX B COOTBETCTBYIOIINX CITydasX.

3. OO6ocHoBaHWE BO3MOXXHOCTH OKCTPANONALNHUHA PE3YIbTATOB HCCIEIOBaHUI
0GMO3KBHBAJICHTHOCTH HCIIBITAHWI Ha HOBBIE JO3MPOBKH, 3asBICHHBIC Ha OnoBeiiBep. B
ciydyae OWOBeiiBepa Ha OCHOBaHHMM OMO(apMaleBTHUECKON Kiaccu(pUKAIIMOHHOM
CUCTEMBI YCJIOBHUS OHOBeiiBepa JNOJKHBI OBITh BBIIOJHEHBl B OTHOLICHHH KaXKIOH
JIO3UPOBKHU.

(")
IIpume
YJaHUe

JIro6oe M3MEHEHHUE NO3UPOBKY JICKAPCTBEHHOIO Ipernapara TpedyeT mojadn
3asIBIICHUSI O PACLIMPEHUH PETUCTPALIUHL.

B.11.6) IlpousBoacTBo

B.I1.6.1. 3amena wiu
nobaBieHHE HOBOM



MPOU3BOJICTBEHHOM Twiomaaku HeoOxomumeie JIOKYMEHTHI U Iporenypa
JUTSL 9aCTH WIIA BCEX MPOIECCOB YCIOBUSL JIaHHBIC

MIPOU3BOJICTBA JIEKAPCTBEHHOTO

mpernapara

a) IUIOIAAKa MO BTOPUYHOM

1A
YIIAKOBKE 1,2 1,38 HY

0) mIomaaKa 1Mo MepBUYHOM 1,2,3,4,8,
1,2,3,4,5 1A

YIaKOBKe 9, 10

J) IUIOIajKa, Ha KOTOPOWU

OCYIIECTBISIOTCS  JIFOOBIC

MIPOM3BOACTBEHHBIE OTIEPAIIH

TUTSE HECTEPHIbHBIX
1,2,3,4,5,

JIEKAPCTBEHHBIX IpEeNaparoB, — 1B
6,7,8,9,10

38 HCKIIOYEHHEM BBIITyCKa

cepui, KOHTpOJIS Cepui,

NEepBUYHOM U BTOPUYHOU

YIIaKOBKH

€) IUIomanKa, Ha KOTOPOM

OCYILECTBIISIOTCS  JIFOOBIE

MPOU3BOICTBEHHBIC ONEpaINU

co CTCPHUIBbHBIMH

JMEKapCTBEHHBIMHA

mpemaparamu,

MPOU3BOASIIUMHUCS C B 1,2,3,4,5,7, B
HCIOJIb30BaHUEM 8, 10
acenTHYeCKuX  MeTomoB  (

UCKIIOYass OUOJOTHYCCKUE

JIEKapCTBCHHBIC TIPENapaThl),

3a HCKIIOYCHHUEM BBITyCKa

cepui, KOHTpOJS KadecTBa

cepuil U BTOPUYHON YIAaKOBKHU

VYcnosus

1. VYnpoBneTBopuTedbHas HWHCIEKIUS B TEYEHUE MOCIEAHUX 3 JeT

HMHCIEKTHPYIOIUMHI OpraHaMU roCyAapCTB-4JIEHOB, UM CTPAaHOW, ¢ KOTOPOH
3aKJIFOYCHO JCHCTBYIOIIEE COTIAIICHUE O B3aNMHOM TPU3HAHUH CEPTH(PHUKATOB
COOTBETCTBUSI ITPAaBIJIaM HaJUIEXKaIle MPOM3BOACTBCHHON IPAKTUKH.

2. ITnomanka JUIEH3MPOBaHA B YCTAHOBJICHHOM MOpSIKE (U1 TIPOM3BOJCTBA
paccMaTpHuBaeMOi JTeKapCTBEHHOH (JOPMBI HIIH JIEKAPCTBEHHOTO ITPErapaTa).

3. PaccMaTpuBaeMblii IeKapCTBEHHBIH MTperapat He SBISACTCS CTePHIBHBIM.

4. B COOTBETCTBYIOIIUX CIIy4asiX, HallpUMeEp, B OTHOIICHUH CYCHECH3WH WIH
9MYJbCUHM, HMeeTCs IUIaH BaJHJallM{ Ipoliecca NPOU3BOJCTBA WU B

COOTBETCTBUH C TCEKYHIUM IPOTOKOJIOM YCIICIIHO IPOBECIACHA Bajluaalus
MIPOU3BOJICTBA Ha HOBOW IUIOIIAJKE C HE MEHEe 4eM 3 TNPOMBIIIIEHHBIMU
CepUsMHU.

5. PaccmarpuBaeMblil JJ€KapCTBEHHBIH Ipenapar He SBISIETCS OMOJIIOTHYECKUM
JIEKapCTBEHHBIM IIPETAPATOM.

JlokymeHTamus

1. TonTBepxnaeHue TOro, 4TO INpeAnaraeMasl IUIOMIAJKa JINICH3NPOBaHA
YOOJHOMOYECHHBIM OpPraHoM CTpaHbl MECTOHAXOXIACHUA JIsA IMPOU3BOJACTBA
JIeKapCTBEHHOW (hOPMBI T PacCMaTpUBAEMOTO JIEKAPCTBEHHOTO Ipernapara.

2. B cooTBercTByOIMX CiIy4asx HEOOXOJMMO yKazaTh HOMEpa CEpHi,
COOTBETCTBYIOIINE pa3Mep CEPUH U J1aTy MPOU3BOJICTBA CEPHH (



3), HCIIOJIb30BAHHBIC B BaAJIMAAITMOHHOM HCCJIICAOBAHWU, U IPEACTABUTL JaHHbIC
O BaJIMJIAIIMH WK TIPOTOKOJ (CXEeMY) BAIUIAINH, ITOJICKAIIUH Mo1ade.

3. B 3asBneHMH O BHECEHMH M3MEHEHHMH HEOOXOAMMO YETKO yKa3aTb paHee
0JIOOPEHHBIX U TIPEUIaraeMbIX TPOU3BOAUTEICH.

4. Kommuu yTBEp»kKICHHBIX CIICITU(pHUKAIMIA HA BBITYCK M KOHEI[ CPOKA TOHOCTH (
€CJIA TIPUMECHHMO).

5. JanuHble aHanu3a | MpPOMBILUIEHHOW CEPUU U 2 OINBITHO-MPOMBIIUIEHHBIX
cepuii, UMUTHPYIOLINX MPOIECC MPOU3BOACTBA (WIIH 2 MPOMBIIIICHHBIC CEPUH)
U CpaBHHUTENbHBIC NAaHHBIC (B TOM YHCJIE€ TECT CPABHUTEIHHOW KHHETHKHU
pacTBOpeHHs B IMPHUMEHHUMBIX CIIy4asx) C 3 CepHAMH, IPOU3BEIECHHBIMH Ha
IpeapAylel npou3BoACTBeHHON Imomaake. Ilo 3ampocy Heobxomnmo
MPEJCTaBUTh JaHHBIC 10 CIEAYIOIUM 2 IOJHBIM ITPOMBIIIJICHHBIM CEPHSIM;
HE00X0/MMO COOOIINTh, €CNIM pe3yJbTaThl aHajiu3a He YKIAABIBAIOTCS B
crienu(pUKALNIO, U MIPEUIOKUTH IUIaH JCHCTBUIA.

6. CooTBeTCTBYWINHE HaHHBIC [0 BAJTHJAINH, BKIIOYAs pPe3yJIbTaThl
MHUKPOCKOIIMH PACIIPEICICHHUS IO pa3MepaM YacTHIl H UX MOPQPOJIOTHH MITKAX
1 KUJKAX JICKApCTBEHHBIX (DOPM, B KOTOPHIX (hapMareBTHUECKasi CyOCTaHITHI
HAXO/UTCS B HEPACTBOPECHHOM COCTOSIHHU.

7. Eciin Ha HOBOW NPOM3BOJACTBEHHOHM IUIOLIAJKE B KAau€CTBE HCXOJIHOIO
MaTepualla HCIOJb3YyeTcsl aKTHBHas (apMaleBTHYecKas CcyOcTaHLus,
JIeKIapanys yrnoJHOMOYEHHOr0 JIMIA IUIOIAKH, OTBETCTBEHHOTO 32 BBIYCK
cepuii, YTO akKTHBHAs (apMaleBTHUYCCKas CyOCTAaHIMsS IIPOU3BE/ICHA B
cooTBeTcTBUH C [IpaBMiamMu HaIekKamled MPON3BOACTBEHHOW MPAKTUKU IS
HCXOJHBIX MaTEPHAIIOB.

8. [NompaBka K COOTBETCTBYIOIIEMY pasfely (pa3geliaM) PerHCTPAIlHOHHOTO
JToChe.

9. Ecnum npou3BOACTBEHHas IUIOLIaJKa M IUIOIIaJKa, Ha KOTOpPOH
OCYIIECTBIISIETCS TIEPBUYHAS YIIAKOBKA, Pa3IMYarOTCs, HEOOXOIUMO OIHCATh U
BaJIMJMPOBATh YCJIOBHsI TPAaHCIIOPTUPOBKH M XpaHEHUs Hepac(hacoBaHHOTO
npenapara (bulk).

10. [leficTByrommii JOKyMEHT, IOATBEPKIAIOIINN COOTBETCTBHE TPEOOBAHUSAM
HaJjIexkale Mnpou3BoJIcTBeHHOM mpakTuku Coro3a, MNpPOU3BOACTBEHHON



IIomaaxKu (HpOI/I?)BO,HCTBeHHBIX HJ'[OIHaZ[OK), OCYHIGCTBHHIOHICi;I IMPOU3BOACTBO

TOTOBOH JICKapCTBCHHOM (DOPMEL.

IIpumeyanus:

b.I11.6.2.

MPOU3BOAUTEIIA MO KOHTPOJIIO

Jlexnapanuu yIOJHOMOYEHHOIO JIHIla, 3aTparuBarolliue
AKTHBHYIO (hapMalleBTHIECKYI0 CyOCTaHIIHIO

Bnazenbipl JIMIeH3UH Ha MPOM3BOACTBO 00s3aHBI B KauecTBE
HUCXOIHBIX MAaTEpHaJOB HCIIOJNB30BATh HCKIIOYUTEIHHO
aKTUBHBIC (papMaIleBTHUYECKIEC CyOCTaHIINH, TPON3BEICHHEIC B
cootBeTcTBUU ¢ [IpaBunamu HaJuexameld Ipou3BOACTBEHHOM
NPaKTHKH, IO3TOMY KaKIABI BIaJeNer JHICH3UH Ha
NPOU3BOJCTBO  JIGKAPCTBEHHON  QopMbl  00s3aH
MPOAEKIaPUPOBATh, YTO OH B KaueCTBE UCXOAHOTO MaTepuana
UCITIONBb3YeT AaKTHBHYIO (papMaleBTHYECKyl0 CyOCTaHIIMIO,
MIPOU3BEIICHHYIO B COOTBETCTBHU ¢ [IpaBmiramMu Hajyrexareit
MPOU3BOACTBEHHONW MpakTUKU. Kpome TOro, moCKoOJbKY
YIOJTHOMOYEHHOE JIUII0, OTBETCTBEHHOE 3a BEIMYCK CEpHH,
Oepet Ha cebs OOIIYyI0 OTBETCTBEHHOCTH 33 KAXIYIO CEpHIO,
eCIM IUIOINAJ KA, BBIMTYCKAIOWIas CEpHI0, OTIUYaeTcs OT
MIPOM3BOJUTENS JIEKAPCTBEHHOW (DOPMBI, YHMOIHOMOYEHHOE
JIMIIO, OTBETCTBEHHOE 3a CEPTU(UKAIUIO CEPUH, ODKHO
MIPEJICTaBUTh TOTIOIHUTEIBHYIO ACKIIAPaITHIoO.

Bo MHOTHX CiTydasx BOBJIEUCH JUIIE OJTUH BIIAAEIICI TUICH3UA
Ha TPOM3BOJCTBO, IIOATOMY TMOTpeOyeTcss JHIIb OIHa
nexnapanua. OgHAKO, €CIT BOBJICYCHBI HECKOIBKO BIIa/ICIBIICB
J'II/IHCH?)I/II‘/‘I Ha MPOU3BOACTBO, BMECTO IOAAYU HECKOJBbKHX
JeKJlapanuii  JomycKaeTcs IoAaTh OJAHY JeKJapaluio,
MOANMCAHHYI0 OJHUM YIOJHOMOYEHHBIM JHMIIOM. OTO
JIOITyCTUMO IPHU YCIOBUU TOTO, UTO:

B JIEKJIapaliy 4YeTKO yKa3aHo, 9TO OHA IOJIKCAHA OT JIUIIA BCeX
BOBJICYCHHBIX YITOJTHOMOYCHHBIX JIUIL;

JIOTOBOPEHHOCTH CKPEIUICHBl TEXHWYECKAM COTJIAIICHUEM,
ONMCAaHHBIM B riase 7 [IpaBuil Hajuiexael npou3BOACTBEHHON
MPaKTUKH, U YIOTHOMOYEHHOE JIUIIO, TIOAAOIIee AeKIapaIuio,
yKa3aHO B TaKOM COTJIallleHWH Kak Oepyiiee Ha cels
00513aTeIbCTBO 1O  COOTBETCTBHIO  MNpou3BoAuTeNs  (
MPOM3BOANTENEH) aKTUBHON (papMaleBTH4YeCKOH CyOCTaHIUH
[IpaBusmam HaIexameil NPOU3BOJCTBEHHON IPaKTHKH.
[Ipumeuanne: yka3aHHBIC COTJIAMICHUS SBISIFOTCS TMPEIMETOM
WHCTICKIINN YIIOJTHOMOYEHHBIX OPTaHOB.

N3menenue

Heob6xoaumbie JIoKyMEHTBI U

KadecTBa JIEKAPCTBEHHOT'O [pouenypa

npernapara u

., yCIOBHS JIaHHbIE
BBIITYCKY CEpHH

JIEKapCTBEHHOTO IIpernapaTa

a) 3aMeHa WM J00aBJICHHUE

ILTOIIAJKH,

Ha KOTOpOH 12,3 3.4 A

OCYIIECTBIISIETCS  KOHTPOJIb
KayecTBa (MCIBITAaHKE) CePHA

B) 3aMeHa WJIU J00aBlIeHHE

NpoOU3BOAUTCIA,
OTBCTCTBCHHOI'O 3a BBIIIYCK

cepuii



1. 3a uckioueHueM koHtpoissa 1 1,2,3 1A
KauyecTBa (MCITBITAHSI) CEPUI

HY

2. Bkimroyas KOHTpPOJb
POIE 1y 1,2,3 A,y
KayecTBa (MCIBITaHUE) CEPH

Vcnopus

1. Inomaaka JIMLIEH3UPOBAHA B YCTAHOBJICHHOM MOPSAKE YIOJIHOMOYEHHBIM
OpTraHOM CTPaHBI IPOU3BOJICTBA.

2. JlexapcTBEeHHBIN TIpemapaT HE SBISETCS OMOIOTHYCCKUM JIEKapCTBEHHBIM
MIpPeTapaToM.

3. Tpanchep aHATHUTHYECKUX METONUK HAa HOBYIO HCIBITATEIHHYIO
m1ab0paTOPHIO MIPOU3BEACH YCIIEIIHO.

JoxymeHTanus

1. B compoBoauTeIbHOM MTUCHME U (pOpME 3asBJICHHUS O BHECCHHU U3MCHCHUMN
HEOOXOIUMO YETKO VyKa3aTh paHee OJOOPEHHBIX U MpeiiaraeMbBIX
[IPOU3BOIUTENEH.

2. Jexnapauust ynoJHOMOYEHHOTO JHIa, OTBETCTBEHHOTO 3a BBIITYCK CEpUH, B
KOTOpO# yKa3bIBaeTCs, YTO MPOU3BOIUTENH (TPOM3BOAWTENN) AKTHBHON
(apmaneBTHYECKON CyOCTaHIIMH, yKa3aHHOW B PETHCTPAIlIOHHOM JIOChHE,
pabotaer B cooTBeTcTBUHU C I[IpaBuiamu Hajuiexaiield MpPOU3BOACTBEHHOM
MPAKTHKH JIJISI UCXOJHBIX MaTepHasIOB. [Ipu OmpeneseHHbIX 00CTOSTEIbCTBAX
JIOMYCKACTCS MPEIICTABIIATH OJTHY JEKIapaIio (CM. MPUMEYaHUE K H3MCHCHUIO
B.IL.G.1).

3. [NompaBka K COOTBETCTBYIOIIEMY pasfeiy (pa3aeiiaM) PerucTpardOHHOTO
IOChe, BKJIIOYAs WHPOPMANHMIO O JICKAPCTBCHHOM TIIpemapare H, HpH
HEO0OXOIUMOCTH, JAaHHBIC 10 BaNHOAIUH (BepU(PUKANNN) aHATUTHICCKHUX
METOAMK, NEPEHECEHHBIX CO CTApOM Ha HOBYIO IUIOLIAAKY, COIVIACHO aKTaM
opranoB Coro3a B cdepe TpaHchepa TeXHOJOTHIH U aHATUTHISCKUX METOIHK.

4. JlecTBYIOMUI JOKYMEHT, TOATBEPKAAIOLINA COOTBETCTBHE TPEOOBAHHUAM
IIpaBun Hajexameld OPOU3BOJACTBEHHON IIPAKTUKH, IIPOU3BOACTBEHHOHU
miomanku  (IJIOMAJ0K), OCYIISCTBIISIONICH MPOU3BOJICTBO T'OTOBOM
JICKAPCTBEHHON (POPMBI U BBITYCKAIONINA KOHTPOJIh KAYECTBA JICKAPCTBCHHOTO
npenapara.

B.11.6.3. M3MeHnenwue mpoiiecca
MPOU3BOJICTBA JICKAPCTBECHHOTO

npemnapara, BKJTIOYAst
. HeoOxoaumbie JIOKyMEHTHI U

MPOMEKYTOYHBIA TPOAYKT, [ponenypa
N YCIIOBHS JaHHBIE

HUCIOJIb3yeMBIi B

MPOM3BO/ICTBE JIEKAPCTBEHHOT'O

mpernapara

a) He3HaumMble w3MeHeHus 1,2,3,4,5,6, 1,3,4,5,6,7, A

Ipo1ecca NPOU3BOACTBA 7 8

€) HeCYIIECTBEHHOE U3MEHEHHE
mnpoiecca  MPOU3BOJCTBA
BOJIHOH CyCIICH3MH JUIs IpUeMa
BHYTpb u APYTHX -
CIeHATU3UPOBAHHBIX
JIEKapCTBEHHBIX (GOpM

1,2,4,6,7,8 1B

YcaoBus

1. M3MeHeHHs Ka4eCTBEHHOTO MIIM KOJMYECTBEHHOTO MPOGUIS IpUMECEeH Win
(DU3UKO-XMMHYCCKUX CBOHCTB OTCYTCTBYIOT.

2. 3MmeHeHue Kacaercs:



TBEPIOH JieKapcTBEHHOH (OPMBI C HEMEJICHHBIM BBICBOOOXKICHHEM IS
npueMa BHYTPb WIH Hapy>KHOT'O MPUMEHEHHUS;

KHJKHUX JIEKApCTBEHHBIX ()OPM B BHJIE PAaCTBOPA, MATKUX JIEKAPCTBEHHBIX (hOPM,
CYNIIO3UTOPHEB, KOTOPBIE HE OTHOCATCS K CIICHHATH3HUPOBAHHBIM
JIEKapCTBEHHBIM (opMaM, IPOU3BOJMMBIM HECTaHAAPTHBIMU IpoLeccaMd B
COOTBETCTBHM ¢ akTamu opraHoB Coro3a B chepe oOpaiieHus JeKapCTBEHHBIX
cpenctB. [lpuy 3TOM uU3MeHeHHEe OTHOCHTCS K MapaMerpaM Ipoliecca
MPOU3BOJICTBA, KOTOPHIE CYUTAIOTCS HE BIMSIOIMIMMU Ha KayecTBO
JIEKapCTBEHHOTO IIpenapara (He3aBUCUMO OT BHJa JIEKapCTBEHHOTO Npernapara u
(nn) JeKapCTBEHHON (OPMBI), H pacCMaTpHUBaeMBblil JIeKapCTBEHHBIHN Mpenapar
HE SABIISIETCS OMONIOTMYECKUM HIIH JICKAPCTBEHHBIM PACTUTEIBHBIM IIPENapaToM.
3. IlpyHIMO MPOM3BOJCTBA, BKIOYAsi OTAEIBHBIC €ro JTallbl, He M3MEHSEeTCH,
Harpumep, 06paboTKa MPOMENKYTOYHBIX MIPOLYKTOB, OTCYTCTBYIOT HU3MEHEHUS
KaKuX-JIMOO PacTBOPHUTENCH, UCIIONB3YEMBIX B IpOLIECCe MPOM3BOCTRA.

4. 3aperucTpupOBaHHBIII B HacTOsIIEe BpeMs IpoLecC IPOM3BOICTBA
MOJBEpraeTcsi MpoLeccaM BHYTPUIIPOM3BOJACTBEHHOTO KOHTPOJISI M U3MEHEHHUE
MIPOIIECCOB TAKOTO0 KOHTPOJs (paclIMpeHne WIH HCKIIOYEHHE KpUTEpUEB
MIPUEMJIEMOCTH) HE TpeOyeTcsl.

5. Creuu¢ukanuy JI€KapCTBEHHOTO IIpenapara MM IpPOMEXYTOYHBIX
MIPOJYKTOB HE N3MEHSIOTCH.

6. I1o pe3ynbpraTamMm HOBOTO IpoIlecca JOJDKEH 00pa3oBBIBATHCS HMICHTHUHBIN
JICKapCTBEHHBIA TIpermapar ¢ TOYKH 3PDCHHS BCEX AacleKTOB KavecTBa,
6e3omacHocTH U () (HEeKTHBHOCTH.

7. CormacHO COOTBETCTBYIOIIMM JokymeHTaM Copo3a Hadarel
COOTBETCTBYIOLINE HCCIICNOBAHNS CTAOMILHOCTH HE MEHee YeM Ha 1 OIBITHOM
WIA TPOMBIIIJICHHOW CEpHUH; B PACHOPSKCHHH 3asBUTEN HAXOMATCS
YAOBIETBOPUTEIBHBIE PE3yIbTaThl 110 MEHBIIEH Mepe 3-MEeCSYHOr0o M3yUeHUS
crabuibHOCTH. [loATBEpKIEHNE TOTO, YTO UCCIIEIOBaHNs OYAyT 3aBEpILECHbI, U
€CIM pe3yNbTaThl He OYyAyT YKIaabIBaThCs B CHENM(HUKALNK WIH MOTYT
NOTCHIIMAJIBHO HE YJIOKHUTHCS B CrelM(UKAIMK Ha KOHEI CPOKa T'OJHOCTH,
JepXxKareilb pPErucTPallMOHHOTO YJOCTOBEpeHHS O00s13aH  COOOLIMTH
YIIOJJTHOMOYEHHOMY OpraHy Hapsiay ¢ pelaracMbIM IUNIAaHOM JIeHCTBHUH.

8. BropuunHas ymakoBka He SBIseTcsS (YHKIIMOHAIBHOW Al oOecreueHHs
CTa6I/IJ'[I)HOCTI/I, WU TI0 3HAYMMBIM CBOMCTBAM MO MEHbIIIEH MEPEC DKBUBAJICHTHA
0JI00PECHHOIA.

JoxymeHnrtanus

1. IMompaBka K COOTBETCTBYIONIEMY pa3leny (pasieiiaM) perucTpalioOHHOTO
JIOChE.

2. B oTHOmIEHNN MATKUX U KAIKUX JEKAPCTBEHHBIX ()OPM, B KOTOPHIX aKTHBHAS
(dapmaneBTHUecKas CyOCTaHIHMS HAXOAWUTCS B HEPAaCTBOPEHHOM COCTOSHUU:
HaJyle)Kalas BaIMJanus U3MEHEHUS, BKIII0Yasi MUKPOCKOIIMIO YAaCTHUL B LEJIAX
MPOBEPKHA BHUAUMBIX HM3MEHEHUU MOP(OIOTHH;, CpaBHHUTEIbHBIC IaHHBIC O
pacmpesicicHuH MO pa3Mepy 4YacTUll (JAMCIEPCHOCTH), MOIYYCHHBIC
HAIJICKAIIAM CIIOCOO0M.

3. B oTHOmEHHWH TBEPIBIX JIEKAPCTBCHHBIX (OpPM: HaHHBIC MTPOGHIS
pacTBOpeHus

1 pemnpe3eHTaTUBHON NPOMBILUIEHHON CEepUU U CpaBHUTENbHBbIE JaHHBIE 3
MOCJIETHUX CEpUM, IPOU3BEACHHBIX C MOMOIIBIO MpeAblayIero npouecca. I1o
3ampocy HEOoOXOIWMO TIPEACTaBUTH JAaHHBIE IO CICAYIOIIHM 2 IIOJTHBIM
MIPOMBIIIICHHBIM CEPHUAM HIIN COOOIINTH, €CTH PE3YIbTAaThI HE YKIAaIbIBAIOTCS B
criel(pUKALKIO U MPEIIOKNUTD TUIaH AeHCTBUN. B OTHOIICHUH JIEKaPCTBEHHBIX
PACTHTENBHBIX MPENapaToB MOTYT OBITh JIOCTATOYHBI JaHHBIC CPABHUTEIBHOMN
pacnajaeMocCTH.



4. OO6oCHOBaHUS HEINpPEJCTABICHHUS pPE3yJIbTaTOB HOBOTO HCCIIEIOBaHHSA
OUMO’KBUBAIICHTHOCTH B COOTBETCTBHU C [IpaBuiiaMu mpoBeAeHUsI NCCIIeI0BAHHUI
o6unoskBuBaneHTHOCTH COTO3a.

5. Tlpu u3MeHeHuH apaMeTpa (apaMeTpoB) Mporecca, KOTOPhIE CYMTAIOTCS HE
OKa3bIBAOIIMMH BIIMSIHUAE HA KAYECTBO JICKAPCTBEHHOTO Mperapara, JeKiiaparus
, 9TO ATO TOCTHI'HYTO B XOJIe paHee MPOBEICHHON 000pEHHOI OLIEHKH PHCKOB.
6. Konnu criertugukariiii Ha BBITYCK W KOHEI] CPOKa TOAHOCTH (B BUAE CCHUTKU
Ha COOTBETCTBYIOLIMI JOKYMEHT B IIOCJIEJOBATEIBHOCTH JIOChE WM
MIPUJIOKEHHUS K COTTPOBOJUTENILHOMY ITUCHMY ).

7. Naunblc ananu3a cepuil (B ¢hopMe CpaBHUTEILHOW TAOJUIIBI) IO MEHBIIICH
Mepe

1 cepum, NpON3BEAECHHOI ¢ NOMOIIBIO OJJOOPEHHOT0 U MTpeJIaraeMoro mpoiecca
. ITo 3anpocy HE0OX0OAMMO NPEICTaBUTH JAHHBIE 110 CIEAYIOIUM 2 MOJIHBIM
MPOMBIIUICHHBIM CEPUSIM; CIIEAYET COOOLIUTh, €CIIM Pe3yIbTaThl aHAIN3a HE
YKJIabIBAIOTCS B CICHU(DUKAIMIO M IPEAT0KUTH [UIAH JeUCTBUM.

8. TloaTBepIKACHUE JepKaATENs PETUCTPAIIMOHHOTO YI0CTOBEPEHHS, YTO HAYATHI
COOTBETCTBYIOIINE HCCIIEOBAHUS CTAOMIFHOCTH (C yKa3aHHEM HOMEPOB CEpHii)
U M3Y4YEHbI HEOOXOJMMbIe TapamMeTphbl CTaOMILHOCTH MO MeHblIeH Mepe Ha |
OHLITHO-HpOMBIHIHeHHOﬁ 1501850 HpOMBIIHJ'IeHHOfI Ccepun W HAa MOMCHT
YBEOMJICHHSI B PACIIOPSDKCHHN 3asBUTENS HAXOJWIUCH yIOBICTBOPUTEIbHBIC
pe3ynbTaThl 10 MEHbLIEH Mepe 3-MEeCSIMHOr0 H3YYEHHUsS! CTa0MJIBHOCTH; |
npoduiib CTAOUIBHOCTH aHATIOTHYEH TEKYIIel 3aperuCTPHPOBAHHON CUTYAIINH.
[peacraBieHo MOATBEPKICHUE TOTO, YTO UCCICIOBAHMS OYyT 3aBEpIICHbI, H,
ecu pe3yibTaThl HEe OYyAyT YKIaAplBaThCs B CHENM(HUKALMK WIH MOTYT
MOTCHIUAJIBHO HE YJIOKUTHCA

B criequ(HKalUK Ha KOHEI[ CPOKa T'OJHOCTH, JEpiKaTelb PErHCTPAIUOHHOTIO
yIIOCTOBEPEHHUs 00513aH COOOLIUTH YIIOJIHOMOYEHHOMY OpraHy Hapsy

C MpejUIaraeMbIM IJIaHOM JIE€UCTBUH.

B.11.6.4. V3meHeHne pa3mepa

cepuu (BkIOuas auana3zonbl HeoOxomumbie JIOKYMEHTHI U
IIpouenypa

pa3mepa cepum) YCIOBUS JIAaHHBIE

JIEKapCTBEHHOTO TIperapaTa

a) yBeJIM4YeHHE BIUIOTH 10 10
pa3 mo cpaBHeHuto ¢ 1,2,3,4,5,7 1,4 1A
0100pEHHBIM

0) yMeHBIICHHE pa3Mepa Cepun
1o 10 pa3 mo cpaBHEHHIO C
3aperuCTPUPOBAHHBIM
pasMepom

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

n) ysenuueHue Oonee 10 pa3
110 CPaBHEHHIO C 0O0OPEHHBIM
pasmepom cepuu
JIEKapCTBEHHBIX ¢opM ¢ — 1,2,3,4,5,6 1B
HEMEIJIEeHHBIM
BBICBOOOXKIEHIEM (711 IpreMa
BHYTDb)

e) macmrad NIpPOM3BOJACTBA
OHOTOTUYECKOTO
JICKapCTBEHHOTO IIpenapara
yBenuamics (yMeHbIIHICS) 0e3



H3MCHCHHUS npouecca 1,2,3,4,5,6
MPOU3BOJACTBA (HAMPHUMED,
IyOnMMpoBaHME JIMHNN)

VYcnoBus

1. V3meHeHne He BIMSIET HAa BOCIPOHM3BOJUMOCTb M (WJIM) TMOCTOSHCTBO
KauyecTBa JIEKApCTBEHHOI O IIpenapaTa.

2. V3MeHeHHe 3aTparuBaeT CTaHIapTHBIC JIEKapCTBEHHbIE (JOPMBI [UIs IpHeMa
BHYTPh C HEMEIJICHHBIM BBHICBOOOKICHHEM WM HECTEPHUIIbHBIE >KUAKHE
JIeKapCTBEHHBIE (POPMBI.

3. JlioOble W3MEHEHHMs] METOJOB IIPOM3BOJACTBA W (WJIM) METOAOB
BHYTPHITPOM3BOJICTBEHHBIX KOHTPOJEH HEOOXOAWMBI JIMIIb JUISI M3MEHEHUS
pa3Mepa cepuu, HalpuMep, UCIOIb30BaHNE 000PYAOBAHUS JPYTOTro pa3Mepa.

4. Nmeercs cxema BalHJAlM{ WIX B COOTBETCTBHM C TEKYIIHM HPOTOKOJIOM
YCHEIIHO MPOBEACHA BalWAalWs MPOU3BOJACTBA HE MEHEEe YeM Ha 3
MIPOMBIIIICHHBIX CEPHSX C HOBBIM Pa3MEpOM B COOTBETCTBUH C IPUMEHUMBIMH
TpeOOBaHUAMU.

5. PaccmarpuBaeMblil JIeKapCTBEHHBIH pernapar He SBISAETCS OMOIOrHYeCKUM
JIEKapCTBEHHBIM IIPETIapaToOM.

6. l3MeHeHHe HE IIOJDKHO OBITH CIIEJCTBUEM HEINPEIBUACHHBIX CHTYallui,
BO3HHKIINX B X0JI€ TPOU3BOCTBA, MK N3MEHEHHSI CTAOMITBHOCTH.

7. Pa3zmep cepum yxiaasiBaercst B 10-kpaTHBIN quana3oH, NpeayCMOTPEHHBIH
IpU PETUCTPALUU, WU MOCIE MOCIEAYIOUIEr0 U3MEHEHUs, HE SABIISABIIETOCS
n3MeHenueM A tumna.

JlokymeHTanus

1. TlompaBka K COOTBETCTBYIOIEMY pasieny (pasfenaMm) perucTparmoOHHOTO
JIOCKheE.

2. Jlannbpie aHamu3a cepuii (B hopMe CpaBHHUTEIBHON TaOIHIIBI) 110 MCHbIICH
Mepe | IpOMBINUIEHHON CEepuH, NMPOU3BENCHHOW B 3aperHCTPUPOBAHHOM M
mpeajiaraeMoM pasMepax (B TOM YHCIIE TECT CPaBHUTCIBHOW KUHETHKHU
pPacTBOpEHUS B MPUMEHUMBIX ciTydasx). [1o 3ampocy HeoOXOauMo MpeCcTaBUTh
JaHHBIC TIO0 CJICAYIOMHMM 2 TIOJHBIM TPOMBIIUICHHBIM CEpUSAM; IepiKaTellb
PETHCTPAIIIOHHOTO YIOCTOBEPEHHsI 005S3aH COOOIIHNTH, €CIH pPe3yIbTaThl
aHaJM3a He YKJIAIBIBAIOTCS B CHIeHU(HUKALIUIO, U MTPEIOKHUTH IUTaH ISHCTBHH.
3. Kommun ogo6peHHbIx ciennuKanuii Ha BBITYCK U KOHEIl CPOKa TOIHOCTH (B
BUJIE CCBUIKH Ha COOTBETCTBYIOLIMH NOKYMEHT B IOCIIEJIOBATEIBHOCTH J10ChE
WJIN TIPUJIOKEHHS K COIIPOBOIUTENEHOMY TTHCHMY ).

4. B COOTBETCTBYIOIMX CITydasX HEOOXOAMMO yKa3aTh HOMEpA CEPHi C HOBBIM
pa3sMepoM CepHH C JaToi MX MPOU3BOJCTBA (



3), HCIIOJIb30BAHHBIX B BaJUJAAIIMOHHOM HWCCICAOBAaHUU, WM HNPCACTABUTH
MIPOTOKOJ (CXEMY) BaJHJaLlUH.

5. Heob6xoauMo mpeAcTaBUTh Pe3yNbTaThl BATUIAINH.

6. Pesynbrarel HcciaenoBaHWN CTAOMIBHOCTH 110 3HAYMMBIM MapamMeTpam
CTaOMIBHOCTH IO MEHBIIEH Mepe Ha | ONBITHON WM MPOMBIIUICHHOH cepui,
OXBaThIBAIOUIEH MO MEHbBIIEH Mepe 3 MecsIa; MOATBEPKICHHE TOTr0, YTO TaKHe
uccienoBaHus OyayT 3aBepIUCHEI, H, €CIIN Pe3yJIbTaThl He OyIyT yKIIaIbIBaThCS
B CrienU(HKALMU WINX MOTYT HOTEHINAIBHO He YIOKHUThHCS B celu(uKanuy Ha
KOHEII CPOKa F'OAHOCTH, JIepKaTellb PETUCTPAIHOHHOTO yIOCTOBEPEHHS 00sI3aH
COOOLIUTH YMOJHOMOYEHHOMY OpraHy Hapsay C HpeajiaraéMbIM ILIaHOM
JielcTBUHA. B OTHOIIEHNN OMOJIOTHYECKUX JIEKAPCTBEHHBIX CPEACTB: JICKIapalis
, 9TO OIIEHKA COIIOCTaBUMOCTH He TpeOyeTcs.

B.I1.6.5. UsmeHenue
BHYTPHUIIPOU3BO/ICTBEHHBIX
UCIBITAHUN WK KPUTEPHUEB

Heob6xoaumbie JIOKyMEHTHI U
OpHEMIEMOCTH, IMpouexnypa

yCIOBUSA JTAaHHBIC
HCTONB3YIOMHUXCS  TIPHU
MIPOU3BOJICTBE JIEKAPCTBEHHOTO
mpernapara
a) yXKEeCTOUYEHUE
BHYTPHUIIPOU3BOJACTBEHHBIX 1,2,3,4 1,2 1A
KPUTEPHEB ITPUEMIIEMOCTH
0) nobaBJeHHE HOBBIX
[ 1927 374’ 55 7!

HCTbITAaHUM uiu kputepueB 1,2,5,6 3 1A
MIPUEMIIEMOCTH
B) HCKIIOYEHUE
HECyUIeCTBEHHOT O

Y 1,2,7 1,2,6 IA

BHYTPUIIPOU3BOACTBEHHOT O
UCTIBITAaHUSA

€) moOaBlieHWEe WM 3aMeHa
BHYTPHUIIPOMU3BOJACTBEHHOIO



UCIBITAHUS W3 COOOpakeHUH — 1,2,3,4,5,7, IB
0€30MMacCHOCTH MJIH KavyecTBa 8

VYcnoBus

1. M3meHeHHe He SBISIETCS CIEACTBHEM KaKOTo-JIMOO 00513aTeabCTBa,
MPUHATOTO IO Pe3ybTaTaM paHee MPOBEACHHBIX 3KCIIEPTH3 C IICJIBI0 aHaIu3a
KPUTEPHUEB NMPUEMJIEMOCTH crienuUKaImu (HanpuMep, B X01¢ PErHCTPAIUU HITH
BHeceHHs u3Menenui I tuma).

2. H3MeHeHHE HE SBISACTCS CICIACTBHEM HENPCABUIACHHBIX CHUTYAIIHH,
BO3HUKIINX B XOJI¢ MPOU3BOJCTBA, HAPUMEpP, HOBAasS HEKBAIU(UIIUPOBAHHAS
MIPUMECh, U3MEHEHHE TIPEICTIOB COJCPKAHUS CYMMBI IIpUMeECeH.

3. JIroboe m3MeHEeHHE TODKHO YKIIAJABIBATECS B IMATIA30H TEKYIINX OJ00PEHHBIX
KPUTEPHUEB IIPHEMIIEMOCTH.

4. Metox aHanmm3a He M3MCHIJICS, a METOIWKA aHaJN3a HE M3MCHUJIACH WA
W3MEHMJIACh HE3HAYWUTENBHO (HAlpHUMep, M3MEHEHHE [UIMHBI KOJOHKH FIIH
TeMIepaTypbl, HO He Ipyroil BUJ KOJIOHKH).

5. Hu oauH HOBBIM METOJ| MCMBITAHUS HE OCHOBAaH Ha HOBOM HECTaHAApTHOU
METOIOJIOT MU HJTH CTaHAaPTHOW METOOIOTUH, HCIIOIh3yEeMOM MTO-HOBOMY.

6. HoBbIil MeTOT MCTIBITaHUS HE SABISACTCS OMOIOTHYECKUM (MMMYHOJIOTHYECKIM
, IMMYHOXUMHYECKUM) WA METO/I0M, B KOTOPOM HUCHOJIB3yeTCs] OMOIOrMUECKHUM
PEaKTHB JUIsi OMOJIOTUYECKOH aKTUBHOW (hapMaIleBTHICCKON CyOCTaHIINN

(32 MCKJIIOYCHHEM CTaHIAPTHBIX (PAapMaKOMCHHBIX MUKPOOHOIOTHUCCKUX
METOJIOB).

7. BHYTpUTIPOHM3BOACTBCHHOC HWCIBITAHUE HE 3aTparuBacT KOHTPOIb
KPUTHYECKOTO TIapaMeTpa, HalpuMep:

KOJIMYECTBEHHOE OTPEICIICHHE;

mpuMecu (€ClId TOJIBKO OIpPEACICHHBIH pPACTBOPHUTEIb OJHO3HAYHO HE
HCTIOJIB3YETCS B IPOU3BOJICTBE);

MO0y KPUTHYECKYI0 (U3MYECKYI0 XapaKTepHUCTHKY (pa3Mep YacTHil,
HACBITTHYIO TUIOTHOCTHIO J0 ¥ MOCTIC YIUIOTHEHHS U T. 11.);

HCIBITAaHNE Ha MOMJIMHHOCTH (B OTCYTCTBHE MOIXOISINETO albTePHATHBHOTO
KOHTPOJIS);

MHUKPOOHOIOTHYECKI KOHTPOJIb (€CTIH TOIBKO OH He TpeOyeTcs B OTHOIICHUH
OTIpe/ICIICHHON JIEKapCTBEHHOU (HOPMBI).

8. B coorBerctBum c aktamm opranoB Coro3za B cdepe oOpameHus
JIEKapCTBCHHBIX  CPEACTB MpOBeACHa HeoOXogumas  BaduaaIusd,
MMOATBEPIKAAIOIIAs, YTO OOHOBJICHHAS aHAIMTHYECKAass METOAUKA IO MEHbIICH
Mepe IKBUBAJIICHTHA TIPEBIAYINCH.

9. Ilpenmenbl coaepx aHUsi CyYMMbl TpuUMeceil HE HW3MEHHWJIHCh, HOBBIE
HEKBaTH(PUIIMPOBAHHEIC TPUMECH HE OOHAPYIKCHEI.

JoxymeHrtanus

1. INompaBka K COOTBETCTBYIOLIEMY pa3leny (pa3feliaM) perucTpaniOHHOTO
JIOChe.

2. CpaBHUTEIbHAA Tabnnma TeKYyIIUX " mpeamaraeMbIx
BHYTPUIIPOU3BOJICTBEHHBIX HCIBITAaHUH, KPUTEPHUEB MPHEMIEMOCTH WU
CpaBHHUTENIbHAS TA0JIUIA N3MECHCHUH aHATUTUICCKON METOTUKH.

3. TlogpoOHOe ommcaHWe HOBOW aHAJTUTUYECKOW METOAMKUA U JaHHBIE TIO
BaJIHIAIHH

(B COOTBETCTBYIOLIUX CIIydasiX), ¢ MOATBEPXKACHUEM (€ClIM MPUMEHHMO) 4TO
OOHOBJICHHAS aHAJIMTHYCCKAs METOJMKA II0 MCHBIICH Mepe SKBHUBAJICHTHA
MpeAbLAYIIEH.



4. laHHble aHaJIM3a JBYX MPOMBIIUICHHBIX CEpUil (B OTCYTCTBHE IOJDKHBIX
000CHOBaHHH 11 OMOJIOTHYECKAX aKTHBHBIX (hapMaIleBTHYCCKUX CYOCTaHITHIA —
3 cepum) JEKapCTBCHHOTO Tperapara 1mo BceM apamMeTpaM crenuhuKaIiim.

5. B COOTBETCTBYIOHmIMX CIIy4asX CpaBHUTEIBbHBIC JaHHBIC MPOoduiIs
pacTBOpeHHUsT JEKapCTBEHHOTO IMpemapara He MeHee dYeMmM Ha |
OTIBITHO-TIPOMBIIIIICHHO# CEpUH, IPOU3BEACHHOI C UCIOIb30BAHUEM TEKYIIHUX U
HOBBIX BHYTPUIIPOU3BO/ICTBEHHBIX HCITBITAHUIA.

6. B oTHOWIEHHH IIEKAPCTBEHHBIX PACTUTENBHBIX MPENapaToB MOTYT OBITH
JI0CTaTOYHbI JaHHBbIE CPAaBHUTEIHHOM pacrajaeMoCTH.

7. OOocHoBaHue (OIlEHKAa PHCKOB), MOATBEPKIAIOMHUE, HUTO
BHYTPHUIPOU3BOJACTBCHHOEC MCIIBITAHUE ABJIACTCA HCCYIIECCTBEHHBIM WA
ycTapelo.

8. O0ocHOBaHKE HOBOT'O BHYTPHUIIPOM3BOACTBEHHOTO HCIIBITAHUSI U KPUTEPHEB
MIPUEMJIEMOCTH.

b.11.B) KoHTpoib KauecTBa BCIIOMOTaTEIbHBIX BEIIECTB

b.Il.Bs.1.

HU3meHeHUe

nmapaMmeTpoB

cnemnpukanuu 1 Heobxomumele  JIoKyMeHTHI H
(Mn) KPUTEPUEB  YCIOBUS JAaHHEIC
MPUEMIIEMOCTH

[Ipouenypa

BCIIOMOT'aTCJIbHOT
O BCIIECTBaA

a) Y)KECTOUYCHHE
KpUTEpHUECB
MPUEMIIEMOCTH
cnenudukanuu

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

0) mobOaBiieHHE B
creu(pUKaInIo
HOBOTO
nmapameTpa
cnenuduKanuy u
COOTBETCTBYIOIIEC
ro eMy Meroia
HACTIBITAaHUHA

1,2,5,6,7 1,2,3,4,6,8 IA

B) MCKJIIOUEHHE
HECYIICCTBEHHOT
0 TmapameTrpa
crierupuKranuu  (
HaTnpumep,
HCKITIOUYEHHE

1,2 1,2,7 1A

yCTapeBIIeTo
napameTpa)

e) nobamieHHe
nmm  3ameHa  (
UCKII0Yas
OHOJIOTHYECKHIA
JIeKapCTBEHHBIH
npemnapar)
mapameTpa
cnenuruKauy u
COOTBETCTBYIOIIIE

IB



ro emy MeToja 1,2,3,45,6,8
HCIIBITAHUN W3

cooOpakeHH

0e30MacHOCTH

WJIM KauecTBa

K) ecliu  Ha
BCIIOMOTaTeIbHOE
BEIIECTBO
OTCYTCTBYET
CTaTh4
®dapmaxoneu
Corw3za wunu
CTaThu
dhapmakonen
rocynapcTBa-uie
Ha, U3MEHEHHE
COOCTBEHHBIX
JaHHBIX
cenupuKamn  — 1,2,3,4,5,6,8 1B
H a
creu(pUKaInIo
dbapmakomen
COTJIACHO
Konnenmnuun
TapMOHH3ALNH, &
MIPH OTCYTCTBUH
B Hell — Ha
creru(pUKaInio
(hapmaxkorieun, He
BXOSIIEH B
Konnenuuro
TapMOHHU3AIUN

VYcnoBus

1. 3MeHeHne He SBISIETCS CIAEACTBHEM KaKoro-JIubo 00s3aTelbCTBa,
MPUHATOTO MO pe3yJibTaTaM paHee MPOBEICHHBIX JKCIEPTU3 C IEIbI0
aHaJIM3a KPUTEPUCB MPUEMJICMOCTH CICIH(pUKAIMK (HAPUMEP, B X0/
perucTpaluy JeKapCcTBEHHOrO MpernapaTa Win BHeCeHUU uaMeHeHuit 11
TUTIA).

2. 3MeHeHue He SIBISETCS CIENCTBUEM HENPEIBUIACHHBIX CUTYallWil,
BO3HUKIINX B  XOIe TPOU3BOJCTBA, HANpHUMEp, HOBOWH
HEKBANTM(UIINPOBAHHONH MPHMECH, W3MECHEHHUS TIPENETIOB COICpPKAHUS
CyMMBI IPUMECEH.

3. JIioboe m3MeHeHHe MOKHO YKIAIbIBaThCS B OUANA30H TEKYIIUX
0/100pPEHHBIX KPUTEPUEB MMPHEMIIEMOCTH.

4. AHanuTHYECKas METOJMKAa HE HU3MEHSACTCS MM H3MCEHSIeTCs
HE3HAYUTEIIBHO.

5. Hu oguH HOBBIM METOJ HCHBITAHHS HE OCHOBAaH Ha HOBOH
HECTaHJApTHON METOJOJIOTUH WJIM CTaHJAApTHONH METOJ0JIOTHH,
HCIIOJIb3YEeMOil 0-HOBOMY.

6. HoBwlii MeTOn WCHBITAHUS HE SBIACTCS OWOIOTHYECKUM  (
HMMYHOJIOTHYECKUM, UMMYHOXHMHUYECKIM) WU METOJIOM, B KOTOPOM
HCTIONB3yeTCsS OMOJIOTUYECKHN PEaKTHB IS OMONOTHYSCKOW aKTHBHOM
(hapMareBTHIECKON CyOCTaHITHH



(32 UCKJIFOUCHUEM CTaHMAPTHBIX (hapMaKOICHHBIX MHUKPOOHOIOTHICCKHX
METOJIOB).

7. I3MeHeHue He KacaeTcsl TeHOTOKCUYHOM MPUMECH.

8. INapamerp crnenupuKanuu HE 3aTPardBacT KOHTPOIb KPHUTHYCCKOTO
mapameTpa, Halpumep:

mpuMecH (€CJIH TOJNBKO OIpPENEICHHBIH PacTBOPUTENb OJHO3HAYHO HE
HCTIONB3YETCS B IPOU3BOJICTBE);

MO0YI0 KPUTHUYECKYIO (PH3MUECKYIO0 XapaKTepUCTHKY (pa3Mep YacTHIl,
HACBITTHYIO TUIOTHOCTHIO 10 U MOCTIE YIDIOTHEHHS U JIp.);

WUCTIBITAHNE HAa TOMIHHHOCTE (B OTCYTCTBHE MOAXOISAIIETO
AIBTEPHATUBHOTO KOHTPOJIA);

MHUKpPOOHMOIOTHYECKI KOHTPONb (€CIM TONBKO OH He Tpedyercs B
OTHOIICHHUH OTPEIEIICHHOH JIeKapCTBEHHON (hOPMBI).

JoxymeHnrauus

1. TIlonmpaBka K COOTBETCTBylOLIeMYy pa3feiay (paszaenam)
PETHCTPAILIMOHHOTO JIOChE.

2. CpaBHHTENIBHAS TA0IHMIA TEKYIUX U TIpeUIaraeMbIX crielnuKanunii.

3. IloppoOHOE omMcaHue HOBOW aHAJIMTHYECKONW METOAMKU M JaHHBIE IO
BaJINAAIIH

(B COOTBETCTBYIONIHX CITydasx).

4. JlanHble aHanm3a 2 TPOMBIIUICHHBIX CEpUil (B OTCYTCTBHE JOJKHBIX
000CHOBaHMH Ui OHOJIOIMYECKMX aKTHUBHBIX (papManeBTHYECKUX
cybctanmuii — 3 cepuil) BCIOMOTAaTEIHHOTO BEMIECTBA IO BCEM
mapamMmeTpam CrenuQuKannm.

5. B COOTBETCTBYIOIIMX CIIy4asiX JaHHbIE TECTA CPABHUTEIbHOU KUHETUKHU
pacTBOpEHHUs JIEKApCTBEHHOrO IIperapaTa IO MeHbllel Mepe |
OTIBITHO-TIPOMBIIIJICHHON CEpHH, COJAEpKalleld BCIIOMOrareibHOe
BEIIIECTBO, COOTBETCTBYIOIIETO TEKYyIeH 1 MpeaaraeMoi crieruduKkanmsm
. B OTHOIIEHNN JIeKapCTBEHHBIX PACTUTENIBLHBIX MPENapaToB MOTYT OBITh
JIOCTATOYHBI JaHHBIE CPABHUTEIFHOHN pacnaacMOCTH.

6. O0OCHOBaHMS HETIPEJCTABICHUS PE3yJIbTaTOB HOBOTO HCCIICIOBaHUS
OMOPKBHBAJCHTHOCTH B COOTBETCTBMM ¢ [IpaBuimamu mpoBeneHUs
HCCIIEeOBaHNH OMO’KBHBAIEHTHOCTH.

7. ObocHOBaHMe (OICHKA PHUCKOB) MOITBEp)KIAIOIIEe, YTO MapaMeTp
SIBISIETCSI HECYILIECTBEHHBIM HMJIM yCTapell.

8. Ob6ocHOBaHME HOBOTO IapaMeTrpa CHenu(UKAINN W KPUTEPHUEB
MPUEMIIEMOCTH.

b.Il.B.2.

H3meHeHUE

aHanmutudeckoii HeoOxommmele  JIokyMeHTH u
METOIUKH IJIs  YCIOBHUS JIAaHHBIC
BCIIOMOT'aTCJIBHOT

0 BelIeCTBa

[Ipouenypa

a) HE3HAYMMbIC

H3MEHCHHUS

on00peHHOH 1,2,3,4 1,2 1A
AHATUTUYECKOU

METOIUKH

0) HCKIIOYCHUE
aHAIMTUYECCKON
METOJUKH, €CIIH

AJIbTCpHATUBHAA 5 IA



ell MeToIuKa yXKe 1
onoOpeHa

r) Tpouue

H3MEHEHUS

AHAIMTUYECKOM

METOAUKHI (- 1,2 1B
BKIIIOYas

no0aBJIEHUE WA

3aMeHY)

YcenoBus

1. CoriacHO COOTBETCTBYIOIIUM JTOKYMEHTaM, NMPOBEJCHBI HEOOXOUMBIC
BaJIMIAIIIOHHBIC UCCIICIOBaHUS, TIOTBEPKIAIONINE TO, YTO OOHOBIICHHAS
aHAJTMTUYECKAss METOIMKA 110 MEHbIIICH Mepe IKBUBAJICHTHA TPEIBIAYIIEH.
2. Tlpenensl cojepaHus CyMMBbI IpUMeceld HEe HU3MEHHUIIUCh, HOBBIE
HeKBaTH(UIINPOBaHHBIC TPUMECH HE OOHAPYKECHEI.

3. Meroj aHan3a He U3MEHWIICH (HAPHUMED, U3MEHEHHE JTTMHBI KOJIOHKU
WM TEMIIEPATYPbI, HO HE IPYroi BU] KOJIOHKH MK METON).

4. HoBwIii MeTON WCHBITAaHUS HE SABIACTCA OHWOTOTHYECKUM (
MMMYHOJIOTHYECKUM, UMMYHOXHMHUYECKUM) WM METOJIOM, B KOTOPOM
HCIOJB3YETCsl OMOJIOTMYCCKUI PeakTUB (32 MCKIIOYCHUEM CTaHIAPTHBIX
(hapMaKOIEeHHBIX MUKPOOHOJIOTHYSCKIX METOJIOB).

5. AnpTepHaTHBHAas aHaNUTHYECKass METOAMKA [UIsl IapameTpa
cnenuduKanuy yxe ono0peHa.

JoxymeHTtanus

1. TlompaBka K COOTBETCTByIOHmIeMYy pa3feny (paszemnam)
PETHCTPAllMOHHOT'O JIOChE, BKJIIOYAas ONUCAaHHE aHAJTUTHYECKOU
METOJI0JIOTHH, PE3IOME JaHHBIX [0 BAJINIALMU, MEPECMOTPEHHBIE
creuuQuKay Ha IpuMecH (eciu TPUMEHHMO).

2. CpaBHUTeNBHBIE pe3yJIbTAaThl BaJIUAALMH WIH, NP HAJIUYUU
000CHOBaHMSI, CPABHUTEIBHBIC PE3YJIbTAThl aHAIN3a, TOITBEPIKAAIONINAE TO
, UTO TEKyllee M IpeJIaraéMoe HCIBbITAHHE DKBHUBAJIEHTHBI. J[aHHOE
TpeOOBaHNE HE NMPHUMEHSETCS, eciy J00aBIsIeTCs HOBasl aHAIUTHYECKas
METOIUKA.

b.I1.B.3.

H3meHeHue

HCTOYHHUKA

MOJyYCHUS HeoO0xomumeie  JIOKyMEHTEI Mponenypa
BCIIOMOTATENFHOT  YCIIOBUS JIaHHBIC

0 BEIIECTBa HIIH

peakTuBa ¢

puckom I'D

a) U3 MaTepuana
¢ puckoMm I'D Ha
MaTepualn
pacTUTENBHOTO
uau
CHUHTETHYECKOTO
TPOUCXOXKACHHS
1. s
BCIIOMOTaTeNIbHBI
X BEILIECTB WIH
pCaKkTUBOB, HE



HCTIOIBh3yEMBIX B
MPOU3BOJICTBE

OMOJIOTHYECKOM 1 1 IA
aKTHBHOM

(hapmarneBTHYIECK

o#1 cyOcTaHIIUU

nau

OHOJIOTHYECKOTO

JICKapCTBEHHOT'O

npenapara

2. Hns
BCIIOMOTATEIbHbI
X BEIICCTB HUIHU
pEaKTHBOB,
HCTIOTB3yEMBIX B
MPOU3BOICTBE
OMOJIOTMYECKOM
AKTHBHOU
(hapmarneBTHIECK
oif cyOcraHIIUN
U H
OHOJIOTHYECKOTO
JIEKaPCTBEHHOTO
mpemnapara

YcenoBus

1. Crrenpukanuy Ha BEIITYCK M KOHEI] CPOKa TOJHOCTH BCTIOMOTaTeIhHOTO
BEIIIECTBA U JICKAPCTBEHHOTO IperapaTa He M3MEHSIOTCS.

2. Heobxomumo oOecrednTh COONIO/IEHUE YCIOBHH MO MHHHMH3AIHA
pucka KoHTamuHamu ['D, yka3aHHbIX B akTtax opraHoB Coro3a B cdepe
oOpalieHus JeKapCTBEeHHBIX CPEJICTB.

JoxymeHnrtanus

1. TloaTBepkIeHUE TPOW3BOMUTEIS WM JCPIKATENS Pa3pPCIIUTEIEHOTO
JIOKyMEHTa Ha WCIONb3yeMblii MaTepuans, 4YTO OH MOJHOCTHIO
PACTHTENBHOTO WM CHHTETUYECKOTO TPOUCXOXKICHUSL.

2. HWccnenoBaHue SKBUBAJICHTHOCTH MAaTEpHAOB U BIMSHHE Ha
MPOM3BOJICTBO TOTOBOTO MaTepualia M BIHMSHHE HAa XapaKTePUCTHKH (
HaIpUMeEp, XapaKTEPUCTUKH PACTBOPEHHSI) JIEKAPCTBEHHOTO Ipenapara.

b.11.8.4.
HU3meHeHHE
CHUHTE3a WIH

HOJNYYCHHUS
HedapMakoneinHo

r o

BcriomorarensHor HeoOxomumble  JIOKYMEHTBI I

0 BelllecTBa (€Ciu yCIOBUS JaHHbIC pofiezypa

omucaH B
pEerucTpanuoHHO
M J0Che) HIH
HOBOTO
BCIIOMOTATEIILHOT
0 BeIlecTBa



a )
HECYILIECTBEHHOE
H3MCHCHHUE
CHHTE3a WU
MOJIy4eHUS
He(dapMaKoIeHO
r o
BCIIOMOTATEIILHOT
0 BEMIECTBA WU
HOBOTO

1,2 1,2,3,4 IA

BCIIOMOT'aTCJIbHOT
O BCIICCTBA

Ycnosust

1. Crnoco0 cuHTe3a M crequpHUKAUK HICHTUYHBI M OTCYTCTBYIOT
KayeCTBEHHBIC M KOJMYECTBEHHBbIC HM3MEHEHHUs mnpodmis npumecei (
UCKIIIOYas OCTATOYHbBIC PACTBOPUTEIH, NPH YCIOBHH TOTO, YTO HX
KOHTPOJIb OCYILECTBISICTCS B COOTBETCTBHHU C NPEIEIBHBIM COJCPKAHHEM,
yKazaHHBIM B akTax opranos Coro3a B chepe oOpalieHus JTeKapCTBEeHHBIX
CPEICTB) MIIH (PU3UKO-XUMHUYECKUX CBOMCTB.

2. BcomorarensHOE BELIECTBO HE SBIAETCS aJbIOBAHTOM.

3. JlomkeH ocTaTbesl KaK MUHHMYM OJMH IPOM3BOACTBEHHBIH ITpoLecc,
0/I00pEHHBIN paHee.

4. UckimrodyeHue He JOJIKHO OBITH CBSI3aHO C KPUTUYCCKUMH HEJOCTATKAMU
MIPOM3BO/ICTBA.

JoxymeHTtanus

1. TIlompaBka K COOTBETCTByIOHmeMYy pa3fenay (paszenam)
PETHCTPAIIMOHHOTO JIO0CKE.

2. Jlanubpie anamuza cepuil (B ¢opMe CpaBHUTEIBHON TaONHUIBI) IO
MEHBLIEN Mepe

2 cepuii (110 MEHBIIIEH Mepe OMBITHO-IIPOMBIIIICHHBIX ) BCIIOMOTATEIEHOTO
BEIIIECTBA, IPOU3BEJCHHBIX C IOMOIIBIO CTAPOTO U HOBOTO MIPOLIECCOB.

3. B cooTBeTCTBYIOMMX CIydasX JaHHBIE TECTa CPAaBHUTEIBHON KMHETHKU
pacTBOPEHUs JIEKapCTBEHHOTO IIpernapaTa 1o MeHbIlel Mepe 2 cepuit (1o
MEHBIIEH Mepe ONBITHO-TIPOMBIIIICHHBIX). B OTHOLIEHNY JIeKapCTBEHHBIX
pPacTHTENBHBIX IpenapatoB MOTrYT OBITh JOCTATOYHBI JaHHBIE
CPaBHHTEJILHOH pacnalaeMOCTH.

4. Komust onoOpeHHON M HOBOHM (€ciiM NPUMEHHMMO) cIeluUuKanni
BCIIOMOT'aTEJILHOTO BEIECTBA.

5. TloaTBepXxnaeHHe 3asBUTENs, UYTO HCKIIOYEHHE HE CBS3aHO C
KPUTHYECKHMH HEOCTAaTKaMH MTPOU3BOICTBA

b.I1.r) KonTpomas kavyecTBa JeKapCTBEHHOTO Iperapara

b.Il.r.1. N3menenue
[apaMeTpoB Crel(PpUKALNN 1
P P unpican ( HeobOxoaumeie JIOKyMEHTHI U
WIIH) KpUTEpHUEeB [ponenypa
YCIIOBUS JTAaHHEIE
MPUEMIEMOCTH
JICKApPCTBEHHOT'O Mpermapara
a) Y)KECTOYEHHE KPHUTEPUEB
)y PHTEP 1,2,3,4 1,2 IA

MIPUEMIIEMOCTH CTICIU(UKAIIH

0) yXecToueHHE KpHUTEpHEB
OPUEMIEMOCTH
HMMYHOJIOTHYECKOTO



JIEKapCTBEHHOTO TMperapara
WM TIPETapaToB, MOMYYCHHBIX 1, 2, 3, 4 1,2 IAny
U3 TJIa3Mbl Ye0BeKa, CEepUu

KOTOPBIX MOJJIEKAT BIITYCKY B

oOpaieHre OoQUIHATHLHBIM

KOHTPOJIBHBIM ~ OpPraHOM

roCyIapCcTBa-4JicHa

r) HCKIIOYCHUEC
HECYIIECTBEHHOTO IMapaMeTrpa
crnenubukanuu (Hampumep, 1,2,7 1,2, 4 IA
HCKIIFOUCHUE YCTapeBIICTO
rapamerpa)

3) OOHOBJICHHE JOCHE, B TOM
qucIe HOPMAaTHBHOTO
JMIOKYMEHTa IO KauyecTBY, C
LEJIbIO COOTBETCTBUSA
MOJIOKEHHUSIM OOHOBIIEHHOM
obmeit cratpm Dapmakomnen
Cor3a wunu (B ciydae
perucTpaIuu JeKapCTBEHHOTO
mpemapata B OJHOM
rocynapcTBe-4JIcHE)
bapmakonen
rocynapcTBa-uicHa (BKIHOYAs
aKTyaJH3aldi0 CCHUIOK) Ha

1,2,3,4,5,6 1,2 [Any

o *
JICKapCTBCHHBINU NIpCIiapaT

1) BBEICHUE HUCIBITAaHUA
cornacHo cratbe Papmaxoneu
Coro3sa 2.1.9.14 "
ORHOPOAHOCTH TO3UPOBAHHBIX
enuHul" BMECTO paHee
0no0OpeHHOTO
3aperuCTPUPOBAHHOTO METOAA
WM HUCIBbITAHUA COIJIACHO
cratbe 2.1.9.5 "OagHoponHOCT
Macchl €AMHUIBI
JIO3MPOBAHHOTO
JIEKapCTBEHHOTO Tpermapara”

1,2,8 1,2,3 1A

YcaoBus

1. H3MeHeHHE He SBISIETCSA CIIEACTBHEM KaKOTO-IHOO 00s3aTenbCTBa,
MPUHATOTO IO pe3yJbTaTaM paHee MNPOBEACHHBIX 3KCIEPTH3 C IEIbIO
MepPeCMOTpa KPUTCPUEB NMPUEMIIEMOCTH crieupUKanuu (HampuMmep, B XOJe
perucTpaIyy JIEKapCTBEHHOTO Mpernapara Wi BHeCeHnU n3Menenwuii 11 tuma).
2. H3MeHeHHWe HE SBISACTCS CICIACTBHEM HENPCABUACHHBIX CHUTYAIHH,
BO3HHKIIKX B XOJI¢ MPOM3BOJACTBA (HAMPHUMED, HOBOW HEKBATH(DUIIMPOBAHHOM
MpPUMECH, W3MEHEHHUS MPEJEeNOB COJACPKaHUS CyMMBl MpHUMeced) WiIn
HCIBITAHUHN JIEKAPCTBEHHOIO TIpernapara.

3. JIro60e n3MeHEeHNE TOJDKHO YKIIAABIBATHCS B IMANA30H TEKYIINX OJ00PEHHBIX
KPUTEPHUEB MMPUEMIICMOCTH.

4. Metoanka ocTaeTcs 0€3 H3MEHEHHH WIM HW3MEHEHUs SBISIOTCS
HC3HAYUTCJIIbHBIMU.



5. VI3MeHeHue He 3aTparnBaeT Kakue-JIM0o nmpuMecH (BKII0Yast TeHOTOKCUYHBIC)
WJIN pacTBOPEHHE.

6. U3meHenme 3arparnBaeT OOHOBJIICGHHE KpUTEpHUEB IPHEMIEMOCTH
MHUKPOOHMOJIOTHYECKHX KOHTPOJEH B IENAX COOTBETCTBHS JEHCTBYIOIIECH
®apmakonee Cor3a, a mpu OTCYTCTBHH B Heit — B ®Dapmaxomee
rocylapcTBa-wieHa WM IPH OTCYTCTBHUM B yKa3aHHBIX (papMaKomesx — MHOH
¢dapmakonee coracHo KoHIenuuum TapMOHHU3alHMH, a TeKyllHue
3apETUCTPUPOBAHHBIE KPUTEPHUH MPUEMIIEMOCTH MHUKPOOHOIOTHYECKHX
KOHTpOJIEH HE BKJIIOYAIOT KaKHe-THM00 JIONOJHUTEIbHBIE KOHTPOJIH,
BKJIIOYEHHBIE B CHEUM(HUKAINIO, MOMUMO (hapMakoneHHbIX TpeOOBaHWH B
OTHOIIICHHUH OTIPEIeIIEHHON JIEKapCTBEHHON (POPMEI.

7. Tlapamerp cnenm¢uKanuy HE 3aTparuBacT KPUTHYECKHH IapaMmerp,
HarpuMep:

KOJINYECTBEHHOE OIPEACIICHHE;

mpuMecH (ecIM TOJIBKO OIpPENEJICHHBI pacTBOPHUTENh OJHO3HAYHO HE
UCTIONB3YETCS B IIPOU3BOJICTBE JIEKAPCTBEHHOTO TIPETIapara);

TMOOYI0 KPUTHIECKYIO (PM3NIECKYIO XapaKTePUCTUKY (YCTONYHUBOCTE TaOIETOK K
pa3aBIMBaHUIO U HCTHPAEMOCTh TA0JIETOK, HE MOKPBITHIX 000JI0YKOH, pasMepsl
s M IP.);

J10001# 3a1poOC Ha MPOIYCK UCTBITAHHS.

8. IlpeanaraemMplii KOHTPOJIb MOJTHOCTHIO COOTBETCTBYeT Tabmuie 2.1.9.14.-1
cratbu Papmakornien Corosza "OZHOPOAHOCTH JO3UPOBAHHBIX €AUHUI" U HE
BKJIIOYAET B ce0sl aJlbTEpHATHBHBIC MTPEAJIOKEHUS UCIIBITAHUH OJJHOPOJIHOCTH C
WCITIONIb30BaHNEM DPAacYeTHO-MAacCOBOTO CrHocoba BMecTo crocoba MIpsMoro
OTIpeIeTICHN ], €CIIN MTOCJIEAHUH yKa3aH B BEIIICYKa3aHHON TabHIIe.

JlokymeHTanus

1. TlommpaBka K COOTBETCTBYIOIIEMY pasieny (pasfenaMm) pernucTparioHHOTO

JIoChe.

2. CpaBHHTeNIbHAS TA0NUIIA TEKYIIUX U TpeIaraeMbIX crieliu(uKaimii.

3. JlanHble aHanm3a 2 OPOMBIIUICHHBIX CEpPHH (MPHU OTCYTCTBUH JOJDKHBIX

000CHOBaHHMH U151 OMOJIOTHYECKMX aKTUBHBIX (papMalieBTUUECKUX CyOCTaHINI —
3 cepuH) JEKapCTBEHHOTO Iperapara 1Mo BceM mapameTpam CrenuuKaImm.

4. O6ocHOBaHue (OIIEHKA PUCKOB), MOATBEPKAAIOIIEE, YTO TTapaMeTp SBISETCS
HE3HAYHMBIM.

5. O6ocHOBaHuE (OIICHKA PUCKOB), TIOJATBEPIKIAIOIICE, YTO YACTOTA UCIIBITAHHIA
10 TIapaMeTpy MOXKET ObITh U3MEHEHa.

Ecam B peructpannoHHOM 1oche W (WJIM) HOPMATHBHOM
JOKYMEHTE II0  KayecTBY  3aperHCTPHUPOBAHHOIO
JIEKapCTBEHHOTO Tpernapara yInoMHHaeTcs "TeKylee u3nanue (
JIEWCTBYIOIIEE U3JJaHUE B COOTBETCTBHU C 3aKOHOJATEIECTBOM
rocyaapcTBa-uieHa)"’ OTCYTCTBYeT HEOOXOAMMOCTb B
YBEIOMJICHHH YIOJIHOMOYEHHBIX OpPTaHOB 00 OOHOBIIEHHOH

( * ) cratbe  ®Dapmakomen Cor3sa wmwim  QpapMakornen

[Ipumeuanue  TOCYIapCTBa-wieHa (B CTy4ae PErMCTPAIMHU JIEKAPCTBEHHOTO
npenapara B OZHOM rocynapcTBe-uieHe). B cBsa3u ¢ 3TuM Takoe
N3MCHCHUEC TMPUMCHACTCA TIPU OTCYTCTBUU YINOMHWHAHUA
OOHOBJICHHOW (apMaKONEeHHOW CTaThH B PErHCTPALIMOHHOM
Jocbe W (MIM) HOPMaTHBHOM JOKYMEHTE IO KadecTBY, a
HU3MEHEHHUE OCYLIESCTBISIETCS B LEISIX BKIIIOUCHUS YIOMUHAHUS
OOHOBIICHHO BEpPCHH.



B.Il.r.2. HUsmenenne Heo6xonumeie lokymenTs! u  [Ipouexypa
AHAJTUTHYECKOM METOJUKH  YCIIOBHS HaHHBIC
JIEKapCTBEHHOT'O Mpemnapara

a) He3HAYUTENIbHbIE U3MECHCHHUS
YTBEep)KICHHOH aHamuTH4Yeckoit 1,2, 3 1 IB
METOJUKHI

0) HCKIIOYCHUEC
AHAJIUTUYECKON METOAMKH,
€clii anbTepHAaTUBHAs eH

3 1 IA

METOJIMKA yKe 0JI00peHa

1) OOHOBJICHHE aHAIUTHIECKOM

METOIHKH B  IEIAX

COOTBETCTBUS OOHOBJICHHOU

oOelt cratbeit ®apmakomnen

Coro3a wnmu ¢apmakonen 1,2,3,4 1 IA
rocyaapctBa-wieHa (mpu

PETUCTpAIUK JIEKAPCTBEHHOTO

npemapara B OJHOM

roCyIapCTBE-UJICHE)

€) B UeNIX OTpaKeHHs

cootBeTcTBHs Dapmaxomnen

Corsza win (¢apMakoneu

rocynapctBa-uieHa (mpu

PETHCTPaLMH JIEKAPCTBEHHOTO

npemnapara B OJHOM 1,2,3,4 1 IA
rocynapcTBe-4jieHe) WU

UCKJIIOYCHHS YIOMHUHAHUS

ycTapeBIiel coOCTBEHHOM

AQHAINTHYECKOI METOIUKH U ¢

*
HOMeEpa

VYcnoBus

1. Tlpexensl coaepxaHusi CYMMbI TNpUMeceil HE H3MEHWINCh, HOBBIC
HEeKBaJTM(PUIIMPOBAHHBIE TIPUMECH He 00OHAPYKEHBI.

2. OTCYTICTBYIOT CYyIISCTBEHHBICE WM3MCHEHHMS, BIHSAIOIIHEC Ha
BOCIIPOU3BOAMMOCTh AaHATUTHYCCKON METOTUKH.

3. MeToa HCHUBITAaHUS HE SBISACTCS OHMOJOTMYECKUM (MMMYHOJIOTHYCCKHUM,
HMMYHOXUMHYECKUM) WM METOJIOM, B KOTOPOM HCIIOJIB3YETCSI OMOJIOTHYSCKUI
peakTuB (32  HWCKJIIOYCHUEM  CTAHIAPTHHIX  (apMakKoMeiHbIX
MHKPOOHOIOTHIECKUX METOJIOB).

4. 3aperucTpupoBaHHAs aHATUTHYCCKAs METOIUKA YK€ CCHUIACTCS Ha OOIIYIO
crarpio Dapmaxonen Coro3a win (GapMmMakonen rocyaapcrBa-wieHa (mpu
perucTpanuu JIeKapCTBEHHOTO Ipernapara B OJHOM TOCYAapCTBE-wieHe), a
J00bIe M3MEHEHHUS SIBJISIIOTCS HE3HAYUMBIMH H TPEOYIOT TEXHHYECKOTrO
OOHOBJICHHSI PETUCTPAIIMOHHOTO JIOCKE.

JoxymeHTauus

1. ITonmpaBka K COOTBETCTBYIOLIEMY pa3zeiny (paszesiaM) pPerucTpalioHHOTO
JI0Che, BKIIOYas ONMCAHHE AHAIWTHYECKOW METOJUKH, ITEPECMOTPEHHBIC
cnenuprKauy Ha IpUMeECH (€CIH TPUMEHIMO).

Ecin B 1ocke 3aperucTpHpOBAaHHOIO JIEKAPCTBEHHOTO
npenapaTra yHoMHHaeTcsl "TeKyliee M3JaHue (AeHCTBYIoIiee
W3/laHWE B COOTBETCTBHHM C 3aKOHOAATEIHCTBOM



(*) rocyjnapcTBa-wieHa)", HE0O0XOAMMOCTb B YBEJOMIICHHH

Mpumeuanue  YTOIHOMOYCHHBIX OpPraHoB 00 OGHOBJICHHON —CTaThe
®apmakornen Coroza min (papmMakomnen TOCyJapcTBa-dieHa
OTCYTCTBYET.

b.II.n) Cucrema ynakoBkH (YKYIIOPKH)

B.Il.n.1. M3MeHeHue nepBUYHOU
Heoboxomumeie  JIOKyMEHTHI H

YIIaKOBKHU JIEKapCTBEHHOTO [Iponenypa
YCIIOBHS JTaHHEIE

mpemapara

a) KayecTBEHHBIHW W (unn)
KOJIMYECTBEHHBIH COCTaB MaTepHaia
CHUCTEMBl YIMAaKOBKU (YKYHIOPKH)
MEPBUYHON yIaKOBKHU

1. TBepapie nekapcTBeHHbIC hopmbl 1,2, 3 1,2,3,4,6 1A

2. Msrkue 1 HeCTepUIIbHBIC KHIIKHAE

- 1,2,3,5,6 IB
JIeKapCTBEHHBIE POPMBI

0) W3MeHEeHHEe BHJA NEPBUYHOU
YIIaKOBKM WM 100aBJIEHHE HOBOTO
BU/1a IEPBUYHON YIIaKOBKH

1. Tgepasle, MSATKue H
HECTEPUJIbHBIE JKUAJKUAC - 1,2,3,5,6,7 1B
JICKapCTBEHHBIC (DOPMBI

3. HckmoueHrne BHIIa TEPBUYHOM
YIaKOBKH, KOTOPOE HE MPUBOJUT K
MOJIHOMY HCKIIIOUEHUIO JTO3UPOBKHU
WK JICKAPCTBEHHOU (hOPMBI

YcenoBus

1. 3meHeHune 3aTparmBaeT TOIBKO OJMH M TOT XK€ BHUJ YIAaKOBKH (HampuMep, Onmcrep Ha
oscrep).

2. Ilo 3HaYMMBIM CBOWCTBaM IMpeljiaraeMblid YIaKOBOYHBIA MaTepHall JOJDKeH OBITH 110

MEHBIIICH MEpe SIKBUBAJICHTHBIM OJ00PCHHOMY.

3. Hagatbl COOTBETCTBYIOLINE HCCIEIOBAHUS CTAOMIBHOCTH M 3asBUTEEM Ha MOMEHT

BBEJICHHS W3MCHCHHI MPOAHATH3UPOBAHBI COOTBETCTBYIOIIHE MapaMeTphl CTAOUIBHOCTH HE
MEHEE YeM Ha 2 OMBITHO-IIPOMBIIUICHHBIX WA MTPOMBIIIICHHBIX CEPUSX, B €T0 PACTIOPSIKCHUU
HAXOMASTCS YAOBICTBOPHUTEIBHBIC PE3YJIBTATHI IO MEHBIICH Mepe 3-MECSYHOTO H3YUYCHHS

crabmwipHOCTH. OHAKO, €CIIM TMpeaaraeMas YIakoBka Oojiee YCTOWYHBA 110 CPABHEHHIO C
ooOpeHHOH, TO 3-MecsadHBIe NaHHBIE MO CTAOMIBHOCTH He TpeOyiorcs. WccmemoBaHwms

JIOJDKHBI OBITh 3aBEPIIEHBI, €CIIM WX Pe3yNbTaThl HE YKIAIBIBAIOTCA B CHCUU(DUKAINN WIH
MOTEHIMAIBHO MOTYT HE YJIOKUTHCS B CIICIIU(HUKAIIMY Ha KOHEI] CPOKA FOJHOCTH, ACPIKaTEIIb
PETUCTPAITHOHHOTO YJIOCTOBEPEHHS 0053aH COOOIIUTH YIIOJTHOMOUYESHHOMY OpPraHy Hapsay C
MpeajgaraeMbIM IJIaHOM JEHCTBUI.

4. OcraBmiasics (popma ((popMbI) BBINYCKa JIGKAPCTBEHHOTO Ipermapara IOJKHA OBITh

JIOCTaTOYHA IS BBIMIOJHCHHUS PEKOMCHIAIUI IO TO3UPOBAHUIO M IMPOJOJLKHTEIHHOCTH

JICYeHS, YKa3aHHBIX B O0IIeH XapaKTepUCTHKE JICKApCTBEHHOTO MIperapara.

JloxyMeHTauus
1. [TonpaBka K COOTBETCTBYIOIIEMY pasfieny (pasenaM) perucTpalliOHHOTO J0Che.

2. HeobOxonmumele HaHHBIE O HOBOH YIIaKOBKe (HAIpHMEp, CPaBHUTEIBHBIC NAaHHBIC IO
NPOHHLAEMOCTH, Harpumep, At O,, CO,, Brard u T.1.).

3. B cooTBeTCTBYIONIMX CiIydasX HEOOXOOMUMO MPEICTaBUTh HMOATBEPXKICHHE TOTO, YTO
B3aMMOJICHICTBNE MEXAY COACPKHMBIM U YIAaKOBOYHBIM MAaTe€pHajoM HE NPOUCXOAUT (
HaIpuMep, OTCYTCTBYET IepeMelleHHe KOMIIOHEHTOB IIpeajiaraéMoro MarepHuaja B €ro



COJIEP’)KUMOE, KOMITOHEHTHI JIEKAPCTBEHHOT'O TIpenapaTa He NMEePeXosiT B YIIAaKOBKY), BKIIFOUast
HOATBEPXKACHHE TOTO, YTO Marepuall COOTBETCTBYET COOTBETCTBYHOLIMM (hapMaKONCHHBIM

TpeOoBaHMAM WK akTaM opraHoB Coro3a 1mo 6e30MacHOCTH MaTepHAIOB KOHTAKTUPYIOIINX C
MUIIEBON MPOAYKIMEH.

4. Jlexnapanust nepiKaTelsl perHCTPAlMOHHOTO YIOCTOBEPEHHs, YTO HAdaThl TpeOyemble

HCCIIeIOBaHUS CTAOMIIBHOCTH (C yKa3aHHEM HOMEPOB CepHUil) U UTO

(B COOTBETCTBYIOIINX CIIy4asix) HA MOMEHT BBE/ICHUS] M3MEHEHUI B PACIIOPSHKEHUHN 3asiBUTEIS
HaXOoJWJINCh Tpe6yeMI)1e MUHUMAJIBHBIC YIOBJICTBOPUTEIbHBIC JAHHBIC T10 CTa6I/IHBHOCTI/I; u
YTO MMEIOIIMECS JaHHBIC HE CBHUJCTEIBCTBOBAIM O Kakou-mubo mpobieme. Heobxomumo

TaKXXe MPEJCTaBUTh ITOATBEPXKICHHE TOTO, YTO HCCIIEA0BaHHUS OyIyT 3aBEpLICHBI, U, €CIIH

pe3ynbTaThl HEe OyAyT YKJIaAbIBaThCs B CHENM(UKAIUK WM TOTEHIMAIBHO MOTYT HE

YIOXKHTbCA B CreM(UKALUE Ha KOHEI CPOKa TOIHOCTH, AEPXKATENIb PETHCTPALIMOHHOTO

YIOCTOBEpEHUsI 00sI3aH COOOIIUTH YIOJHOMOYCHHOMY OpraHy Hapsay ¢ HpeiaraeMbIM

MJIAHOM JICHCTBUHA.

5. PesynbTaThl HCCIENOBaHUM CTAOWIBHOCTH IO 3HAYMMBIM I1apamMeTpaM CTaOHMIBHOCTH HE

MeHee 4eM Ha 2 OIBITHO-ITPOMBINUICHHBIX WX IMTPOMBINIICHHBIX CEPUAX, OXBATbIBAIOIINUX HE
MeHee 3 MeCsIeB, ¥ MOJITBEPIKACHUE TOTO, YTO YKa3aHHbIE UCCIIE0BaHUs OyIyT 3aBEepIICHEI,
W €CITM PEe3yJbTaThl HE Oy/AyT YKIAIbIBATHCS B CHENU(UKAINU WU HOTCHIMAIBHO MOTYT HE
YIOXKHThCA B CrelM(UKALUA Ha KOHEL CPOKa TOIHOCTH, AEPXKATENb PETHCTPALIMOHHOTO

YIOCTOBEpEHUS] 00sI3aH COOOIIUTH YIMOJHOMOYCHHOMY OpraHy HapsIy ¢ HpeiiaraeMbIM

IIJIAHOM ACHCTBUH.

6. CpaBHEHHE TEKyIIMX W MpeIaraeMbIX CIeUH(pHUKAIMA MEePBUYHON YIIAKOBKH (€CiH

MIPUMEHHIMO ).

7. Ipn HeobxoguMocTH (HOTO U (W) CXEMATUISCKHH PUCYHOK HOBOM CHCTEMBI YITaKOBKH (
YKYTIOPKH).

8. lexnapanus IepkaTens pericTPaldOHHOTO YAOCTOBEPEHHMS, YTO OCTaBILMKCS pasMmep (
pa3Mephbl) YIIaKOBKU COOTBETCTBYET PEXKUMY JO3UPOBAHUS U MPOJIOJDKATEIHHOCTH JICUECHUS U
JIOCTaTOYHBI JUIsl BHIMOJIHEHNS] PEKOMEHAALUI MO JA03UPOBAHMUIO, NPHUBEICHHBIX B 00IIeH

XapaKTEepUCTHKE JICKapCTBEHHOTO TIperapara.

s B.IL.JI.1.6) — ecnm m3MeHeHHE NMPHUBOIUT K OOpa3OBaHUIO HOBOI
[Mpumeyanue JIEKapCTBEHHOM ()OPMBI, TO TAKOE U3MEHEHHE TPEOyeT 10/1auu 3asiBICHUS O
pacuIMpeHNH PEerucTpanum.

B.Il.n.2. M3meHeHue mnapaMeTpoB

cnennduKanyy U (MiIn) KPUTEPUEB
¢ (nm) kpuTep HeoOxomumeie  JIOKyMEHTHI H

NpUEMIEMOCTH MEPBUUHOU [Iponenypa
YCIIOBUS JTaHHEIC
YIMaKOBKH JIEKapCTBEHHOTO

npenapara

a) YXKECTOYCHHE KpHUTEPHUEB

1,2,3,4 1,2 1A
MPUEMIIEMOCTH CHIEIU(PHUKAIIIH

0) nobaBieHne B cnenn(UKaLUIo
HOBOTO mapamerpa "
COOTBETCTBYIOMECH eMy
AHATUTUYSCKON METOIUKN

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

B) HUCKIIIOUCHNUE HECYHICCTBEHHOI'O
mapamMeTpa cregu@ukKkanuu

PaMeTp P (12 1,2,5 1A
HaHpI/IMep, NCKIIFOUCHHUC

yCTapeBILero napaMeTpa)

r) nobaBleHHE MJIM 3aMeHa
napameTpa crenuUKaUUd U3
CO00paXKeHU 0E30MaCHOCTH WIIH
KavecTBa

1,2,3,4,6 IB



) pacllUpeHue KpUTepHueB
NpUEMIIEMOCTH AN IapameTrpa "
obmas TommuHa" OIMCTEPHOMN
(onbru (MOKpbIBHOM amoMuHuesoi 6, 7 1,2,4,5,6,7 IA
(hopru) TEPBUYHONW YIAKOBKH

TBEPHABIX JIEKaPCTBEHHBIX (opM,

BBI3BAHHOE Pa3HHUIIEH B KOJIUUYECTBE

HaHOCHUMOT'0O MaTC¢puajia rpyHTOBKH

Ycenosus

1. V3MeHeHue HE SBISETCA CIEACTBUEM KaKOTO-THOO 00s3aTenbcTBa, MPHHATOTO II0
pe3ybTaTaM paHee NMPOBEACHHBIX HKCIEPTU3 C IENbI0 aHAIN3a KPUTEPHUEB MPUEMIIEMOCTH
crierUKaIK (HaIpuMep, B X0Je PETHCTPALMHK JeKapCTBEHHOTO IIpenapara Wi BHECEHHU
n3Mmenenui Il Tumna).

2. N3MeHeHne He SBISETCS CJICACTBUEM HENPCABUACHHBIX CHTyaHHﬁ, BO3HUKIINX B XOIE
MIPOU3BOJICTBA.

3. JIro60e u3MeHeHHe AOJKHO YKJIaIbIBaThCS B AMANA30H TEKYIIUX OJOOPEHHBIX KpUTEPUEB
MPUEMJIEMOCTH.

4. AHanuTHYeCKasi METOIUKA HE U3MEHSIETCS MJIM U3MEHSAETCS] HE3HAUUTENIBHO.

5. HoBas METOAMWKA UCIBITaAHUA OCHOBAaHa Ha OGLHI/IX MCTOJaxX aHaJin3a, OIMMCAaHHBbIX

B ®apmakonee Coroza min Papmakonee rocyjgapcrBa-uleHa (B Cilydae perucTpaluu
JIEKapCTBEHHOI'0 IIpemapata B OJHOM TocyjaapcTBe-uieHe) (Hampumep, BOIXKX,
CHEKTPOPOTOMETPUS, THATPUMETPHS U TIP.).

6. Marepuai rpyHTOBKY HE U3MEHSIETCS.

7. Hauyatbl COOTBETCTBYIOIIME HMCCIEIOBAHUSI CTAOMIBHOCTH B COOTBETCTBUH C aKTaMH
opranoB Coioza B cdepe oOpamieHHs] JEKapCTBEHHBIX CpPEJICTB HE MeHee 4eM 2
OTIBITHO-TIPOMBIIICHHBIX WM TPOMBIIIJICHHBIX CEpUH. DTH HCCIEAOBaHMS IOJDKHBI OBITH
3aBEPIICHBI, a JAHHBIC HEMEAJICHHO NPEICTABICHBI YIIOJIHOMOYCHHBIM OpTaHaM, €CIId OHHU
BBIXOJAT 32 MPEAEIBI CIeU(HUKALMI MM ITOTEHIMAIBHO BBIHAYT 3a Ipeesbl crenuduKami
B KOHIIE 0JJOOPEHHOT0 CPOKa F'OJJTHOCTH.

JoxymeHnrtanus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3zeity (pa3zenaM) perucTPallOHHOTO JIOCkE.

2. CpaBHUTeNbHas TaOIMIIA TEKYIIUX U Ipe/IaraeMbIX crieuQuKkami.

3. IlonpoOHOE onvcaHne HOBOI aHAJTMTUYECKON METOAMKH U IaHHBIE TI0 BaJIHIalluH

(B COOTBETCTBYIOIIMX CITydasx).

4. JlanHble aHaNM3a 2 CepHil YIIAKOBOYHOTO MaTepHaia 10 BCeM MapameTrpam (I1oKa3aTelisim)
cnenudukanuy.

5. O6ocHoBaHue (OLIEHKA PUCKOB), TOATBEPKIAIOIIIE, YTO NTApaMETp SIBISIECTCS HE3HAYUMBIM.
6. O6ocHOBaHKE HOBOTO MapaMeTpa crennprKanul U KpUTEpHEB IPHEMIIEMOCTH.

7. IloaTBepkaeHUE Havala COOTBETCTBYIOLIMX UCCIEI0BAaHUN CTAOMIBHOCTH

B COOTBETCTBUH C akTamu opraHoB Coro3a B chepe oOpariieHus JeKapCTBEHHBIX CPEICTB HE
MEHee YeM 2 OIMBITHO-IIPOMBIIIICHHBIX WK MPOMBIIUIEHHBIX CEPHUi.

B.11.1.3. U3MeHeHne aHATUTHYECKON
METOJIUKH JUISl IEPBUYHON yIAKOBKH
JICKQpCTBEHHOTO Mpermapara

HeobOxomumble  JIOKyMeHTHI u

IIpomemypa
yCIIOBUS JTaHHBIE poueryp

a) He3HaYuMble HU3MEHEHUS
0MOOpeHHON  aHAIUTHYECKOU 1,2,3 1,2 1A
METOJIUKH

0) npouue U3MEHEHU
aHATMTHYECKOW METOMKH (BKiItovas 1, 3, 4 1,2 1A
3aMeHy WM JI00aBIICHNUE)



B) HCKIIIOYEHHE aHAIMTUYECKOH 5 1 IA
METOJIUKH, E€CITN aJbTepHATUBHAS €if
METOJIMKA yKe 0JI00peHa

Ycnosus

1. CormacHO COOTBETCTBYIOIINM aKTaM opraHoB Coro3a B cdepe oOpalieHns JeKapCTBEHHBIX
CPEICTB, MpOBEACHA HEOOXOJMMas BajHMJalMsi, MNOATBEPXKIAloIas, 4TO OOHOBIICHHAS
aHaJIMTUYECKAasi METOJIMKA IO MEHbIIEH Mepe SKBUBAJICHTHA NPEAbI Ay LIEH.

2. Meton aHanmu3a He M3MEHIICS (HapuMep, H3MEHEHHUE JUTMHBI KOJIOHKH WM TEMIIepaTyphl,
HO HE JIpyrasi KOJIOHKa WJIM METO.).

3. Hu onuH HOBBIH METO/ MCHBITAHUS HE OCHOBAH Ha HOBOW HECTAHIAPTHON METOIUKE WU
CTaHAapTHON METO/NKE, UCTIOIB3yEMOH IT0-HOBOMY.

4. AxtuBHas (apmaneBTHUYecKas cyOcTaHuMsl (JIEKapCTBEHHBIN Npenapar) He SBISIOTCS
OMOJIOTHYECKUMH.

5. AHBTepHaTI/IBHaH AHAJIMTUYICCKAad MCTO/IUKA JId TapaMeTpa cneunq)mcaunn yxke onoGpeHa.

JoxymeHrtanus

1. ITompaBka K COOTBETCTBYIOIIEMY pa3zeity (pa3zenaM) perucTPalMOHHOTO JIOChE.

2. CpaBHUTENbHBIE PE3yIbTATHl BATMJANNH WM, TIPH HATMYNU 0OOCHOBAHUS, CPAaBHUTEIBHbIC
pe3yIbTaThl aHaNW3a, MONTBEPXKIAIOIINE TO, YTO TEKyIIee M IIpEeAIaraeMoe HCIbITaHHE
SKBHBaJICHTHBI. Hacrtosmiee TpeGoBaHMe HE NpPHUMEHSETCS, €clu J00aBIsAeTCS HOBas
aHaJUTUYeCKast METOIUKA.

B.I1.x.4. NU3menenne GOpMBI HIH
A op Heoboxonumbie  JIOKyMEHTHI H

a3MEpPOB CHUCTEMBI VIIAKOBKHU IIponeaypa
p p o y ( yCHOBI/IH JaHHBbIC p yp
YKYTIOPKH) TIEPBUYHON YITAKOBKH

a) HECTCPUIILHBIC JICKAPCTBCHHBIC

) P P 1,2,3 1,2, 4 1A
npernapaTel

B CTCPHUIIBHBIC JICKAPCTBCHHBIC

) crep p - 1,2,3,4 B
npenaparhl

YcmoBus

1. KauecTBeHHEIN M KOJUYECTBEHHBIM COCTaB Matepuajia HCpBH‘IHOﬁ YIOAaKOBKH HE U3MCHUJICA

2. VI3MeHeHne He 3aTparuBaeT KIIOYEBbIE MOKa3aTeIN KadecTBa YIAKOBOYHOTO MaTepHaia,
KOTOpPbIE€ MOTYT MOBIHITH Ha JOCTAaBKY, NPHUMEHEHHE, 0E30IacCHOCTh WM CTAOMIBHOCTD
JIEKapCTBEHHOTO TIpenapaTa.

3. Ilpu m3MeHEHNH CBOOOMHOTO MPOCTPAHCTBA WJIM U3MEHEHNUH OTHOLICHUS MMOBEPXHOCTH K
00bEMy HadaThl COOTBETCTBYIOIIME HCCIEJOBAaHUS CTAaOMIBHOCTH; IPOAHAIN3UPOBAHbI
COOTBETCTBYIOIINE MapaMeTPbl CTAOMIBLHOCTH HE MEHEE YeM

Ha 2 OMNBITHO-IPOMBIIIJICHHBIX (11 OMOJIOTHYEeCKUX JICKapCTBEHHBIX IPenapaToB — 3 cepusix)
WJIN NIPOMBIIUICHHBIX CEPHSIX; B PACIOPSDKEHNH 3asBUTENS HaXOIATCS YAOBIECTBOPUTEIIbHEIE
pe3ysbTaThl O MEHBIIEH Mepe 3-MeCSYHOTO M3y4YeHUs! CTaOMIIBHOCTH (JUIsl OMOIOTHYECKUX
JIEKapCTBEHHBIX TIpernaparoB — 6-mecsuHoro). [loaTBepxaeHne TOro, 4To MCCICIOBAHUS
OyzmyT 3aBepILIeHbI, U, €CIIH PE3YIbTaThl He OYAyT YKJIABIBAThCA B CIICIM(DUKAIINN HIIH MOTYT
MOTEHIMATbHO HE YJIOXKHUTHCS B CHEUM(UKAIMM Ha KOHEI CPOKAa TOJHOCTH, AEpPKATENb
PETUCTPAIIIOHHOTO YOCTOBEPEHHS 0053aH COOOIINUTE YIOJTHOMOYEHHOMY OpTraHy Hapsanay C
MpeJIaraeMbIM IIJIaHOM JI€UCTBUI.

JoxymeHTanus

1. ITompaBka K COOTBETCTBYIOLIEMY pa3ziely (pasiesiaM) peruCTpalOHHOTO JOChEe, BKITIOYast
OTIMCaHue, MOIPOOHBII YEPTEX U COCTaB MaTepuala MepBHYHON YIIaKOBKH WIH YKYIIOPKH, a
TaKKe MepecMOTp MH(POPMAIIUHU O JICKApCTBEHHOM Ipernapare.

2. ITpu HEeobxomuMocTH (HOTO U (FITH) CXeMaTHIECKUH PICYHOK HOBOH YIaKOBKH (YKYIIOPKH)



3. HpOBe[leHbI IMMOBTOPHBIC BaJIWMAAIMOHHBIC MCCJICAOBAaHUA CTCPUJIBHBIX IIPEIapaToB,
MOJABCPraronuxcs (I)PIHI/IHIHOfl CTCpUIN3alnu. B COOTBCTCTBYIOIIUX ClIydadax HeO6XOﬂI/IMO
YKa3aTb HOMEpa CepI/II\/’I, HCIIOJIB30BAaHHBIX B BAIMJJAIIMOHHBIX UCCICI0OBAHUAX.

4. Ilpu m3MeHEeHNH CBOOOJHOTO MPOCTPAHCTBA WM OTHOUICHHS MOBEPXHOCTH K 00BEMy
JeKIapanyst JiepKarens PEerucTPallMOHHOTO YJOCTOBEPEHHMs, 4TO HayaThl TpeOyemble
UCCIeJOBaHNs CTaOMIIBHOCTH (C YKa3aHHEM HOMEPOB CEpHii); M 4TO

(B COOTBETCTBYIOIIMX CITydasix) HA MOMEHT pealn3alii YBEAOMIICHUS 00 n3MeHeHuH [A Tuma
W T0Jaud yBeIOMJIeHHS 00 u3MeHeHMH |B THma B ero pacrnopspKeHHH HaXOISTCS
YIOBIICTBOPUTEIBHBIEC PE3yIbTAaThl H3YUEHHs CTAOMIBHOCTH; M YTO MMEIOLIMECS JaHHBIC HE
YKa3bIBAIOT HAa Kakue-mubo mpobieMbl. HeoOX0uMo TakKe MPEACTABHUThH MOATBEPIKICHHUE
TOTO, YTO UCCICOBaHMs OyIyT 3aBEPILICHBI, U, €CIIM PE3YJIbTAThl He OyIyT YKIaIbIBATHCS B
crieuu(pUKalui WK MOTYT MOTEHIUAIBHO HE YIOKHUTHCS B CclieliM(UKAIIMM HA KOHEIl CPOKa
TOJHOCTH, JepKaTeilb pPErHuCTPAlMOHHOTO YAOCTOBEpEHHS 00s3aH  COOOIIHUTH
YIIOJIHOMOYEHHOMY OpraHy Hapsiiy ¢ MpejJlaracMbIM IJIaHOM JICHCTBUI.

B.Il.x.5. HW3menenume ¢HopMbI
HeobOxomumble  JIOKyMEHTHI H

BBIITyCKa JeKapCTBEHHOTO [Tpouenypa
YCIIOBUS JTaHHBIC

npenapara

a) U3MEHEHHE KOJMYECTBA CIUHMI
JeKapCTBEHHOH (popMEI (Hammpumep,
TabJIETOK, aMITyJI ¥ [IP.) B YIIAKOBKE

1. V3meHeHue yknaapiBaeTcs B
0JIOOpEHHBIN TMara3oH KOJIMYecTBa
JIeKapCTBEHHOH (OpMBI (dncia 103)
B YIIaKOBKE

1,2 1,3 [Any

2. I3MeHeHHe HE yKJaIbIBacTcs B
0JJ0OpEHHBIN JUana30H KOJIUYeCTBa
JIeKapCTBEHHOH (OpMBI (dncia 103)
B YIIaKOBKE

1,2,3 IB

0) uckioueHue HopM BBIMYCKa 3 1,2 IAny

T') I3MEHCHHE HOMUHAIIEHOU MacchI (
HOMHHAJIBbHOTO 00bemMa)
HeMapeHTepaTbHBIX MHOTOJIO3HBIX (
M OJHONO3HBIX C YACTHYHBIM

1,2,3 1B

U3BJICUEHHEM) JIEKapCTBEHHBIX
IpernapaToB

Ycenosus

1. HoBblif pa3smep yHNakOBKH [OJDKEH COOTBETCTBOBATh PEXUMY [O3WPOBAHUSA H
MIPOIOJKUTEIIEHOCTH JICUCHHUS, YKAa3aHHBIM B OOILIEH XapaKTEpUCTHKE JIEKApCTBEHHOTO
mpenapara.

2. Marepwuai nmepBHYHON YIIAaKOBKH HE M3MEHSETCS.

3. OcraBmmecst popMBbI BEIITyCKa MO3BOJISIOT BBINOIHATh PEKOMEHIAINH 110 JO3UPOBAHUIO U
JUINTEIBHOCTH JIEUCHUs], yKa3aHHbIE B 00LIeH XapaKTepUCTHKE JIEKapCTBEHHOT'O IIpenapara.

Joxymenrtanus

1. ITompaBka K COOTBETCTBYIOLIEMY pa3zieny (pa3liesiaM) peruCTPalOHHOTO JOChe, BKIIIoYast
nepecMoTp HH(OpMAIUK O JIEKapCTBEHHOM IIperiapare.

2. Ob6ocHOBaHUE, YTO HOBBIE (OCTAOLIMECs) Pa3MEPHl YIAKOBOK COOTBETCTBYIOT PEXUMY
JO3UPOBAaHUS M TPOJOJDKUTEIBHOCTH JICUCHHs, YKa3aHHBIM B OOIIeH XapaKTepHCTHKE
JIeKapCTBEHHOTO IIperapara.

3. Jleknapanusi, 9TO €CJIM OXKHIAETCS BIWSHUE Ha CTaOMIBHOCTB, COTJIACHO aKTaM OPraHoOB
Coro3a B cdepe oOpameHUs JIEKapCTBEHHBIX CPEICTB OYyIOyT HadaThl HCCIIEIOBAHUS



cTaOMIbHOCTH. JlaHHBIE HEOOXOMMO MPEACTaBUTH (C MpeylaraeMbIM IUIAHOM JCHCTBHN), B
Cilydyae ecil OHU He YKJIaJbIBaIOTCS B Crielu(uKkanmy.

Mnsa B.I1.p.5.8 u b.IL.o.5.r — eciiu u3MeHeHHE NPUBOJUT K U3MEHEHUIO TO3UPOBKHU

ITpnmeu
p JICKaPCTBEHHOTO Iperapara, TO TaKoe H3MEHCHHE TPeOYeT MOJayH 3asiBICHUSA O
aHue
paCIIUpCHUH.
B.Il.x.6. HUsmenenne Kakoi-1m0o

COCTaBJIAIONICH YMAaKOBKH (YIAaKOBOYHOTO

Marepuaina), HENOCPEJICTBEHHO  HeE

COINIpUKACAIOIIENCs ¢ JIeKapCTBEHHBIM

mpernaparoM (HampuMep, LBET CHEMHBIX

KOJITIAYKOB, I[BETHbIE KOAOBHIE Kosbla Ha Heobxoammeie  Jloxymentsr u  [Iponen
aMImyjax, H3MEHEHHEe  KOJIayka, yCIIOBUS JTaHHBIC ypa
3aIMIIAOIEr0 Uy (MCIONb30BaHUE

JIpyroro IUTaCTHKA), M3MEHEHHe Iu3aiHa (

[[BETa) MAaKETOB MPOMEKYTOYHOW WIH

BTOPUYHOH YIIaKOBKH, HAHECEHHE IITPHUX KOAa

(2D, 3D), nanecenue mpugta bpaitns)

a) I3MEHEHHE, 3aTparuBaoliee nHPOPMAaIHIo
0 JISKApCTBEHHOM IIperapare, yKa3aHHYIo

1 IAHy
B myHkTe 1.6.1 mpumoxenus Ne 19 x
IIpaBunam perucrpanuu
0) wu3MeHeHHe, HE 3aTparuBaloIee
WH(POPMAIHIO O JIEKAPCTBEHHOM IIperapare,
yKa3aHHYIO 1 1 1A

B myHkTe 1.6.1 mpumoxenus Ne 19 x
[IpaBuniam peructparuu

YcmoBus
1. I3MeHeHre He 3aTparuBacT YacTH YIAKOBOYHOTO MaTepualia, KOTOPBIC MOTYT ITOBJIUSATEH HA
JIOCTaBKY, IpUMEHECHHE, 0€30MMaCHOCTh WITH CTaOMIIBHOCTD JIGKAPCTBEHHOTO TIpernapara.

JloxyMeHTanus
1. TTompaBka K COOTBETCTBYIOILIEMY pa3leny (pa3feiamM) perucTparioHHOTO JOCke, BKITIOYast
nepecMoTp UH(OpPMALIUK O JIEKapCTBEHHOM IIperapare.

B.Il.n.7. HW3meHeHue NpPOU3BOIUTENS
KOMIIOHEHTOB CHUCTEMBI YIIAKOBKH (yKYIIOPKH)

MEPBUYHON YNAKOBKH WM JOMOJHUTEIBHOMN
Heoboxomumbeie  JlokymeHnTol u  Ilpomen

MPOAYKIIUI
. YCITOBHSI JTAaHHEIC ypa

(B TOM uYHCIIE YCTPOICTBA, KOMIUIEKTYIOIIETO

CpelncTBa),

(ecnu yka3zaHO B PETHCTPAIMOHHOM JIOChE)

a) UCKIIIOYEHHE TIPOU3BOIUTEIIS 1 1 1A

0) 3aMeHa nim 0OaBICHUE TPOU3BOUTEISL 1,2,3,4 1,2,3 1A

Ycnosus

1. UckmoueHne KOMIIOHEHTA YIIAKOBKU WM U3/ HE IPOUCXOTUT.

2. KayecTBeHHBIN M (UJM) KOJMYECTBEHHBIH COCTaB MaTEPHAOB KOMIIOHEHTOB CHUCTEMBI
YHaKOBKH (YKYIIOPKH) TIEPBUYHON YITAKOBKY HJIH JTOTIOJIHUTESIFHON MPOIYKIHH (B TOM YHCIIE
YCTPOUCTBA, KOMILICKTYIOIIETO CPECTBA) M CIICIM(PUKAINN ICKHU3a HE H3MEHSIOTCSL.

3. CrienpyiKanvy ¥ METOIBI KOHTPOJIS Ka4eCTBa 10 MCHBIIICH Mepe SKBUBAJICHTHBL.

4. MeTop CTepHIIA3aIluH U €€ YCIOBHS HE H3MEHSIOTCS (ECIIA TIPUMEHUMO).



5. VI3MeHeHue NpOM3BOAMTEINS KOMIIOHEHTA CHCTEMBI YNAKOBKH (YKYNOpPKH) MEPBUYHOU
YIIAKOBKHM HJIU JTOTIOJHUTENIEHON MPOXYKIWH (B TOM YHCIE yCTPOIMCTBA, KOMIUIEKTYIOIIETO
CpE/ICTBa) HE IIPOUCXOMNT.

JoxymeHTanus

1. ITommpaBKa K COOTBETCTBYIOIIEMY pa3lieny (pa3ienaM) perucTParioHHOTO T0Che.

2. JIOKyMEHTBI M CBEICHUS O MEAWIMHCKOM MW3JICJINH, NPHUIaracMple K JIEKapCTBEHHOMY
Ipenapary, B COOTBETCTBUH ¢ MyHKTOM 187 IIpaBun perucrpauum.

3. CpaBHHTENbHAS TaOJIMIA TEKYIINX U TIpeIaraeMbpIX Cenn(UKaIii (€cIu MPIMEHNUMO).

HpI/I HCO6XOHI/IMOCTI/I JaHHasd I/IHq)OpMaIII/IH MOJJICKUT yAAaJICHUIO

%
(') llpumeuanwue
U3 PETUCTPAIMOHHOTO JTOCKE JICKAPCTBEHHOTO TIperapara.

b.Il.e) CrabunsHOCTH

B.Il.e.l1. U3meHeHue cpoka

rogHocTH wunu ycioBuii  HeoOxomumble JIOKYMEHTHI U
XpaHEeHHS JIEKAPCTBEHHOTO  YCIIOBHSA JTaHHEIC
mpernapara

IIpouenypa

a) COKpameHHEe CpoKa
TOJHOCTH JIEKAPCTBEHHOT'O
npemnapara

1. nakoBaHHOT B
YnakoBaHHOTO 0 IA

1 1,2,3
BTOPHYHYIO YIAKOBKY 7 HY

2. Tlocne mepBOro BCKpITHS 1,2,3 Ay

3. Tlocme pa3BeneHUs WA

1 1,2,3 1A
BOCCTAHOBJICHHUS HY

0) yBeIMUeHHUE CPOKa FOTHOCTH
JICKApCTBEHHOTO Tperrapara

1. VYmakoBaHHOTO BO
BTOPUYHYIO  yIakoBKy  (
MOATBEPKACHHOE IaHHBIMU B
peasbHOM BPEMEHH)

1,2,3 IB

2. Ilocne mepBOro BCKPBITUS (
MIOATBEPKAECHHOE TAHHBIMH B — 1,2,3 1B
pearbHOM BpPEMEHH)

3. Iocne pasBeneHus uiIU

BOCCTaHOBJICHUS (
MTOTBEPKICHHOE TAaHHBIMHU B
pearpHOM BpPEMEHH)

- 1,2,3 B

5. VYBenuueHue cpoka
XpaHeHHS OWOJOTHYECKOTO
JIEKapCTBEHHOTO Tperapara B
COOTBETCTBUHU C OJ00pEHHOI
NporpaMMoN  U3y4YEHHS
CTaOMIIBHOCTH

- 1,2,3 B

I) W3MEHEHHE YCIOBHIl
XpaHeHHs JIeKapCTBEHHOTO
npemnapara Uiu
perap - 1,2,3 1B
JIEKapCTBEHHOT'O Ipernapara

nocie pas3BeneHus (

BOCCTAaHOBJICHUS)



) M3MEHEHHE ONOOPEHHOH | o 1,4 IA
OporpamMMbl  H3yYeHUS
CTaOMILHOCTH

VcnoBus

1. M3MeHeHue He MOJDKHO OBITH CIEICTBHEM HENPEABHACHHBIX CHTYalHi,
BO3HUKIIUX B XO0IC HpOHSBO}ICTBa, NN NU3MCHCHU S CTa6I/I.HI:.HOCTI/I.

2. V3MeHeHUs HE TMPUBOIAT K PACIIMPECHHIO KPUTEPHUEB MPHEMIEMOCTH
HCTIBITYEMBIX TapaMeTpPOB, HUCKIIOYEHHUIO MapaMmeTpa CTaOWIBHOCTH, WU
CHIYKEHHIO YaCTOTHI UCIIBITAHUM.

JoxymeHnranuus

1. TlonpaBka K COOTBETCTBYIOILIEMY paszjieny (pasieliaM) pPeruCTPaliOHHOTO
nocke. OHa J0JKHA COJEPIKATh PE3yIbTaThl COOTBETCTBYIOIIMX UCCIICIOBAHUN
CTa0MIBPHOCTH B pealbHOM BpEeMEHH (OXBATHIBAIOIIUX BECH CPOK TOJHOCTH),
MIPOBEJICHHBIX B COOTBETCTBUM C akTamu opraHoB Coro3a B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJACTB MO MEHbBIIEH Mepe Ha 2 ONBITHO-MPOMBIIUICHHBIX

cepmx1 JICKApCTBEHHOT'O IIperapaTra, YIaKOBAaHHOTO C IOMOIIBIO
3apErHCTPUPOBAHHOTO YIIAKOBOYHOIO Marepuaiga M (MJIU) COOTBETCTBEHHO
ITOCTIC TIEPBOTO BCKPBITHS HITH Pa3BEIICHUS.

B COOTBeTCTByIOMMX CiIy4asX HEOOXOAMMO MPEACTABUTHh pPE3yIbTaThI
MHUKPOOHOIOTHICCKAX UCIIBITAHHH.

2. [lepecmoTpenHas uHpOpMAIHS O JICKAPCTBCHHOM IIperapare.

3. Komuu yTBepkIeHHBIX crienu(UKanuil Ha KOHEI[ CpOKa TOJHOCTH W, CCIIH
MPUMEHUMO, Clieliu(UKAIMU TIOCe pa3Be/ieHus (BOCCTAHOBJICHUSI) WU MOCTIe
MEPBOr0 BCKPBHITHSA (B BH/AE CCHUIKM Ha COOTBETCTBYIOIIUN JTOKYMEHT B
MOCJIE0BATEILHOCTH IOChE WM TPHIIOKEHHSI K COMPOBOIUTEIBHOMY MHCHMY).
4. O60CcHOBaHHE MPEIaTaeMbIX H3MEHEHHH.

E
( ) B oTHOmIEHHM OHMOJIOIMYECKOrO JICKAPCTBEHHOIO Mpernapara

HpI/IMe‘IaHI/IC OKCTpanojdnus HCIpuMEeHUMa.

[Ipu Hanmuuum 00s3aTENbCTBAa MPOBEPUTH CPOK T'OTHOCTH HA
NPOMBIIUICHHBIX CEPHSAX JOIYCTHMBI ONBITHO-IPOMBILIUICHHBIC
CEepHHU.

B.11.x) IIpoekTHOE TI0JI€ U MPOTOKOJ MOCTPETUCTPAIIMOHHBIX U3MEHEHUN

B.I1.x.3.

HUcknrouenue

YTBEPKIEHHOTO

MNPOTOKOJIA

p Heob6xogumeie  JIOKyMEHTHI H

yIpaBiaeHUs [Ipouenypa
YCIIOBHSA JIaHHBIE

H3MCHEHUSIMH,

3aTparuBarOIINM

U JIEKapCTBEHHBIN

mnpenapar
1 1,2 Ay

VYcnoBus

1. HckiroueHne TOCTPETHCTPAIMOHHOTO MPOTOKOJNA YIPaBICHUS

M3MEHEHHSIMH, 3aTPArHBaOIINMU JIEKAPCTBEHHBIH penapar, He SBISIeTCS
CIIEICTBUEM HENPEIBUICHHBIX CHTyallMid WMIH HECOOTBETCTBUS

cnenr(UKaNKK B X0€ BBEACHUS H3MCHEHHUH, ONMCAHHBIX B IIPOTOKOJIE, U
HUKAK HEC BJIHUACT Ha yTBep)KI[eHHI)IC CBCACHHA, BKJIIOUYCHHBIC B
PETUCTPAIIMOHHOE JTOCHE.

JoxymeHTtauus



1. OGocHOBaHUE MPEIAraeMOT0 UCKIIOUCHHUS.
2. TlompaBka K COOTBETCTByIOIEMYy paszaeny (pasmenam)
PETHCTPAIIMOHHOTO JIOCKE.

B.I1.x.4.

N3MeHeHus

yTBepkacHHOoro HeoOxommmbie  JIOKyMEHTB u Mponenypa
NpoTOKOJIa yCIIOBUS JTaHHEIC

yIpaBICHUS

HM3MEHEHUSIMHU

0) He3HAYUMBIC
U3MEHEHUS
MpOTOKOJIA
yIpaBiIeHUs
U3MEHCHUAMH,
KOTOpbIE HE
H3MEHSIOT
CTpAaTEruio,
OTMHUCAHHYIO B
MPOTOKOJIE

JlokymMeHTanus

1. IonTBepxaeHue AepKaTeIsl PEerUCTPAIlIOHHOTO YIOCTOBEPEHHS, YTO
mo0oe M3MEHEHUE JTOJDKHO YKIIAIbIBAaThCS B JUAMA30H JIEWCTBYIOIIHMX
YTBEPXKIEHHBIX KpUTEpUEB mpuemiaeMmocTu. Ilomumo »sToro,
MOJITBEPKIICHUE, YTO B OTHOIICHUU OMOJOTHYECKHX JICKAPCTBCHHBIX
MpemnapaToB He TpeOyeTcs OlEHKA COIIOCTABHMOCTH.

b.I1.x.5.

Peanuzanus

U3MCHEHUH,

npexycMoTpeHHbl HeoOxomumble  JIOKyMeHTB U Mpomeaypa
X YTBEP)KICHHBIM yCIOBHUS JTAHHBIC

MPOTOKOJIOM

yIpaBIeHUS

N3MCHCHHUAMU

a) peanmu3anus
U3MCHEHHS HE
TpebOyer
JOIOJIHUTEBHBIX
BCIIOMOTaTeNbHBI
X JaHHBIX

1 1,2,4 Apy

0) peammzanus
U3MEHEHU S
TpeOyer
JIOTIOJTHUTEIBHBIX
BCIIOMOTaTeJIbHBI
X JIaHHBIX

- 1,2,3,4 1B

B) peaim3amus

U3MCHCHUS

OHOJIOTHYECKOTO — 1,2,3,4,5 1B
JIEKApCTBEHHOT'O

mpemnapara

YcnoBus



1. IIpennoxeHHOE M3MEHEHHE OCYIIECTBICHO B IOJIHOM COOTBETCTBHHU C
YTBEP)KIACHHBIM TPOTOKOJIOM YIIPABICHHUS H3MCHCHHSIMH, TpeOyrolee
HEMEJIEHHOTO YBEJOMJICHUS TIOCTIE €T0 peaIh3alliH.

JoxymeHranus

1. Ccputka Ha yTBEp)KICHHBIHM IPOTOKOJ YIIPABICHHUS U3MEHEHUAMH.

2. TlonTBepkacHNE AEpKaTelsl PErHCTPAlMOHHOTO YAOCTOBEPEHHUS, UTO
U3MEHEHHE COOTBETCTBYET YTBEPXKIEHHOMY IPOTOKONY YIpPaBICHUS
U3MCHCHUSAMU HW UYTO PE3YJbTAaThl HCCICAOBAHUA YIAOBJIICTBOPAIOT
KpUTEPUSIM MPUEMIIEMOCTH, OTOBOPEHHBIE B IpoTokoise. IloMumo storo,
MOJTBEPIK/IEHUE TOTO, YTO B OTHOLICHUH OMOJIOTMYECKUX JEKAPCTBEHHBIX
IIpenaparoB He TpeOyeTcs OeHKa COMOCTABUMOCTH.

3. PesynbpraTel HccIeAOBaHHWI, MPOBEAECHHBIX B COOTBETCTBUHU C
YTBEPKACHHBIM IIPOTOKOJIOM YIPABJICHHUS H3MEHEHUSIMH.

4. TlompaBka K COOTBETCTBYIONIEMY paszxeny (pasnenam)
PETHCTPAIIMOHHOTO JI0CKE.

5. Konmst yTBep K IeHHBIX Crienn(UKAIIA Ha JeKapCTBEHHBIHN pemnapar (B
BUJE CCBUIKM Ha COOTBETCTBYIOIIMI JOKYMEHT B IOCIIEAOBATEIbHOCTH
JIOChE MITH TIPHIIOKEHHSI K COTIPOBOAUTENIEHOMY MTHUCHMY).

b.11.3) be3onacHOCTh B OTHOLIEHUU TOCTOPOHHUX areHTOB

b.I1.3.1.
OGHOBIEHHE
nHpopManuu
Onenka
Ge3omacHOCTH
JIEKapCTBEHHBIX
IpenapaTos Heobxonumeie  JlOKyMEHTHI
OTHOCHUTEJIBHO  YCIIOBHS JaHHBIE
HaJln4dyuida

MOCTOPOHHUX

are’ToB"

(pazmen 3.2.A.2

perucTpanuoHHO

TO JTIOCHE)

[Ipouenypa

0) 3aMecHa
yCTapeBIIUX
HCCIIEOBAaHUH,
3aTparuBaroIIX
MIPON3BOACTBEHH
b€ DJTamlbl H
MMOCTOPOHHUE
areHThl, paHee
BKJIIOUCHHBIC B
PETHCTPALIMOHHO
€ 10Che

2. be3 usmenenus
OIICHKU PUCKOB

1,2,3 1B

JoxymeHTtanus

1. TlompaBka K COOTBETCTByIOHmIeMYy pa3feny (paszemnam)
PETUCTPAIMOHHOTO IO0ChE, BKIIOYas BBEIECHHE HOBBIX HMCCIEJOBaHUM,
HaIlpaBJICHHbIX Ha M3Yy4EHHE CIIOCOOHOCTH NPOU3BOJCTBEHHBIX 3TaloB
HMHAKTUBUPOBATH (3TMMUHHPOBATH) TOCTOPOHHUE areHTHI.

2. O60CHOBaHHE TOTO, YTO UCCIIEIOBAHUS HE U3MEHSIOT OI[EHKY PHCKOB.



3. TlonpaBka k wH(pOpMAnUK O JIEKAPCTBEHHOM Ipemnapare (eciu
MIPUMEHHIMO).

B.III. Ceptuduxar coorBerctBusi EBponeiickoit ®apmaxonee (CEP) (mpu nanmuumn), u (
unu) I['D, m (unm) wu3MEHEHUs aKTHUBHON (apManeBTHUUYECKONW CyOCTaHUUH U
BCIIOMOTATENbHBIX BeIIeCTB B 1Lenax coorBeTcTBusi Papmakomnee Coro3a, (apmaxoree

rocyJlapcTBa-ujieHa uiu ApyruM papmakonesm coriacHo KoHueniumu rapMoHu3aium

B.III.1. Tlomaua

HOBOTO WIH
0OHOBIIEHHOTO
ceptudukara
COOTBETCTBHS
EBpomneiickoit
®apmakonee WiIn
UCKITIOYEHHE
ceprudukara
COOTBCTCTBHUA
EBpomneiickoit
®dapmaxoriee Ha:
¢bapmanepTuueck HeoGxomumbie  JIOKyMEHTBI |
YIO CyOCTaHLUIO; | YCIOBHS JTaHHBIC HMponezypa
UCXOJHBIN
MaTepuan (
pEeaKTus,
MIPOMEKYTOUYHBIHN
MPOAYKT),
UCIOJIB3yEeMBbIH B
npouecc
MIPON3BOJICTBA
(hapmareBTHIECK
oif cyOcTaHINH;
BCIIOMOTaTEIbHOE
BEILIECTBO

a) ceprudukar
COOTBETCTBHS
EBponelickoi
®apmakoriee

1. Hoswit

ceprudukar or

paHee 1,2,3,4,5,6,9 1,2,3,4,5 Ay
0100peHHOTO

MIPOU3BOAUTEIIS

2. OOHOBJICHHBIH

cepTuUKAT OT

paHee 1,2,3,4,6 1,2,3,4,5 1A
0100peHHOTO

MIPOU3BOUTEIIS

3. Hosmi
cepTuUKAT OT
HOBOTO

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



npousBoauTens ( 1,2,3,4,5
3aMeHa  WJIH
JI00aBIICHHUE)

4. UcxmoueHue

ceprupukatoB (

ecnu K

Marepuany 8 3 IA
MpUIaTainch

HECKOJBKO

cepTH(UKATOB)

5. Hosnit
cepTUUKAT Ha
HECTEPUIIbHYIO
AKTHBHYIO
(hapmareBTHICCK
VIO CyOCTaHIHIO,
MO/IIEXKAIITY IO
HCIIOJIb30BaHHIO
B CTEpUIBHOM
JIeKapCTBEHHOM
npernapare, Mmpu
UCTIOJIb30BaHUH
BO 1 bl Ha
MOCJIEIHEM Tarle
CHHTE3a, a B
OTHOLICHUU

- 1,2,3,4,56 IB

Marepuaia He
3asiBJICHO
OTCYTCTBHE B HEM
9HJOTOKCHHOB

0) ceprudukar
COOTBETCTBHS
EBpomneiickoit
®dapmMakoneu no
I'D Ha akTHBHYIO
(hapmarneBTHIECK
yI0 cyOcTaHIuIO (
HCXOOHBIN
MaTepual (
peakTus,
MPOMEKYTOUHBIN
NPOJYKT),
BCIIOMOTaTEIbHOE
BEIIECTBO)

1. Hosmit

cepTHUKAT Ha

AKTUBHYIO

(hapmaneBTHIECK

yio cyberanmuio 3,5, 9 1,2,3,4,5 1ALy
OT HOBOI'o HJIH

paHee

0100pEeHHOTO

MPOU3BOIUTEIISI



2. Hosmi
cepTuUKaT Ha
(hapmarneBTHIECK
yI0 cyOcTaHIuIO (
HCXOAHBIN
MaTepuall,
peakTus,
npomexyTounsii 3» 0,7 1,2,3,4,5 IA
OpONYKT,
BCIIOMOT'aTeJIbHOE
BEIIECTBO) OT
HOBOTO WJIH
paHee
0100pEHHOTO
MPOU3BOAUTEIS

3. OOHOBNEHHBIN

ceprudukar or

paHee 7 1,2,3,4,5 1A
0100pEeHHOTO

MIPOU3BOIUTEIISI

4. UcxioueHue

ceprudpukatoB (

ecnu K

Marepuany 8 3 IA
MpUIaTrainch

HECKOJBKO

cepTH(UKATOB)

VYcnosus

1. Crenudukaniy Ha BBITYCK W Ha KOHEI[ CPOKa TOTHOCTH JIEKAPCTBEHHOTO
Ipernapara He U3MEHSIOTCSI.

2. Hem3smeHeHHbIe (MCKITIOUAs YKECTOUEHHE) JONOIHUTENbHEIE (K EBponeiickoit
®dapmakoniee) crnenupUKanKK Ha NOpuMecH (UCKI0Yas OCTaTOYHBIC
pacTBOpUTENN, NPH YCIOBUM HMX COOTBETCTBHSI TPeOOBAHUSIM PYKOBOCTB
MeXayHapoTHOTO COBETa IO TapMOHHU3AIMM TEXHWYECKHX TpeOOoBaHMU K
perucTpanuy JeKapCcTBEHHBIX NpEnapaTroB Uil MEIUIMHCKOTO IPUMEHEHHS)
MPOAYKT-crienn(uIHbIe TpeOOBaHUs (HampuMep, IpOoQIId pa3MepoB YacTHII,
nouMopdHbIe HOPMBI), €CITA TPUMEHHMO.

3. Ilpomecc mTpOM3BOICTBAa AaKTUBHOHW (hapMareBTHIECKOW CyOCTaHIIHH,
UCXOJHOI0 Marepualna (peakTuBa, MPOMEKYTOUHOTO NMPOAYKTa) HE BKIIOYAET
UCIIOJIb30BaHUE MaTEPUAIOB YEJIOBEYECKOTO MIIU KHBOTHOTO IMPOUCXOXKIICHHUS,
JUIsl KOTOPBIX TpeOyeTcs MPoaHaIM3UpoBaTh TaHHBIE O BUPYCHOM 0€3011acHOCTH.
4. VIcknioYnuTeNBbHO 1Sl akTHBHOW (hapMaleBTHYeCcKOil cyOcTaHIMK: OHa OyaeT
UCTIBITaHa HETIOCPENICTBEHHO Tepe]] MCIIOIb30BAaHUEM, €CJIN TIEPHO]T TIOBTOPHOTO
UCHBITAaHUS HE BKIIOYEH B CEepPTHQHUKAT COOTBETCTBUS EBponeiickoii
dapmakoree I JaHHbIE, 000CHOBBIBAIOIIE MIEPHOA TOBTOPHOTO MCIBITAHUS,
YK€ HE BKJIIOYCHBI

B JI0ChE.

5. AxtuBHas (apmaneBTHUeckas CyOCTaHIUS (MCXOOHBIN MaTepuan (peakTHs,
MIPOMEXKYTOUHBII MTPOIYKT), BCTIOMOTaTEIbHOE BEIIECTBO) HECTEPUIIBHBI.



6. PacrutenbHbIe (apMaleBTHYECKHE CYyOCTaHIIMH: CIIOCO0 MPOU3BOJICTBA,
(u3nuUecKoe COCTOSIHUE, DKCTPArMpYIONIMHA PacTBOPHUTENb U KO3(duiment
9KCTPAKIIUU JIEKAPCTBEHHOTO CPE/ICTBA HE M3MEHSIIOTCS.

7. Eciu B cocTaBe JIGKAPCTBEHHOTO Tperapara JUis MapeHTepaIbHOrO BBEICHUS
HCIIOJNIB3YETCs JKEMATHH, TPOU3BEICHHBIN 13 KOCTEH, €ro MPOU3BOJICTBO JTOIKHO
OCYILECTBISTHCS UCKIIOYUTENILHO B COOTBETCTBUU C TPEOOBAHHUSIMHU CTPAHBI
MIPOHU3BOIUTEIISL.

8. B peructpaiioHHOM JI0Che OCTAETCS [0 MEHBIIIEH Mepe OWH MPOU3BOUTEND
9TOM CyOCTaHIIHH.

9. Ecnu akTuBHas (apmaieBTHUECKasi CyOCTaHIMsI HecTepuibHA, HO Oyaer
UCIIOJNIb30BAThCS B COCTaBE CTEPHIIBHOTO JIEKAPCTBEHHOTO Mperapara, Tor/a,

B cootBercTBur ¢ CEP, Ha mocienHeM STame CHHTE3a HENb3sl HCIOJIb30BATh
BOJIy WJIM, €CJIM TaKoe MPOMCXOIHUT, HEOOXOANMO OOECIEYUTh OTCYTCTBUE
GaKTepUaIbHBIX SHIOTOKCUHOB B aKTHBHOM (hapMalieBTUIeCKON CyOCTaHIHH.

JoxymeHrtanus

1. Komms neiicTByromero (0OHOBIEHHOTO) cepTH(HUKaTa COOTBETCTBHA
EBpomnelickoii @apmakonee.

2. Ilpu noGaBiieHUH TPOU3BOICTBCHHON IUIOMAAKH — B 3asSBJICHHN O BHECCHHUH
H3MEHEHUH, a TakKe JOMOJHUTEIBHO B COMPOBOAUTEIHLHOM IHCHME,
HCOGXOHI/IMO YeTKO 0003HAYUTH TCKYIIHUX U MpeajiaracMbIX HpOHSBO[{HTeHeﬁ.

3. TlompaBka K COOTBETCTBYIOLIEMY pasieny (pasjenaMm) perucTparuoHHOTO
JIocbe

4. Ecnu IpuMEHUMO, TOKYMEHT, COJIEpIKallluii CBEJIEHUSI O BCEX MaTepuanax,
BXOAALIMX B cepy npumeHenus cratbu dapmakornen Coro3a ninn EBponeiickoii
®dapmakonen IO MHUHHMH3AIMA pHUCKA TIEpeladd areHTOB Ty0OuaToit
SHIIe(AIONATHN JKHUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IPETapaToB s
MEIUIIMHCKOTO M BETEPUHAPHOTO IMPHUMEHEHHUS, BKIIOYAs HCIIONb3yeMBIC B
MIPOU3BO/ICTBE AKTHBHBIEC (hapMalleBTHUECKOW CyOCTaHIINH (BCIIOMOTATEIHHOTO
BemiecTBa). [l KaKI0ro Takoro poja Marepuaia HeOOXOIUMO MPEICTaBUTh
CIIEAYIOIINE CBEJICHNS: Ha3BaHHE MPOU3BOJUTEINS; BU]I )KUBOTHBIX U TKaHU, U3
KOTOPBIX TOJYYeH MAaTepHall, CTpPaHa IPOUCXOXKICHUS >XUBOTHBIX H €ro
HCTIOJHh30BaHUE.

5. B oTHOIEHWH aKTHBHOW (apMaleBTHUYECKON cyOCTaHIMM: IeKiIapanus
YIOITHOMOYEHHOTO IIUIa KaXJOTO JIUIEH3UPOBAHHOTO IIPOM3BOIUTEIS,
YKa3aHHOTO B 3asBJICHHUH, HCIOJB3YIOIIETO AaKTUBHYIO (apMaleBTHIECKYIO
cyOCTaHINIO B KAa4eCTBE MCXOMHOTO MaTepHasia, M YHMOJHOMOYEHHOTO JHUIa
KaX/IOTO JIUIICH3UPOBAHHOTO MPOM3BOJUTENS, YKAa3aHHOTO B 3asBJICHUU B
KayecTBE OTBETCTBEHHOTO 3a BBINTYCK cepuil. B jaeknapanusx HeoOX0JuMMO
yKa3aTh, 4TO MPOM3BOAHUTEIh AKTHBHOW (hapMaleBTUYCCKOW CyOCTaHITHH,
YKa3aHHBIN B 3asBJICHUH, OCYIICCTBISCT CBOIO JESITEIHHOCTh B COOTBETCTBHU C
[IpaBunamMu IPOM3BOJICTBEHHON MTPAKTUKA B OTHOIIICHUN MCXOJHBIX MAaTePHATIOB
. Ilpn ompeneneHHBIX 0OOCTOSTENBCTBAX HOMYCKACTCS MHPEACTABIATH OIHY
neknapanuio (cM. mpuMedanue Kk n3meHeHuto b.11.6.1). Ecnu 3arparuBarorcs
KaKue-Tu00 OOHOBJICHUS CEPTHU(PUKATOB HAa AKTUBHBIC (apMalleBTHUYCCKHE
CyOCTaHIIMM ¥ TPOMEXKYTOYHBIC TPOIYKTH, OT MPOU3BOJHUTEIICH
MIPOMEKYTOYHBIX MPOJAYKTOB TaKXkKe TpeOyeTcs AeKIapaIis yIIOJTHOMOYEHHOTO
JUIA; JeKJIapanus YIIOJTHOMOUYSHHOTO JINIIA HYXKHA, TOIBKO €CITH 110 CPAaBHEHHUIO
C paHee 3aperuCTpUPOBAHHON Bepcuell cepTu(ukara UMeeTCs H3MEHEHHE
JIeHCTBYIOIINX, BKITIOYEHHBIX B IIEPEUCHb IPOM3BOICTBEHHBIX IJIOMIA IOK.

6. Hamnexxaimee moaATBep)KICHUE, CBHACTEILCTBYIONIEE O COOTBETCTBUU BOJHI,
UCITIONIb3YEeMOIl Ha TIOCJIEJIHEM JTalle CHUHTe3a aKTHBHOW (hapMalleBTUYECKOM
cyOCTaHIIMM, COOTBETCTBYIOUIMM TPeOOBaHHWSIM KauyecTBa JUISI BOJBI IS
(hapManeBTHYCCKOTO TIPUMCHEHUS.



B.II1.2. 3MmeHeHUsT aKTUBHOI
dbapManeBTHICCKOM
cybcTtaHOUHU 154
BCIIOMOTaTEJILHOTO BEIISCTBA B
eJIsxX COOTBETCTBUS
dapmaxkornee Coro3a,
bapmakomee

Heob6xonumbie JIOKyMEHTHI U

IIpontenypa
YCIIOBUS JaHHbBIE POREAYp

rocyjapcrBa-ujieHa  HJIH
IPYTUM tdhapmakomesm

COTJIACHO Konnenmnun

rapMOHU3aIIN

a) U3MEHeHue crenudukaniy (
crienupuKaInii) paHee
HedapmMakomeWHOM
cybcTaHmMKM B  MENAX
cooTrBercTBUsl PapMmakomnee
Corw3sa wuin ¢apmakonee
rocyAapcTBa-4jeHa

1. AKTHUBHOH
dapMareBTHYECKOI 1,2,3,4,5 1,2,3,4 Ay
cyOCTaHIIUN

2. U3MeHeHue HCXOIHOTO
MaTtepuana JUTSI
BCIIOMOTATEJIbHOTO BelfleCTBa 12,4 1,2,3.4 IA
HIIH AKTHUBHOHU
dbapMareBTUUYCCKOM
cyOcTaHIuu

0) Hu3MEHEHHS B IEIAX
COOTBETCTBHS OOHOBJICHHOMU
COOTBETCTBYIOILLEH CTaThe
dapmakoneun Coro3a, 1.2.4.5 1.2.3.4 IA
bapmakomnee

rocyiapcTBa-uwieHa WU

IPYTHUX (papMaKoIel COrIacHO

Konnenmuu TapMOHH3aUH

B) M3MEHEHUE CHEIU(PHUKALUNA C
apMaKoIeHn

bap 1,4,5 1,2,3, 4 IA

rocynapcrpa-4jieHa  Ha

®dapmaxoreto Coro3a

VYcnoBus

1. M3MeHeHHe OCYHIECTBISIETCS HUCKIIOYUTEIBHO B ILENAX MOJHOTO

cooTBeTcTBHs (papmakoree. Bce wucnbiTanuss B cnenuduKanuy IOJKHBI
COOTBETCTBOBATh (hapMakolnelHOMY CTaHIapTy IIOCIEe H3MEHEHHUs, 3a
UCKJIIOYEHHEM JIFOOBIX TOMOJTHUTEIBHBIX BCIIOMOTaTENIbHBIX HCIIBITAHIN

2. lononuutenbHbIe K (hapMakoriee crienn(UKayuy Ha MPOAyKT-CIIeUpUIHbIE
CBOICTBa HE W3MCEHSAIOTCS (Hampumep, NPOPHIN pa3MepoB YaCTHII,

onuMopdHas popma WiH, K IpUMepy, OHOIOTHIECKHUE METOTUKH, arperaTsl).

3. 3HauyuMBIe U3MEHEHHUS KAYECTBCHHOTO M KOJHMYECTBEHHOTO Tpodrieit
MIPUMECEH OTCYTCTBYIOT (32 HCKIIOYCHNEM Y)KECTOUCHHS CIIeIU(DUKAIIII).

4. JlomonHWUTENRHAS BaNWJAIMs HOBOM MM W3MEHEHHOW (apMmakomeiHoit
METOJIUKH HE TpeOyeTcs.



5. PacrutenbHbIe (apMaleBTHUYECKHE CYyOCTaHIIMH: CIIOCO0 MPOU3BOJICTBA,
bu3nveckoe COCTOSHHE, OKCTPAreHT M KOI(PQHUIHMEHT OSKCTPaKIHU
JIEKapCTBEHHOTO CPE/ICTBA HE U3MEHSIOTCS.

6. BcrmomorarenbHOe BELIECTBO MOJHOCTBIO COOTBETCTBYIOT TPEOOBaHHAM
MOHOTpa(uu COOTBETCTBYIOLIEH (hapMaKoIen, U BCe UCTIBITAHHS COOTBETCTBYIOT
(hapMaKkoTIeWHBIM CTaHIAPTAM

7. JlonomHATEIbHBIE TAPaMETPHI CIICIA(BHUKALIMHI, KACAIOIIHeCs CIeNH()UYeCKUX
CBOWMCTB, HE M3MEHSIOTCS (HAIpHMep, paclpeleieHie YacTHIl 110 pa3Mepam,
nonuMmopdHast (opmMa WM, HaANpUMep, KOJHUUYECTBEHHOE OIpe/esieHUe
OHONIOTHYECKIM METOJIOM, arperarsbl)

8. BcriomorarenbHOe BEIECTBO TOJDKHO OCTaBaThCsl HEU3MEHHBIM

9. JlononHUTENbHAS BalWalMs HOBOTO MIIM W3MEHEHHOTro (apMaKoOIeHHOTo
MeTo/Ia He TpeOyeTcs

10. BcrnomorarenabHOe BEIIECTBO yxke OBbLIO 0I00OPEHO YHNOJHOMOYEHHBIM
OpraHoM JUIsi IPUMEHEHHS B JICKAPCTBEHHOM IMpenapare ¢ KOHKPETHBIM ITyTeM
BBEIICHUSL.

JoxymeHnTtauus

1. IompaBka K COOTBETCTBYIOLIEMY pa3leny (pa3feiiaM) perucTpaniOHHOTO
JIOCKE.

2. CpaBHHTENbHAS Ta0INIA TEKYIIUX U MPEAIaraeMbIX CIeIN(DUKAIIIH.

3. Hannple ananm3a cepuil (B ¢popMe CpaBHUTENBHOW TAaOJIMIBI) IO MEHBIICH
Mmepe

2 IPOMBIIUICHHBIX CEPHI COOTBETCTBYIOMICH CyOCTaHIINH (BEIIECTBA) IO BCEM
HCHBITAHUSIM HOBOM CHCHI/I(bI/IKaLII/II/I ", OOHNOJJHUTECIBbHO, €CJIM NPHUMEHUMO,
pe3yJbTaThl TECTA CPABHUTEIILHON KMHETUKN PacCTBOPEHUSI [0 MEHBILIEH Mepe

1 ONBITHO-IPOMBIIIJICHHON CepUH JIEKapCTBEHHOTO Ipenapara. B oTHomeHuu
JIEKapCTBEHHBIX PACTHTENFHBIX MPENaparoB MOTYT OBITh JAOCTATOYHBI JaHHBIE
CPaBHHUTEJIFHOH pacnaaeMOCTH.

4. JlaHHBIE, NOATBEPKAAIONINE MPUTOAHOCTh CTaThU JJISI KOHTPOJIS KayecTBa
cyOCTaHIIMM, HampuUMep, CPaBHEHHE MOTEHIMAIbHBIX NPHUMECeH C HWHBIMH
cnenn(UIMPOBaHHBIME U onpeaensieMbiMu mpumecsiMu B ADPC, ucxogHom
MaTepuale WK BCIIOMOTaTelbHOM BEILIECTBE.

He TpeOyeTcst yBeJOMIIATH YIOJTHOMOYCHHBIC OpraHbl 00
oOHoBiNeHNN craTthu ®apmakoren Coro3a Wi (QapMakonen
rocyIapcTBa-4iecHa B CIIy4ae BHEIPCHHS CIeIHA(DUKAIIH

COOTBETCTBYIOIICH OOHOBJICHHOW CTAaThe B TEUECHHE 6 MECSIIEB
MoCJie €€ ONMyOJMKOBAaHWS W HAMYUU CCHUIKH Ha "TEKyIlee
u3naHue (nelcTBylollee W3JAaHHE B COOTBETCTBHH C

3aKOHOJIaTEILCTBOM I'OCYJapCTBa-wieHa)" B perucTparioHHOM
JIOChE 3apErHCTPUPOBAHHOIO JICKAPCTBEHHOI'O TIpenapara.

IIpumedanue

b.IV. MeauuuHckue U3eausd WIW MHas NPOAyKIUs (YCTPOMCTBO, KOMILIEKTYIOIIEE
CPE/ICTBO), BXOJIAIIAst B KOMIIEKT YITAKOBKH JICKAPCTBEHHOTO TIpernapara

B.IV.1. N3menenne
KOMIUIEKTYIOIIEr0 CPEACTBA
y p Heobxomaumeie JoKyMEHTHI U
UL TO3UPOBAaHUS BKJOYAs IIpouenypa
YCIIOBUS JTaHHEIE
MEJIUIMHCKOE HW3JenIue It
BBEJICHUS

a) moOaBlieHWE WJIM 3aMEHa
YCTPOMCTBA, KOMILJIEKTYIOIIETO
CpelCTBa, BKJIIOYas
MEIMIIMHCKOE U3JeNne, He



SIBIISIIOIETOCS  4YacTbhIO
MIEPBUYHOHN YITaKOBKH

1. MeauuuHcKUe H3ACIHI,
3apErUCTPUPOBAHHBIE B

cooTBeTcTBUU [IpaBuinamu
pEeTHCTpAIlii U 3KCICPTU3HI
0e30I1aCHOCTH, KadecTBa M
3¢ EKTUBHOCTH MEAUIIMHCKIX
W3JIETNH, YTBEPKACHHBIMU

Pemrenuem CoBeTa

. . 1,2,3,5,6 1,2,3 ALy
EBpa3I/II/ICKOI/I 3KOHOMHUYECCKOU
KOMHUCCHUU

ot 12 ¢espans 2016 r. Ne 46
WIN B COOTBETCTBUH C
3aKOHOJATEIbCTBOM
rocyiapcTBa-wieHa MU
pa3pemIeHHbIe K 00paIIeHuIo B
TPETBUX CTpaHax

0) WCKIIOYEHHE WM 3aMeHa

MEIUIMHCKOTO H3JIENINsl HIIH

WHOW TpoxyKImu (YCTpOICTBa,

KOMILUTEKTYIOIIET0 CpencTna), 4 1,4 Ay
BXOISIIUX B KOMIUIEKT

YIaKOBKH JIEKaPCTBEHHOTO

npenapara

VYcnosus

1. Tlpeamaraemoe wuanmenwe ¢ wu3MepsAmed ¢QyHKIUEH (yCTpoHCTBO s
JI0O3UPOBaHUA) JOJDKHO TOYHO OTMEpHBaTh HEOOXOIUMYIO 103y
paccMaTpUBaEMOro JIEKAPCTBEHHOTO IIperapara COrJacHO OJ00peHHOMY
cnoco0y nmpuMeHeHHs. Pe3ynbTaThl TakKuX UCCIEAOBAHNI HMEIOTCS B HAJTMYHH.
2. HoBoe uzznenue ¢ usmepsitoineit GpyHkuueit (yCTpOUCTBO Ui JO3UPOBAHUS)
COBMECTHMO C JIEKapCTBEHHBIM IIPENapaToM.

3. I3MeHeHue He JOHKHO MTPUBOJUTH K 3HAYMMOMY U3MEHEHHUIO HH(POPMAIUH O
JIEKapCTBEHHOM IIpernapare.

4. JIexapCTBEHHBIH IpenapaT MOKHO IIPOAOJIKATE TOYHO JT03UPOBATE.

5. MenunuHCKOe H3JeNIUe HE HCIOJIb3yeTcs B KauecTBE pAacTBOPUTENS
JIEKapCTBEHHOTO Npemnapara.

6. Ecu mpenycMoTpeHa (hyHKI[HSI TOYHOTO J03UPOBaHUs, HHGoOpMAIHs O Heil
JIOJDKHA OBITH BKJIIOYEHA B PErUCTPAllMOHHOE JIOChE JIEKAPCTBEHHOT'O IIpenapara.

JoxymeHnTtanuus

1. IompaBka K COOTBETCTBYIOLIEMY pa3leny (pa3feiiaM) perucTpanioOHHOTO
JI0Cbe, BKIIOYAs CXEMY KOMIUJIEKTYIOIIETO CpPEICTBAa WM MEIUIMHCKOIO

U37eNHUsL, a TAKXKE COCTaB UX MaTepUaloB, HH(GOPMAIIHIO O IPOU3BOJUTENE, €CIIU
NPUMEHHUMO, a TaKXe COOTBETCTBYIONIIMI mepecMoTp HHDoOpManuu o

JIEKapCTBEHHOM IIperapare.

2. JIoKyMEeHT, MOATBEP)KJAIOIINI PErUCTPANI0 METUIIMHCKOTO HW3IENUs B

Coro3e WM B COOTBETCTBHH C 3aKOHOJAATEILCTBOM T'OCYIapCTBa-wiIeHa WIH
paspemeHne K 00paIieHnIo B TPETHUX CTPaHax (€I MPUMEHUMO)

3. JIoKkyMeHTBl M CBEJCHHSA, MOATBEP)KIAIOIINE TOYHOCTH JO3WPOBAHUS U

COBMECTHMOCTh KOMIUIEKTYIOIIETO CPEACTBA WIJIM METUIIMHCKOTO M3IEIHS C
JIEKapCTBEHHBIM IPETIapPaTOM.



4. OGoCHOBaHME MCKIIIOUCHHS WM 3aMEHBI MEJUIMHCKOTO W3JICIIHS MM WHOH
pOXyKIuH (YCTPOHCTBA, KOMIUIEKTYIOLIETO CPECTBA).

Hnsa B.IV.1.B — ecnu u3MeHeHHE MPUBOIUT K 0O0pa30BaHUIO
[Mpumeuyanne HOBOHW JieKapcTBeHHOW (OpMBI, Takoe H3MEHEHHe Tpelyer
[I0J1a4yy 3asBJICHMS O PACLIMPEHUU PETUCTPALIUU.

b.V BHeceHuss M3MEHEHHI B PETHCTPAMOHHOE JOCHhE OOYCIOBJIEHHBIE WHBIMU
PETYIATOPHBIMU IPOLEYPaAMHU

B.V.a) MOIT (MOBA)

b.V.a.l.

Bxknrouenue

HOBOTO,

0OHOBIICHHOTO

UJIu

HCIIPABIIEHHOTO

mactep-¢aiina  Heobxomumble  JIOKYMEHTB H
nJ1a3Mbl B ycCiioBuUs JaHHBIC
PErucTpaloHHO

e Jochbe

JIEKapCTBEHHOTO

nmpemapara (

npouenypa MOII

2-ro 9Tarna)

IIpouenypa

0) mepBoe

BKJIFOYCHUE

HOBOTO

Mactep-(aiina

miaa3Mbl, HE  — 1,2,3,4 1B
BIIUSIIOIIETO0 HAa

CBOMCTBA

JIEKApCTBEHHOT'O

npemnapara

B) BKIJIIOUYCHUE

oOHoBIIEHHOTO  (

UCIIPABJICHHOTO)

Mactep-aiina

MJIa3MBbl: B 1,2.3.4 B
U3MEHEHU S

BIIUAKOT Ha

cBOicTBa

JIEKapCTBEHHOT'O

npernapara

I') BKIIOUYCHHE
oOHoBIEHHOTO (
UCIIPaBICHHOIO)
Mmactep-¢aina

MJIa3MBbl:
IA

1 1,2,3,4
NU3MCHCHUA HE HY

BIUAIOT Ha
CBOMCTBA
JIEKApCTBEHHOT'O
npenapara



VYcnosus

1. Ha oOHoBneHusii wnm u3mMeHeHHbE M®II Bhigano 3akimrodeHue (
ceptudukar, cBuieTenbcTBo) Coroza Ha MOII, B COOTBETCTBUU C
npuiioxxenneM Ne 1 x [TpaBunam peructpauuu.

JlokyMeHTanus

1. INonrBepkmeHue, 4YTO 3akiatoucHHE (cepTU(UKAT, CBUACTEILCTBO)
Coro3a Ha MO®II u skcnepTHBIH OTYET MONHOCTBIO MPUMEHUMBI K
3aperuCTPUPOBAHHOMY JIEKapCTBEHHOMY mpemnapaty. Jepxkartens MOII
MPECTaBUI JEPIKATENI0 PETUCTPALIOHHOTO YIOCTOBEpEHUs (eciu
JepKaTellb PETUCTPAIMOHHOTO yIOCTOoBepeHUs u nepkatens MOII He
SBIISIIOTCA OOHUM W TEM K€ JHUIOM) 3akKioueHune (cepTtudukar,
cBuneTenscTBO) Coroza Ha M®II, skcniepTHBINA oTUeT U Aocke Ha MOII.
3akmroueHue (ceprudukar, cuperenbctBo) Coros3a Ha MOII u
OKCTIEPTHBII OTYET 3aMEHSIOT HPeABIAYIIYI0 JoKyMeHTanuo Ha M®DIT s
JTAaHHOTO JICKapCTBEHHOTO TIperapara.

2. 3Bakmouenue (ceprudukar, cBugerenbctBo) Coroza Ha MOII u
9KCTIEPTHBII OTHYET.

3. Jexyapauus YIOJHOMOYEHHOTO JIHIA, XapaKTepusylomas Bce
BBOJUMBIC C TOMOIIbI0 ceprudumupoBanHoro MOII u3MeHeHus u
OIICHMBAIOIIAS WX MMOTCHIIHAIFHOE BIMSHUE Ha JICKAPCTBEHHBIE TIPETIapaThl
, BKJTFOYAsI OIICHKH MPOAYKT-CIEIM(PUIHBIX PUCKOB.

4. B ¢opme 3asBIEeHHS O BHECEHWH M3MEHEHWH HEOOXOOMMO YETKO
OTpa3uTh JeiCTBYyIOIee W MpeiiaraeMoe 3akiodeHue (ceprudukar,
cBujietenbetBo) Coroza Ha MOIT (HoMep Ko/a) B pErHCTPallMOHHOM JI0ChE
. Ecmn mpumennmo, B opme 3asBICHUS O BHECEHHH W3MEHEHUH Takxke
CJIelyeT YeTKO NepeuuciuTh Bee npoune M®II, Ha KoTophle comepikaTcs
CCBUIKHA B PETHCTPANMOHHOM JOCHE JICKAPCTBEHHOTO Tpemapara, Iaxe
ecnu 3tu M®II He ABAAIOTCS NPEIMETOM 3asIBICHHUS.

b.V.a.2.

Bxirouenue

HOBOTO,

OOHOBJICHHOTO

U H

HCIIPABJICHHOTO

Mactep-(aiina

BaKIIMHHOT O Heooxomumeie  JIOKyMEHTEI
aHTHTEHAa B  YCJIOBHUS JTAaHHBIC lpouenypa
PETHCTPALIMOHHO

e I0Che

JIEKapCTBEHHOT'O

npemnapara (

nporeaypa

M®BA 2-ro

JTarmna)

0) BKIIOYEHHE

oOHoBIIeHHOTO  (

UCIIPaBIICHHOTO)

Mmactep-¢aina

BAaKIUHHOTO

aHTUTCHA: IB
U3MEHEHU S

BIUAIOT Ha

cBOMcTBa



JIEKapCTBEHHOT' O 1,2,3,4
mpernapara

B) BKIIOUCHHUE
oOHOBIIEHHOTO  (
UCIPABICHHOIO)
MmacTep-¢aiina
BaKIUHHOTO
aHTHTCHA: 1 1,2,3,4 ALy
U3MEHEHHUS He
BJIUSIIOT Ha
cBOMcTBa
JIEKapCTBEHHOT'O
npernapara

YcnoBus

1. Ha oOHoBneHHBIH win u3MeHeHHBIH M®BA Brigano 3akmtodeHue (
ceprudukar, cBumerenbcTBo) Coroza Ha M®BA B cOOTBETCTBHU C
npuioxenneM Ne 1 k [IpaBuiiaM perucTpaii.

JoxymeHTtauus

1. dexnapamusi, 9To 3aKItoYeHne (cepTuUKaT, cBUAeTenbcTBO) Coro3a Ha
M®BA w© OSKCHEpTHBIH OTYET NOJTHOCTHIO TPUMEHHMH K
3aperuCTPUPOBAaHHOMY JIeKapCTBEHHOMY mpemapary. Jepxarens MOBA
MpEeNCTaBUI Jep>KaTeNI0 PETUCTPALMOHHOTO YIOCTOBEPEHHUS (eciu
Jiep>KaTenb PErucTPallMOHHOTO YAOCTOBepeHus U Jepxkatenr MOBA He
ABJIAIOTCS OJAHMM W TEM K€ JIHMIOM) 3akiioueHue (ceprudukar,
ceuzaerenbeTBo) Coroza Ha MOBA, skcriepTHEIA 0TYeT U foche HA MDBA.
3akmouenue (cepruduxar, cBumerenbcTBo) Cor3a Ha MOPBA u
SKCIEPTHBIA OTUET 3aMEHSIOT MPEeABIAYIIyI0 JoKyMeHTannio Ha MOBA
JUIS TAHHOTO JICKAPCTBEHHOTO Ipernapara.

2. 3akmouenue (ceprudukar, cBumereanctso) Coroza Ha MDPBA u
9KCIIEPTHBIN OTYET.

3. Jlexmapamus YNOJTHOMOYEHHOIO JIMI[A, XapaKTepU3ylomas Bce
BBOJMMBIE C MoMoIIb0 cepruduinupoBanHoro MOBA un3meHenus u
OLICHUBAIOIIAsA UX NMOTEHI[UAILHOE BIMSHUE Ha JICKAPCTBEHHBIE MPENapaThl
, BKITIOUas! OIIEHKH MPOTYKT-CIIEIIM(UIHBIX PUCKOB.

4. B ¢opme 3asBieHHS O BHECEHHHM W3MEHEHHH HEOOXOJMMO YETKO
OTpa3WuTh NEUCTBYIOIIEEe W MpeyiaracMoe 3aKIOUYcHHE (CepTH(UKAT,
cBugeTenscTBO) Cotoza Ha MOPBA (HOMep Kona) B pErHCTPAOHHOM
nocee. Ecam mpuMennmo, B Gopme 3asBICHHS O BHECCHHH HW3MEHEHHH
TaKXe ClelyeT YeTKO MepeduciuTs Bce mpoune M®PBA, Ha KoTOpHIe
cofepKaTcsl CCBUIKM B PETrHCTPAlMOHHOM JOChE JIEKapCTBEHHOIO
npenapara, naxe eciau 9Tu MOBA He SBISIOTCS PEAMETOM 3asBICHUSL.

b.V.6) O6HOBIEHUS B pe3yibTaTe 3alpPOCOB YIIOTHOMOYEHHBIX OPTaHOB (SKCIIEPTHBIX

OpFaHHSaHHﬁ), B TOM YHCJIC 110 UTOTraM paCCMOTPCHHA BOIIPOCOB 9KCHCpTHBIM KOMHUTCTOM

B.V.0.1.

OOHOBIICHHUE

nochbe mo JoxyMeHTbl U
Ka’{eCTBy, JAHHBIC
HallpaBJICHHOE Ha

peanu3anuio

3aKJIIOYCHUA

sampoca Heo6xomumere Mpomenypa

BUA
YHOOJIHOMOYCHHOT yeno



o oprana (
3KCIEPTHOHU
opranmzanun) (
pEKOMEH AN
DKCIepTHOTO
KOMUTETA)

a) U3MCHCHHE
peamusyer
3aKITIOYCHAE HITH
3ampoc
YIOJIHOMOYEHHOT
o oprama (1 1,2 Ay
3KCIEPTHOHU
opranmsanun) (
peKOMEeHJaIuu
DKCIepTHOTO
KOMUTETA)

0) TapMOHU3AITHS
IOCheE mo
Ka4ecTBy He
SIBJISIIACH YaCThIO
3aKTIOYECHHS] UK

3ampoca
YIIOJIHOMOYEHHOT
o opraHa (
3KCIEPTHOH - - II

opranmzanun) (
PEKOMEHIAIIUU
DKcNnepTHOTO
KOMHUTETa), H
00HOBIICHHE
HaIpaBJIeHO Ha
ero
rapMOHHU3AIHIO

VYcnosus
1. Pesynbrar He TpeOyeT qanbHEHIIeH SKCTIEPTH3HI.

JoxymeHranus

1. [TpunoxeHHOE K COMPOBOANTEIHFHOMY HHICHMY 3asBICHUS O BHECCHUU
M3MEHEHUI: CChUIKA Ha paccMaTpHBaecMoe 3aKIIIOYCHHE WIIM Ha 3amlpoc
YIOJHOMOYEHHOTO OpraHa (3KCHEPTHOW OpraHu3aiiu) (PEKOMEHIAINIO
DKCIIEPTHOTO KOMUTETA).

2. B nocke HEOOXOAMMO YETKO yKa3aTh M3MCHEHUsS, BHCCCHHBIC B XOJIC
mpoueaypbl oOpalleHus B YIOJTHOMOYCHHBIA OpraH (dKCIEPTHYIO
OpTaHU3AIHIO).

B pazjnene B Tabnuiibr:
noapaszaens! B.1.1- B.1.8 u3noxurs B cneayromen peaakuum:
"B.I. JIekapcTBEHHbIE MTpenapaThl A1 MEAUIITHCKOTO TPUMEHEHHUS

B.I.1 N3menenune obmeit

XapaKTEePUCTUKUA  JIEKAPCTBEHHOTO
npenapaTta, MaKeTOB YIIaKOBOK WJIH
HHCTPYKIIHA 10  MEIUIUHCKOMY



npUMeHeHUIo  (iIucTka-Bkianeima),  Heobxomum Jlokyments Ilponemypa
HallpaBlIGHHbIE HA  peajH3aluio  ble YCIOBHS W JaHHbIC

TpeOOBaHMH, YKa3aHHBIX B 3aKIIOUCHHUN

WJIN 3aIpOce YIIOJHOMOYEHHOTO oprasa (

SKCIEPTHON OpraHU3aInm)

a)  perucTPalMOHHOE  JOChE
JIEKApCTBEHHOTO IperapaTa MPOXOAUT
JKCHEPTU3y B YIOJIHOMOUYCHHOM OpraHe (
9KCIIEPTHOW OpraHU3aIiH )

1,2,3 Ay

0) perucTpanuoHHOe Jlochbe
JEKapCTBEHHOTO  Tpemapara  He
MOJaBaJioCh Ha OJKCIOEPTH3y B
YIIOJHOMOYEHHBIH OpraH (9KCHEpTHYIO
OpraHu3anuio), HO H3MEHEHUS
peayin3yoT TpeOOBaHMs, yKa3aHHBIC B | 1,2,3 1A
3aKJIIOYCHUH 178971 3amnpoce
YIOJTHOMOYEHHOTO OpraHa (3KCIIePTHOMH
OpraHu3annm), HOBBIC JOMOIHUTEIbHBIE
JIAaHHBIE JIePKATENIeM PEruCTPAIlMOHHOTO
YIOCTOBEPEHHS HE TPE/ICTABIICHBI

VYcnosus

1. N3meHenue peanusyeT (OPMYIHPOBKY, 3aTpPeOOBaHHYIO YIOJHOMOYEHHBIM
OpraHoM, U He TpeOyeT MoJayu AOTOJHUTEIBHBIX CBEACHUH U (MJIH) NaibHernIen
IKCTICPTH3BL

JloxyMeHTauus

1. 3asgBieHHEe O BHECEHHWH M3MEHEHHI: CChUIKA Ha 3aKIIOYCHHE WIHM 3alpoc
YIIOJIHOMOYEHHOTO0 OpraHa (dKCIEPTHOW OpraHu3aluy) ¢ MPHOOLICHHOW oO0IIei
XapaKTePUCTUKON JIEKapCTBEHHOrO TIpernapara, MaKeTaMH YIaKOBOK WIIH

JICTKOM-BKJIA/IBIIIIEM.

2. Jlexnmapamusi, 4YTO COOTBETCTBYIOLIME pas3Zelibl IpeajaraeMeix oOrmen

XapaKTePHUCTUKH JICKAPCTBEHHOTO Tperiapara, MakeTOB YIIaKOBOK M HHCTPYKILHH I10
MEIUIUHCKOMY NPHUMEHEHHIO (JIMCTKAa-BKJIAJIBINA) MICHTHYHBI IPHOOIICHHBIM K
3aKITIOYEHHIO HIIH 3aIIPOCY YIIOJHOMOYEHHOTO OpraHa (9KCIIEpTHOH OpraHu3aIny).

3. [TepecmoTperHas nHPOPMALHS O JEKAPCTBCHHOM IIpernapare.

B.I1.2. HN3menenue obuei

XapaKTePUCTUKU  JICKAPCTBEHHOTO

mpernapara, MakeTOB YHIAaKOBOK WIIH

HHCTPYKUUU 1O MEIUIHHCKOMY

NpUMEHEHNI0  (JUCTKa-BKJIAIBIIIA) Heobxonum JlokyMeHTHI I
BOCHpOI/I?:Be)IeHHOFO, Ui FI/I6pI/I}1HOFO, bIC yCJ'IOBI/IH U JAHHBIC poueﬂypa
Wi OMOAHAJIOTHMYHOTO JIEKAPCTBEHHOTO

mpemapaTta TOCIE OIICHKH TOTO XKe

H3MEHEHUS pedepeHTHOTO

JIEKapCTBEHHOTO TpernapaTa

a) peanu3anusg U3MEHEHUs (M3MEHEHUH),

B OTHOIIEHUU KOTOPOTO OT AeprKaTems

PETUCTPALIMOHHOTO YAOCTOBEPEHHUSI HE — 1,2 IB
TpeOyeTcs TPEICTaBISITH HOBBIC

JIOTIONTHUTEJIBHEIC JAHHEIC

JoxyMeHTanus



1. ITIpunoxeHHOE K CONPOBOAUTEIEHOMY MUCHEMY 3asBJICHUS O BHECEHUH U3MEHEHHUH
: 3aIPOC YIMOIHOMOUYCHHOTO OpraHa (€CiIi MPUMEHUMO).
2. IlepecmoTpenHast ”HGOPMAIHS O JICKAPCTBEHHOM Ipenapare.

B.1.3. U3menenne (u3mMeHeHUs1) oOmiei

XapaKTepUCTHKU  JIEKapCTBEHHOI'O

mperapara, MakKeTOB YHNaKOBOK WIIN

WHCTPYKIUU 1O MEIAHIHHCKOMY

NpUMEHEHUI0  (JTUCTKa-BKIAIBIIIA)

JEKapCTBEHHOTO  Iperapara  JUIs

MEIUIINHCKOTO IpUMEHEeHNs, Heob6xonum  JloKyMEHTBHI

HalpaBJIGHHOE Ha  peajJu3aluio  ble YCIOBUS U JaHHBIC Hpouenypa
PEe3yNbTaTOB MOCTPETUCTPALMOHHOTO

UCCleIoBaHusl 0e30MacHOCTH WM

3aKJIOUEHHS WM IpeJiaraeMbixX

NocCHeqyIOMUX nelcTBUH

MEPUOANIECKOTO OOHOBIIIEMOTO OTYETa

10 0€30MaCHOCTH

a) BHeceHHE  (OPMYJIHPOBKH,

COTJIACOBAHHOM  yIOJHOMOYEHHBIM 1 1,2 [Ayy
OpTaHoM

Ycenosus

1. H3MeHeHHe HampaBieHO Ha BHeCeHHE (OPMYJIUPOBKH, COTJIACOBAHHOU
YIOJHOMOYCHHBIM OPTaHOM, U HE TpeOyeT MoJauu OMOHUTEIBHBIX CBEICHUN | (
WIN) TATbHEHIIEH IKCIIEPTU3EL.

JoxymeHranus

1. Ccputka Ha cornacue (OIIeHKY) YIIOJTHOMOYEHHOTO OpraHa B (popMe MpHUIIOKESHUS
K COIPOBOAUTEIBHOMY MHCHMY 3asIBIICHUSI O BHECCHUN N3MCHEHHH.

2. [TepecmoTpenHas nHpOPMALHS O JEKAPCTBEHHOM IIpernapare.

B.1.5. U3menenue ycnoBuii ormycka Heobxomum JIokyMeHTHI

[Iponenypa
JIEKapCTBEHHOI'O IIpernapaTa ble YCIOBUSA U JaHHbIE

a) BOCTIPOM3BEICHHBIX MW THOPUIHBIX

HnJIn 6H08.HaHOFI/I‘IHBIX JICKapCTBCHHBIX

MpenaparoB MOCJie U3MEHEHUsI YCIOBUM — 1,2 IB

OTIycKa pe)epeHTHOr0 JEKapCTBEHHOTO

npenapara

JloxyMeHTanus

1. [MoxTBepxacHNE N3MEHEHHS YCIOBHI OTIycKa peepeHTHOTO JIEKAPCTBEHHOTO
npenapara (HarpuMmep, CChUIKa Ha COOTBETCTBYIOIEE PEIICHHE YIOJIHOMOYSHHOTO
OpraHa TroCyAapcTBa-4JieHa), NPUIOKEHHOE K COMNpPOBOIUTEIHLHOMY IHUCHMY
3as1BJICHUS O BHECEHHH U3MEHEHHH.

2. [lepecmoTpeHHast HHGOPMAIHS O JIEKAPCTBEHHOM Ipenapare.

B.1.6. V3amenenune noka3anus (TIoKa3zaHUH
Heo6xonum  JIokyMeHTHI

) K TIpUMEHEHHIO W (WJIH) pexXuMa [Iponemypa
BIC YCJIOBHSL U JJaHHBIC

JIO3UPOBAHUS

0) WUCKIIYEHHWE TMOKa3aHui K

NpUMEHEHUIO W (WIH) pexmmMa  — - 1B

JIO3UPOBAHUS

Ecnu y Bocnipon3BeIeHHOTO, MM THOPUIHOTO, WIH OMOaHAIOTHYHOTO
JIEKapCTBEHHOTO penapara J100aBlieHIE WM U3MEHEHHE MTOKa3aHHs K
MIPUMEHEHHIO M (MJIH) PeXXHUMa JJO3NPOBAHUS TPOMCXOANT BCIIEIACTBUE
peanu3anuu TpeOOBAaHUI, yKa3aHHBIX B 3aKIIOUEHUM WM 3aIpoce



[Iprmeyanue ymOTHOMOYEHHOTO oOpraHa (PKCIEPTHOW OpraHW3aluu) WIH
W3MCHCHHH WH(GOPMANMH O JCKAPCTBEHHOM IIpemapaTe IOcCie
SKCHEPTU3Bl aHAJOTHYHBIX W3MEHEHHH Yy pedepeHTHOTO
JIEKapCTBEHHOTO TIpemapaTa, TakKue M3MEHEHHUS KIACCH(QHUIUPYIOTCS
xomamu B.1.1 u B.1.2 coorBeTcTBEHHO.

Heo6xomum  JIokyMeHTHI

B.1.7. Uckmrouenue: [Iponenypa
b€ YCIIOBHSL W JaHHbIC

a) JeKkapcTBeHHOW ¢opmbl U (WiH) 12 B

(hopMmBI BhIITyCKa ’

0) DO3UPOBKH - 1,2 1B

JloxyMeHTanus

1. lexnapanusi, 4To OcTaBIIascs JiekapcTBeHHas (opma u (uau) dpopma (popmbr)
BBIITYCKA JIOCTaTOYHA JUIsl BBINOJHEHUS PEKOMEHJIAIMH 10 JO3MPOBAHUIO W
JUINTENILHOCTH JICYEHUS], ONMCAHHBIX B OOIIEH XapaKTepUCTUKE JIEKapCTBEHHOTO
npenapara.

2. IlepecmoTpeHHast HHGOPMAIHS O JIEKAPCTBEHHOM Ipenapare.

Ecnu paccmarpuBaeMast jgekapcTBeHHasi (opMma WU
JIO3MPOBKaA ObliIa 3apETHCTPUPOBAHA B BUAE OTIEIBLHOTO
JIEKapCTBEHHOI'0 Ipernapara, TO HCKIIOUYEHHE TaKoH
JeKapcTBEHHOW (OpMBI WM JTO3UPOBKH OyIeT

CUMTAaThCs HE BHECEHHEM HM3MEHEHHH, a OTMEHOH ee

IIpumeuanue

perucTparIyy.

B.1.8. Brenenue uinm u3MeHEHUE KPaTKOM

XapaKTEePUCTUKH CUCTEMBI

(dapmakoHan3opa AepxKaTeas HeobOxomum JIoKyMEeHTHI
PETUCTPAIIMOHHOTO  yJIOCTOBEPEHHUS. bl YCIOBHSA M JAHHBIE
JIEKapCTBEHHOI'0  mpemapara s

IIpouenypa

%
MCEAUIHUHCKOI'O MPUMCHCHU

a) BBEJIEHHE KPAaTKOH XapaKTepUCTHKU

cucTeMbl (hapMaKOHaA30pa JeprKaTems

PErUCTPALlUOHHOIO  YAOCTOBEPEHHUS

JIEKapCTBEHHOT'O Tpernapara, N3MeHEHHH

YINOJHOMOYEHHOTO  JMOA IO - 1,2 Ay
(hapmakoHaI30py (BKITIOYAsT KOHTAKTHYIO

nHdopmaruo) u (WIM) H3MCHEHHUE

MECTOpAcIONOKEeHUs MacTep-daiina

cucremsl (hapmakoHanzopa (MOCD)

JoxymeHTtanus

1. KpaTtkas xapakrepucTHKa CcHCTeMBl (apMakoHaA30pa JepKaTems

PETHUCTPAITMOHHOTO YOCTOBEPEHHS JICKAPCTBEHHOTO TIperapara Wil 0OHOBIICHHE
3HAYMMBIX JIEMEHTOB (COOTBETCTBEHHO):

MOATBEPKACHHE TOTO, YTO 3asABUTEIb HMEET B CBOEM pPacCHOpPSDKCHUH
YIOJHOMOYEHHOE JIMIIO, OTBETCTBCHHOEC 3a (hapMaKOHAI30p, M YTBEPIKICHHE,
MOJMUCAHHOE 3asABUTEJCM, YTO YIIOJHOMOYCHHOE JIMIIO, OTBETCTBEHHOC 3a
(hapmakoHam3op 00JamaeT HEOOXOAMMBIMHU CIIOCOOAMH BEBITIOJNHEHUS 3a1ad U
00s13aHHOCTEH, TepeynuciaeHHbXx B [IpaBmmax Hamiexkamed NPaKTHKU

(hapmakoHa30pa;

KOHTaKTHass wHQOpMaIus o0 YIOIHOMOYEHHOM IIe Mo (apMaKkoHAA30pYy,
TOCYAapCTBa-wWICHA, B KOTOPOM pAacIioiaraeTcss W BBIIOJHSET CBOM 3aJadd STO
YHOJIHOMOYEHHOE JIUIIO;



MecTtopacnojioxxenue MOCO.
2. Homep MOC® (nipu Hanmuum).

noapazzaen B.1.9 npuszHaTh yTpaTUBIINM CUITY;
noapasnaeinsl B.I.10 — B.1.12 u3no0xuTh B clieayronien pelakinu:

B.1.10. VI3ameHeHune 4acToThl | (
HJIH) IaThI nogayu

MEePpUOAUIECKOTO Heobxomumpie JIoKyMeHTHI U
[Ipouenypa
OOHOBJISIEMOrO0 OTYETa 10  YCIOBUS JTaHHbIE
6eszonacoctn  (ITOOB)
JIEKapCTBEHHOTO TIperapara
1 1,2 Ay

VYcaosus

1. 3smenenne 9acToThl M (WJIM) [aThl TTOJAaYU MIEPUOTNIECKOTO OOHOBIISIEMOTO
oT4eTa 1O OE30IMaCHOCTH COIJIACOBAHO YIIOJHOMOYCHHBIM OpraHOM
rocyAapcTBa-4JeHa.

JoxymeHTauus

1. Ccpuika Ha OTBET YIMOIHOMOYEHHOTO OpraHa, B (opMe MPHIOKEHHS K
COTIPOBOIUTENIFHOMY ITUCHMY 3asBJICHUS O BHECEHUH H3MEHEHHH.

2. IlepecmotpeHHas dacTtoTa W (WJIM) JaTa MONAYH MEPUOIHIECKOTO
OOHOBJISICMOTO OTUETa IO 0€30IaCHOCTH.

JlaHHOE W3MEHEHHWE MPUMEHSCTCS, B CIydae CCIM 4YacToTa
OOHOBJICHUS TEPHOIUYECKOTO OOHOBISIEMOrO0 OTYETa II0
0€30MaCHOCTH yKa3aHa B PETHCTPAIIMOHHOM JIOChE Criocobamu,
[Mpumeyanue  OTIMYHBIMHU OT YKa3aHHs CChUIKM Ha MEPeYeHb OTYETHBIX JaT B
COOTBETCTBHHM ¢ akTamMu opraHoB Coro3a B cdepe oOpameHus
JICKApCTBEHHBIX CPEACTB, U IIpU H606XO}II/IMOCTI/I nogadymn
MEPHOANYECKOTO OOHOBIISIEMOTO OTUYETa 110 OE30MaCHOCTH.

B.I.11. BsBenenme wuiu
H3MEHEHMST 0053aTENLCTB U
. Heobxoaumeie JIOKyMEHTHI U
YCJIOBUM  perucTpaiuu, IIpouenypa
YCIIOBUS JTaHHBIE
BKJIIOUAs TUIaH YMpPaBJICHUS

pUucKkamu

a) peanmzanus GOpPMyIUPOBKH,
COTTacOBAHHOM c 1 1,2 Ay
YHOOJIHOMOYCHHBIM OpPraHOM

VYcaoBus

1. U3meHeHne peanusyeT neiicTBre, 3aTpeOOBaHHOES YIIOJTHOMOYCHHBIM OPraHOM
, ¥ He TpeOyeT Mmojavyu IOMOJHUTEIbHBIX CBEJACHUN W (MIIK) JanbHeHIel
9KCTIEPTHU3BL.

JlokymeHTauus

1. IlpunoxxeHHOE K COMPOBOJUTEIHLHOMY MHCHMY 3asBIEHUS O BHECEHUU
HM3MEHEHMH: CCBUIKA HAa COOTBETCTBYIOIIEE PEIlIEHHE YIIOTHOMOYEHHOIO OpraHa.
2. IlepecmoTpenHas uHpOpMAIHS O JCKAPCTBCHHOM Ipernapare.

OTO W3MEHEHHWE OXBaTHIBAET TOJNBKO CHUTYalMIO, B KOTOPOH
BBOJIIMOE U3MEHEHHE 3aTPAaruBacT UCKIIOUNTEIBHO YCIOBHS U (
ITpumeuanue  nnM) 0OsI3aTENBCTBA PETUCTPALUY, BKIIOYAS IJIAH YIPaBICHUS
pHCKaMu M ycioBus M (MJIM) 00s3aTeNbCTBA PETHUCTpaluil B
UCKITIOUUTENBHBIX CIIydasiX U YCIOBHON pPEeruCTpaIui.



BBCZ[eHI/IC mjiaHa YHOpaBJCHUA pPUCKAMU, 3ane6OBaHHOC
YIIOJIHOMOYCHHBIM OpTraHOM, BCErAa Tpe6yeT IKCIICPTU3BI.

B.I.12. Bxkurodyenue uIH

HCKIIIOUYEHUE CUMBOJIA YEPHOTO

TpEeyrojbHUKA AU

MOSICHUTENbHBIX YKa3aHuil B

OTHOIICHUH JIeKapCTBEeHHBIX Heobxomumele JIOKYMEHTHI U

MpenaparoB, MOJIEKANUX  YCIOBHSA JTaHHEIC Tpoueaypa
JOTOJHUTEIBHOMY
MOHHUTOPHUHTY B COOTBETCTBHUU
c pexoMeHanuen
DKCHEPTHOTO KOMHUTETA
1 1,2 Ay

YcaoBus
1. JlexkapcTBEHHBIH Tpenapar MOJUICKHUT TOTOIHUTEIEHOMY MOHHUTOPHHTY B
COOTBETCTBUM C peKOMEHAAMENH DKCIePTHOTO KOMUTETA.

JoxymeHnrauus

1. Ccpuika Ha peKOMEHIANNIO0 DKCIEPTHOTO KOMHUTETa B (hOpMe TIPUIOKCHUS K
COIPOBOAUTEIHHOMY ITUCHMY.

2. [lepecmoTpenHas nHpOpMAIHS O JICKAPCTBCHHOM IIperapare.

JlaHHO€ WM3MEHEHHE OTHOCHUTCA K CHUTyallud, NpU KOTOpOH
BKJIIOYCHHUE HUJIN UCKIIIOYCHUE CUMBOJIa YEPHOT'O TPEYTOJIbHUKA
WIN TIOSICHUTENBHBIX YKa3aHWH HE MPOU3BOJIUTCS B paMKax

[Mpumeuanne  apyrod mpouenypsl, CBI3aHHOM ¢ perucrpanueil (Hampumep,
TIPOIEAYPHI TOATBEPKACHUS PETUCTPAH (TIepeperuCcTPaIn)
WU TPOUEeNypsl BHECEHHS W3MEHEHHWH, 3aTparmBaloINX
MH(OPMALINIO O JIEKAPCTBEHHOM IIpernapare).

pazaen I Tabnuiibl U3M0KUTH B CIEAYIONICH pelaKInuu:
"T. MO®II (M®BA)

I'.1. V3menenue
Ha3BaHUS U (WIN)

agpeca HeoOxomumeie  JIOKyMEHTH H
[Iponenypa
IepKaTens YCIIOBUS JTaHHBIE
ceprudukara
M®BA
1 1 Ay
YcaoBus

1. [epxatens ceprudpuxara MOPBA pomkeH ocTaBaThbCs TEM XKe
IOPHIMYECKUM JIIIOM.

JlokyMeHTanus

1. OduumanpHeIii JOKYyMEHT OT COOTBETCTBYIOIIETO YINOJHOMOYEHHOI'O
opraHa (HampuMep, HaJOTOBOTO OpraHa), B KOTOPOM YyKa3aHO HOBOE
Ha3BaHHUE UM afipec.

I'.2. V3meHenne
Ha3BaHUS U (WIN)

aagpeca Heobxomumeie  JIOKYMEHTHI W

[Ipouenypa
JepKarTens YCIIOBUS JIaHHbIC
ceptudukara

MOII



HY

Ycnosus
1. Hepxatens cepruduxatra MOPII nomkeH oOCTaBaThCS TEM JKe
IOPHIMYECKUAM JIIIOM.

JlokyMeHTanus

1. OduumanpHeIii JOKYyMEHT OT COOTBETCTBYIOIIETO YMOJTHOMOYEHHOI'O
opraHa (HampuMep, HaJOTOBOTO OpraHa), B KOTOPOM YyKa3aHO HOBOE
Ha3BaHHUE UM aJIpec.

I'.3. V3menenne
unu Tpanchep
ceprudukara
MO®II oT
TEKYIIETO
yil Heob6xomumeie  JIOKyMEHTH H

epxxarens IIponenypa
flopBOMy YCIIOBUS aHHbBIE boueayp

JepKaTeIro (
Apyromy
OPUIHNYECKOMY
uiy)

- 1,2,3,4,5,6 1ALy

JoxymeHnranus

1. lokyMeHT, BKJIIOYasi WACHTU(QUKAINIO (Ha3BaHHE W agpec) TEKYIIero
nepxkarenss MOII (mpaBooTayxaarens) U WAeHTUGUKANNIO (Ha3BaHUE U
ajipec) JinIia, IPUHUMAOIIETro TpaHcdep (paBonpruoOpeTaTelis), a TaKKe
npeaaraeMylo 1aTy CICIIKH, TOAUCaHHOH 00eMMU KOMITaHHSIMHU.

2. Kommss mocnenHeld cTpaHHMIBI 3aKiOueHus (ceprudukara,
ceuzerenbeTBa) Coroza Ha MOII.

3. IloaTBepkaeHNE perucTpali HOBOTO epKaTels (BBITICKA U3 peecTpa
IOPUIMYECKUX JIMI ¥ TIEPEBO/] €€ Ha PYCCKHH S3BIK), TOMMCAaHHOE 00EHMHU
KOMITAaHHSIMH.

4. TloarBepxnaeHue TpaHcdepa Bced mokymentannu MOII ¢ mepoi
ceprudurarmmn MOII mpaBompmoOperaTento, MOAMUCAHHOE OOCHMH
KOMITaHUSIMH.

5. JIoBepeHHOCTb, BKIIFOUasi KOHTAKTHBIC CBEJCHNUS JINIA, OTBETCTBEHHOTO
3a CBSI3M MEXJY YMNOJHOMOYEHHBIM OpraHoM u jepxkareinem MOII,
MOJINMCaHHAasl MPaBOIIPUOOpETATENIEM.

6. HI/ICBMO-O6${33TGHBCTBO BBITIOJTHCHHSA BCEX OTKPBITBIX M OCTABHINXCA
00s13aTeNbCTB (TPH HATMYUH), OJMCAHHOE TTPABOIIPHOOpETaTesieM.

I'.4. U3menenue
Ha3BaHUA H (WIIN)
agpeca
YUPEKIEHUN 110
3abopy (
IIPOBEPKE) KPOBH,
BKITFOYAst [IEHTPHI
IUISl 3aTOTOBKH
KpOBH (TI1a3MBI)

Heob0xomumeie  JIOKyMEHTHI H
[Ipouenypa
YCIIOBUS JIaHHBIE

1,2 1,2,3 1A
YcaoBus

1. Yupesxxnenue mo 3a60py (IpoBepke) KPOBHU JOIDKHO OCTaBaTHCS TEM XKE
IOPUIUYECKUM JIUIIOM.



2. N3meHeHne HODKHO OBITH aJMHHHCTPATUBHBIM (HAIpUMEp, CIHSHUE,
TIOTJIONIEHNE); U3MEHEHNE Ha3BaHUs YUPEKIeHUsS 1o 3a00py (IIpoBepke)
KpOBH (IIeHTpa I 3arOTOBKU KPOBHU (IIJIa3MBI)), IPU COXPAaHEHUH €ro
OpTraHU3aMOHHO-TIPABOBOH ()OPMBI COOCTBEHHOCTH U MECTa HaXOXKICHUSL.

JoxymeHTtanus

1. ToxmucanHas neKiIapanus TOTO, YTO HM3MEHEHHWE HE BKIIOYACT

M3MEHEHHE CHCTEMBI KauecTBa YUPEeKICHHUS 110 3a00py (IpoBEpKe) KPOBH.
2. llognucannas fekIapays TOro, YT0 M3MEHEHHUS TIEPEYHS LIEHTPOB A1
3ar0TOBKHM KPOBH (IUIa3MbI) HE TPOUCXOTUT.

3. OOHOBIEHHBIE COOTBETCTBYIOIINE pa3[eNbl M JOMONHEHUS K JT0ChE
MOII.

I'.5. 3amena umn
nobOaBieHHE
HeHTpa s
3aroTOBKU KPOBU
[J1a3MBbI B

( ) HeoOxomumeie  JIOKyMEHTH H

panKax yCIOBUS JaHHBIE Hportenypa
YUpexaAeHus 10

3abopy (
MIPOBEPKE) KPOBH,
BKJIIOYCHHOTO B
MOII

_ 1,2,3 B

JoxymeHnranus

1. OnuaeMnoIorniecKue JaHHBIE O BUPYCHBIX MapKepax, 3aTparuBarolIye
IEHTp MJisd 3aroTOBKH KpoBW (IUIa3Mbl), OXBaThIBamoIue 3 rozxa. B
OTHOILIEHUN BHOBb OTKPHITOTO IE€HTpa (LIEHTPOB) AJSA 3aTOTOBKH KPOBH (
TUTa3Mbl) WM B ClIyyae OTCYTCTBUS JIaHHBIX, HOATBEP)KAECHUE TOTO, YTO
SMHUJIEMHOJIOTMYECKUE JaHHbIe OynyT NpPEACTaBICHBI B OYEPEIHOM
©KEeroHoM 0OHOBJIEHHH.

2. Yka3zaHue, 4TO IEHTP Ul 3arOTOBKH KPOBH (TIJ1a3Mbl) (YHKIMOHUPYET B
TeX K€ YCIOBHUSX, YTO W APYTHE LEHTPHI, MPHHAICKALINE YIPEKACHHIO
mo 3abopy (TpoBepKe) KPOBHU, COTJIACHO TOJOXKEHHSIM CTaHIAPTHOTO
JIOTOBOpa MEXAY VyUpexkaeHHeM 1o 3abopy (mMpoBepke) KpOBH U
nepxartenem MOIT.

3. OOHOBJIEHHBIE COOTBETCTBYIOIINE PAa3leNbl M JOMOJHEHUSI K JOChE
MO®II.

I'.6. Uckmrouenne

WIN HW3MEHEHHUE
JlokyMeHTBl U

craryca ( [

(yHKIIMOHHUPYIO
118781 UIIA
HEQYHKIIHOHHUPY
1281187878
YUpEKIECHUU 10
3abopy (

NpoBepKe) KPOBH, HeobOxonumsbie

(ueHTpoB s yCITOBHS ITpouenypa
3arOTOBKH KPOBHU

(mra3mer)),

HCTIOb3yEeMbIX

Ut cOopa KpoBH



(rumasmer)  wim
JUISL MCIIBITAHUS
KpOBO- H
wrasMonad M
MYJIOB IJIa3MBI

1,2 1 1A

VYcenosus

1. IIpuyuHBI MCKIIOYEHUS WM U3MEHEHHUS CTaTyca HE JOJKHBI OBITh
00yCIIOBJIEHBI NPOOIEMaMH, CBSI3aHHBIMU C COOIIOJEHUEM TpeOOBaHUIA
IIpaBun MpoU3BOACTBEHHOM IIPAKTUKH.

2. Yupexnenus 1no 3abopy (IpoBepke) KpOBH (LIEHTPHI LIS 3aTrOTOBKU
KpoBH (TJIa3MbI)) JTOJKHBI COOTBETCTBOBaTh akTaM opraHoB Coro3a B
cdepe npoBeneHHs (hapManeBTHUECKUX WHCIIEKIUH 1 3aKOHOATEILCTBY
rocyapcTBa-4ieHa B 4acTH, HE YPEryJIHUpOBaHHON akTamMu opraHoB Coroza
, TpH HW3MEHEHHHM cTaTyca ¢ HeQYHKIHOHHPYIONIUX Ha
(hYHKIIMOHHUPYIOIITHE.

Joxymenrauus

1. OGHOBIEHHBIE COOTBCTCTBYIOIIME pa3gejibl U JOMNOJHEHUA K JOCHE
MOII.

I'.8. 3amena nm

BKJIIOUECHHE

HOBOTO IICHTpA

JUIs 3arOTOBKH

KpOBHU (ILTa3MBbI)

B meaax

HCTIBITAHUS

noHaruit kpoeu u Heobxoxmmele  JIokyMeHTH U
naasMbl U (MJIH)  YCIOBUSA JIaHHbIE
MyJIOB TUIa3MbI B

paMkKax

YUpEKACHUS TI0

3abopy (

MIPOBEPKE) KPOBH,

BKJIFOUEHHOT'O B

MOII

IIpouenypa

- 1,2 1B

JlokyMeHTauus

1. VYka3zaHme, YTO UCIBITAaHUA NPOBOMITCS COTJIACHO TEM K€
YTBEPKJIEHHBIM CTaHJAAPTHBIMH OMEPAIMOHHBIMU MPOIeaypaMu U (WIn)
METOJ1aM UCIBITaHUM.

2. OOHOBJIEHHBIE COOTBCTCTBYIOIIMUE pas3gejibl U JOMOJHEHUA K JOCHE
MOII.

I'.10. 3amena unu

BKJIIOUEHUE

HOBOTO
YPEKICHUS T10

yap Heobxogumble  JIOKyMEeHTH U

3abopy ( [Ipouenypa

YCIIOBUS JIaHHEBIE

MPOBEPKE) KPOBH

WIW IIEHTpa B

KOTOpPOM

XpaHHUTCSA IU1a3Ma



- 1,2 IB
JoxymeHTanus
1. VYkazaHme, 4TO WEHTP XpaHEHHA IUIa3Mbl (QYHKIMOHHPYET B
COOTBETCTBUH C TEMH K€ CTAHJAPTHBIMHU ONIEPAIIMOHHBIMHU MPOLEIypaMHu,
YTBEPKIIEHHBIMH B YUPEXKAECHUH 110 3a00py (IIPOBEPKE) KPOBH.
2. OCHOBIIEHHbIE COOTBETCTBYIOIIME pa3/iesibl U JIONOJHEHHS K J0Che
MOII.

r.11.
HUckmrouenue
YUpEeXKACHUS TI0

3abopy ( HeoOxomumbie  JIOKYMEHTHI H
MPOBEPKE) KPOBH | YCIIOBHS JIAHHBIE Hpouexypa
WM [EHTpa B
KOTOPOM
XPaHUTCS TUIa3Ma
1 1 IA

Ycnosue

1. IlpuyrHa WCKITFOYCHUS HE MOJDKHA OBITH O00YCIOBIIEHA MPOOIeMaMH,
CBS3aHHBIMH ¢ coOxrofeHrneM TpeOoBaHWi [IpaBHi MPOU3BOACTBEHHOMN
MPaKTUKH.

Joxymenranus

1. OGHOBIEHHBIE COOTBCTCTBYIOIIME pas3geyibl U JOMNOJHEHUA K JOCHE
MOII.

I'.12. 3amena unu

BKJIIOUEHUE

YpeKACHUS

yap ’ Heob6xomumeie  JIOKyMEHTHI H

MPUHUMABIIIETO [Ipouenypa
YCIIOBUS JIaHHBIE

ydacTue B

TPAHCIIOPTHPOBKE

I1a3MBbI
— 1 IB

JoxymeHTtanus

1. OOHOBIIEHHBIE COOTBETCTBYIOIINE DPA3JENbl M JOMOJIHEHUS K JOCHE
MOII, Bxirogyas Bce YUpexkIeHHS 1Mo 3abopy (IpOBEpKe) KpPOBH,
HCIIONB3YIOIIME JTO YUYpeXAECHUE, IPUHHUMAIONIEE ydacTHE B
TPaHCHIOPTUPOBKE ILJIa3Mbl, pPE3IOME JEHCTBYIOUIEH CUCTEMBI,
obecrieunBaroIIell TPaHCIIOPTUPOBKY B HAJUIEKALIUX YCIOBUSX (BpeMms,
TeMIIepaTypa U cooTBeTcTBHE [IpaBuiaM Mpon3BOACTBEHHOHN NIPAKTUKHN) U
HMOJTBEPAKAEHUE TOTO, YTO YCIOBHUS TPAHCIIOPTUPOBKU BAIUAUPOBAHBIL.

r.13.

Ucknrouenune

YpeKACHUS

yap ’ Heob6xomumeie  JIOKyMEHTHI H

HNPUHUMABILErO IIponenypa
YCIIOBUS JTaHHBIE

ydacTue B

TPAHCIIOPTHPOBKE

IUIa3MBI
1 1 1A
YcmoBue

1. IlpuymHa WCKIIOYEHUS HE MOJDKHA OBITH OO0YyCIIOBIIEHA MPOOIeMaMu,
CBSI3aHHBIMU ¢ cobnronenueM [IpaBui NponU3BOACTBEHHON MPAKTHKH.



JoxymeHnrauus

1. OOHOBIIEHHBIE COOTBETCTBYIOIINE DPAa3JeNbl M JOMOJIHEHUSI K JOChE
MOII.

I'.14. Bxirouenue

TECT-CUCTEMEI,

3aperucTpupoBaH

Hoii B Coro3e B

KadecTBe

MEIHUIITHCKOTO
HeoO0xomumeie  JIOKYMEHTHI H

H3JEINs, B LETIX [ponemypa
YCIOBHUSA JTaHHBIE

HUCIBITAHUSA

OTAEIbHBIX

JIOHalU KPOBU U

miIa3Mbel B

KadyecTBe HOBOH

TECT-CUCTEMBI

1 1,2 1A

YcaoBus
1. HoBas tect-cuctema 3apeructpupoBana B Corwo3e B KauecTBe
MEIUIIMHCKOTO H3IEIIHS.

JlokyMeHTanus

1. IlepeyeHb HMCHBITATENBHBIX IUIOMIAJOK, B KOTOPBIX HCIOIB3YETCS
TECT-CUCTEMA.

2. OOHOBJIEHHBIE COOTBETCTBYIOIINE Pa3leNibl M JOMOJHEHUSI K JJOChE
M®II, Brit04ast OOHOBJICHHBIC CBEACHUS 00 UCIIBITAHUAX B COOTBETCTBUU
¢ akTamu opraHoB Coro3a B cepe oOpaleHus JeKapCTBCHHBIX CPEIICTB.

I'.15. Bxirouenue

TECT-CUCTEMEI, HE

3aperUCTPUPOBAH

Hoii B Coro3e B

KadecTBe

MEIHUIITHCKOTO
HeoO0xomumeie  JIOKYMEHTHI H

HU3JEINs, B LEIIX [Iponenypa
YCIIOBUS JTaHHEIE

HUCIIBITAHUSA

OTIENILHBIX

JIOHaIUil KPOBU U

mia3Mbel B

KadecTBe HOBOH

TECT-CUCTEMBI

0) HOBas
TECT-CHCTEMa
OpUTa 0mOOpeHa B
M®IT ngns
JIPYTHX LIEHTPOB
Ui 3arOTOBKH  — 1,2 1A
KpOoBHU (ILTa3MBbI)
B mensx
HCHBITAHUS
JIOHALIMM KpOBU U
IIJ1a3MbI

Joxymenrauus



1. IlepeueHb WCHBITATENBHBIX I[EHTPOB, B KOTOPBIX HCIOJB3YyeTCS

TECT-CHCTEMA,

W TepedYcHb HCIBITATEIBHEIX IICHTPOB, B KOTOPBIX OHa OyaeT

HCIIOJIb30BaThCH.

2. OOHOBIICHHBIE COOTBETCTBYIOIINE pa3eNibl U AOMONHEHUS K JIOChE
MOII, BxiIrouast OOHOBJIEHHBIE CBEACHHUS 00 MCIBITAHUSIX B COOTBETCTBUH
¢ aktamu opraHoB Coro3a

B cepe oOpalieHus JeKapCTBEHHBIX CPEACTB.

I'.17. BBenenue

WK pacIIupeHne
P P Heooxomumeie  TpeOyemas

npoIie Bl Bug mponenypsl
poueayp YCIIOBUS JIOKyMEHTaIUs JLTpoeayp
KapaHTHHHOTO
XpaHEHUS

1 1 1A
YcmoBue

1. Tlpomexypa KapaHTUHHOTO XpaHEHHUsS sBIsieTca Oomee cTtporoit (
HaIlpuMep, BBITYCK JIHIIb ITOCIIE TOBTOPHOI POBEPKU JOHOPOB).

Joxymenrauus

1. OOHOBIIEHHBIE COOTBETCTBYIOIINE DPAa3]eNibl U JOMOJIHEHUSI K JIO0ChE
M®OII, BxiroYas OCHOBAaHHS BBCJCHUS WM PACHIMPEHUS MPOICTYPHI
KAPaHTUHHOI'O XPAaHEHWSs, IUIOMIAJKH, B KOTOPHIX OCYLIECTBISETCS
KapaHTUHHOE XpaHEHHe, W W3MEHEHHUs MPOIEeIyphl, AEPEBO PELICHUH,
BKJIFOYasi HOBBIC YCIIOBHSI.

I'.19. 3amena wimn

Jno0OaBJIeHUE

KoHTelHepoB s HeoOxomumele  JIOKyMeHTH H
KpOBH (HampuMep YCIOBHUS JIaHHBIC

, MCIIKOB,

(h1akoHOB)

[Ipouenypa

a)  HOBBHIE
KOHTEHHEpPHI AJIs
KpOBH
3apETUCTPUPOBAH
b B Corw3se B
Ka4ecTBE
MEIUIIUHCKUX
N3OSN

1,2 1 1A

VYcnoBus

1. Konreiinep 3apeructpupoBan B Coroze B KauyecTBE MEIUITUHCKOTO
W3JICIHS.

2. Kputepuu kauecTBa KpOBH, 3aKIFOUCHHON B KOHTEHHED, HE U3MEHSIOTCS

JoxymeHTtauus

1. OCHOBIICGHHBIE COOTBETCTBYIOIINE pa3eNbl U IOMONHEHUS K JTOChE
M®II, Bkiro4yas HauMEHOBaHUE KOHTEHHEpPA, MPOU3BOIUTENS,
cnenu(prUKannio pacTBOpa aHTUKOATYJISTHTA, TIOATBEP)KACHHE PETUCTPALINN
B Coro3e WM rocynapcTBe-wieHe M Ha3BaHUE YUPEKIeHUs mo 3abopy (
MPOBEPKE) KPOBH, B KOTOPOM HCITIONB3YETCsl KOHTEHHE.

I'.20. U3meHenne
XpaHEHUs (

IIpouenypa



TpancnoptupoBk HeoOxomumble  JlOKyMeHTHI H
n) yCIoBUS JaHHBIC

a) ycCIOoBHH
XpaHeHus U (W) |

1 IA
TPaHCIIOPTUPOBK
u
6 )
MaKCHMaJIbHOTO 1.2 | A

CpOKa XpaHCHUA
I1J1a3MBI

VYcenosus

1. V3MeHeHHE IOMKHO YXKECTOYAaTh YCIOBHSI W COOTBETCTBOBATH
TpeboBanusm @Papmakomen Coro3a, a MPH OTCYTCTBHM B HEH —
TpeboBaHusM (hapMakoriei rocy1apCTB-4JICHOB, NIPEABIBISEMbIM K TJIa3Me
KPOBH YeJIOBeKa JUIsl PPaKIIMOHUPOBAHUSL.

2. MakcuManbHBINH CPOK XpaHEHUs KOpoUe MPEAbIAYIIETO.

JoxymeHTtanus

1. OOHOBIICHHBIC COOTBETCTBYIOIINE PAa3Eibl U JOMONHEHUS K JIOCHE
M®II, BxitO4as mMoapoOHOE OMIICAaHNE HOBBIX YCIOBHH, MOITBEPIKIACHUE
BalUJAIlMN YCIOBHHA XpaHEHUsA (TPAHCIOPTHPOBKH) W Ha3BaHHE
yUpexIeHus 1o 3abopy (IpoBepke) KPOBH, B KOTOPBHIX MPOUCXOIUT
M3MEHEHHUe (eclii MPUMEHUMO).

17. B ab63ane cenbmom pazzena 1 u nogpaznene "Ocobble npoueaypsl (00s13aTeNnbCTBa) MO
Ha3HAUYCHUIO MalMEHTaM JIEKapCTBEHHOI'O Mpenapara WM YCIOBUSIM €ro MpuUMEHEHHs"
paznena S5 npuinoxeHus Ne 25 k ykazaHHbIM [IpaBunam cioBo "cranuonape" 3aMEHUTH
cioBaMH "1ed4eOHO-POPUITAKTUIECKOM YyUpEeKIeHUN" .

18. B a63aiie uerBepToM nojapazzena "ObecrieueHue HeyJOBICTBOPEHHBIX MEIUITMHCKUX
MOTpeOHOCTEN cHCTEeMBI 37paBooxpaneHus" moapasnena 2 pasnena [l mpunoxenus Ne 26
yKa3aHHBIM ITpaBunam CJIOBO "cranuonapa" 3aMEHUTh CJIOBaMHU "
ne4eOHO-MPO(YUITIAKTUYECKOTO YUpexKaeHus" .

19. IlynkTt 4 paznena 3 npuiioxkenuss Ne 27 k ykazanHbIM [IpaBunam mocne cioB ''c
000CHOBaHMEM YMOJHOMOYEHHBI OpraH rocyiapcTBa-uieHa" TONOJHHUTh CJIOBaMu B

MOPSAKE, MPELYCMOTPEHHOM 3aKOHOIaTEILCTBOM 3TOT0 TOCYyAapCcTBa-4ieHa," .
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