[MTPJIOXEHUE

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

N3IMEHEHWUWA,
BHOcuMbIe B [IpaBuiia perucTpanum u 3KCHEePTU3bI
JIEKAPCTBEHHBIX CPEACTB /sl MEUIMHCKOT0 IPUMEHEeHU S

1. ITo Tekcty ykazaHHbIX [IpaBui:

cioBa «Cdepa nuzaitHa» 3aMeHUTD ciaoBaMu «[IpoekTHOE mosey;

cioBa «cdepa u3aifHa» 3aMEHUTH CJIOBaMH «IIPOEKTHOE IIOJIe» B
COOTBETCTBYIOIIEM IaJIEXKE;

cioBa «cdepa auzaiiHa (IPOEKTHOE TI0JI€)» 3aMEHUTb CIIOBAMU
«TIPOEKTHOE T0JIE» B COOTBETCTBYIOIIEM IAJIEKE;

ClIOBa «IpOeKTHoe moyie (cdepa au3aiiHa) 3aMEHUTH CJIOBAMHU
«IIPOEKTHOE T0JIe» B COOTBETCTBYIOIIEM IMaJICKE.

2.B nynkre 19 mnocne a03ama ABaALaTOro JOMOJHUTH ab3alem
CIICIIYIOIIETO COACPKAHUS:

«KOH(UIEHIIMATBHBIE JaHHBIE» — TEPCOHANBHBIE JAaHHbIE U JTaHHBIC,
KOTOpbIE HE HAXOIATCA B MyOJWYHOM JIOCTYNE W pas3riiallieHue KOTOPBIX
MOJKET TIOBJIEYh HETATHBHBIC TIOCIEACTBUS ISl SKOHOMHUYECKOTO0 MHTEpeca U
KOHKYPEHTHOCIIOCOOHOW  TO3WIMHM  Biajueiblla Takux  JaHHbIX. K
KOH(UIECHITUAIBHBIM JaHHBIM B TOM YHCJIE OTHOCSTCS JETATbHOE OMUCAHUE
npolecca MPOU3BOACTBA, JaHHbIE CHEU(UKALIMY, CTPATETUs 3asBUTENS UITU

ACPIKATCIIA PETUCTPATMOHHOI'O YAOCTOBCPCHUA I10 HaﬂbHeﬁmHM



PErUCTPAllMOHHBIM  JIEWCTBUSIM B~ OTHOUIEHWH  paccMaTpUBaEMOIo
JIEKapCTBEHHOr'0 TMpernaparta, HWHGOpMaIsi OTHOCUTEIbHO 3aMEuYaHuid,
MOJIYYEHHBIX B XOJIe W MO pe3yJbTaraMm (papMarieBTUYECKUX HHCIEKIUN
MPOU3BOJICTBEHHBIX IUIONMIAJIOK M WHBIM (hapMalieBTUYECKUM HHCIIEKIIUSIM,
HAaUMEHOBAHME W MECTO HaXOXJIEHUS TMPOU3BOJCTBEHHBIX IUIOMIAJIOK,
OCYILIECTBIISIIOIINX KOHTPOJIb KAU4eCTBa;».

3. IlynkT 47 mocne ab3ama BTOPOTO JOMOJIHUTH a03alieM CIICIYIOIIEero
COJIepKaHUSL:

«MUCbMEHHOE TOATBEPKICHHUE 3asIBUTEIISI O HAMEPEHUM COTJIACOBAHUS
MPOEKTAa 3aKJIFOYUTEILHOIO SKCIEPTHOrO OT4YeTa 00 OIIEHKE C IENbI0
oOecrieueHrus KOH(PUACHIIMANBHOCTH HWH(OpMaluu, cojepxkamieiics B
PETUCTPAIMOHHOM J0ChE JIEKAPCTBEHHOrO Mpenapara (Mpyu HAIMYHKU TaKOro
HaMEpEHMUS);

4. B nynkte 60 10moTHUTH ad3aliaMy CJIEIYIOIIETO COAEpKaHUS:

«Ipy HaMuuum B  PETUCTPALIUOHHOM  JIOChE JIOKYMEHTAJIbHO
MOATBEPKIECHHOTO HaMEpEHUS COTJIACOBAHUS 3aKJIIOYUTETHLHOTO
OKCIIEPTHOTO OT4YeTa 00 OIIEHKE 3asBUTEIEM, YMOJHOMOYECHHBIM OpraH
(9KcmiepTHasT OpraHu3anus) pePepeHTHOro ToCyJapcTBa  HaNpPaBIISIET
3aSBUTEIII0 TIPOCKT 3aKIIOUUTEIIBHOTO SKCIEPTHOIO OT4YeTa OO0 OIIEHKE C
1ebl0 00ecrieueHus] KOHPUACHIIMAIbHOCTH UH(POPMALIH, COAEpKAILIECHCs B
PErUCTPAIlMOHHOM JIOCh€ JICKAPCTBEHHOTO TMpernapara, Npu MyOJHUKalUU
3aKJTIOYUTEIHLHOTO JKCIEPTHOTO OTueTa 00 OIEHKE B E€IWHOM DPEECTpe.
[IpoeKkT 3aKIIOYUTENHHOTO SKCHEPTHOTO OT4deTa 00 OIEHKE MepeaaeTcs
3aSBUTEJIIO B DJICKTPOHHOM BUJI€ U CUUTAETCS MOJYYCHHBIM 0 UCTEUYCHUU |
paboyero JHs ¢ JaThl €ro HalpaBJICHUS.

3asBUTENIO TIpenocTaBisgeTcss He Oosnee 10 pabouux gHEH ¢ HaThl
MOJIYYSHUST TPOEKTa 3aKIIOYUTEIHLHOTO SKCIIEPTHOTO OTYEeTa 00 OIEHKE, He

BXOIAIIMX B CPOK PETHUCTPpAlMHN W SKCIICPTU3BI JICKAPCTBCHHOI'O IIPCIIapara,



Ha COTJIACOBAaHHWE YKAa3aHHOIO MPOEKTa M MpeJCTaBleHHe OO0OCHOBaHUS
U3BATHS KOH(DUACHIHMAIBHBIX JaHHBIX, B TOM YHCIE COCTaBJISIOIIUX
KOMMEPYECKYIO TaiHy. 3asBUTENb BIPABE CAMOCTOATEIBHO OTMETUTH
KOH(PUACHIMAIbHYIO HH(POPMAIMIO, HE MNOMJIEKAUIYI0 OMYyOIMKOBAHHUIO
IIyTEM €€ BBIACICHUA B PEKHUME PELECH3UPOBAHUA B  IPOEKTE
3aKJIIOYUTEIBHOTO SKCIEPTHOTO OTYETa 00 OLEHKE, NPEIHA3HAYEHHOTO MJIs
nocyenyromel MmyoJuKalMd B €IMHOM peecTpe, W HampaBUTh €ro B
YIOJHOMOYEHHBIM Opran (dKCHEPTHYIO OpraHu3aiuio) pedepeHTHOoro
rocyJ1apcTBa B AJIEKTPOHHOM BUJIE.

OneHka oTBeTa 3aBUTENSA OCYLIECTBIIIETCSA B CPOK, HE MTPEBBIIIAIOIINI
5 paGoumux AHEN ¢ AaThl NMOJyYEHUS] OTBETA 3asBUTENS U HE BKIIIOYAETCS B
CPOK MTPOBEJCHHUS SKCIIEPTU3bI U PETUCTPALUU JIEKAPCTBEHHOIO IIpenapara.

Ha ocHOBaHuM 1IpOBENEHHOW OILIEHKM YIIOJJHOMOYEHHBIA OpraH
(3KCmiepTHasi OpraHu3alys) BIPaBE NPUHATH NPEIJTOKEHHOE 3asBUTEIEM
u3bsATUEe MHOopMaluu. B 3TOM ciydae, mpu NMPUHSATUU YMOJHOMOYEHHBIM
OpraHoM peQepeHTHOTO TOCYJapCTBa MOJOXHUTEIBHOTO PEIICHHUS O
perucTpaluy JIEKapCTBEHHOIO  Mpenapara, YMNOJHOMOYEHHBIM  OpraH
pedepeHTHOro rocyapcTBa pa3MeIlaeT B €IMHOM PEECTPe 3aKIIIOUNTEIbHBIN
OKCIIEPTHBIA OTYET OO0 OLEHKE, COCTaBJIEHHBIH B COOTBETCTBUM C
npunoxkenueM Ne 16 x  HactosmuMm IlpaBunam, mnocine uU3bATHA
KOH(QUICHIIMANBHBIX  JaHHBIX. [lpu  HempeACTaBICHUM  3asiBUTEIIEM
uH(pOpMaIlMY, YKa3aHHOU BHIIIE, B YCTAHOBJICHHBIA CPOK, 3aKIIOUYNTEIbHBIN
HKCIEPTHBINA OTUET 00 OLIEHKE CUMTAETCS COINIACOBAHHBIM 3asBUTEJIEM. ».

5. B nmoanynkre «0» myHkTa.63, mynkrtax 76, 81, 111 u 180 cnoBa
«IUIAaH YIPAaBJICHUS PUCKaAaMW» 3aMEHUTHh CIIOBAMU «pPE3IOME  IIJIaHa
YIPaBIECHUS PUCKAMUIY.

6. B mynkte 86 mocne ab3ama BTOPOTO JOMOJHUTH ab3amem

CJICAYIOIIETO COJIePKAHUS:



«MHUCHMEHHOE TOATBEPKJICHUE 3asBUTEIII O HAMEPEHUU COTJIACOBAHUS
MPOEKTa 3aKIIOYUTEIBHOTO SKCHEPTHOrO OT4YeTa OO0 OILIEHKE C IENIbI0
obecrnieyeHrss KOH(MUICHIIMAILHOCTH HWH(pOpMAIUU, COACp)KaIleics B
PErUCTPAllMOHHOM JI0ChE JIEKAPCTBEHHOI0 Mpenapara (Mpyu HAIMYUKU TaKOTO
HaMEPEHU);».

7. B nynkre 105 nononHuth ab3anamMu CIeAyOIIEr0 COJICPHKAHUS:

«Ilpy HaMUYMKM B  PETUCTPAMOHHOM  JOChE€ JIOKYMEHTAJIBbHO
MOATBEPKICHHOTO HaMEPEHUsl 3asBUTENSI COTJIACOBAHMS 3aKIIOYUTEIHLHOTO
AKCIEPTHOTO OTYEeTa 00 OLIEHKE 3asiBUTENIO MpeaocTaBisieTcs He Oonee 10
pabounx JAHEHN ¢ 1aThl MOJYYEHUS 3aKIIOUUTEIHBHOTO SKCIIEPTHOrO OT4YETa 00
OIICHKE, HE BXOJSIINX B CPOK PETHUCTpAIllMU U DKCIEPTU3BI JIEKAPCTBEHHOIO
mpenapara, Ha COrJIacOBaHHUE C IENbI0 oOecrieueHus] KOH(GUIESHIIUATbHOCTH
uH(pOpMaIlUU, COJEpKAIIEHCs] B PETHUCTPAIMOHHOM JIOChE JIEKAPCTBEHHOTO
npernapara M IpeoCTaBlICHUE OOOCHOBAHUS M3BITHUS KOH(HUICHIIMATbHBIX
JIAHHBIX, B TOM YHUCJIE COCTABIISIIOIIMX KOMMEPYECKYIO TalHY.

3asBUTENIb BIPaBE CaMOCTOSITEIBHO OTMETUTh KOH(PUIACHIIUAIBHYIO
uH(OpMAIMIO, HE TOAJEKAIIYI0 OMyOJMKOBAHUIO MyTEM €€ BBIJACICHUS B
pEXKMME PELEH3UPOBAHUS, B MPOEKTE 3aKIIFOYUTEILHOIO IKCIIEPTHOTO OTYETA
00 OlLlIeHKE, MPEIHA3HAYCHHOTO JIsl MOCeAYyIomed myOJuKalu B €IUHOM
peecTpe, M HaMNpaBUTh €ro B YIOJIHOMOYEHHBIH OpraH (9KCIEPTHYIO
OpraHU3alliI0) B SJIEKTPOHHOM BUJIE.

OueHka OTBeTa 3asBUTENS OCYUIECTBIISIETCS. B CPOK, HE MPEBBIIIAIOIINI
5 paGoumnx AHEH ¢ AaThl TOJYYCHHS OTBETA 3asBUTENS W HE BKIIOYACTCS B
CPOK IIPOBEJICHUSI DKCIIEPTU3bI U PETUCTPAIIUH JICKAPCTBEHHOIO Mpernapara.

Ha ocHOBanuuM mnpoBEACHHON OIEGHKHM YIOJHOMOYEHHBIM OpraH
(3KcmepTHasi OpraHu3alys) BIPaBE MNPUHATH MPEIJI0KEHHOE 3asBUTEIEM
u3bsaTHe mHpopManuu. B sTOM ciydae, mpu TMPUHSATAUA YIIOJTHOMOYEHHBIM

opranoM pedepeHTHOr0 TrocyAapCcTBa IMOJIOKUTEIIBHOTO PEIICHUS O



perucTpanMy  JIEKapCTBEHHOTO  Ipemapara, B €IMHOM  peecTpe
YIOJHOMOYEHHBIH  OpraH  pedepeHTHOro  TrocyJapcTBa  pa3MelaeT
3aKJIIOUNTEIbHBIA JKCIEPTHBIM OT4ET 00 OLEHKE, COCTaBJIEHHOIO B
coorBeTcTBUM ¢ npuioxkenueM Ne 16 k Hacrosmmm [IpaBunam, mocie
U3bATHS KOH(PUICHIHAIBbHBIX AaHHBIX. [Ipu HenpeacTaBiIeHUU 3asiBUTEIEM
uH(pOpMalMY, YKa3aHHOM BBIIIE, B YCTAHOBJIICHHBIA CPOK, 3aKJIIOUYUTEIbHBIN
IKCIEPTHBINA OTUET 00 OLIEHKE CUUTAETCS COIVIACOBAHHBIM 3asBUTEIIEM. ).

8. B mynkre 152 nomonHuth ab3aiem CISAYIOIIEro COIePKAHUS:

«IIpn  akTyanu3anuu  yHOJHOMOYEHHBIM OPraHOM  (3KCHEPTHOMU
opraHuzanueit) pe)epeHTHOro TOCyJJapcTBa SKCIEPTHOrO OT4YEeTa 00 OLICHKE
IIOCJE BHECEHHMS W3MEHEHMHA B  PETUCTPALMOHHOE  JIOChE, paHee
COIJIACOBaHHbBIE C 3asBUTENEM KOH(UIEHIIMAIbHbBIE JAHHBIE TAK)KE MOAJIEeKAT
U3BATUIO. B ciydae ecnu BHOCMMBIE M3MEHEHHUsI B PETMCTPALMOHHOE JTOCHE
3aTparuBalOT pas3fesibl SKCHEPTHOrO OTYETa 00 OLIEHKE, KOTOpbIe TPEOYIOT
U3bATUS KOH(QUICHUUAIBHBIX JAHHBIX, TO W3bATUE TAKUX JaHHBIX
OCYILECTBIISIETCS B COOTBETCTBHUHM C MPOLEAYPOU U CPOKAMH B3aUMOJICUCTBUS
C 3asiBUTEJIEM, YKa3aHHbIMU B myHKTax 60 u 105 HacTosmux [IpaBui.».

9. B mynkte 1.10.3 mpunoxkenust Ne 1 x ykazanusim [IpaBunam mocnie
CIIOB «YyNpPABJEHUS PUCKAMW» JIONOJHUTH CJIOBAMH «M PE3IOME IUIaHa
YIPABICHUS PUCKAMI.

10. B mynkTte 1.10.3 npunoxenust Ne 4 x ykazanubiM [IpaBunam nocne
CIIOB «YyIpaBJEHUS PpPHUCKaAaMW» JONOJHUTH CIIOBAMH «H PpE3OME IUIaHa
YIPABJIECHUS PUCKAMU.

11. B naumenoBanuu pgomnonHeHus Ne 2 k mnpunoxenuto Ne 14 k
ykazaHHbIM [IpaBunam ciosa «(cdepa nuzaiina)» UCKIIOYUTb.

12. B npunoxenuu Ne 19 k ykazanubsim [IpaBunam:

a) ab3aIll epBhIi MyHKTA 1.7.2 U3JI0KUTH B CICAYIOLIECH peaaKIuu:



«1.7.2. B mopsiike UCKJIIOUECHUS B Clly4yae €IUHOBPEMEHHOW MOJayu
3asBJICHUM O BHECEHHMHU OJIMHAKOBBIX MHOJKECTBEHHBIX M3MEHEHUM A THIa n
(wmm) [Aypy TUNIa B pEerMCTpPallMOHHBIE JOChE JICKAPCTBEHHBIX IPEIapaTos,
JIEPKATEIEM PETUCTPALMOHHBIX YJIOCTOBEPEHHM KOTOPBIX SBISECTCS OJHA
OpraHu3aiys, Wik B ClIy4ae, €CJIM U3MEHEHUs KACAlOTCAd M3MEHEHHS 3TOrO
JnepkaTenass Wid MHOpMalMu O HEM, a TaKXe B Clydae TPYNIUPOBKU
U3MeHeHHI B cooTBeTcTBUM ¢ jgonojHeHueM |ll, Takue wu3menenus
JOIyCKaeTCsl MPEICTaBUTh €IWMHOBPEMEHHO B BHUJIE IMaKeTa JOKYMEHTOB IO
dbopme nononHeHus |V u ¢ conpoBOaUTEILHBIM MUCEMOM, COCTaBJIECHHBIM 10
dbopme cornacHo ponoaHenuto VII k Hactosium [IpaBunam.»;

0) B 1omoaHeHun V.

TEKCT JIONOJHEHUS U3JI0OKUTh B CICIYIOIIECH pPeIaKIINu:

«Jlonmosinenue V

Knaccndpukanuss v3BMeHEeHHMH B PErucTPallMOHHOE 10Che
JIEKAPCTBEHHOI'0 Ipenapara

W3MmeHeHHsT B PErHCTPAlMOHHOE JOChE JIEKAPCTBEHHBIX MpErapaToB
KJIACCU(UUUPYIOTCSI B COOTBETCTBUM C HACTOSIIMM JOTOJIHEHHEM Ha
U3MEHEHHUs1, 00YCIIOBJICHHBIE:

aIMUHUCTPATUBHBIMU N3MEHEHUSIMH,

M3MEHEHHUSMH KaueCTBa;

M3MEHEHUsIMH 0€30MmacHOCTH, 3P PeKTUBHOCTH U (PapMaKOHAA30Pa;

OTpeNIeICHHBIMU H3MEHEHUSIMH MacTep-(daitnoB miazmel (MOII) u
Mactep-¢aiinoB BakiiuHHOrO antureHa (M®BA).

[Tpu xnaccudukanmy OTACTLHBIX U3MEHEHHUI HACTOSIIIETO JOMOJHEHUS
paccMaTpuBaeMoe U3MEHEHHE CIEAYeT KOAUPOBaTh, UCIONb3YS CIETYIOULYIO

CTPYKTYpPY:

X.N.X.n («xo1 U3MEHEHU),
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rae:

X yka3bIBaeT Ha 3arjlaBHyl0 OyKBY pasjefia JOIMOJIHEHUs, B KOTOPOM
COJICPIKUTCS U3MEHEHHE (Hanpumep, «Ay», «b», «B» umu «I'»)

N yka3plBaeT Ha pHUMCKYI LH(PY MNOoapasaena TOro pasiena, B
KOTOPOM COJICpKUTCS u3mMeHenue (Hanpumep, I, 11, Il u 1.1.)

X YKa3bIBaeT Ha OYKBY B IYHKT MOJApa3jieia, B KOTOPOM COAECPKUTCS
U3MEHEHHE (HaIpuMep, «ay, «0», «B»  T.11.)

n yka3blBaeT Ha UU(pPY MOAMYHKTa, MPUCBOCHHYIO B JOMOJHEHUU
OT/ICJIbHOMY U3MEHEHUIO (Hanpumep, 1, 2, 3 u T.1.).

B xaxxnom paznene HacTOSIIEro NOMOJHEHUS COAEPKUTCS:

NepeyeHb M3MEHEHUH, KIacCU(PUIUPYEMbIX B KAa4eCTBE HE3HAUYUMBIX
u3MeHeHnii A tuna m 3Haunmmbix u3MeHeHuid Il Tuma B cooTBeTcTBUM C
ONpeNeNICHUsIMA MyHKTa 1.2 HacTosero JokymeHTa u aonojHenus I k
HactosimeMy llpuiioxkenuro. B HeM Takke ykazaHo, Kakue U3 u3MeHeHun [A
Tuna TpedyroT corjnacHo nmyHkTtam 2.1.1 u 3.1.1 HacTosIero mpuiIoXKeHus
HEMEJJIEHHOTO YBEIOMJICHUS;

MIEpEUYCHb IPUMEPOB, KOTOPHBIE CIEAYyET paccMaTpuBaTh B KaudeCTBE
He3HauuMbiX u3MeHeHuit IB tuma. CorimacHo nyHkTy 1.3 Hacrosiiero
MPUJIOKEHUS, 3Ta KaTeropus MPHUCBAUBACTCS MO yMOJTYaHUIO. B 3To# cBsA3mM
HACTOSIEE  JOMOJHEHWE HE  NPEJHA3HAYEHO IS  YCTAHOBJICHMS
VICUEPIIBIBAIOLIErO NIEPEUYHs TAKOM KaTErOpuy U3MEHEHUM.

B HacTosimieM JONMOJHEHMM HE pPacCMaTPUBAIOTCS PACIIUPEHUSA
pEerucTpaIrii, MOCKOJIbKY OHHM JOJDKHBIM 00pa3oM OMHCaHbl B JOMOJHEHUH |
K HaCTOSIIIEMY MPUIOKEHNIO. BCce n3MeHeHus1, ONMCaHHbIe B JOMOJHEHUH [ K
HACTOSIIEMY  TPWIOKEHUIO, CIEAyeT paccMaTpuBaTh B  KayecTBE
pacliMpeHuid  peructpauuii. Bce WHBIE U3MEHEHUS] HE  JIOJIKHBI

paccMaTpuBaThCS B KAYECTBE PACHIMPEHUS PETUCTPALIUN.



Ecnu oaHO WAM HECKOJIBKO YCJIOBHM, YCTAaHOBJICHHBIX B HACTOAIIEM
JOTIOJITHEHUM B OTHOUIEHWW HE3HAYMMbIX u3MeHeHud [A Tuma, He
BBITIOJIHSIFOTCS, TaKo€ W3MEHEHHE JOMYCKAeTCs MPEJCTAaBUTh B KadyeCTBE
u3meHenus: IB tuna («u3menenue IB Tuma mo yMoma4aHuio»), €CiM TaKoe
U3MEHEHHE B HACTOSIIEM JTOTIOJTHEHUN UM PEKOMEHAINN, COCTABICHHOH B
COOTBETCTBUHU C TMYHKTOM 1.5 HACTOSIIETO MPHUIOKEHUS, HE TPAKTYyeTCS B
KauecTBe u3MeHeHus Il Tuma, uiau ecinu 3asBUTENIb HE COUYTET, YTO U3MEHEHUS
MOTYT OKa3aTh 3HAYWTEJIbHOE BIIMSHUE Ha KayecTBO, OE30MAaCHOCTh U
3¢ (PEKTUBHOCTD JIEKAPCTBEHHOTO IIpenapara.

Ecnm ymonHOMOYEHHBI oOpraH TpPH pPacCMOTPEHUW 3asBICHUS Ha
BHECEHUE W3MEHEHUH COYTEeT, 4YTO H3MEHEHHWE, IOJaHHOEe B KadyecTBE
u3MeHeHuss IB Tuma mo ymom4yaHuio, CIOCOOHO OKa3aTh 3HAYUTEIBHOE
BIUSHUE HA Ka4yecTBO, 0€30MacHOCTh WUIU 3(P(HEKTUBHOCTH JIEKAPCTBEHHOTO
npernapara, OH BIpaBe OTHECTH JaHHOE M3MEHEHHE K u3MeHeHuto |l tuma u
HalpaBUThb 3alpoc 3asBUTEN0 C TpeOoBaHMEM 00 UM3MEHEHUM BHUJIA
3asBJICHUS O BHECEHWM W3MEHCHMM W TPEJICTABICHUH JIOKYMCHTOB,
HEOOXOAMMBIX i JaHHOTO wu3MeHeHus. llocmemyroiee paccMoTpeHue
W3MEHEHHOTO 3asBJICHUS BBITIOJNHACTCS B CPOKH, YCTAHOBJICHHBIC [IJIsI
u3meHenus |l Tuna ¢ gaTel mojiydeHust OTBETA Ha 3aIpoc.

[lonsitue «mponeaypa ucnbiTaHus» (test procedure) mmMeer TO ke
3Hau€HHE, 4YTO U «aHalIuTHueckas wmeroauka» (analytical procedure),
noustue «nupenenb» (limits) — uMeeT Toxe 3HAYEHHE, YTO U «KPUTCPHUH
npuemiieMocTi» (acceptance criteria). I[lox «mapamerpoM crenupuKayum
NMOHMMAETCS  TOKa3aTeJb ~ KadecTBa, B OTHOIIEHMH  KOTOPOTO
YCTaHABJIWBAIOTCS aHAIMTHYECKAash METOJWKAa W KPHUTCPHH NPHEMIIEMOCTH,
HarpuMep, KOJUYECTBEHHOE OIpeaeieHne, MOMIMHHOCTh W COJlepKaHue

BoJbl. Takum o00pa3oM, [100aBlICHME WM HCKJIIOUYEHUE [apaMmeTpa



crienuuKaIMyi BKIOYAET COOTBETCTBYIONIYIO aHAIUTUUYECKYIO METOJUKY U
KPUTEPUU IPUEMIIEMOCTH.

[Ton monsTHEM «uHpOPMAIUI O JICKAPCTBEHHOM IIperapare»
MOHMMAeETCss  oOIlasi  XapakTepUCTUKa  JIGKaPCTBEHHOrO  Mpemnapara,
UHCTPYKIUS MO0 MEIUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIAJBIII), MAKETHI
YIIAKOBOK JIEKAPCTBEHHOT'O IIpemnapara U €ro HOPMAaTHUBHBIM JOKYMEHT IO
KayeCTBY.

[Ton moHATHEM «IUIICH3HS HA MTPOU3BOACTBOY» TOHUMAETCS COOCTBEHHO
JIMLICH3US. WA WHOE Pa3pelIeHUE Ha MPOM3BOJICTBO, BBIJAHHOE B TMOPAIKE,
YCTAaHOBJIEHHOM  3aKOHOJATEJIbCTBOM CTpPaHbl B KOTOPOM HAaXOIHUTCSA
MIPOU3BOJICTBO.

JlokyMeHTBI, 000CHOBBIBaIOIIMEe BHeceHHe n3MeHeHuil IB u 11 Tumos,
3aBUCAT OT XapaKTepa TAKUX U3MECHEHHH.

YBeAOMIJISITh  YIIOJIHOMOYEHHBIE OpraHbl TOCYJapCTB-UJIEHOB 00
oOHoBJIeHHOU cTathe Papmakornen Coro3a win (hapMakorien rocyjapcrba-
YjieHa HEe TPeOYyeTCsl, €CJIM B PErUCTPAIMOHHOM JIOChE 3apETrUCTPUPOBAHHOTO
JICKapCTBEHHOT'O TMperapara yKa3aHa CChUIKA Ha AKTYAIbHYIO PEIAKIUIO.
3asgBUTENAM CJIEAyeT ITOMHHTH, YTO COOTBETCTBHE OOHOBJICHHOM CTaThe
JIOJDKHO OBITH pealin3oBaHO B TeueHue 180 kaneHJapHBIX JHEH C JaThl ee
onyOJIMKOBaHMUS.

B pasmene I’ Hacrosimiero [OONOJHEHUS IIPEACTABIEH IIEPEYEHD
U3MeHEeHNM, XapakTepHbiX 11 MOII 1 MOBA. Ilocime skcnepTussl TaKUX
U3MEHEHHI 11000€ PErucTpalMoOHHOE J0ChE, COJEPHAIIEE CChUIKM Ha 3TH
M®IT 1 MO®BA noajiexuT OOHOBJICHHIO B COOTBETCTBUM C TMOJAPA3ICIOM
b.V Hacrosmero ponosiHeHus. Ecnyu gokyMmeHTamuss O Ijla3Me 4eJIOBEKa,
HCIOJIb30BAHHOM B KAa4eCTBE HCXOJHOr0 MaTepuaja JIEKapCTBEHHOTO
npenapara, IIOJYYEHHOrO U3 IUIa3Mbl, HE€ mnojaHa B kadectBe MOII,

HN3MCHCHHMA TAKOI'O UCXOJHOI'O MaTCpHralia, OIIMCAHHOI'O B PCIrUCTPAlIMOHHOM



JIOChE, TAKKE JTOJKHBI MTPOXOAUT SKCIEPTU3Y B COOTBETCTBUU C HACTOAILIUM
JOTIOJTHEHUEM.

B orcyTcTBUMM cHeUMaNbHBIX YKa3aHUM CCBHUIKM B  HACTOAIIEM
JOTIOTHEHWH Ha W3MEHEHHS PETUCTPAIMOHHOTO JIOChE JIEKAPCTBEHHOTO
mpemnapara mojpa3yMeBarOT A00aBlIeHHE, 3aMeHy WM HCKiItoueHue. Ecmam
MOTPAaBKA K PETHCTPAIMOHHOMY JIOChE  SIBJISIOTCS  MCKIIFOUUTEIIBHO
pPEIaKIIMOHHBIMA HM3MEHEHHUSIMU (MCHPABJICHHE TEXHUYECKUX OIIMOOK U
OMEYaTOK), TaKhe U3MEHEHUsI pPAacCMaTPUBAIOTCS  YIIOJIHOMOYEHHBIMU
opraHamMu (IKCIIEPTHBIMU OpTraHU3ANMAIMH) B KauyeCTBE PEIAKIIMOHHBIX B
cllydae HaJu4usl MOJApoOHBIX TosicHeHnid B CONpOBOIUTEIHLHOM IMHCHME K
3asBneHuto (pasznen 1.0 OTJI), B IpOTUBHOM cCilydyae — KaK HE3asBJICHHBIC
W3MEHEHUS U, CJIEI0BATENIbHO, HEOCTOBEPHBIE CBEICHUS

B takux cnydasx B popme 3asBieHHs] HEOOXOAMMO YETKO 0003HAYUTD
TaKue M3MEHEHHUs, KaK PEIaKIMOHHBIC MPaBKH, U MPEJCTABUTh TApAaHTHH B
ComnpoBojuTenbHOM  TUCbMe K 3asBieHuto  (pazgen 1.0 OT),
MOATBEPIKIAIOIIHE, YTO MPEICTABIICHHBIE PEAAaKIIMOHHBIC MPABKA HE BIIUSIIOT
HA  W3MEHEHHWE  TUMa  KJIacCU(UKAIMK  TMOJAHHOTO  W3MEHEHUS.
[IpeacraBnsiemMble  3asgBUTENEM  PENAKIIMOHHBIE  MPaBKU  JOIMYCKArOT
WCKITIOUCHHE YCTapeBIIETO WM HM30BITOYHOTO TEKCTa, HO HE HMCKIIOYCHUE
napamMeTpoOB crielu(UKAIIIN U OTTMCAaHUH TTPOU3BOICTBA. »;

B pazjeiie A TaOJIUIIbI:

nospazaeisl A.1 — A.7 U3JI0KUTH B CIEAYIONIEH peaaKIun:

«A. AIMMHUCTPATUBHBIE U3MEHECHUS

A.1. I3MeHeHue nepxarens Heo6xomumeie | [Joxymentsl u | [Iponienypa
PETUCTPALIMOHHOTO YCIIOBUS JTaHHBIE
YAOCTOBEPEHUS

a) U3MEHEHHE Ha3BaHUs U (UJIH) 1 1,3 |Any
ajzpeca aepxares
PETUCTPAIIIOHHOTO
YIOCTOBEPEHUS




0) TpaHcdep perucTparoOHHOTO 2 1,2,3,4 lAny
YIIOCTOBEPEHHUS OT OJTHOTO
AepKaTessl perucTPamOHHOTO
yIIOCTOBEPEHUS IPYTOMY
IOPHITICCKOMY JTUITY

YcnoBus

1. Jlep>katenb perucTpalmOHHOTO YIOCTOBEPEHHS JTOJDKEH OCTABaThCS TEM K€
FOPUANYECKUM JTULIOM.

2. Jlepxatenb ~ pETUCTPAIlMOHHOTO  YAOCTOBEPCHHS  SBJISCTCS  JIPYTUM
IOPUIMYECKUM JIUIIOM.

JlokymeHTauus

1. Konust 10KyMeHTa, BBIAAHHOIO COOTBETCTBYIOLUIUM  YIOJHOMOYEHHBIM
OpPraHOM  CTpaHbl  PETUCTPALMM  OPUAMYECKOrO  JIMLA  JepiKareis
PETUCTPAIIMOHHOTO  yJIOCTOBEpEHUsl (HANpuUMep, HaJIOrOBOrO OpraHa), B
KOTOpPOM YKa3aHO HaWMEHOBAaHHWE U aJpec IOPUAMYECKOro JHIla HOBOTO
JieprKaTeNsl PETUCTPALIMOHHOTO YIOCTOBEPEHUS WJIM HOBOE Ha3BaHHWE U (WIIN)
aZpec JiepKaTesl peruCTPalluOHHOTO YAOCTOBEPEHHUS.

2. JIokyMeHThI, 000CHOBBIBAIOIINE TPAHC(EP PETUCTPALIMOHHOTO YIOCTOBEPEHUS
(ynoctoBepeHMil) M NOATBEPXKAAIOIIMNE BO3MOXKHOCTH HOBOTO J€pKaTeis
PETUCTPAIMOHHOTO YOCTOBEPEHHSI 00€CTIeunBaTh HAJIJIEKAIEe BBITOJIHEHUE
BCEX 00S3aHHOCTEH JepKaTels PETUCTPAIMOHHOTO yIOCTOBEPEHUS;

KONUSL  JIOKYMEHTa, [MOATBEPXKAAIONIET0 TpaHCPep PEerucTparioHHOIO
YAOCTOBEPEHUSI OT OJHOTIO IOPUAMYECKOIrO JIMIA APYrOMY IOPUIUYECKOMY
ULy,

MepecMOTPEHHasl KpaTKas XapaKTepUCTHKa CHUCTEeMbl (hapMaKOHAA30pa WU
NepPeCMOTPEHHBINH MacTep-(aiin cucteMsl (hapMakoHaA30pa, €CIU OH BKIIOUEH
B PETUCTPAIIMOHHOE J10ChE;

CBelleHUs1 00 OpraHu3allid, OTBETCTBEHHOH 3a paboTy ¢ pekiaMalusMH B
EBpa3uiickoM 3KOHOMHYECKOM COO3€.

3. [lepecmoTpeHHass B COOTBETCTBYIOLIMX  pazfenax uHbopMauus O
JIEKapCTBEHHOM IIpenapare.

4. JIokyMeHT (IOKYMEHTBbI), MPEICTABICHHbIEC IOPUIUUYECKUM JIMIIOM, KOTOPOMY
NepelaloTcsl MOJTHOMOYMS JIepKaTelsi PEerucTPallMOHHOTO YJIOCTOBEpPEHUS,
MOATBEPKAAIOIMINNA OTCYTCTBUE M3MEHEHH B MH(POpPMALMU O JIEKAPCTBEHHOM
mpernapare, HE  OTHOCAIIMXCS K  TpaHchepy  PerucTpalmOHHOTO
YIOCTOBEPEHHUSL.

A.2. I3menenue (TOproBoro) Heobxonumeie | Jlokymentsl u | [Ipouenypa
HaUMEHOBAHUS JICKAPCTBECHHOTO YCIIOBUS JTAaHHBIC

mpernapara

a) JIeKapCTBEHHBIE TIpenapaThl, 1 1,2 |Any

3apEerucTpUpPOBaHHBIC B
cooTBeTcTBUU ¢ [IpaBuiiamu
PErUCTPALIMM U SKCIIEPTU3BI

0) TekapCcTBEHHBIC MpemapaThl, — 1,2 IB




3aperuCcTPUPOBAHHBIC TOJIBKO B
pedepeHTHOM TOCyIapCcTBE, B
TOM YHCJIC B COOTBETCTBHUH C
3aKOHOATEIbCTBOM
rocy/aapcTBa-uicHa

Ycenosus

1. [loaTBepKI€eHHE YIMOJIHOMOYEHHOTO oOpraHa (SKCHEPTHOM OpraHu3alvu)
pedepeHTHOrO  TOocyAapcTBa  MPUEMJIEMOCTH  HOBOrO  (TOpProBOrO)
HAaMMEHOBAHMS.

JlokymeHTauus
1. O6ocHOBaHUE 3asIBUTENS TPUEMIIEMOCTH HOBOTO (TOPrOBOT0) HAWMEHOBAHMSI.
2. IlepecmoTpennast nHGOpPMAIHUS O JEKapCTBEHHOM Ipemnapare.

A.3. U3menenune HaumenoBanusi | HeoOxomumsbie | Jlokymentsl u | [Iponeaypa
aKTUBHOM (hapMaIeBTUUECKOM YCIIOBUSA JTaHHBIE
CyOCTaHIINH W

BCIIOMOTaTEIbHOTO BEILIECTBA

1 1,2 Ay

YcioBus
1. AxtuBHas (apmaneBTHyeckas cyOcTaHIMS (BCIIOMOTaTeIbHOE BEIIECTBO) HE
U3MEHSIETCH.

JoxymeHTanus
1. O6ocHOBaHME U3MEHEHHUS HAMMEHOBAHMS AaKTUBHOM (papManeBTUYECKON
cyocranmuu  BO3. st BcrmoMoraTenbHOTO BellecTBa — OOOCHOBaHUE

M3MEHEHHs] CIpaBOYHUKA (KjIaccu(ukaropa) BCIOMOTAaTeIbHBIX BEIIECTB
Coroza. TloaTBepaeHne TOTO, YTO M3MEHEHHE COOTBETCTBYyeT dapmakomee
Coro3a (ecnu NpUMEHHMMO), a MNpu OTCyTcTBUM B Heil — ®dapmakonee
rocyaapcrBa-ujieHa. Jlekmapamusi, YTO HauMMEHOBAHME JIEKAPCTBEHHBIX
PaCTUTENBHBIX TPEnapaToB COOTBETCTBYET akTam opraHoB Coro3a B cdepe
oOpalieHus JeKapCTBEHHBIX CPEJICTB.

2. IlepecmoTpenHast uHGOpMAIHS O JEKapCTBEHHOM Ipemnapare.

A.4. VI3MeHeHune Ha3BaHUs U Heobxonumeie | Jlokymentsl u | [Ipouenypa
(nnn) agpeca: IPOU3BOIUTEINS YCJIOBUS JIaHHbIE
(BKITIOYas, eciiu NPUMEHHUMO,
TUIOLIAAKU IO KOHTPOJIIO
KauecTBa), UJIU JepiKaTels
MOADC, niu rmocTaBIIuKa
aKTUBHOM (apmarieBTHYeCKOn
CyOCTaHITH, UCXOJTHBIX
MaTepHaioB, PEAKTUBOB UJIU
MPOMEKYTOYHBIX MPOAYKTOB,
UCIOJIb3yEMbIX B IPOU3BOJICTBE
aKTUBHOM (hapMareBTUIECKON




cyOcTaHIMM (€Cclii yKa3aHo B
PETHCTPAIIMOHHOM JI0ChE), €CITU B
PETHCTPAIIIOHHOM JI0ChE
OTCYTCTBYIOT CepTU(DUKATHI
COOTBETCTBUs EBponenckon
(dhapmakornee, Ui
IPOU3BOIUTEINSI HOBOTO
BCIIOMOTATEJIbHOTO BEIECTBA
(ecnu ykazaHo B
PErUCTPALIMIOHHOM JIOCHE)

1 1,2,3 1A

VYcnoBus
1. ITpou3BOACTBEHHAS TUJIOMIAKA M HU OJHA U3 MPOU3BOACTBEHHBIX ONEpaluii He
U3MEHSETCS.

JlokymeHTauus

1. OdurnmanbHplii  TOKYMEHT OT  YIOJHOMOYEHHOT'O OpraHa (Hampumep,
HaJIOrOBOr'0 OpraHa), B KOTOPOM yKa3aHO HOBOE€ Ha3BaHHE U (WJIM) aapec.

2. IlompaBka K COOTBETCTBYIOIIEMY pa3zielly PETUCTPAMOHHOTO IOChE.

3.[lpu  wu3MeHeHMM  Ha3BaHUs  JepxaTels  MacTep-Qaiiia  aKTUBHOM
dapmanesTuueckoi cyocranunn (MOADC) — 0OHOBICHHOE «pa3pelIeHUE Ha

JOCTYII».

A.5. I3MeHeHue Ha3BaHUA U Heo6xomumeie | JJoxymentsl u | [Iponienypa
(unn) agpeca NPOU3BOAUTENS yCIIOBUSA JaHHBIE
JIEKapCTBEHHOT O IIpenapara,
BKJIIOYasl BBITYCKAIOILIME
TUIOLIAAKHU M TUIOIIAIKH 110
KOHTPOJIIO KayecTBa

a) IEUCTBUS, 32 KOTOPHIE 1 1,2 |Any
OTBEYAET IPOU3BOIUTEND
(uMnopTep), BKIIOYAIOT BBITYCK
cepui

0) nercTBUs, 32 KOTOPHIE 1 1,2 1A
OTBEYAET IPOU3BOUTEND
(umnopTep), HE BKIIIOYAIOT
BBIITYCK CEpUI

YcenoBus
1. Ilpou3BoacTBeHHAs IUIONIQJAKA, Ha3BaHWe u (WiIM) aapec KOTOpou
W3MEHSIFOTCS, 1 HA OJIMH U3 TPOIIECCOB MPOU3BOICTBA HE U3MEHSIOTCS.

JlokymeHnTanus

1. Komust nuueH3uyd Ha NPOM3BOJACTBO (IPU HAIMYUHM) WIH OQUIHATBHBINA
JOKYMEHT OT COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO OpraHa (Hampumep,
HaJIOrOBOr'O OpraHa), B KOTOPOM YKa3aHO HOBOE€ Ha3BaHMeE U (MJIH) ajpec.




2.Ecniu  npumeHMMoO, ~ TOMpaBKa K  COOTBETCTBYIOUIEMY  paszfeiy
PETUCTPAIMOHHOTO JIOChE, BKJIIOYAs MEPECMOTPEHHYI0 WH(POPMAIMIO O
JIEKapCTBEHHOM IIpenapare.

A.6. 3menenne koga ATX Heo6xomumeie | JJoxymentsl u | [Iponenypa
yCIIOBUS JaHHBIC

a) I3MEHCHHE BCIIC/ICTBUE 1 1 1A

YTBEPKIACHUS WIIM U3MEHEHHUS

BO3 koma ATX

0) U3MEHEHHE 110 UHUIIMATHBE — 1 IB

3asBUTENS KOJIa, HE

SIBJISIFOLLIETOCS] KOZOM,

npucBoeHHbIM BO3

YcaoBus
1. U3menenue BeaeacTBue yTBep K aeHus nin uaMeHenus BO3 koga ATX.

JlokymMeHTauus
1. IlepecMoTpeHHas nH(pOpMAIIHS O JEKaPCTBEHHOM Ipenapare.

A.7. Uckirouenue Heo6xomumeie | [lokymenTsl u | [Iporienypa
MIPOU3BOICTBEHHOH TUIOIIAIKH YCIIOBHUS TaHHBIC
(B TOM 9mcCIIe AT aKTUBHOU
(hapMarieBTHIECKON CyOCTaHITNH,
MIPOMEKYTOYHBIX TIPOTYKTOB,
JICKapCTBEHHOTO Mpernapara,
YIaKOBIINKA, IPOU3BOIUTEIS,
OTBETCTBEHHOI'O 32 BBIITYCK
cepuu, KOHTPOJIS KayecTBa Cepuit
VT TIOCTABIIUKA UCXOTHOTO
MaTepuala, peakTHBa Hin
BCIIOMOTATEILHOTO BEIIIECTBA
(ecnu yka3aHbI B
PErUCTPALIMIOHHOM JIOChE))

1,2 1,2 1A

VYcnoBus

1. JlomxHO oOcTaTbcsi He MeHee | paHee OJOOPEHHOW IPOM3BOJICTBEHHOMN
TUIOMIAAKN  (TTPOU3BOJMUTENS), OCYIIECTBISIIONICH Te ke (YHKIUU, 4YTO U
MOJIS)KAIINE UCKITFOYSHUTO.

2. UckmoueHne HE IOJDKHO OBITh CJIEACTBHEM KPUTHUYECKUX HEIOCTAaTKOB
MIPOU3BO/ICTBA.

JloxymeHTanus

1. B nyHKTE O BHOCHUMBIX HM3MEHEHMSX 3asBJICHUS O BHECEHHWU H3MEHEHUI
HEOOXOIUMO YETKO OOO03HAuUTh paHee OJOOPEHHBIX M MpejiaracMbixX
MIPOU3BOJIUTENEH, KaK YKa3aHOo B paszeiie 2 GopMbl 3asBICHHUS.




«

2. [lonpaBka K COOTBETCTBYIOLIEMY pa3zfeny (paszenam) perucTpaluoHHOIO
JI0ChE, BKIIOYAs NEPECMOTPEHHYI0 HWHPOPMAIMIO O JIEKAPCTBEHHOM
npenapare.

nojapasaen A.8 mpu3HaTh yTPaTUBIIUM CHUITY;

IOMOJIHUTH Toapasaenamu A.9 — A.11 cienyromiero coiepxaHus:

HeoOxonumeie
YCIIOBUS

A.9. I3MeHeHus C HENbIO
UCIIPaBJICHUS TOMYIIEHHBIX
OII€YaTOK U OIINOOK B
JTOKYMEHTax
PETUCTPALIMOHHOTO JI0ChE

JIOKyMEHTHI 1
JTAHHbBIE

[Ipouenypa

a) UI3MCHCHMUS, 1 1,2 1A
3aTparuBaroime nHpopMauo

0 JICKAaPCTBCHHOM IIpCIIapaTe

"y

0) U3MEHeHUs, HE 1 1,2
3aTparuBaronre HHHOPMAaIHio

0 JICKAaPCTBCHHOM IIpCIIapaTe

Yenosus

1. Ommbku wiaM OmevyaTKH HOCAT TEXHUYECKUNM XapakTep U HE OKa3bIBAIOT
BIIMAHUS Ha KadecTBO U Oe3omacHocTh U (wiM) 3G (PEKTUBHOCTH
JIEKapCTBEHHOT0 Ipenapara.

JlokymMeHTauus
1. [TonpaBka K COOTBETCTBYIOIIEMY pa3ieny (pa3aenam) perucTparioHHOTO

JI0Cbe, BKIJIIOYasg MEPECMOTPEHHYI0 HMH(POPMALMI0O O JIEKAPCTBEHHOM
npernapate (eciu  OPUMEHHMMO), a TakKKe HW3MEHEHHMsI B  pexuMe
peaaKTUPOBAHUS.
2. O00CHOBaHME TEXHUYECKOTO XapakTepa BBIABICHHON OMIMOKM WU
OIEYaTKH.
A.10. U3menenue Heo6xomumeie | Jlokymentsl u | [Ipouenypa
HauMEHOBaHMUS, yCIIOBUSA JTaHHbIE
OpPraHu3aIlMOHHO-TIPABOBOM
dbopmbI UIu aapeca
YIOJTHOMOYEHHOTO OpraHa uiu
OpraHu3aluu,
OCYILECTBIIAIOLIEN IKCIIEPTU3Y
U PETUCTPALIUIO
JIeKapCTBEHHBIX MperapaToB
— 1 1A

JlokymMeHTanus

1. ITepecmoTpenHast HHGOpPMALHA O JICKAPCTBEHHOM IIpernapare.

»;



A.11. 3meHeHue Ha3BaHUS Heo6xomumbie | Jlokymentsl u | [Ipouenypa
MaTepHualia NEPBUYHOU YCIOBHUS JTAHHbIE
YIAKOBKH JIEKAPCTBEHHOT'O
npenapara

1 1,2,3 1A
YcnoBus

1. Marepuan cucteMbl YIIaKoBKH (YKYMOPKH) HE U3MEHWIICS

JlokymMeHTanus

1. Kormust wim cchllka HAa HOPMATUBHBIA JTIOKYMEHT OO0 YTBEpKIACHUU WU
W3MEHEHUM MaTepuanoB. Eciam NpUMEHUMMO, MOATBEPKACHUE TOrO, YTO
n3mMeHeHue coorBercrByer dapmakonee Coro3a, a mpu OTCYTCTBUU B HEH —

dapmakoriee rocynapcTBa-ujieHa.
2. Jleknmaparusi, 9T0 HAMMEHOBaHUE MaTepraia coorBeTcTByeT Coro3a.
3. IlepecmoTpenHas nHGoOpMAaIHs O JICKAPCTBEHHOM TIperapare.

B) paznen b Tabnuiibl U3JI0KUTH B CIAEAYIONIEH pelaKIlun:

«b. I3MeHeHHA KaYeCcTBA

Bb.1I. AkTuBHasi papmaneBTHYECKAsI CYOCTAHIIUS

b.1.a) IIpousBoacrso

b.l.a.l1. U3meHeHue
MIPOU3BOUTENS UCXOIHOTO
MaTepuana (peakTuaa,
MIPOMEXKYTOYHOTO TIPOTYKTA),
HCIIOJIb3YEMOTO B IpoIEcce
MPOX3BOJICTBA AKTUBHOM
bapmareBTH4IEeCKOM
cyOCTaHIIMU WM U3MEHEHHUE
MPOU3BOIUTENS AKTUBHOM
dbapmareBTHIECKON
cyOcTaHIuu (BKIIIOYAs], €CJIN
MPUMEHUMO, TUIOIIAIKH 10
KOHTPOJIIO KauecTBa), €CIIU B
PETUCTPAIIMIOHHOM JIO0ChE
OTCYTCTBYET CepTHU(UKAT
COOTBETCTBUA EBponenckon
dapmakornee

HeoOxonumeie
YCIIOBUS

JIOKyMeHTHI
JIaHHbIE

[Ipouenypa

a) npeayiaraeMbli
TIPOU3BOIUTENH IPUHAICIKUT
K TOU K€ TpyIIIe
(bapMareBTHIEeCKUX
KOMITaHUH, YTO U 0JJOOPEHHBII
MIPOU3BOJIUTEND

1,2,3

U-|__I—‘
o N
~w
©

|Any

»;



0) BHECEHHE HOBOTO
MIPOU3BOIUTEISI AKTUBHOM
dbapmareBTH4IEeCKOM
cybcTaHIu, 000CHOBAaHHOM
MOADC <*>

B) Ipe/iaraeMablii
MIPOU3BOUTENH UCIIOJIB3YET
PE3KO0 OTIUYAIOUTUICS CIIOC00
CUHTE3a WJIH YCIIOBUS
MPOU3BOJICTBA, KOTOPHIE MOT'YT
W3MEHUTH Ba)KHBIC TTOKA3aTEIN
KayecTBa aKTUBHOMN
dbapmareBTHUECKON
cyOCTaHINH, TAKUE KaK
Ka4eCTBCHHBIN U (WJIH)
KOJIMYECTBEHHBIN MpopuIib
npuMecei, TpeOyroIIHit
KBaJM(pUKauu, Uiu GU3NKO-
XUMHYECKHE CBOWCTBA,
BIIUSIOIIME HA
OMOIOCTYTHOCTh <*>

T') HOBBIN MMPOU3BOIUTEIb
Marepuaia, TpeOyroIero
OIICHKU BUPYCHOI
0e30macHOCTH U (MJIH) pUCKa
s

1) U3MEHEHHE 3aTparuBaeT
OMOJIOrMYECKYIO0 AKTUBHYIO
bapmareBTHIECKYIO
cyOcTaHIuIo (BKIIIOUYast
UCXOJHBIA MaTepHall, peaKkTHB,
IPOMEKYTOYHBIN MPOTYKT,
VCIIOJIb3YIOILIMICS B
MIPOU3BOJICTBE
OHMOJIOTrHYECKOTrO
JIeKapCTBEHHOTO MIperapara)

€) U3MEHEeHHE MopsaKa
KOHTPOJISI KAYECTBA aKTUBHOU
bapmareBTH4IeCKOM
cyOCTaHIIMU: CMEHA UITH
J00aBjICHHE TIIOIAIKN, Ha
KOTOPOM OCYILECTBIIAECTCS
KOHTPOJIb (MCTIBITAHHUE) CEPUit

2,4

1,5

) BHECEHHE HOBOTO




MIPOU3BOIUTEIISI AKTUBHOM
bapmaneBTHIEeCKON
cyOCTaHIINK, HE UMEIOIIEH
MOA®DC u Tpebyromeit
oOHOBIIeHMs pazaena 3.2.S
PETUCTPAITMIOHHOTO JJ0ChE

JICKaApCTBCHHOTI'O ITpCIiapara
<*>

3) BKJIIOUEHHUE
aIbTEPHATUBHOM IUIOIIAIKH 110
CTEpUIIN3ALUHA AKTUBHOU
(bapMareBTH4YECKON
cyOcTaHITH C
UCIIOJIb30BAHUEM METOAA
®apmakoneun Corosa, a mpu
OTCYTCTBUU B HEMl — C
MCII0JIb30BAHMEM METO0B
apyrux ¢apmakoneii B
cootBercTBrU ¢ Konnennuein
rapMoHu3aluu GpapMakonei
rOCyapCTB — YJICHOB
EBpa3uiickoro
HPKOHOMHYECKOT'O COK03a,
yTBepKAcHHOU Pemennem
Konnernn EBpaszuniickoit
PKOHOMHMYECKON KOMHUCCUU OT
22 centsiops 2015 . Ne 119
(manee — Konnenius
rapMOHU3ALINN)

1,2,4,5,8

1) BHCCCHHE HOBOW TUIOMIAIKU
110 MUKpPOHU3AMH <*>

2,5

1,4,5,6

K) U3MEHEHUS MOoPsIKa
KOHTPOJISI KAYECTBA
OMOJIOTHYECKON aKTUBHOM
bapmareBTHIEeCKOM
cyOCTaHITMU: 3aMeHa WU
BKJIFOUCHUE TIIOMIAIKH, HA
KOTOPOM OCYIIECTBISAETCS
KOHTPOJIb (MCTIBITAHUS) CEPUA,
BKJIFOYAsi OMOJIOTMICCKHMA
(MMMYHOJIOTHUCCKHIA,
UMMYHO-XHUMHYECKHI ) METO/T

J) HOBas IJIOLIAAKA 110
XPaHEHHUIO I1aBHOTO OaHKa
KJIETOK ¥ (WiH) pabodero

1,5




0OaHKa KJIETOK

YcnoBus

1. Cnenudukanuy  UCXOAHBIX  MaTEpPHAIOB M PEaKTHUBOB  (BKIIIOYAs
BHYTPHUIIPOU3BOJACTBEHHbIC KOHTPOJHU, METOJIbI aHAlIU3a BCEX MaTepHasoB)
WJIEHTHYHBI paHee 0JI00pEHHBIM. Cnenudukauu (BKITIOUAS
BHYTPHUIIPOU3BOJCTBEHHBIH KOHTPOJb, METOJIBI aHAJIN3a BCEX MaTEPHUAJIOB),
crocoObl MPUTOTOBIICHUS (BKJIIOYAs pa3sMep CEepuu) U MOJPOOHBINA crocod
CHUHTE3a NPOMEXKYTOUHBIX MPOJYKTOB U aKTUBHBIX (hapMaleBTHUECKUX
cyOCTaHIMI UACHTUYHBI paHee 0J00PCHHBIM.

2. AkTuBHas (papmarieBTHUYECKas CYOCTaHIIUS HE SABISETCS OMOJIOTHYECKON HUITH
CTEPUJIIBHOM.

3. Ecnu B mporiecce mpou3BOJACTBA UCIONIB3YIOTCS MaTepUaIbl YeI0BEYECKOTO
WIX  KUBOTHOTO  TMPOUCXOXKIEHHUS M  IPOU3BOIUTENh  AKTHBHOU
dbapmaleBTH4EeCKOi CyOCTaHIINH:

HE KCIOJIb3yeT HOBOTO TMOCTABIIMKA, B OTHOIICHUU KOTOPOTO TpeOyeTcs
OIICHKa BHUPYCHOM O€30MMacHOCTH M OIleHKa coOoTBeTCTBUsA dapmakoree
Coro3a u rtmaBe 24 IlpaBui mpoBeneHHs] HMCCIIEIOBAHHN OHOJOTHMUYECKHX
JIEKApCTBEHHBIX CPEACTB, IO MHUHHMHU3AIMH pHCKa TMepeJayd arcHTOB
ryoyaTol 3HIE(DATONaTAH JKUBOTHBIX IMOCPEACTBOM  JICKapCTBEHHBIX
mpenapaToB JJI MEIUIIMHCKOTO U BETEPUHAPHOTO MPUMECHCHUS;

HCIIOJIb3YET HOBOTO TOCTABIIMKA B OTHOIICHHH KOTOPOTO Takas OIlEHKa
MpOBECHA.

4. Tpancdep MeToa co cTapoii Ha HOBYIO IIOIIAIKY MPOU3BECH YCICIIHO.

5. Cnenudukanus pazMepa 4acTHI[ aKTUBHON (hapMalleBTUYECKON CyOCTaHIIUU
Y COOTBETCTBYIOIINI aHATUTUYECKUI METO]I HE HU3MEHSFOTCHL.

JoxymeHnTanus

1. Ecniu mpumeHuMO, TOMpaBKa K COOTBETCTBYIOIIEMY pazzeny (pasaenam)
PETUCTPALIMOHHOTO J10ChE.

2. [lonTBepxaeHue JAepxaTess PErucTPAllMOHHOTO — YAOCTOBEPEHHS WU
nepxarenss MOADC cOOTBETCTBEHHO, UYTO MPOLEAYPbl KOHTPOJISI KauecTBa
crnoco0a cuHTe3a (MU JUIsl JIEKApCTBEHHBIX PACTUTENBHBIX MpPEnapaTroB —
METOZa TNPUTOTOBIEHUS, TIeorpauueckoro HMCTOUYHUKA MPOUCXOXKICHUSI
pacTuTenbHOM  (apmaleBTUUECKOM  CyOCTaHIIMM M Tpolecca  ee
IIPOU3BOJICTBA (COOTBETCTBEHHO)) U crenuguKanuu aKTUBHOMN
dbapMaleBTUYECKON CyOCTaHIIMM W HMCXOJHOTO MaTepuaia, peakTHBa,
NPOMEXYTOYHOIO MNPOAyKTa B  IMpOLIECC€ MPOU3BOJCTBA  AKTUBHOMN
dbapMaleBTHYECKON CyOCTaHIIMU (€CId TPUMEHUMO) HE OTIUYAIOTCS OT
paHee 0I00pPCHHBIX.

3. Ceprudukar coorserctBusi EBpomnetickoit @apmakonee mo ['D mis mobdoro
HOBOT'O MCTOYHMKA MaTepuana, JMOo (eciu MPUMEHUMO) TOKyMEHTAJIbHOE
MOJITBEPKICHUE TOr0, YTO UCTOUYHMK MaTepHalia, MoABep>KeHHbIN pucky '3,
paHee MCCIIEIOBAJICS YIIOJIHOMOYEHHBIM OPTaHOM U OBIJIO MOATBEPKIEHO €ro
coorBercTtBue @apmakonee Coro3a u rnaBe 24 I[lpaBun mnpoBeneHus
UCCJIEIOBAaHUN OMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEICTB MO MUHUMM3AIUU
pucka Tepegayd  areHToB  ryOouaTod  SHIEedalonaThd  KUBOTHBIX
NOCPEJCTBOM  JIEKAPCTBEHHBIX IpENapaTtoB i  MEIMLUHCKOIO U




BCTCPHUHAPHOI'O IMPUMCHCHUA. HpI/I 9TOM, TaxkocC JOKYMCHTAJIbHOC
MOATBCPIKACHUC JOJDKHO BKIOYATh B ceOsT B TOM 4HCIE cleayromue
CBCICHHA: HA3BAHWC IPOU3BOAUTCIIA, BHA XHUBOTHOIO WM C€ro TKaHHU, H3
KOTOpBIX IIOJYYCH MaTCpHal; CTpaHa I[POUCXOXACHUA MaTCpuala,
HCIIOJIb30BAHHUC JaHHOI'O MaTCpHrajia B IIPOIIJIOM U €0 IIPUCMIICMOCTD.

4. Jlannble aHam3a cepuil (B (popmare cpaBHUTENBHON TaOIUIBI) IO MEHBLIEH

Mepe JBYX cepHil (110 MEHbBIICH Mepe, ONMBITHO-IIPOMBIIIJICHHBIX) aKTHBHOMN
dbapmareBTUUYECKOW  CyOCTaHIIMM  OT  TEKYIIMX W IpeljaraeMbixX
MPOU3BOUTENEH (TUIOMIAH0K).

5. B 3asdBieHNMM O BHECEHHWU H3MEHEHUU HEOOXOJIMMO YETKO yKa3aTh paHee

0JI00pEHHBIX U MpeJiaraeMbIX MPOU3BOJUTENCH, KaK yKa3aHo B pazzeine 2.5
(bopMBI 3asBIICHHUSI. ).

. Ecin axtuBHas apmaneBTuyeckas CyOCTaHLMS MCIONb3YETCS B KauyecTBE
HCXOJIHOTO MaTepuaia, JAeKiapanus YHOJIHOMOYEHHOTO JIMIa Ka)XAoro
Jep>KaTenss JIMLIEH3WM Ha MPOM3BOJCTBO JIEKAPCTBEHHOrO IIperapara,
YKa3aHHOTO B 3asBJICHUU, WX YIIOJHOMOYEHHOIO JIMIA KaXKIOT0 JepiKaTesd
JULEH3UM  HAa  OPOU3BOACTBO,  YKAa3aHHOTO B 3afABJICHHMM  KakK
OCYILIECTBIIIOUIETO  CTAJUI0 MPOBEACHUS  BBIIYCKAIOUIETO  KOHTPOJISA
KayecTBa JIEKAPCTBEHHOTO TpernapaTa. B neknapanusx HeoOXoauMo yKa3aTh,
YTO MPOU3BOJUTENIb AKTUBHOU (papmarieBTUUeCKou CyOCTaHIIMM, YKa3aHHBIN
B 3asBJICHUHU, OCYLIECTBISET CBOI JEATEIbHOCTh B COOTBETCTBUU C
[IpaBunamMu  TPOU3BOACTBEHHOW  mpakTuku. [lpm  ompeneneHHbIX
00CTOSTENbCTBAX ~ JIOMYCKAeTCsl MpeACTaBIsATh | Jekiapauuio  (cM.
npumeydanue K n3meHenuto b.11.0.1).

7. O0s3atenbcTBO (P HEOOXOAMMOCTH)  MPOU3BOAMTENS  AKTUBHOM

dbapmareBTHUECKONW CYOCTaHIIMK OIMOBEIIATh JAepKaTessl PeruCTPallMOHHOTO
YIOCTOBEpEHHUs O JIIOOBIX H3MEHEHMSIX Ipolecca  IPOU3BOJICTBA,
cnenupuKaii U aHATUTHYECKUX METOJUK aKTHBHOW (hapMarieBTUYeCKOn
cyOcTaHIuH.

8. [logTBepxaeHUe, 4dYTO mpeajaraemasi IUIOMIaJKa JOJDKHBIM — 00pa3oMm

JUIEH3UpOBaHa B OTHOIIEHHWHM paccMaTpUBaeMOW MPOU3BOACTBEHHOU
orepanuu.

9. JIOKyMEeHTHbI, TOITBEPKAAIOIINE TPUHAJJIC)KHOCTh TPOU3BOAUTENST AKTUBHOM

dapmarnieBTHUECKOW CyOCTaHIMU K OAHOW Tpymnme ¢dapMaleBTUYECKUX
KOMIIaHUH (Harpumep, MUCbMO MOTBEPKICHHUE).

[Tpumeuvanue: <*> |B npuMEHUMBIX clydasx TMpPEACTaBIAETCS TaKXKe TeCT

CPaBHUTEIBHOM KUHETUKH PACTBOPEHUS HA JIEKAPCTBEHHBIN
npenapar ¢ akTUBHOW (¢apMalleBTHUECKON CyOCTaHIUEH,
MIPOU3BECHHON HA MpPEKHEN TUIOMIAJIKE, U IBYMSI CEpUSMU
JIEKapCTBEHHOT'O Ipenapara, MpOU3BEIEHHOIO C aKTUBHOU
¢dapmarieBTHUECKON CyOCTaHLMeH, NpPOM3BEACHHON Ha
HOBOM MPOU3BOJICTBEHHOM TUIONIAJIKE.

b.l.a.2. U3menenus mpouecca| Heooxonumbie | [loxymentst u | [Ipouenypa
IIPOU3BOJCTBA AKTUBHOMN YCJIOBUS JTAHHbIE
bapmarieBTHIECKOM

cyOcTaHIuu




a) HECYIIICCTBEHHOE
M3MEHEHNE
MIPOU3BOJICTBA
bapmareBTHIECKOM
cyOcTaHIu

npouecca
AKTABHOU

1’ 2’ 3’ 4’
5,6,7

1,2,3

0) 3HAUWTENIPHOE  W3MEHEHHE
nporecca MIPOU3BOJICTBA
aKTUBHOM (apMalieBTHUECKON
CyOCTaHIIUU, KOTOPOE MOXKET
oKa3aThb CYIIIECTBEHHOE
BITUSTHUE Ha Ka4ecTBoO,
0€301MacHOCTh WIH
3¢ (PEeKTUBHOCTH
JICKapCTBEHHOTO Ipernapara

B) U3MECHEHUE 3aTparuBacT
OMOJIOTMYECKYI0 CYOCTaHIIHIO
WIH HCIOJIB30BAaHUE JPYTrOTO
BEIIECTBA, MOJIYYEHHOTO
NyTeéM XUMUYECKOTO CHHTE3a,
npu IIPOU3BOJICTBE
OMOIOTUYECKOTO
JIEKapCTBEHHOTO0  Ipemnapara,
KOTOpOE  MOXET  OKa3aTh
CYIIECTBEHHOE BIUSHUE Ha
KayecTBO, 0€30MacHOCTh WU
3¢ (PEeKTUBHOCTD
JIEKapCTBEHHOT0 Tpernapara U
HE CBSI3aHO C IPOTOKOJIOM
yIpaBlICHUS
MOCTPETUCTPAIIIOHHBIMU
U3MEHEHHUSIMU

') U3MEHEHHE
JIEKapCTBEHHBIN
pacTUTENbHBIN Ipenapar, a
MMEHHO reorpauueckuii
UCTOYHUK IIPOUCXOKIECHUS
JIEKapCTBEHHOIO
PACTUTENIBHOTO ChIPbsl, CIIOCO0
IIPOU3BOJCTBA WIH
IPUTOTOBJIEHUS

3aTparuBaeT

1) HECYILIECTBEHHOE
U3MEHEHUE 3aKpbhITOM YacTH
MOADC

1,2,3,4

Ycnosusa




1. HexxenarenbHOe M3MEHEHNE KaYECTBEHHOTO MIIM KOJMYECTBEHHOTO POpuIIs
npuMecei niu PU3NKO-XUMUYECKUX CBOMCTB OTCYTCTBYET.

2. Croco0® cuHTE3a 0CTaeTCsl TEM XKe, TO €CTh MPOMEKYTOUHBIE TMPOAYKTHI HE
U3MEHSIOTCS U B IPOLIECC HE BBOJSATCS HOBBIE PEAKTUBBI, KaTAJIN3aTOPhl WU
PpacTBOPUTEIH. I'eorpaduueckuit UCTOYHUK HIPOUCXOKICHUS
JIEKapCTBEHHOTO PACTUTEIBHOTO CBIPbS, MPUTOTOBIEHHUE JIEKAPCTBEHHOI'O
pacTUTENBbHOIO  CBIPbSI W CHOCOO  MPOU3BOJACTBA  JIEKAPCTBEHHBIX
pacTUTENbHBIX IPENAapaToB HE U3MEHSIOTCH.

3. Cnenuduxarmm AKTUBHOM (bapmaleBTUYECKOM cyOcTaHuu "
IPOMEXYTOUYHBIX MPOJTYKTOB HE U3MEHSIOTCSL.

4. VI3MeHeHHe IMOJHOCTBIO  ONMCHIBAeTCS B  OTKPHITOM yacTH  (4acTu
asutens») MOADC (ecnu MpUMEHUMO).

5. AktuBHas (apManeBTHUYECKas CyOCTaHLUS He SBISIETCS OMOJIOTMYECKOMN
cyOcTaHIHeH.

6. I3mMeHeHne He 3aTparuBaeT reorpauyeckuii MCTOYHUK HPOMCXOKICHHS
JIEKapCTBEHHOTO  PACTUTENBHOIO ChIPbs, CIOCOO MPOU3BOJACTBA  WJIU
INPUTOTOBIIEHUS JIEKAPCTBEHHOTO PACTUTEIBHOIO MIpenapara.

7. I3ameHeHue He 3aTparuBaeT 3akpoiTyio yactb MOADC.

JlokymMeHTauus

1. ITonpaBka K COOTBETCTBYIOIIEMY pa3jeiy (pas3ienaM) pEerucTpariOHHOTO
JIOChE, BKITIOYAsI MPSIMOE CPAaBHEHUE TEKYLIETO U HOBOTO MTPOLIECCOB.

2. Jlanubie aHanu3a cepuil (B popmaTe CpaBHUTEIHHON TAOJMUIIBI) IO MEHBIICH
Mepe 2 cepuil (IO MEHbIIEH MeEpe, ONBITHO-NPOMBILIUIEHHBIX),
IPOU3BEACHHBIX C MOMOIIBIO 00OPEHHOI0 U MPEIIaraeMoro mpoLeccos.

3. Komnn yTBep»ACHHBIX crenuuKaniuii aKkTUBHOW (apMaIieBTHUECKOM
cyocTaHuuu (B BHJAE CCBUIKM Ha COOTBETCTBYIOUIMM JOKYMEHT B
NIOCJIEZIOBATENIBHOCTH  PETUCTPALIMOHHOTO JI0CBE WM TNPUIOKEHUS K
COMPOBOJUTEILHOMY ITUCHMY).

4. [loaTBepkaeHUe JepsKaTenisl PEerucTPallMOHHOTO — YIOCTOBEPEHHUS  WUJIU
nepxarens MOADC COOTBETCTBEHHO, YTO M3MEHEHHE KauyeCTBEHHOIO H
KOJIMYECTBEHHOTO Mpoduiid npuMeced uiau (PU3MKO-XUMUYECKUX CBOMCTB
OTCYTCTBYET, CIIOCOO CMHTE3a, CIIeIM(PUKAIINN aKTUBHOUN (hapMaIieBTUIECKON
CyOCTaHIIMU M IPOMEXYTOUHBIX MPOJTYKTOB HE U3MEHSIOTCSI.

[Mpumeuanne |Ilox 3HAYUTEITbHBIMA M3MEHEHUSIMU aAKTUBHBIX
dbapmareBTHIECKIX cyOcTaHIui, MOTYYEHHBIX nyTemM
XUMHYECKOTO CHHTE3a, TOJPa3yMEBAIOTCS M3MEHEHHUS Crocoda
CHHTE3a WIM YCJIOBUU TMPOU3BOJCTBA, KOTOPBHIE CIOCOOHBI
U3MEHUTh  BaXKHbIE  IIOKa3aTeJqM  KadecTBa  aKTUBHOMU
(dapMarieBTHUECKON CyOCTaHIIMM, TaKWe KaK KaueCTBEHHBIH U
(MM)  KOJMYECTBEHHBIM MpopuiIb TOpHUMecei, Tpedyromu
KBaTHU(UKAINH, WIH (QU3HUKO-XUMHUYECKUE CBOWCTBA, BIUSIOIIHE
Ha OMOJIOCTYITHOCTb.

b.l.a.3. U3menenne  pasmepa| Heobxomumbie | [loxymentsl u | [Ipouenypa
cepuM (BKJIOYAs Avana3zoHbI yCIIOBHUSA JaHHbIE
pasmepa cepuM) aKTHUBHOM




dbapmarieBTHUECKON
cyOcTaHImn WIN
MIPOMEXYTOYHOTO  MPOAYKTA,
UCIIONIb3YeMOT0 B IIpolecce
MIPOU3BOJICTBA aKTUBHOMN
dbapmareBTH4IEeCKOM
cyOcTaHIu
a) YBEJIMUECHHUE pa3Mepa Cepuu
BIIoTh g0 10 pa3 1o
1,2, 3,4,
CpaBHEHHUIO c 56 7 8 1,2,5 1A
3apEruCTPUPOBAHHBIM
pazMepom
0) yMeHbIIIEHHE pa3mepa
cepur g0 10 pa3 1o
CpaBHEHUIO c|] 1,2,3,4,5 1,2,5 1A
3aperuCTPUPOBAHHBIM
pazMepom
B) U3MEHEHUE TpeOyeT
aHanM3a COTOCTaBUMOCTH
OMOJIOTUYECKOM AKTUBHOMN — — ]
dbapmareBTH4IeCKOM
cyOcTaHIN
I) YBEIMYCHHUE pa3Mepa CEepuu
6onee 10 pa3 mo cpaBHEHHIO C B 1,23 4 B
3aperuCTPUPOBAHHBIM
pazMepom
1) yBeJIn4eHue (yMEHBIICHHE)
Maciitaba MIPOU3BO/ICTBA
OuonornuecKou AKTUBHOMN
bapmarneBTHUECKON B 123 4 B
cyOctaniuu 0e3 H3MEHEHUs
nporecca MIPOU3BOJICTBA
(Hanpumep, nyOnupoBaHue
JIUHUN)
YcnoBus
1. Bce u3MeHEHHsI METOJIOB MPOM3BOJCTBA 3aTPArvBalOT JIMIL HEOOXOINMBIC

. HeoOxoaumo

IPOLECCHl JJI1 YBEJIMYEHUS WU YMEHBIICHHsS pa3Mepa CepHuM, Halpumep,
UCTIOJIb30BaHNE 000PYIOBaHKE JPYTOTO pa3Mepa.

MPEICTaBUTh PE3yNbTAThI UCIIBITAHUN
crnenudukanusaM He MeHee 2 cepuil peIaraeMoro pa3mMepa Cepum.

COTJIaCHO

. PaccmatpuBaeMblil JIEKapCTBEHHBIN IMpenapar He SBISETCS OUOIIOTHYECKHM

JICKApCTBCHHBIM ITp€IIapaToOM.

. I3MeHeHre He BIMSET HEXeIaTeIbHBIM 00pa3oM Ha BOCIPOU3BOIUMOCTH




\‘

mponecca.

. I3MeHeHrne He AO0KHO OBITh CIEACTBUEM HEMPEABUIACHHBIX CUTYalUH,

BO3HHUKIONX B XOJ€ IMTPOU3BOACTBA, NJIIN HAPYIICHUSA CTaOMJIBHOCTH.

. Cneruduxanuu aKTHUBHOM (dhapMareBTHIECKOM cyOcTaHIN

(MpOMEXKYTOUHBIX MTPOYKTOB) HE U3MEHSIOTCS.

. AKTHUBHas (apmalieBTHUECKasi CyOCTaHIIMS HE SBJISIETCS CTEPUIIBHOM.
. Pazmep cepun HaxoznsTcs B npezene 10-kpaTHOro quamna3oHa pasmepa cepuu,

MIPEAYCMOTPEHHOTO MIPU PETUCTPALIUH WIIU MTOCIE TOCIEAYIOIIEr0 U3MEHEHUS
pasmepa cepuu, He SBIISIBIIEroCs 3MEeHeHueM [A tuna.

JlokymMeHTanus

1.

2.
3.

[TonpaBka K COOTBETCTBYIOIEMY paszieny (pasfenaMm) perucTpalMoOHHOrO
JI0ChE.

Howmepa cepuii HCIIBITAHHBIX CEPUN UMEIOT NpEJIaracMblid pa3Mep CEpHUN.
Janubie ananu3a cepuil (B popmare CpaBHUTEIHHOM TAOIHUIIBI) 110 MEHBIIEH
Mepe OJHOM NPOMBIIUIEHHON cepuM akTUBHOM (hapManeBTUYECKON
CyOCTaHIMM  WMJIM  TNPOMEXYTOYHOIO  NPOAYKTa  COOTBETCTBEHHO,
IIPOM3BEACHHON B YTBEPKIEHHOM M IpeanaraemMoM pasmepe. Ilo 3ampocy
HEOOXOJIMMO TMPEACTaBUTh JAaHHbIE [0 CJIEAYIOUIUM JBYM IOJIHBIM
IPOMBIIICHHBIM CEepUsIM; JAep)Karelb 00sd3aH COOOIUTh, €CIH Pe3ybTaThl
aHaJlM3a He YKJIa/bIBAIOTCs B ClIeHU(UKALUIO U IPEAJIOKUTH IJIaH AeUCTBUI.

4. Konuu  omoOpeHHBIX  crnenuukanuii  akTUBHOM  (papmarieBTUUECKOM

cyOcTaHIMU (M MPOMEKYTOUYHBIX MPOIYKTOB, €CIIM NPUMEHUMO) (B BUIE
CCBUIKM Ha COOTBETCTBYIOIIMH JOKYMEHT B MOCIEI0BATEIbHOCTU J0CHE WUIIH
HPUIOXKEHUSI K COTPOBOUTEIILHOMY TTHCHMY).

5. [logTBepxaeHuEe JAep)KaTenass PETUCTPAMOHHOTO  YAOCTOBEPEHUS] WU

nepxarenss M®OADPC cOOTBETCTBEHHO, YTO BCE€ HW3MEHEHUS METOJIOB
MIPOM3BOJICTBA 3aTPArHBAIOT JIUIIIh HEOOXOAMMBIE MPOIIECCHI IS YBETUYCHHUS
WIM  yMEHBIIEHHs  pa3Mepa cepud  (Hampumep,  HCIOJIb30BaHUE
00OpyZOBaHMs JIPYroro pasMepa), M3MCHEHUE HE BIUSICT HEXKeIaTeIbHBIM
o0pa3oM Ha BOCHPOM3BOAMMOCTbH TIPOIECCA; H3MEHEHHE HE SBIISETCS
CJIEICTBUEM HENPEABUIAECHHBIX CUTYAllMi, BOSHUKIINX B X0JI€ MPOU3BOJACTBA,
WIn HapyILICHHUS CTaOUIIBHOCTH; cnenuduranuu AKTHUBHOMN
dapmarneBTHUEeCKON  cyOcTaHIMM  (MMPOMEKYTOUHBIX  MPOAYKTOB)  HE
U3MEHSIOTCS.

b.l.a.4. U3meHenue Heobxonumeie | lokymentsl u | [Ipouenypa
BHYTPHUITPOU3BOICTBCHHBIX YCIIOBUS JTaHHBIC

UCTIBITAHUNA WM  KPUTEPHUCB

IPUEMIIEMOCTH,

UCTIOJIb3YIOIIUXCS npu

MIPOU3BOJICTBE AKTUBHOM

bapmareBTHIeCKOM

cyOcTaHIuu

a) y)KEeCTOUeHHE

BHYTPUIIPOU3BOACTBEHHbBIX 1,2,3,4 1,2 1A
KPUTEPUEB MPUEMIICMOCTH




0) mo6asieHue HOBBIX
BHYTPHUITPOU3BOICTBEHHBIX
UCTIBITAHUNA WM KPUTEPHUCB
IPHEMIIEMOCTH

1,2,5,6

1,2,3,4,6

B) HCKIIIOUCHHUC HC3HAYHNMOI'O
BHYTPHIIPOU3BOJACTBCHHOI'O
HUCIIBITaHUA

1,2,7

1,2,5

T) pacllUpeHue  O0J00pPEHHBIX
BHYTPHUIIPOU3BOICTBEHHBIX
KpUTEPUEB MIPUEMIIEMOCTH,
KOTOpPBIE MOTYT CYIIECTBEHHO
NOBIUSATH HAa  COBOKYITHOE
Ka4yeCcTBO AKTUBHOM
dbapmarieBTHUECKON
cyOcTaHIu

1) UCKJTFOUCHHE
BHYTPHUIIPOU3BOJCTBEHHOTO
UCIIBITAHUSA, KOTOPOE MOXKET
CYIIECTBEHHO TMOBIHATH HaA
COBOKYITHOE KayeCTBO
aKTUBHOM (apMaleBTHUECKON
cyOcTaHIN

¢) no0aBpiIeHNEe WM 3aMeHa
BHYTPHUIIPOU3BOCTBEHHOTO
UCHBITAHUA M3 COOOpaKeHUM
0€30IMacHOCTH MJIN Ka4eCTBa

1,2,3,4,6

) HE3HAUUTEIIbHOE
H3MEHEHHUE aHAJIUTHYECKOMI
METOIUKHU
BHYTPUIPOU3BOJICTBEHHOTO
KOHTPOJIA

8,9, 10,11

1,7,8

VcaoBug
1. UsmMeHeHune He SABISAETCS

CJIICACTBUEM

KaKoro-ianoo

00s513aTeNbLCTBA,

(G2l

. UsmeHeHue

INPUHATOIO IO pe3yJibTaTaM paHee IPOBEIECHHBIX JKCIEPTU3 C LEIBIO
aHanM3a KpUTEPUEB MpPUEMIIEMOCTH crnenupukanuu (Hampumep, B XOJe
perucTpanuu uiv BHeceHus nusmeHenuit 11 tuma).

HE SBIIICTCS  CIEACTBUEM  HENPEIABUICHHBIX CUTYalMi,
BO3HUKIIIMX B XOJI€ IPOM3BOJICTBA, HAIPUMED, HOBasi HEKBANU(DULIMPOBAHHAS
IIPUMECH, U3MEHEHUE IIPEJIEIIOB COAEPKAHNUS CYMMBI IIPUMECEN.

. JIroboe w3MeHeHue MOJDKHO YKJIQJbIBAThCS B JIMANA30H JICUCTBYIOIINX

0J100OpPEHHBIX KPUTEPUEB PUEMIIEMOCTH.

. AHaIUTHYECKas METOINKA HE N3MEHSIETCS WU U3MEHSIETCS HE3HAUUTEIBHO.
. Hu ogvH HOBBIM METOJ MCIHBITAHWS HE OCHOBAH HA HOBOW HECTAaHIAPTHOM




6.

7.

8.

9.

METOJIOJIOTMH UM CTaHIapTHOW METO/I0JIOTHH, UCTIOIb3YEMON MTO-HOBOMY.
Hosprit METO/T WCTIIBITAaHUS HE SIBJIICTCS OHMOIOTUYECKIM
(MMMYHOJIOTHYECKAM, HWMMYHOXHMHUYECKHMM) WA METOJIOM, B KOTOPOM
UCIIOJIb3yeTCsl OMOJOTUYECKUH pPEaKTUB i1 OHOJIOTUYECKON aKTUBHOM
dapmarieBTHUECKOW ~ CyOCTaHIMM (32  HCKIIOUEHHWEM  CTaHJApTHBIX
(bapMaKoNeMHbIX MUKPOOHUOIOTHYECKUX METOOB).

[Tapamerp crnenudukany He 3aTparuBaeT KPUTHYECKUH Mapamerp,
HaIpUMep, J000M U3 CIEeAYIOMNX: KOJIUYECTBEHHOE OIpeIesieHue, MPUMECH
(ecnu TOJBKO ONPEJEIIEHHBIN PACTBOPUTEh OJHO3HAYHO HE MCIIONB3YETCS B
IPOU3BOJICTBE AKTUBHOW  (hapManeBTUYECKON  cyOcTaHIMM), Jro0as
KpuTHYeckas (u3myeckass XapaKTepUCTUKa, HANpuMep, pa3Mep YacTull,
HACBIMHAS TUIOTHOCTH JI0 ¥ TIOCTIE YIUIOTHEHHS, UCTIBITAHNE Ha MOAJIUHHOCTD,
BOJIa, JTF000€ N3MEHEHHNE YAaCTOThI UCIIBITAHUM.

B cootBerctBuM ¢ aktamu opraHoB Coro3a B cdepe oOpamieHus
JIEKapCTBEHHBIX  CPEACTB,  IMpOBEJEHAa  HeoOXoauMmas  BalHJIallus,
MIOJTBEPIKAAOIIAsS, YTO OOHOBJICHHAS aHATUTHYECKAss METOIMKA TI0 MEHBIIIEH
Mepe IKBUBAJICHTHA MPEIBIAYIICH.

[Ipenensl comepkaHus CyMMBI TpUMECEdl HE M3MEHWIHCh, HOBBIE
HEKBAM(DUIIMPOBAHHBIEC IPUMECH HE OOHAPYKECHBI.

10. MeTon aHanmW3a HE HW3MEHWICA, a METOAMKA aHajlu3a W3MEHWIACh

HE3HAYUTENIbHO (HampuMep, U3MEHEHHE JTMHBI KOJIOHKH WU TeMIIepaTyphl,
HO HE JPYTroi BUJ KOJIOHKH).

11. Meroa wucnbITaHus HE SBISETCS OUOJIOTMYECKUM (MMMYHOJIOTHYECKHM,

UMMYHOXUMUYCCKUM)  HWJIM  METOJOM, B  KOTOPOM  HCIIOJB3YETCS
OMOJIOTUYECKHUI peakTHUB IS OMOJOTHYSCKON aKTUBHOM (hapMalieBTHUUYSCKOM
cyOcTaHIuu (3a HCKJIFOYEHUEM CTaHapTHBIX (bapMaKoeHHBIX
MHUKPOOHOJIIOTHYECKUX METOOB).

JoxymeHnTanus

1.

2.

3.

4.

\‘

[TonpaBka K COOTBETCTBYIOIEMY paszieny (pasaenaMm) perucTpaluoHHOTO
JOCBE.

CpaBHuTenbHas Tabnuia TEKYIIUX u npearaéMbIx
BHYTPUNPOU3BOJICTBEHHBIX UCIIBITAHUH.

[TonpoOHoe ommcanvrie HOBOW HedapMakoNelHON aHATUTUYECKOH METOJAUKHU
Y JJaHHBIE M0 BAJIUJALKH (B COOTBETCTBYIOIINX CIy4YasiX).

JlanHble aHanM3a JBYX MPOMBINUICHHBIX Ccepuil (s OUOJOTHYECKUX
AKTUBHBIX (papMaleBTHUECKUX CYOCTaHIMNA, B OTCYTCTBHUE JIOJDKHBIX
000CHOBaHM, — TPU MPOMBIIUICHHBIE CEPUHN) aKTUBHOU (hapMarieBTUYECKOM
cyOCTaHIIMU IO BCEM MapaMeTpaM crielupuKaiim.

. OGocHOBaHUE (OILIEHKA PHUCKOB) CO CTOPOHBI JE€pPKATEsT PErUCTPAIMOHHOTO

YAOCTOBEPEHHUS 158105 JepKaTEeIA MOADC COOTBETCTBEHHO,
MOATBEPKIAIOIINE, YTO BHYTPUIIPOU3BOACTBEHHBIC IMAapaMETPhl SIBISIOTCS
HE3HAYMMBIMH WJIM YCTAPEBITUMH.

. OBocHOBaHUE CO CTOPOHBI JAEPKATENsI PETUCTPALMOHHOTO YAOCTOBEPEHMS

U aeprKarens MOADC COOTBETCTBEHHO HOBBIX
BHYTPUIIPOU3BOJCTBEHHBIX UCIIBITAHUMN U NIPEIEIIOB.

. CpaBHuTeNbHAS TaOIUIA U3MEHEHUH aHAIUTUYECKON METOUKH.
. IlogpobHoe onucanme HOBOM HepapMaKONEHHON aHATUTHUECKON METOAMKH




Y JIaHHBIE 110 BATMAAINH (B COOTBETCTBYIOIIUX CIIy4asx) MOATBEPKAArOIIHE,

9TO0 OOHOBJIEHHAs aHAIWTHYECKass METOAMKAa TI0 MEHBIIeH Mepe
HKBUBAJIEHTHA IIPEIbLAYIIEH.

b.l.a.5. Usmenenne axtuBHoOV | Heobxomumele | JJoxkymentst u | [Ipouenypa
dapmarieBTHUECKON YCJIOBUS JAHHBIE

cyOcTaHIIuU CE30HHOH,

IIpenaHIeMUYECKON J5RI05

IMaHJIEMUYCCKON BAKIIMHBI IS
PO UITAKTUKH TPHUIITIA

a) 3aMeHa 1mraMma (ITaMMOB)
CE€30HHOM, MPEMAHAEMUYECKON
WM TTAaHJEMUYECKONM BaKIITHBI
JUTSL TPO(MITAKTUKY TPUIIIA

b.1.6) KonTpoJsb kadecTBa aKTUBHOI (apManeBTHYECKOH CyOCTAHIMH

b.1.6.1. U3menenue
napaMeTpoB clieuuukanuu u
(unn) KPUTEpUEB
PUEMIIEMOCTH AKTUBHOM
dbapmareBTHUECKON
cyOcTaHIuH, UCXOIHOTO
MaTepuana (MpOMeEXKYTOUHOTO
NPOJYyKTa, peakTuBa),
UCTIONB3YyEeMBIX B  IPOILECCe
IIPOU3BOJACTBA AKTUBHOMN
dapmareBTHIECKON
cyOcTaHIn

HeoOxonumeie
YCIIOBHUS

JIOKyMEHTBI U
JTAHHbIE

[Ipouenypa

a) y)KEeCTOUeHHe KpUTEPUEB
MPUEMJIEMOCTH CTICIIH(PUKAITIN
OMOJIOTUYECKOTO
JIEKapCTBEHHOTO Tpemnapara (B
COCTaB  KOTOPOTO  BXOJHUT
aKTUBHAs (apMarleBTUICCKas
cyOcTaHIus),  IMOJICKAIIETO
BBINTYCKY cepuii 0(hHUIIHATbHBIM
KOHTPOJIbHBIM OpraHoM
rocyJapcTBa-4ieHa

1,2,3,4

1,2

[Any

0) y’)KecToueHHe  KpUTEpHEB
OPUEMIIEMOCTH CHEIH(PUKAIIH

1,2,3,4

1,2

B) 100aBJICHHE B
cnenupUKaIuo HOBOI'O
napamerpa "
COOTBETCTBYIOIIETO emMy

1,2,5,6,7

1,2,3,4,7




MCTOJAa UCIIbITAaHUA

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

1,2,8

1,2,6

1) UICKITFOUCHHE napamerpa
crienuuKanum, KOTOPBII
MOJKET CYIIIECTBEHHO
MOBJIUATH HAa  COBOKYITHOE
Ka4yeCTBO AKTHUBHOM
dbapmareBTH4IECKOM
cyOcTaHIu U (nnn)
JIEKapCTBEHHOTO TIpernapara

€) I3MCHEHHE, BBIXOIAIIEE 3a
0JI00pPEHHBIH JIHUAIa3oH
KpUTEPHUEB PUEMIIEMOCTH
crienuuKanuii AKTHUBHOU
(dbapMareBTHIECKOM
cyOcTaHIu

) paclIiupeHue OJ00PEHHBIX
KPUTEPHEB IPUEMIIEMOCTH
cnenuUKaMA Ha HCXOIHBIE
MaTepuasibl  (TIPOMEKYTOYHBIC
NPOAYKTHI), KOTOpPBIE MOTYT
CYIIECTBEHHO TIOBIUSTH Ha
COBOKYITHOE Ka4ecTBO
aKTUBHOM (papMarieBTHUECKOn
cyOcTaHIMU U (unn)
JICKapCTBEHHOTO TIperapara

3) nobaBjeHUE WM 3aMeHa
(ucknmrouast ~ OMOJOTUYECKYIO
CyOCTaHITUIO) napamerpa
crienuukanum u
COOTBETCTBYIOIIETO emMy
MeTOoJ1a UCTIBITAHUS u3
cooOpaxeHuid  0€30MacHOCTH
WJIM Ka4yecTBa

1,2,3,4,57

1) eciu Ha aKTUBHYIO
(bapMareBTHIECKYIO

cyOcTaHIUIO OTCYTCTBYET
cratbs Papmakonen Corosa
WIn UHOUN dbapmaxomneu

1,2,3,4,57




COTJIaCHO Konuenmyu
rapMOHHU3AIINH, M3MEHEHHE
cOOCTBEHHON crnenuuKanuu
NPOM3BOAMTENS HAa  CTaTbio
(dapmaxoren TpeTheil CTpaHbl

K) o0aBlIeHUE WM 3aMeHa B

crenuuranum HOBOT'O

[TOKa3aTelIst "

COOTBETCTBYIOIIETO emMy

MeToJ1a UCHBITAHUSA TUTS — ]
OMOJIOTHYECKOU

(MMMYHOJIOTHYECKOHN)

aKTHBHOM (apmMarieBTHUECKOM

cyOcTaHIu

VcaoBus

1. I3MeHeHne HE SBISICTCS CICACTBHEM JTFOOOTO 00s3aTENbCTBA, MPUHATOTO 10

pe3ysbTaTaM paHee IPOBEIEHHBIX OJKCIEPTU3 C LEJIbI0 IepecMoTpa
KPUTEPHUEB NMPUEMIIEMOCTHU crienu(UKanuu (HalpuMep, B X0€ PerucTpaluu
JIEKapCTBEHHOTO Mpenapara Wil BHeCeHUH u3MeHenu 11 tuna).

2 I3meHeHWEe HE  SABISCTCA  CIEACTBHEM  HEINPEABHJICHHBIX  CHUTYaIUH,

SN

BO3HUKIIINX B xoze POM3BOJICTBA, Harpumep, HOBOH
HEKBAIM(UIIMPOBAHHON MNpPUMECH, U3MEHEHUS MPENEJIOB COACpKAHUS
CYMMBI IPUMECEN.

. JIroboe wu3MeHeHue JOJDKHO  YKIIaAbIBATBCA B JHAIIA30H  TCKYIIUX

0JI00pEHHBIX KPUTEPHUEB MPUEMIIEMOCTH.

. AHaIMTHYeCcKas METOAMKA HEC U3MCHACTCA NJIN U3MCHACTCA HE3HAUYUTCIIBHO.
. HoBrbIi1 METO/J UCIIBITAaHUA OCHOBAH Ha O6HII/IX METOJaX aHaJIn3a, OIIMCAaHHBIX

B Dapmakonee corw3a, a IpU OTCYTCTBUU B HEW — Ha OCHOBAHUU METOJOB,
ONMMCAHHBIX B WHBIX (apmakomnesx B cooTrBeTcTBUM ¢ KoHuennuei
rapMoHuzauuu (Hanpumep, BOXKX, cnekrpodoromerpusi, TUTpUMETpUS U

ap.).

. HoBrbIi1 MECTOI HCIIbITaHUA HC ABJIACTCA OMOJOTrHYECKUM

(MMMYHOJIOTHYECKMM, HWMMYHOXMMHUYECKMM) WM METOJOM, B KOTOPOM
UCTIONIB3YETCs OMOJIOTUYECKUM PEAaKTUB [JIi OHOJIOTMYECKON aKTHUBHOM
dapmanieBTHUECKON ~ CyOCTaHIMU (32  HCKJIIOYEHHEM  CTaHJapTHBIX
bapmakoneMHbIX MUKPOOHUOIOTUYECKUX METOIOB).

. I3mMeHeHne mo0oro marepuana He 3aTparuBaeT F'€HOTOKCHYHYIO MPUMECH.

Ecnu u3meHeHune 3aTparuBaeT akTUBHYIO (DapMaleBTUYECKYI0 CyOCTaHIIHMIO
(32 UCKIIOYEHHMEM OCTATOYHBIX PpPAaCTBOPUTENEH, KOTOpBIE  JIOJKHBI
COOTBETCTBOBATh IIpeJenaM, YKAa3aHHBIM B COOTBETCTBYIOLIEH CTaThe
®apmakonen Coroza), KOHTPOJb JIIOOOW HOBOM TPHUMECH JIOJDKEH
cooTBeTcTBOBaTh Papmakonee Coro3a, a NMpU OTCYTCTBUU B HEHl — HMHOMN
dapmaxornee B cooTBeTCTBUM ¢ KoHlenuel rapMOHU3aIINH.

.[Mapamerp crnenudukanu He 3aTparuBaeT KPUTUYECKUW Mapamerp,

HaTpUMep, JT00H U3 CICAYIONINX: KOJIUYECTBEHHOE ONpeAelieHNne, TPUMECH
(ecyii TOJIBKO ONPEIENICHHBI PACTBOPUTEIIb OJJHO3HAYHO HE MCHOJIb3YETCs B




MPOU3BOJCTBE AKTUBHOM  (papMaleBTUUECKOW  cyOcTaHmuu), Jrodas
KpUTHYeCcKas (u3MvecKass XapaKTepUCTUKA, HAIpPUMEp, pPa3Mep YacTHII,
HACBIIMHAS TUIOTHOCTH JIO M TIOCTIE YIUIOTHEHU S, UCTIBITAHNE Ha MTOAJIMHHOCTD,
BOJIa, JIF0OO0 IPONYCK UCITBITAHUSI.

JlokymMeHTanus

1.

[TonpaBka K COOTBETCTBYIOIIEMY paszfeny (pasfenaMm) perucTpalnuoOHHOTO
JI0ChE.

2. CpaBHUTENbHAS TAOTUIA TEKYIIUX U MPEIIATAEMBIX CHIEITU(UKAIIHIA.

3. [logpobHoe onucanue a000i HOBOM aHATTUTUYECKON METOMKH U JJAaHHBIE 110
BaJIMJAIMH (B COOTBETCTBYIOLIMX CIIydasix).

4. JlanHble aHaiaM3a JBYX MPOMBIIUIEHHBIX Cepuil (B OTCYTCTBHE OOOCHOBAHUS
00paTHOro JUIst OMOJIOTHYECKUX aKTUBHON (papMalieBTUUECKUX CyOCTaHIUI —
3 cepum) COOTBETCTBYIOIIEH aKTUBHOHM (hapMalleBTUYECKOW CYOCTaHIUMU IO
BCEM MapaMeTpaM crerudUKaIuu.

5. B cooTBeTcTByrOHmIMX CcllydasX JaHHbIE TeCTa CPABHUTEIbHONM KUHETHKHU
pacTBOpeHUsi JIEKApCTBEHHOTO  IIperapara, COAEP)KAIEro  aKTUBHYIO
(dapManeBTHUECKYI0 CyOCTaHIIMIO 110 MEHbIIEH Mepe U3 OIBITHO-
IIPOMBIIIJIEHHON cepuu, COOTBETCTBYIOIIYIO JENCTBYIOIINM 51
npe/ularaéMbiM  crienu¢ukanusaM. B oTHOmeHMM — JeKapCTBEHHBIX
pacTUTENIbHBIX  IpernapaTtoB  MOTYT  ObITb  JIOCTaTOYHBl  JITaHHBIE
CpPaBHUTEIBHON pacnaJacMOCTH.

6. O6ocHOBaHUE (OLIEHKAa PHUCKOB) CO CTOPOHBI JIEP)KATEINsl PETUCTPALUOHHOTO
yJIOCTOBEPEHUS WIn JepaKaTes MOADC COOTBETCTBEHHO,
NOJATBEPKAAIOIINE, YTO BHYTPUIIPOU3BOACTBEHHBIM IapaMeTp SBJISETCS
HE3HAYUMBIM UJIM yCTApEBLINM.

7. O00OCHOBaHHE CO CTOPOHBI JAEpXKaTelsl PEruCTPAalMOHHOTO YAOCTOBEPEHHUS
win  aepxarens ~ M®OPADC  cOOTBETCTBEHHO  HOBBIX  Iapamerpa
cnenupuKalul U KpUTEPUEB MPUEMIIEMOCTH.

b.1.6.2. U3menenue Heo6xomumeie | Jlokymentsl u | [Ipouenypa

AQHAIMUTUYECKON METOJIUKH yCIIOBUSA JTaHHbIE

AaKTUBHOM (papMarieBTHUeCKOn

CyOCTaHLIMM WM HMCXOJHOTO

MaTepuana (MpoOMeEXYTOUHOTO

MIPOJIYKTAa, peakTuBa),

UCIOJIB3YEMBIX B  IIpoLecce

IIPOU3BOJACTBA AKTUBHOMN

bapmareBTHIEeCKOM

cyocTaHIn

a) He3HAYMMble U3MEHEHMUS

0JIOOpEHHOW  aHAIMTHYECKON 1,2,3,4 1,2 IA

METOJIUKH

0) UCKITFOUEHUE

AHAIMTUYECKOMN METOJIUKH 7 1 1A

aKTUBHOM (papMalleBTHUECKON

CyOCTaHLIMM WM HMCXOJHOTO




MaTepuasa (IpOMEXKYTOUYHOTO
IpOJyKTa, peaKkTHBa), €cliu

aJbTepHATUBHASA en
aQHAIMTUYECKas METOJUKA YyXkKe
0/100peHa

B) IIpoyHe U3MEHEHHUS
aHAJIUTHYECKOU METOIUKH
(BKITIOYAst 3aMEHYy WIH
T00aBICHHE) peaKkTHuBa,
KOTOpas HE okasepiBaer| 1,2,3,5,6 1,2 1A
3HAYUMOTO BITUSTHUS Ha
COBOKYITHOE KauyecTBO
aKTHBHOM (apmMarieBTHUECKOM
cyOcTaHIu

) CYIIECTBEHHOE HM3MEHEHUE
WIM 3aMcHa OMOJIOTHYECKOTO
(MMMYHOJIOTHUECKOT0,

UMMYHOXUMHUYECKOT0) METO]1a
WCHBITAHUS WJIH METOaa, B

KOTOPOM HCIIOIb3YEeTCs

OMOJOTUYECKUI peaKkTUB IS

OMOJIOTUYECKOM AKTUBHOMN

bapmareBTH4IEeCKOM

cyOcTaHIHN

1) Ipouune U3MEHEHUS

aHAIIUTHYECKOM METOIUKU

(Bkirouass J00ABIICHUE WU

3aMeHy) AKTUBHOM B 19 B

dbapmareBTHIECKON '

CyOCTaHIIUU WU HCXOJIHOTO

MaTepuana (MpoOMEXYTOUHOTO

IPOIYyKTa)

YcnoBus

1.B coorBerctBuu ¢ akramu opraHoB Coro3a B cdepe obOparieHus
JIEKapCTBEHHBIX  CPEACTB,  MpOBEIEHAa  HeoOXoauMmash  BalHJIallus,

MOJITBEPKIAI0IAsL, YTO OOHOBJIECHHAS aHAIUTUYECKAs METOAMKA TI0 MEHbIIEH
Mepe SKBUBAJICHTHA MPEAbIIYIIEH.

2. llpegensl  comepkaHus CyMMBI TpUMecedi HE HW3MEHWINCh, HOBBIC
HEKBaJIM(UIIMPOBAHHBIEC IPUMECH HE OOHAPYKEHBI.

3. Meton aHanu3a He WU3MEHWIICA (Hampumep, U3MEHEHUE JJTUHBI KOJOHKH WU
TEMIIEPATypbl, HO HE APYTOM BUJ KOJOHKU WJIN METON).

4. Meton WCHBITAHUS HE SIBISETCA OMOJIOTMYECKUM (MMMYHOJIOTHYECKUM,
UMMYHOXUMHUYECKUM)  WJIA  METOJAOM, B  KOTOPOM  HCHOJb3YETCs
OMOJOrMYECKUil peakTUB Uil OMOJOTUYECKON aKTUBHOW (hapMaleBTUYECKON




cyOcTaHIUu (3a HCKIIFOYEHUEM CTaHIaPTHBIX bapMaKoneHHBIX
MUKPOOHOIIOTMYECKIX METOJIOB).

5. HoBbIif MeTOJT MCIIBITAaHHST OCHOBAH Ha OOIMX METOJAaX aHaJHN3a, OIMMCAHHBIX

B ®apmaxomnee coro3a, a mnpu orcyrctBun B Hedl — B dapmaxormee
rocyapcTBa-ujaeHa Uid Ipy OTCYTCTBHU B YKa3aHHBIX (apMaKomesx — HHON
¢dapmakonee cornacHo Konuenmuu rapmonusauuu (Hanpumep, BDOXKX,
CHEKTPO(GOTOMETPUS], TUTPUMETPHUS U JP.).

6. AkTuBHas (apmalieBTHUECKasi CyOCTaHIIMS HE SABISIETCS OMOIOTUYECKOM.
7. AnpTepHaTUBHAs aHAJUTUYECKass METOAMKA JUJIsl MMOKa3aTess creluduKanuu

yKe 0J100peHa.

JloxymeHnTanus
1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzeny (paszzieiiaM) perucTparuoOHHOrO

JI0Che, BKJIIOYAsl OMHCAaHUE aHAJUTUYECKOH METOMOJIOTHH, PE3oMe JaHHBIX
N0 BaIHIAINH, TIEPECMOTPEHHBIC CHENUPUKAMN Ha TNpuMecH (eciu
IPUMEHHUMO).

2. CpaBHI/ITeJIBHBIe PE3YJIbTAaThl BalWJdalld WK IIPpWM HAJIWYHUH 000CHOBaHHMS

CPAaBHUTCIIBHLIC PC3YJIbTAThbl aHa/IN34d, ITOATBCPIKIAANOIMIMC, YTO TCKYIICC H
npeajiaracMoc HCHbITAHWUC OJOKBUBAJICHTHEI. HaCTos[mee TpGGOBaHI/Ie HE

IMPUMCHACTCA, CCIIN ,[[06aB.TI}IeTCSI HOBas aHAJIUTHUYCCKasa MCTOJHKA.

b.1.B) YIakOBOYHO-YKYIIOPOYHAsl CHCTEMA

b.1.B.1. U3smenenue Heo6xomumeie | Jlokymentsl u | IIpouenypa
MEPBUYHOMN YIIAKOBKH YCIOBHUS JTaHHBIC

AaKTUBHOM (apMalieBTHUECKON

cyOcTaHIN

a) KAaUeCTBeHHbIH W (WiIn)

KOJIMUECTBEHHBIN COCTaB

(M3MeHeHue CcOoCTaBa

Marepuaia YIIaKOBKH, 1,2,3 1,2,3,4,6 1A
U3MEHCHUE Martepuania

VIaKOBKM  WJIW  CTaHJapTa
KauecTBa MaTepHaia)

0) kKauecTBEHHbIH U (WIH)

KOJWYCSCTBCHHBIN COCTaB
(M3MeHeHue cocTaBa
Marepuaia YIIaKOBKH,
W3MCHEHHUE Marepuana

YIAaKOBKM  WJIM  CTaHJapTa
KayecTBa  marepuana) A

CTEpUIIBHBIX 17001
HE3aMOPOKEHHBIX
OMOJIOTUYECKHIX AKTHBHBIX
(bapMareBTHIEeCKUX

cyOcTaHImit




B) KQUECTBEHHBIN W (WJIH)

KOJIMUECTBECHHBIN COCTaB
(M3MeHeHue COCTaBa
Marepuaia YIIaKOBKH,
W3MEHEHHUE Marepuaia

= 1,2,3,56 IB

VIIAaKOBKH ~ WJIM  CTaHJIapTa
KayecTBa  Marepuana) i
KHUJKIX AKTUBHBIX
(bapMaleBTHYECKUX

cyOcTaHIuil (HECTEpUIIbHbBIC)

VcnoBus

1. [To COOTBETCTBYIONIMM CBOMCTBaM IIpeiJiaraeMblii YIaKOBOUYHBINH MaTepHal
110 MEHBIIIEH Mepe AOJKEH OBITh SKBUBAJICHTHBIM 0JJ0OpEHHOMY.

2. HagaTtbl COOTBETCTBYIOIIME HWCCIICIOBAHUS CTAaOMIBHOCTH B COOTBETCTBUU
¢ aktamu opranoB Coro3a B cdepe oOpalieHus JEKapCTBEHHBIX CPEACTB U
3asBUTEJIEM Ha MOMEHT BBEICHHMS HW3MCHEHUH IpOaHATM3UPOBAHBI
COOTBETCTBYIOIIIME TapaMeTPhl CTAOMIHPHOCTH HE MEHEe YeM Ha 2 OIMBITHO-
MPOMBINIJICHHBIX WM TPOMBINUICHHBIX CEPHUSIX, B €r0 PacHopsHKEHUU
HaxoJATCS  YIOBJICTBOPHUTEIbHBIC pE3yJbTaThl IO MEHBIIEH  Mepe
3-MECSIMHOTO HM3y4YeHHs CTaOWIBbHOCTH. B ciywae, ecnu mpemiaraeMas
ynakoBka Oojiee yCTOMYMBA 10 CPaBHEHHUIO C 3apErHCTPUPOBAHHOM,
TO 3-MecsUHbIE JaHHBIC MO CTAOMIBLHOCTH HE TpeOyroTcs. 1o 3aBepiieHuun
TaKUX UCCJIEAOBAHUM, €CIIM PE3YJIbTAThl HE YKIIAJIBIBAIOTCS B CIICHU(UKAIIAN
WU TIOTEHIIMAIBHO MOTYT HE YJIOXHUTHCA B CHEIU(UKAIIMKA HAa KOHEI] CpOKa
TOJHOCTHU (TIepUOo/a TMOBTOPHOT'O MCHBITAHMS), UX HEOOXOIUMO HEMEIJICHHO
MPEACTaBUTh YIOJHOMOYEHHOMY OpTaHy Hapsay ¢ IpeajiaraeMbIM IIJIaHOM
JICUCTBUM.

3. Uckmouass  cTepwiibHBIE, JKHJIKHE M OHOJOTHYECKHE  aKTUBHBIC
dbapmarieBTHYECKHE CYOCTaHIUH.

JoxymeHnTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY pazieny (pa3aenam) perucTparioOHHOTO
J0Che.

2. HeoOxonuMble JaHHbIE O HOBOM YIAaKOBKE (HalpuMep, CpaBHUTEIbHbIE
JaHHBIE 110 TPOHUIIAEMOCTH, Harpumep, s Oy, CO,, Biaru u ap.), BKIoYas
HNOJATBEPXKACHUE TOro, YTO MaTepual COOTBETCTBYET (apMaKONeHHBIM
TpeOoBaHUsAM MM akTaMm opraHoB Coro3a 0 0€30MaCHOCTH MaTepHalioB
KOHTaKTUPYIOIIKUX C MUIIEBOM MNPOAYKIMEH, a MpU OTCYTCTBUHM B HHUX —
3aKOHOAATENbCTBY TIOCYJapCTB-UJI€HOB B YacTH, HE YpPEryJIupOBAHHOMN
aktamu opraHos Coro3a.

3. B cooTBercTBYIOMUX Ciy4yasx HEOOXOJIMMO MPEACTABUTH MOATBEPKIACHHE |,
YTO B3aUMOJICHCTBUE MEXKY COAECPKUMBIM U YIAKOBOYHBIM MaTepHUajIoM He
OPOUCXOIUT  (HampuMmep, OTCYTCTBYET IE€pPEMEIEHHE KOMIIOHEHTOB
npeajaraeMoro marepuaiga B €ro COJEp>KUMOE, KOMIIOHEHTBhl aKTUBHOMN
dbapmalieBTHUECKOW CYOCTaHIIMM HE TMEpeXoJsiT B YNAKOBKY), BKIIOuas
NOJATBEPXKAECHUE, UYTO MaTepual  COOTBETCTBYET  COOTBETCTBYIOLIUM
dapmakoneitHpIM TpeOoBaHUAM WM akTaM opraHoB Coro3a 0 0€30IacHOCTH




MaTepUalloB KOHTAKTUPYIOIUX C MUILEBOM MPOJYKIMEH, a TPH OTCYTCTBUH B
HUX — 3aKOHOAATEIbCTBY TOCY/IaPCTB-WICHOB B YaCTH, HE YPETyIHUPOBAHHOK
aktamu opraHos Coro3a.

4. Jlexnapauus JepxKareiss perucTpalMOHHOIO yJIOCTOBEPEHUS WIN JepxKaTess
M®OADC, uro Tpebyemble UCCIEAOBaHUS CTAOMJIBHOCTH HAyaTbl B
COOTBETCTBUM ¢ akramMu opraHoB Cow3a B chepe oOpauieHUs
JEKapCTBEHHBIX CPEJICTB (C YyKa3aHWEM HOMEpPOB cepuil); u 4Yro (B
COOTBETCTBYIOIIMX CJIy4asX) Ha MOMEHT peaJu3alil HM3MEHEHUH B ero
pacropsHKEHUH HaXOIUITUChH TpeOyemble MUHHMAaJIbHBIE
yIIOBJIETBOPUTENBHBIC JaHHBIC 1O CTAOMIBHOCTH H, YTO UMEIOIINECS TaHHBIC
HE CBUJETEIbCTBOBAIM O Kakoh-mubo mnpobireme. Heobxoaumo Takke
IPEJCTaBUTH MOATBEP)KJICHUE, YTO UCCIIEAOBAHUS OyIyT 3aBEpIIEHbI, U YTO
eCii  pe3yibTaThl He OyAyT YKIAIBIBaThCS B CHEHNU(DUKAINH WM
HOTEHIMAIbHO MOTYT HE YJOXHUTbCS B cClEeUM(UKALUMU Ha KOHEL[ CpoKa
TOAHOCTH (Iepro/ia TTOBTOPHOTO MCIBITAHUS), UX HEMEJIEHHO MpPEJICTaBsIT
YIIOJTHOMOUYEHHOMY OpTaHy Hapsay ¢ MpeJiaraéMbIM IJIaHOM JICHCTBUH.

5. Pe3ynpTaThl McCieq0BaHUN CTAaOMIBHOCTH, MPOBEACHHBIX B COOTBETCTBHUH C
aktamu opraHoB Coro3a B cepe oOpalieHus JeKapCTBEHHBIX CPENICTB, IO
3HAYMMBIM TIapaMeTpaM CTaOMJIBHOCTM HE MEHee 4YeM Ha 2 OIBITHO-
POMBIIINIEHHBIX MM MPOMBIIIJICHHBIX CEPUSX, OXBATHIBAIOIINX HE MEHee 3
MECSIeB, W MOJATBEPXKICHHE, YTO YyKa3aHHbIE MCCIeI0BaHUs OyayT
3aBEpILEHBl U €CIH Pe3yJbTaTbl HEe OyAyT YKIaabIBaThCs B CleUU(UKALUU
WIA TIOTEHIIHAIEHO MOTYT HE YJIOKUTHCS B CrieNU(UKANK Ha KOHEI[ CPOKa
TOTHOCTH (MIEPHOAa MOBTOPHOTO HCTBITAHHSA), UX HEMEIJICHHO MPEACTaBAT
YIIOJTHOMOYEHHOMY OpraHy BMECTe ¢ IpelaraeMbIM IJIAHOM J€HCTBHIA.

6. CpaBHeHHE NEHCTBYIOIIMX U TpeajaraeMblx crenupuKauil MepBUYHON
YIIaKOBKHU (€CJIM TPUMEHUMO).

b.1.B.2. U3menenune Heo6xomumeie | Jlokymentsl u | [Ipouenypa
napamMeTpoB crnenupuKanuu 1 YCIIOBUS JTAHHBIC
(nm) KPUTEPUEB
IIPUEMIIEMOCTHU MIEpBUYHOMN
YIIAKOBKH AKTUBHOMN
dbapmarneBTHIECKON
cyOcTaHIn
a) y)KeCTOUeHHE KpUTEPUEB
1,2,3,4 1,2 1A

MPUEMIIEMOCTH CieIU PrKauu
0) mobaBieHUE B
crienuuKanuio HOBOT'O
napaMmeTpa " 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOILIEMY eMy
METO]1a UCIILITAaHUHN
B) UCKJIIOUCHUE
HECYIIECTBEHHOTO IapameTrpa

Yy paMetp 1,2 1,2,5 IA

cnemupukanuu  (Hampumep,
UCKJIIOUEHHE yCTapeBLIETO




napamerpa)

r) 100aBiIcHUE WM 3aMeHa
napaMerpa crernupuKanuy M3
cooOpaxeHud  0e30MacHOCTH
WJIA Ka4eCTBA

= 1,2,3,4,6 IB

VcaoBug

1.

SN

W3MeHeHne He SBISETCS  CIEACTBHEM  KaKOro-inbo 00s3aTenbeTBa,
IPUHATOTO IO pE3yJbTaTaM paHee IMPOBEACHHBIX DSKCIEPTU3 C LEJbI0
aHaNM3a KPUTEPUEB MNPUEMIIEMOCTH cHelu(pUKaIuKU (HampuMep, B XOJe
perucTpanuu JIEKapCTBEHHOI'O IIpernapara WIM BHECEHMs] u3MeHeHui Il
TUIA), €CIM TOJIBKO OHO paHee HE PAaCCMOTPEHO U OJO0OpEHO B KauecTBe
Mepbl NOCIEAYIOIIEr0 HAOTIOAEHUS.

. I3MeHeHne He sABISETCS CIEACTBHEM  HENPEABUICHHBIX  CUTYyallUU,

BO3HHUKIIMX B XOJI¢ INPOMU3BOJCTBA YHNAKOBOYHOIO MaTepualla WU IpU
XpaHEHUU aKTUBHOMU (hapMaleBTUUYECKON CyOCTaHIINH.

.JItoboe u3MeHEeHWEe JOKHO YKIAAbIBaTbCsl B JAMANa30H  TEKYIIUX

0JI00pEHHBIX KPUTEPHUEB MPUEMIIEMOCTH.

. AHanuTHyeckas MCTOAMKA HC U3MCHACTCA MM U3MCHACTCA HC3HAYUTCIIBHO.
. HoBrbIi1 METOJ UCIIBITAHUA OCHOBAH Ha 06H_II/IX METOJaX aHaJIn3a, OIIMCAaHHBbIX

B (dapmakomnee corw3a, a IpU OTCYTCTBMM B Hed — B Papmakonee
rocyaapcTBa-ujeHa Uid Ipu OTCYTCTBHU B YKa3aHHBIX (papMakornesx — HHON
dapmakonee cornacHo Konnenmuu rapmonuzauuu (Hanpumep, BDXKX,
CHEeKTpOoPOTOMETPHUS, TUTPUMETPUS U JP.).

JoxymeHnTanus

1.

2.
3.

4.

5.

[TompaBka K COOTBETCTBYIOIIEMY paszeny (pasienaM) perucTparioOHHOTO
JIOChE.

CpaBHuTeNbHAS TaOIUIA TEKYITUX U MIPEJIaracMbIX CIICIIH(UKAIIHAN.
[Toapo6HOE onucaHue 000 HOBOM aHATUTUYECKON METOANKU U TaHHBIE 110
BaJIMIAIUH (B COOTBETCTBYIOIIUX CIydasiX).

JlanHble aHanmM3a 2 cepuid YIIaKOBOYHOI'O MaTepuajia Mo BCEM Iapamerpam
crienupuKaum.

O6ocHoBaHuE (OIIEHKAa PUCKOB) CO CTOPOHBI J€pKaTelsl PerucTpalioHHOIO
yaoctoBepenuss wiau  aepxarens MOADC, noarBepkiarolIvue, YTO
BHYTPUIIPOU3BOJCTBCHHBIA ~ TapaMeTp  SABISETCS  HE3HAYUMBIM  HJIU
yCTapeBIITUM.

. OGoCcHOBaHHE CO CTOPOHBI JIEpKATENsl PETUCTPANMOHHOTO YIOCTOBEPEHUS

win nepxarenss MOADC HOBBIX MapameTpa crenu(uKauu U KPUTEPHUEB
MPUEMIIEMOCTH.

b.1.B.3. U3meHeHue Heo6xomumbie | Jlokymentsl u | [Ipouenypa
AQHAIUTUYECKON METOJIUKH YCJIOBHS JTAaHHBIE

UCIIBITaHUS NEePBUYHOMN

YIIaKOBKHU AKTUBHOMN

bapmareBTHIEeCKOM

cyOcTaHIu




a) HE3HAYNTEIbHbIE
W3MEHEHHUS YTBEPKACHHOU 1,2,3 1,2 1A
aHAJIUTHYECKON METOIUKHU

0) mpouue U3MEHEHUS
AHAITUTUYECKOMN METOIUKHA
1,34 1,2 1A

(Bkrouass  00aBICHUE WU
3aMEeHY)
B) UCKIIIOUCHUE
aHAJIUTHYECKON METOINKHA

AHIKH, 5 1 IA

CcClIn AJIbTCPHAaTHBHAA en
MCTOJHKA YIKC YTBCPIKIACHA

VYcenosus

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

2. Meron aHanmm3a He U3MEHWICS (HampuMmep, M3MEHEHHE JITUHBI KOJTOHKH WITH
TEMIIEpaTypbl, HO HE APYTOM BUJ KOJOHKU UJIH METON).

3. Hu oauH HOBBINM METOJ| UCIIBITAHUN HE OCHOBAH HA HOBBIX HECTAHIAPTHBIX
METOJIaX WM CTaHAAPTHBIX METOJaX, UCIIOJIb3yEMbIX I0-HOBOMY.

4. AxTuBHas ¢apmaleBTHUecKas CcyOcTaHIUs (JIEKapCTBEHHBIM Tpemapar) He
SIBIISTFOTCS] OMOJIOTTUECKUMH.

5.B otHomenun mnapameTpa cCHEHU(PUKANUA COXPAHIETCS aHaTUTHYeCKas
METOJIUKA.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzaeny (pas3iesiaM) perucTpalioOHHOIO
JIOChE, BKJIIOYAsl ONMKCAHUE AHAIMTHUYECKOW METOJI0JIOTHH, PE3IOME JAHHBIX
10 BaJIUAALINH.

2. CpaBHUTENBHBIE PE3YNbTaThl BAIMIALMK I, MPU HAIUYUKA OOOCHOBAHUS,
CpaBHUTEINBHBIE PE3yJbTAaThl aHAIN3a, MOITBEPXKIAOIINE TO, YTO TEKYyIee U
npenjaraeMoe HUCIBbITaHWE DJKBUBalNeHTHBL. Hacrosimee TpeOoBaHue He
MPUMEHSETCS, €CIIU T0OaBISETCs HOBasi aHAIMTHYECKAs METOIUKA.

b.1.B.4. I3menenue Heobxonumeie | lokymentsl u | [Ipouenypa
KOMITOHEHTA BTOPUYHOM YCIIOBHS JTAHHBIC
YIIAKOBKH AKTUBHOMN
dapmareBTHIECKOI
cyOcTaHu (BKJIIOYas 3aMEHY
WIn no0aBIlIeHHE), eciu
yKa3aHO B PETUCTPALUOHHOM
J10ChE

1,2,3,4 1 IA

VYcnoBug




. BropuuHass ynakoBka He sBisercd (QYHKIMOHAJIBHOM A oOecreyeHus
CTaOMIBHOCTH aKTUBHOM (hapMameBTUYECKOW CyOCTaHIIMW, WU 1O CBOUM
3aIUTHBIM CBOMCTBAM I10 MEHbILIEH MEpe IKBUBAJIEHTHA OJOOPEHHOM.

. 3aMeHseMbIii KOMIIOHEHT YNAKOBKU JOJDKEH OBITh MPUEMIIEM I XPaHEHUS
aKTUBHOW (hapMalleBTUYECKOW CyOCTaHIMM IpPH OAOOPEHHBIX YCIOBUAX
XpaHECHUS.

.3aMeHa He JO0JDKHA OBbITh CBfI3aHA C KPUTHUECKUMHU HEJOCTaTKaMH
KOMIIOHEHTA YIIaKOBKH.

. I3MeHeHne He ABiISeTCS pPE3yJbTaTOM KAaKUX-TUOO HENpeIBUIECHHBIX
00CTOSITENICTB, BO3HUKIIMX B MPOLECCE MPOU3BOJACTBA WM XPaHEHUS
aKTUBHOMU (hapMalleBTUYECKON CyOCTaHIIUY.

JlokymMeHTanus
1. [TonpaBka K COOTBETCTBYIOIIEMY paszfeny (pasaenam) perucTparioHHOTO
JIOChE.

Bb.Lr) CtaduibHOCTD

b.I.r.1. Usmenenune mepuoaa| Heobxomumele | JJoxkymentsl u | [Ipouenypa
0 TOBTOPHOTO HCHBITAHMS YCIIOBUS JTAHHbIE
(mepuonga  XpaHEHUs) WU

YCJIOBUM XpaHEHMS] AKTHUBHOMN
dbapmareBTHUECKON

cyOcTaHIuH, eciu B
PETUCTPALIMIOHHOM J0ChE
OTCYTCTBYET ceptuduxat
cooTBeTCcTBUsI  EBporenckon
dapmakornee, OXBaTbIBAIOUIUN

epuos MOBTOPHOTO
UCTIBITAHUS

a) mepuo; MTOBTOPHOTO
WCTIBITAHUS (mepuon
XpaHEHUS)

1. Cokpailenue nepuonaa no
MMOBTOPHOTO UCTIBITAHUS

1,2,3

2. YBenuueHue nepuoaa Ao
MTOBTOPHOT'O HCIIBITaHUS
myTeM AKCTPANOJIALUN
JAHHBIX 110 CTAOMIBLHOCTH, HE
B COOTBETCTBMM C aKTaMH
opranoB Coro3a B chepe
oOpaleHust JeKapCTBEHHBIX
cpencTB<*>

3. YBennuenue nepuojaa
XpaHeHuss  OMOJIOTMYECKOM




AKTUBHOMU
(hapmareBTUIeCKOM
cyOcTaHImy, HE
MPEAYCMOTPEHHOE OJI00pEHHON
MPOrPaMMOit HA3Y4YEHHUS
CTaOUIILHOCTH
4. YBenu4eHue Uiu BBEJICHUE
nepuojaa MMOBTOPHOTO
WCTIBITAHUSA (mepuona
— 1,2,3 IB
XpaHEeHUs),
NOATBEPKJICHHOTO JTaHHBIMU
€CTECTBEHHOTO XPaHEHHUS
0) ycloBUsl XpaHEHUs
1. smenenue YCIIOBUH
XpaHEHHUs AKTUBHOMN
(hapMareBTHICCKOM 1 1,2,3 1A
cyOcTaHIIHu Ha Oouee
CTporue
2. 3meHenue YCIIOBUH
XpaHEeHUs OMOJIOTMYECKUX
AKTUBHBIX
(bapmareBTHIECKUX
cyOcTaHImi, eciu I
UCCIIEIOBaHUsl CTAaOMIIBHOCTH
MIPOBEICHBI HE B
COOTBETCTBUU C  TEKYLIUM
YTBEPKACHHBIM TMPOTOKOJIOM
CTaOUITLHOCTH
3. U3menenue YCIIOBHUI
XpaHEeHUs AKTUBHOM
. - 1,2,3 IB
(bapmareBTHIeCKOM
cyOcTaHIIKN
B) U3MEHEHUE YTBEPKIACHHOU
IPOrpaMMBbl U3y4YEHUs 1,2 1,4 1A
CTaOUITLHOCTH
YcenoBus

1. I3meHeHue HE MAOMKHO OBITh CIIEICTBHEM HENPEIBUACHHBIX CHUTYallUH,
BO3ZHUKIITUX B XOJI€ TPOU3BO/ICTBA, WU U3MEHEHHUS CTaOUILHOCTH.

2. I3MeHeHHsT HE TPUBOAAT K PACIHIUPEHUIO KPUTEPUEB MPUEMIIEMOCTH
UCTIIBITYEMBIX TApaMETPOB, HCKIIOUEHHUIO IapamMeTpa CTaOMIBHOCTH WU
CHIDKCHHUIO YaCTOTHI UCITBLITAHUM.

JloxymeHnTanus




1. IlompaBka K COOTBETCTBYIOLEMY pa3zzeny (pas3iesiaM) perucTpalioOHHOIO

nocbe. HeoOxoauMo  mpeacTaBUTh — pe3yslbTaTbl  COOTBETCTBYIOIIMX
UCCIIEIOBAaHUN CTaOMJIBHOCTU B pEAIbHOM BPEMEHH, IPOBEJICHHBIX B
COOTBETCTBUU C COOTBETCTBYIOIIMMH PYKOBOJCTBAMHU IO CTaOMIBHOCTU HE
MeHee YeM Ha 2 (a1 OMOJOTMYECKHMX JICKapCTBEHHBIX IpernapaToB — 3)
ONBITHO-TIPOMBIIUIEHHBIX ~ WM  NPOMBIIUIEHHBIX  CEpUAX  aKTUBHOM
dbapmarieBTHUECKON cyOcTaHIH, yIaKoBaHHOU C MOMOIIBIO
3aperuCTPUPOBAHHOIO YMAKOBOYHOI'O MaTepuana, U OXBaTHIBAIOIIMX BECh
npeagaraeMblil IEPUOJ NOBTOPHOTO MCTIBITAHUS WU IPEejiaraéMble YCIOBHS

XpaHECHUS.

2. HOI[TBCp)KZ[eHI/Ie TOro, 4TO MHCCICAOBAHHA CTaOMIILHOCTH IIPOBCACHBI B

COOTBCTCTBHNHU C TeKymeﬁ

0JI00pEHHOM

MpOrpaMMoH.

Pesynbratel

UCCIIEA0BaHUs JOJIKHBI MMOATBEPKAATh, YTO COOTBETCTBYIOIINE OA0OPEHHBIE
cnenupUKaIuy MPOI0JHKAIOT COOTI0IATHCS.
3. Konuu yTBep)AeHHBIX creluduKanuii Ha aKTHUBHYIO (apMareBTHIECKYIO
CcyOCTaHIIMIO WU CChUIKA  HA  COOTBETCTBYIOLIUH

PETUCTPALIIOHHOIO JOChE.

4. O60oCcHOBaHHE MpeIIaracMbIX H3MEHECHHM.

JOKYMEHT

<*> [Ipumeuanne |Ileprong MOBTOPHOTO
OMOIOTUYECKIM
cyOCTaHIIMSIM.

AKTHUBHBIM

UCIIBITAHUS HE TPUMEHUM K
bapmalreBTHIECKUM

b.1.n) IIpoexkTHOE MOJIE M MPOTOKOJ MOCTPErHCTPANMOHHBIX M3MEHEHH I

b.l.n.1. Beenenue HOBOTO
MPOEKTHOTO oJIst WIH
paciipeHue 0JI00pEeHHOTO
MPOEKTHOTO TIOJISI AKTHUBHOM
dbapmareBTHIECKON

cyOcTaHINH, 3aTparuBaroIee:

HeoOxoanmeie
YCIIOBUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

a) OJIHY ONEPALMOHHYIO
CAVHUILY nporecca
IIPOU3BOJACTBA AKTUBHOMN
dbapmareBTHIECKON
cyOcTaHIuH, BKJTIOYAs
COOTBETCTBYIOLIME
BHYTPHUITPOU3BOICTBCHHBIN
KOHTPOJIb (vm)
AQHATMTUYECKUE METOIUKHU

1,2,3

0) aHATUTUYECKUE  METOJUKHU
MCXOHBIX MaTepHaIoB
(MpOMEXKYTOUHBIX MPOJYKTOB)
u (nnn) AKTUBHOM
bapmarieBTHIECKOM
cyOcTaHIu

1,2,3




JlokymMeHTauus

1. IlpoekTHOE TIOJIE pa3pabOTaHO HA OCHOBAHWH aKTOB opraHoB Coro3a B cdepe
oOpalieHus JIEKApCTBEHHBIX CPEACTB M MEXIYHAPOJHBIX  HAyYHBIX
PYKOBOJICTB. Pe3ynbTaThl UCCieOBaHUN pa3pabOTKU MPOAYKTa, Mpoliecca u
AQHAIMTUYECKON METOJIOJIOTHH (HAallpuMep, B3aUMOJICUCTBUE PaA3TUYHBIX
napameTpoB, (GOPMHUPYIOMIMX TMOJJIeKAallee H3YYCHUI0 MPOEKTHOE ToJie,
BKJIIOYasl OIIEHKY PUCKOB U MHOTOMEpHBIE UCCIIeI0BaHUs COOTBETCTBEHHO), B
COOTBETCTBYIOIUX CIy4dasX MOATBEPXKAAIOLINE, YTO JOCTUTHYTO LIEJIOCTHOE
MEXaHUCTUYECKOE TOHMMAaHWE I[IOKa3aTeJed  KadecTBa  MaTepHUaloB,
MapaMeTpoOB IPOLECCA M KPUTHYECKUX MOKA3aTeJIe KadecTBa aKTUBHOW
dhapMaleBTUHIECKOM CyOCTaHITHH.

2. Onucanue TPOEKTHOTrO TMoJis B (opMe TabNuIbl, BKJIIOYAs TEPEMEHHbIE
(cBoiicTBa MarepualoB W TMapaMeTphl Mpoliecca MPOU3BOJACTBA) M HX
MpeaJiaraéMble JUana3oHbl.

3. [TompaBka K COOTBETCTBYIOIIUM pa3jieliaM PETUCTPAIIMOHHOTO JI0CKE.

b.1.n1.2. Beeneuue Heo6xomumeie | Jlokymentsl u | IIpounenypa
MOCTPETUCTPALIMOHHOTO yCJIOBUS JTaHHBIE
MPOTOKOJIA YIPaBJICHUS
W3MEHECHHUSIMH,
3aTparuBalOIIMMU  AKTUBHYIO
(bapMaleBTHIECKYIO
cyOCTaHIINIO

— 1,2,3 I

JoxymeHnTanus

1. IlongpoGHOE onucaHue NpeIaraeMoro H3MeHEHHsI.

2. IlpoTokon  ympaBieHUs] W3MEHEHHSIMM, 3aTParvBalollUMH  aKTUBHYIO
(bapMareBTHIECKYI0 CyOCTaHIIHUIO.

3. [lompaBka K COOTBETCTBYIOIIMM pa3zeiiaM pPEeruCTPAMOHHOTO JI0ChE.

b.1.n.3. UcknroueHue Heobxonumbie | loxymentsl u | [Ipouenypa
MOCTPErUCTPALUOHHOTO yCIIOBUSA JTaHHbIE
IIPOTOKOJIA yIIpaBJICHUs
U3MEHCHHSIMH,
3aTparuBalOMMKH  aKTHBHYIO
bapmareBTHIECKYIO
CcyOCTaHITHIO
1 1,2 Ay
VYcnoBus
1. Ucknrouenue OCTPETUCTPALTTOHHOTO MPOTOKOJIA yTpaBJiICHUS
WU3MEHCHUSIMH, 3aTparvBaoIIMH aKTHUBHYIO bapmaleBTHYECKYIO

CyOCTaHILIMIO, HE SBJISIETCA CIEACTBHEM HEMPEIBUACHHBIX CUTyallUd WU
HECOOTBETCTBUS CIieU(UKALIMU B X0JI¢ BBEICHUSI N3MEHEHUI, ONTMCAaHHBIX B
NPOTOKOJIE, U HUKAK HE BIMSIET Ha YTBEPKACHHbIC CBE/ICHNUS, BKIIOUCHHBIC B
PETUCTPALIMOHHOE JIOChHE.




JlokymMeHTauus
1. OGocHOBaHUE NIpeAIaraeMoro UCKIOUYEHHUS.
2. [TompaBKa K COOTBETCTBYIOIIUM pa3jieliaM PETUCTPAIIMOHHOTO JIOCKE.

b.l.n.4. I3meHnenus Heo6xomumeie | Jlokymentsl u | [Ipouenypa
YTBEPKACHHOTO  MNPOTOKOJIA YCJIOBUS JTAHHBIE
YIPaBJICHUS U3MEHEHUSMHU

a) 3HAYNMBbIC WU3MCHCHUSI

IIPOTOKOJIA YIPaBJICHUSA — — I
U3MCHCHUSMHA

0) HE3HAUYMMBIC M3MEHCHUS

IPOTOKOJIA yIpaBIICHUS

U3MEHEHUSMH, KOTOpHIE HE — 1 IB
U3MCHSIIOT CTpAaTeruio,

OIMMCAaHHYIO B ITPOTOKOJIC

JoxymeHnTanus

1. lexnapanusi  yHOJHOMOYEHHOTO JIML@ TPOU3BOAMTENS, YTO JH00OE
U3MEHEHHE  JIOJDKHO  YKIAIbIBaThCsl B JMAMA30H  JCHCTBYIOIIHUX
YTBEPKACHHBIX KPpUTEpPUEB IpremiieMocT. [loMuMo 3Toro, Aekmapaius 4Tto
B OTHOIICHHH OHMOJOTMUYECKUX JIEKAPCTBEHHBIX MpEMapaToB HE TpedyeTcs
OIICHKA COMTOCTaBUMOCTH.

b.I.a.5. Peanmu3zanus Heo6xomumeie | Jlokymentsl u | [Ipouenypa
W3MEHEHU, yCIIOBUSA TaHHBIC
MPEAYyCMOTPEHHBIX

YTBEPXKACHHBIM  IIPOTOKOJIOM
YIIPABJICHUS U3MEHEHUSAMU

a) peanuzaius HW3MEHEHUs He
TpeOyeT JIOTIOJTHUTENbHBIX 1 1,3 |Any
BCITOMOTATEJIbHBIX JIAHHBIX

0) peanuzanus U3MEHEHUS
Tpedyer JTIOTIOJTHUTEITbHBIX — 1,2,3 IB
BCIIOMOTATEJIbHBIX JIAHHBIX

B) peanu3anus U3MEHEHHUS
OMOJIOTHYECKOTO - 1,2,3,4 IB
JIEKapCTBEHHOTO Mpemnapara

VYcnoBug
1. [IpenyioxkeHHOE W3MEHEHHUE OCYIIECTBICHO B TIOJHOM COOTBETCTBUHU C
YTBEPKACHHBIM MPOTOKOJIOM YIPaBICHUS U3MECHCHUSIMHU.

JlokymMeHTanus
1. lexnapaiusi, 4TO U3MEHEHUE COOTBETCTBYET YTBEPKIACHHOMY MPOTOKOIY
YOPaBICHUS  W3MEHEHUSAMU W, 4YTO  PE3yJbTaTbl  MCCIIEIOBAHUSA




YIIOBJIETBOPSAIOT KPUTEPHUSM MPUEMIIEMOCTH, OTOBOPEHHBIE B MPOTOKOJIE.
[Tomumo 3TOTO, AEKNApalus TOTO, YTO B OTHOIIEHUU OMOJOTHYECKUX
JIEKapCTBEHHBIX MPEnapaToB HE TpeOyeTcs OlEHKAa COMIOCTAaBUMOCTH.

2. Pe3ynbTaThl Hccae10BaHUM, TPOBEICHHBIX B COOTBETCTBUU C YTBEPIKICHHBIM
MPOTOKOJIOM YIIPaBICHUS U3MEHEHUSIMHU.

3. IlompaBka K COOTBETCTBYIOIIEMY pa3/Iely pErHCTPAIIMOHHOTO JOCKE.

4. Komus yTBEp)KIEHHBIX CIENM(PUKAIMNA Ha aKTHUBHYIO (hapMalleBTUUYECKYIO
CyOCTaHIIMIO WJIM CChUIKA HAa COOTBETCTBYIOUIMN pa3fiel PEerUCTPallMOHHOTO
JI0ChE.

Bb.11. JIekapcTBeHHBbIH Npenapar

b.11.a) BHemnHuii BHJ M COCTaB

b.Il.a.1. U3menenue win| Heobxomumeie | Jlokymentsl u | IIpouenypa
noOaBiieHue HaAIIeYaTKH, YCJIOBUS JTaHHBIE
OTTUCKOB, TPABUPOBKU WJIHU
WMHBIX 3HAKOB, BKJIIOYasi 3aMEHY
WM Jo00aBlieHHE  YEpHUII,
HCIIOJIb3YEMBIX IS HAHECECHUS
TaKHX 3HAKOB

a) U3MCHCHUS HaIIE€YaTKH,
OTTHCKOB, TPaBUPOBKH WM 1,2,3,4 1 1A
WHBIX 3HAKOB

0) U3MEHEHHE PHCOK (JTUHUU
pasjoma), TpeaHa3HAYEHHBIX
JUIsL pa3felieHusT Ha paBHbIE
J103BbI

— 1,2,3 IB

Vcnosus

1. Cnenudukanuy JIeKapCTBEHHOTO TMperapaTta Ha BBITYCK M Ha KOHEI[ CpoKa
TOJIHOCTH HE U3MEHSIIOTCS (32 UCKIIIOYEHWEM BHEIIIHETO BUA).

2. Bce YepHUJa IOJIKHEI COOTBETCTBOBAThH JIEUCTBYIOIIEMY
(dhapMaIeBTHIeCKOMY 3aKOHOATEIbCTBY.

3. Puckn (nmuHMM paszioma) HE MpeaHa3HAYCHBI IS Pa3JelicHUS Ha paBHBIC
JIO3bI.

4.3HaKM JIEKApCTBEHHOTO TMpernapara, MCHOJb3yeMble JUIsl  pa3IdyeHUs
JIO3UPOBOK, MOJIHOCTHIO HE Y/IAJIEHBI.

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pas3zAeiy (pa3zienam) pEerucTpanuoOHHOIO
J0che, BKJIIOYas moipoOHoe rpaduueckoe Uiiu MOBECTBOBATEIBHOE OMMCaHHUE
TEKYIIEro U HOBOTO BHEIIIHEro BUJA, & TAKXKE COOTBETCTBYIOIIUNA EPECMOTP
uHpOpPMAIIMU O JIEKaPCTBEHHOM ITperapare.

2.Ilo cornmacoBaHHMIO C SKCIIEPTHOW opraHu3anuend oOpas3lbl JEKapCTBEHHOTO
npenapata u (WiM) UX BU3yaJdbHOE U300paKeHUE ISl BOBMOXKHOCTH OIEHKH
BHELIHETO BUAA.

3. PegynpTaTel cooTBeTCTBYIOMMX HcmbITanuid mo ®dapmakomnee Coro3a, a mpu




OTCYTCTBUU B Hell — B dapmakoriee rocy1apcTBa-uwieHa Uil MPH OTCYTCTBUU
B YyKa3aHHBIX (papmakomesx — wHOHM (apmakonee cormacHo Konnenmuun
rapMOHU3AIINAH, TTOATBEPKIAIOIINE SKBUBAJICHTHOCTh CBOMCTB (TIPaBMIIBHOCTh
JTIO3UPOBAHUS ).

b.Il.a.2. U3menenue GpopMbl Heo6xomumeie | Jlokymentsl u | [Ipouenypa
WM pa3MEpOB JIEKAPCTBEHHOU YCJIOBUS JTAHHBIE
(dopMBbI
a) TalJeTKH, KarcyJisbl,
CYNIIO3UTOPUM M TIECCApUU C
1,2,3,4 1,4 1A
HEMEIJIEHHBIM
BBICBOOOXKIEHUEM

0) nekapcTBeHHbIE (OPMBI ¢
OTCPOUYCHHBIM,
MOTA(DHUITMPOBAHHBIM WITH
TIPOJIOHTUPOBAHHBIM
BBICBOOOKJICHHEM M TaOJETKH
C pHCKOHM, MNpeIaHa3HAYEHHOU
JUISL  pa3felicHusT Ha pPaBHBIC
JI03bI

— 1,2,3,4,5 IB

B) 10o0aBJICHHE HOBOTO Habopa
i pannodapMarieBTHIECKOTO
JIEKapCTBEHHOTO TIpernapara ¢ — — I
JpYTMM OOBEMOM 3alOJHEHUS
<*>

Yenosus

1. llpoduns  pacTBOpeHUss  JEKapCTBEHHOTO  TpernapaTa C  HOBBIMH
JeKapCTBEHHOW (opMOil WM ee pa3MepaMH COMOCTaBUM C Tpoduiiem
pacTBOpEeHUs JIEKAPCTBEHHOrO Mpenapara coO CTapbIMH JIEKAPCTBEHHOM
dbopmoii miaM ee pa3MepaMu, €clid TpuMeHuMo. [l JekapCcTBEHHBIX
pacCTUTENBHBIX NPENAapaToB MPHU HEBO3MOKHOCTH MPOBEICHUS HCHBITAHUA
TCKP BpemMsa pacnamaeMOCTH HW3MEHEHHOTO JIEKApCTBEHHOrO Mpemnapara
COIIOCTaBUMO C BpPEMEHEM pacnagacéMOCTH HEWU3MEHHOI'O JIEKAPCTBEHHOI'O
nperapara.

2. Cnenudukanum JICKapCTBEHHOTO Tperapara Ha BBIMYCK M Ha KOHEI[ CpOKa
TOJHOCTA HE HW3MEHUJHUCh (32 HCKIIOYEHHUEM pPa3MEpoB JEKapCTBEHHOU
bopmbl).

3. KauecTBeHHBIN U KOJTUYECTBEHHBIN COCTAB U CPEIHSSA Macca HE U3MECHUIIUCh.

4. I3MeHeHHe HE 3aTparuBaeT TaOJETKHM C PUCKOHM, TMpeaHA3HAUYCHHOW Jis
pas3eNieHus JIEKapCTBEHHOUM JOPMBI Ha PaBHBIC JTO3bI.

JloxymeHnTanus
1. IlompaBka K COOTBETCTBYIOLIEMY pa3jaeny (pa3fenaMm) perucTpaluoHHOIO
JIOCheE, BKJTFOYAs noaApoOHOe rpadguieckoe n3o0paxeHue

3apEeTUCTPUPOBAHHON M TIpeasiaraeMoi JIeKapCTBEHHOM (OpMBI, a Takxke




MepeCMoOTp I/IH(i)OpMaI_II/II/I 0 JICKAaPCTBCHHOM IIpCIIapaTre COOTBCTCTBCHHO.

. CpaBHI/ITeJ'IBHbIC AaHHBIC  paCTBOPCHHA KaK MHUHHUMYM | OIIBITHO-
HpOMBIIHHCHHOﬁ cCpun C TCKYIIMMHW W HpCiaraCMbIMKU pa3MCpaMiu
(OTCYTCTBI/IG 3HAYUTCJIbHBIX pa3n1/1111/1171 C TOYKH 3pCHHUA COIIOCTABUMOCTHU B

COOTBCTCTBHNHU C HpaBI/IHaMI/I IIPpOBCACHUA HCCIICIOBaHUM
OMOSKBUBAJICHTHOCTH. B OTHOIICHUM  JICKAPCTBCHHBIX  PACTUTCIIbHBIX
IIpcriapaToB MOI'yT OBITH IMPUCMIICMbI JaHHBIC CpaBHI/ITeHBHOﬁ
pacimagacMOCTH.

. ObocHOBaHUS HCNIPCACTABIICHHUA  PE3YJILTATOB  HOBOTO HCCJIICA0BAaHUA

OMOSKBUBAJIIGHTHOCTU coryiacHo [IpaBuiiam mpoBeneHUsI HCCIIEIOBaHUM
OMOPKBUBAJIEHTHOCTH.

. O6pa31pl TeKapcTBEHHOTO Tpenapara U (UiK) ero BU3yallbHOE M300pakeHue
py HEOOXOAMMOCTH IO COTJIACOBAHUIO C AKCTIIEPTHON OpTraHU3alUeH.

. PesynbTatel cooTBeTcTBYIONMX HcnbITaHuil Mo Papmakonee Coro3a, a mpu
OTCYTCTBUHU B HEHl — pe3ynbTaThl HCTbITaHUHN 10 Papmakoree rocynapcTa-
YyjieHa WK TPU OTCYTCTBUU B yKa3aHHBIX (apMakoresx — HHoM (hapmakoree
cornacHo Konmenmuu rapMoHHU3aIMH, MOATBEPKIAIONINE YKBUBAJICHTHOCTH
CBOICTB (MPaBUIBLHOCTH JI03UPOBAHMUS).

<*> [Ipumeuanne | s b.1l.a.2.B mo0o0e M3MEHEHHE JIO3UPOBKHU
JIEKapCTBEHHOTO TperapaTta TpeOyeT mojayu 3asBICHHS O
pPaCIIUPEHUN PETUCTPALMHU, 32 UCKIIOUYCHHEM MPUBEICHUS
PETUCTPALIMIOHHOTO I0ChE€ B COOTBETCTBUE C TPEOOBAHUSIMHU
Cotro3a, B ciydae, eciid HOBasl I03UPOBKA 3apEeTUCTPUPOBaHa
B COOTBETCTBMM C 3aKOHOJATEIbCTBOM TIOCYAApCTBA-UJICHA
TOJBKO B OJHOM H3 3asBJICHHBIX B pPaMKax MPHUBEICHUS B

COOTBCTCTBHUC I'OCYyAapCTB-U1JICHOB.

b.Il.a.3. U3MmeneHne cocTaBa
(BcrioMOraTeybHbBIX BEIIECTB)
JIEKapCTBEHHOTO TIpernapara

HeoOxoanmeie
YCIIOBUS

JIOKyMEHTBI U
JTaHHBIE

[Ipouenypa

cocraBa
100aBOK
WU

a) UI3MEHEHUE
BKYCOBBIX
(apomaTH3aTOPOB)
KpacuTenen

1. JloGaBneHHe, HCKITFOYCHUE
WJIU 3aMEHA

1! 2! 3! 4! 51
6,7,9, 10

1,2,4,5,6

2. YBenuuenue U
YMCHBIIICHUE COJICPKAHUS

1,2,3,4,10

1,2,4

0) npouue
BEILIECTBA

BCIIOMOI'aTCJIBHBIC

1. JIrobass  He3HauuTelIbHAd
KOPPEKIIUS KOJMYECTBEHHOTO
COCTaBa  BCIIOMOTaTEJIbHBIX

1,2, 7
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BCIICCTB JICKAPCTBCHHOTO

mpernapara

2. KayecTBeHHBIE WIn

KOJIMYECTBEHHBIE W3MEHEHUS

OJTHOTO WIH Oonee

BCIIOMOT'aTEJIbHBIX BEILECTB,

KOTOpBIE MOTYT — — I

CYIIECTBEHHO TIIOBIUATh Ha
Ka4ecTBO, 0E30MAaCHOCTh WJIH
3¢ PeKTUBHOCTH
JIEKapCTBEHHOTO TIpernapara

3. U3menenue,
3aTparmBaroliee
OMOJIOTHMYECKUI
JIEKApCTBEHHBIN Npenapar

4, JTroboe HOBOE
BCIIOMOTaTeIbHOE BEIIECTBO,
MpeAroiararoiee
HCIIOJIb30BaHUE MaTEPHAIIOB
YeJI0BEUECKOTO TN — — 1
KUBOTHOTO TPOUCXOXKICHUS,
TPEOYIONIUX OIEHKH JaHHBIX
BHPYCHOH 0€30MMacHOCTH U
(unn) pucka I'D

5. I3meHeHue,
000CHOBAaHHOE pe3yJbTaTaMu
HCCIIEIOBAHUS
OMO’KBUBAJICHTHOCTHU

6. 3ameHa OHOTO
BCIIOMOTATEIBHOTO BEIIECTBA
CXOJHBIM BCIIOMOTaTEIbHBIM

1’ 3’ 4’ 5’
BEIIECTBOM C TEMHU XKe _ 675 B
(O YHKIIMOHATBHBIMH , [, 0,
XapaKTePUCTUKAMH B

AHAJIOTUYHOM KOJIMYECTBC

Ycnosus

1. I3mMeHenus (GyHKIIMOHAIBHBIX XapaKTEPUCTUK JIEKAPCTBEHHOW (OPMBI,
HarnpuMep, BPEMEHHU PaclagaeMOCTH, TPOPHIIL paCTBOPEHUS, OTCYTCTBYIOT.

2. He3HauuTeNnbHYI0 KOPPEKLHIO COCTaBa Jis MOAJAEpKaHUS OOIel Macchl
HEOO0XOMMO OCYIIECTBIISITh BCIIOMOTATENIbHBIM BEIIECTBOM, COCTABISIOLINM
B HACTOSIIIEE BPeMsI OCHOBHYIO YaCTh TOTOBOM JIEKapCTBEHHOU (HOPMBI.

3. Cnenudukanus JekapcTBEHHOTO Tpernapara OOHOBJIIEHA B YacTH OMHCAHUS
BHEUIHEr0 BHUAA (3amaxa, BKyca) MW, NpPU HEOOXOJUMOCTH, HCKIIOUYEHO




UCIBITAHNUE HA TIOJTTUHHOCTb.

4. HadaTel COOTBETCTBYIOLIME WCCIIEJIOBAaHHUA CTAaOMIBHOCTH (C YKa3aHUEM
HOMEpPOB Cepuil); NPOAHAIU3UPOBAHbI COOTBETCTBYIOIIME IapaMeTphI
CTaOMIBHOCTH HE MeHee dYeM Ha 2  OINbITHO-NPOMBIIUICHHBIX WM
OPOMBIIIJIEHHBIX ~ CEpUSX; B  PACIOPSDKEHMM — 3asBUTENST  HAXOMASTCS
YIOBJIETBOPUTEIbHBIE PE3YIbTAThl IO MEHbIIIEH Mepe 3-MeCAYHOTO U3YUCHUS
cTaOUIBHOCTH (Ha MOMEHT peaju3aluyd W3MeHeHWid [A Tuma U MOMEHT
yBegoMieHus: 00 m3meHeHusx IB tuma); mpoduiib cTaOMIBHOCTH CXOX C
YTBEPKJACHHBIM B HacTosee Bpems npoduiieM. [loarBepxkieHue Toro, 4to
UCccleloBaHusl OyAyT 3aBEpIICHbI, U YTO €CJIM PEe3yJbTaThl HA KOHEI] CpoKa
TOJHOCTH He OyayT yKJIaIbIBaThCs B CHCUU(PHUKAUU WIH  MOTYT
NOTEHIIMAILHO  HE  YIOXKHUTbCS B cleuu@uKanuu,  Jep>KaTenb
PETUCTPALIMOHHOTO YJIOCTOBEPEHUsI 0053aH COOOUIUTH YIMOJIHOMOYEHHOMY
opraHy Hapsjay ¢ TnpejaraeMblM IutaHoM jeiictBuil. Kpome Toro, B
COOTBETCTBYIOUIUX  CllydasgXx  HEOOXOJMMO  TPOBECTH  HCIBITAaHHUE
($hOoTOCTAOMIIBHOCTH.

5.Bce HOBBIE  KOMIOHEHTHI  JIOJDKHBI  YAOBJIETBOPATH  TPEeOOBAHUSIM
HOpPMaTUBHBIX akTOB Coro3a, Kacalouuxcs KpacuTelel, HCIOJIb3yeMBIX B
MUIIEBON MPOMBIIINIEHHOCTH, U BKYCOBBIX JOOABOK.

6. Hu oquH HOBBI KOMIIOHEHT HE TPEJIOJIaracT HMCIIOIh30BAaHUE MaTepUAJIOB
YeJIOBEYECKOTO WJIM IKUBOTHOTO TIPOUCXOXKACHHS, TPEOYIOMINX OLEHKH
JMAHHBIX BUPYCHOM O€30MAaCHOCTH WU COOTBETCTBUS JCHCTBYIOIIMM
TpeboBanusiM dapmakonen Coroza u (wiam) Apyrux ¢apmakorei CorjiacHo
KoHuenmuu rapMoHU3alMyd MO MHUHUMH3AIMKA PHUCKA TMepeayd areHTOB
ryouaroii sHuedamonmaTMM  KUBOTHBIX  IOCPEICTBOM  JIEKAPCTBEHHBIX
MpernapaToB JJIsi MEAUIIMHCKOTO MPUMEHEHUSI.

7. B COOTBeTCTBYIOIIMX CiIy4yasx H3MEHEHHUS HE BIMSIIOT HAa BO3MOXHOCTH
pasiuyeHus J03UPOBOK U HE OKa3bIBAIOT HEFaTUBHOIO BIUSIHUS HA BKYCOBBIE
CBOMCTBA JIEKaPCTBEHHBIX MPENAPaTOB, MPEAHAZHAUCHHBIX JJIS IETEH.

8. [Ipodune pacTBopeHHs] HE MEHEE 4YeM 2 ONBITHO-NPOMBINIJIEHHBIX CEepUi
JIEKapCTBEHHOTO IMpernapara ¢ HOBBIM U CTapbIM COCTAaBOM COIOCTABUM, €CIIH
NPUMEHUMO (OTCYTCTBYIOT 3HAQUMTENIbHBIE pAa3IUUMsl C TOYKH 3PEHUS
COMOCTAaBUMOCTH Tpo¢uis pacTBOpeHHs B cooTBeTcTBUU ¢ I[lpaBumamu
NPOBEJICHUSI HUCCJEeIOBaHUN OMO3KBUBaJIeHTHOCTH). Ilpu HEBO3MOKHOCTH
MPOBENICHUSI UCTBITAHUS PACTBOPEHUS C JIEKAPCTBEHHBIMU PACTUTEIHHBIMU
npenapaTaMyd  BpeMs  pacnaJaeMOCTH  HM3MEHEHHOro  JIEKaApCTBEHHOTO
npernapaTa ColnocTaBUMO C HEM3MEHEHHBIM BPEMEHEM PACIIalaeMOCTH.

9. I3MeHeHue He SBISETCS CIEACTBHEM HapyLIEHUS CTaOMJIBHOCTH U (WJIM) He
JOJKHO — CKa3bIBaThCsd Ha 0€30MacHOCTH  (BO3MOKHOCTH — Pa3lIUUYCHHUS
JIO3UPOBOK).

10. PaccMaTpuBaemblil JI€KapCTBEHHBIN Mpemnapar He SBISETCS OMOIOTHUYECKUM
JIEKAPCTBEHHBIM MPETAPATOM.

JlokymMeHTauus

1. IlompaBka K COOTBETCTBYIOIIEMY pas3zAeiy (pas3zienam) pEerucTpanuoOHHOrO
JI0Cbe, BKJIIOYash METOJAbl HCIBITAHMS Ha MOAJUHHOCTh BCEX HOBBIX
KpacuTeled (eciM NPUMEHHMO), a TaKkKe TMepecMOoTp HHPOpMalUuu O
JIEKapCTBEHHOM IIpenapaTre COOTBETCTBEHHO.




2. [lonTBepxaeHne AepiKaTeNs PETUCTPALIMOHHOTO YIOCTOBEPEHHUSI, YTO HAYAThI
TpeOyeMble MCCIIEOBaHUS CTAa0MIBHOCTU (C YKa3aHHEM HOMEPOB CEpHil); U
4yTO (B COOTBETCTBYIOIIMX CIIy4yasix) Ha MOMEHT pealu3allud U3MEHEHUU B
pacmopsDKEHUM  3asBUTENsE  HAXOJWINCh  TpeOyeMble  MHUHUMAaJbHbIC
yIIOBJIETBOPUTEIbHBIC JAHHBIE O CTAOUIBLHOCTU U, YTO UMEIOLIUECS JTaHHbIC
HE CBHUJCTEIBCTBOBAIM O Kakou-mmbo mnpobieme. Heobxomumo Taxxe
MPE/ICTaBUTh MOATBEPKICHUE, YTO MCCIENOBAaHUS OyIyT 3aBEPIICHBI U €CIH
pe3ynbTaThl He OYOyT YKIAABIBATHCS B CHEHU(PUKAIMHU WU MOTCHIIHMAIBHO
MOTYT HE YJIOXHUThCS B ClIeUU(UKAIIMN Ha KOHEL] CPOKA TOJHOCTH, AEPiKATENb
PETUCTPALIMOHHOTO YJIOCTOBEPEHUsI 0053aH COOOUIUTH YIMOJIHOMOYEHHOMY
OpraHy Hapsiy ¢ Ipe/jiaraéMbIM IJIaHOM JIeHCTBHIA.

3. PesynpraThl uccienoBaHUW CTAOMJIBHOCTH, [0 3HAYMMBIM [apameTpam
CTaOMJILHOCTH HE MeEHee 4YeM Ha JBYX OIBITHO-TIPOMBINIJICHHBIX WU
OPOMBIIIJIEHHBIX CEpUsIX, OXBAaThIBAIOIIUX HE MeHee 3 MecsleB, W
MOJITBEPK/ICHUE, YTO yKa3aHHBIE HCCIIENOBaHUs OyayT 3aBEpIIEHBI U €CIH
pe3ysbTaThl He OYAYT YKJIQABIBATHCA B CHEIUPUKANNHA WU MOTCHIIMAIBHO
MOTYT HE YJIOXHUThCS B ClielU(UKAIIMN Ha KOHEL] CPOKA TOJHOCTH, AepiKaTeNb
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS O0053aH COOOUIUTH YIOTHOMOYEHHOMY
OpraHy Hapsiy ¢ Ipe/yiaraéMbIM IJIaHOM JICHCTBHIA.

4. OOpa3libl JIEKAapCTBEHHOTO Mpenapara U (WJIM) ero BU3yallbHOE M300pakeHue
pv HEOOXOAUMOCTH TI0 COTTIACOBAHUIO C IKCIIEPTHOM OpraHu3aIiei.

5. JIubo ceptudukar coorBercTBUsi EBpomeiickoit ®dapmakonen mo I'D Ha
a000M  HOBBIM  MCTOYHUK  MaTepuana, Jubo (eciu  NPUMEHHMO)
JTOKYMEHTaJbHOE TMOATBEPKACHHE TOTO, YTO MCTOYHHUK MaTepuana,
noJIBepKEeHHBIN pucky ['D, paHee MpoBepeH YHMOJHOMOYEHHBIM OPTaHOM; H
OBLIO TMOATBEPKIIEHO €ro0 COOTBETCTBUE JeWCTBYolIEeH crarbe dDapmMakorien
Coro3a winu apyrux ¢apmakorneit coriacHo KoHuenuuu rapMOHHM3aldUd 10
MUHUMU3AIUA ~ PHCKAa TepeJjayd areHToB TyOdaroil sHuedamonaruu
YKUBOTHBIX TOCPEJICTBOM JIEKAPCTBEHHBIX MPENapaToB i MEAUIIMHCKOTO
npuMeHeHus. Jlas  Kakaoro Takoro poja Marepuana  HeoO0XOIUMO
NpPEICTaBUTh CJENYIOLIME CBEACHMS: Ha3BaHUE MPOU3BOJUTENS; BUJ
YKUBOTHBIX M TKaHH, U3 KOTOPBIX MOJYYEH MaTepHaIT;, CTpaHa MPOUCXOKICHUS
JKUBOTHBIX M €T0 UCIIOIh30BAHUE.

6. B cooTBeTCTByIOIMX Ciy4yasx AaHHbIE, MOATBEPXKAAIOIINE TO, YTO HOBOE
BCIIOMOTATEIbHOE BEIIECTBO HE BIMSICT HA aHAJUTHYECKHE METOJIUKH
cnenuuKaIK JEKapCTBEHHOTO Mpernapara.

7. HeobxoquMo mocpencTBOM Hajyiexaiie (apMaiieBTUYeCKod pa3paboTKu
(BKJTFOUYAst BOMPOCHI CTAOMIBHOCTH ¥ TPOTUBOMUKPOOHOTO KOHCEPBUPOBAHUS,
€Clii  MPUMEHUMO)  TPEACTaBUThH OOOCHOBaHHME CMEHbl  (BbIOOpA)
BCIIOMOTaTEIbHBIX BEIIECTB U T.]I.

8. CpaBHUTENBHBIC JIaHHBIC TPO(HIISL pPACTBOPCHHSI TBEPMABIX JICKAPCTBEHHBIX
dbopM He MeHee YeM Ha 2 OMBITHO-TIPOMBIIIIEHHBIX CEPHSIX JEKAPCTBEHHOTO
mperapaTta HOBOTO W CTapoOro COCTaBOB. B OTHOIIEHHWU JI€KapCTBEHHBIX
PACTUTEIIBHBIX MpErapaToB MOTYT ObITh JJOCTATOYHBI JIAHHBIC CPABHUTCIIBHON
pacnajaaeMocTH.

9. O00oCHOBaHUSI  HEMPEJCTABICHHS  PE3YJIbTaTOB HOBOTO  HCCIICIOBAHUS
OMOSKBUBAJICHTHOCTY B  COOTBETCTBMUM ¢ [IpaBunmamu  mpoBeaeHUs
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HCCIICIOBaHUM OMOSKBUBAJICHTHOCTH.

b.1l.a.4. U3meuenue Maccel | HeoGxomumple | JlokymenTsl u | [Ipouemypa
000JI0YKH JIEKapCTBEHHBIX YCIIOBUS JTaHHBIE
dbopm 11 IpriemMa BHYTPb WU
M3MEHEHHE MacChl O0OJIOUKH
KarcyJibl

a) TBepJble  JIEKapCTBEHHbBIE

GopMBI U1 IpHEMa BHYTPb 1,234 1,2 1A

0) nekapcTBeHHbIE (OPMBI €
OTCPOUYCHHBIM,
MOTA(DHUITTPOBAHHBIM WA
MPOJIOHTHPOBAHHBIM — — ]
BBICBOOOXK/ICHUEM, B KOTOPBIX
000J104UKa SBIAETCS KIOUYEBBIM
(haKTOpOM BBICBOOOKICHHUS

VcaoBug

1. Ilpoduns pacTBOpeHHUS HE MEHEEe YeM 2 OMBITHO-TIPOMBIIUICHHBIX CEPHid

HN3MCHCHHOI'O0 JICKAPCTBCHHOT'O IIpCImapaTta COIMOCTaBUM CO CTapbIM. HpI/I
HCBO3MOXHOCTHU HNPOBCACHUA HCIIBITAHUA PACTBOPCHHUA C JICKAPCTBCHHBLIMHU
PaCTUTCIIbHBIMU IIpciiapaTaMu BpCMA paciiagacMoOCTu HU3MCHCHHOI'O
JICKaApPCTBCHHOTI'O IIpCIIapaTa B CPaBHCHUU CO CTAPBIM.

2. O0o0UKa HE SBISIETCSA KIIOYEBBIM (PaKTOPOM MEXaHHM3Ma BEICBOOOKICHHSI.
3. Cnenudukarys JeKapCTBEHHOTO MperapaTa 0OHOBJIEHA JIUIIh B YaCTH MACCHI

U pa3MepoB (eciid MPUMEHUMO).

4. Hauatbl COOTBETCTBYIOIIME UCCIIEAOBAHUS CTAOMIHLHOCTH HE MEHEE YeM Ha 2

OTIBITHO-TIPOMBITIUICHHBIX HWJIM TPOMBIIIICHHBIX CEPHSIX; B PACIOPSHKCHHUH
3assBUTEIIS Ha MOMEHT peanuzanu W3MEHECHHM HAXOJSATCS
YAOBIIETBOPUTEIbHBIE 10 MEHbIIEH Mepe 3-MecsiuyHble JaHHbIE 10
CTaOMJIBHOCTH; TIOATBEPKJICHUE TOTO, YTO MCCIICIOBAHMS OYIyT 3aBEPIICHBI.
Ecnu pe3ynbTaThl HE YKIAIBIBAIOTCS B CHEHU(UKAIMUA WIM TMOTCHIIUATBHO
MOTYT HE YJIOXHUTHCS B ClieU(UKAIIMN Ha KOHEI] CPOKA TOJHOCTH, AePIKATENb
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS 00s3aH COOOIIUTH YIMOJTHOMOYEHHOMY
OpraHy Hapsay C NpeaJIaraéMbIM IIJIAHOM JICHCTBHIA.

JloxymeHnTanus
1. IlompaBka K COOTBETCTBYIOLIEMY pa3ieny (paslenaMm) perucTpalMoOHHOTO

J0ChC.

2. Jlexnapanusi Jiep>Kateiss perucTpalioOHHOrO YJOCTOBEPEHUS, YTO HAyaThl

TpeOyeMble UCCIIEOBaHUsl CTA0MJIBHOCTU (C YKa3aHMEM HOMEpPOB CEpHil); U
YTO (B COOTBETCTBYIOIIMX CIy4yasix) HA MOMEHT BBEJEHUS U3MEHEHHUI B €ro
pacrtopsiKEHUU HaXOJWINCh TpeOyeMbie MHUHHMAaJIbHBIE
yIIOBJIETBOPUTEIbHBIE JAHHbBIE 10 CTAOUIBHOCTH; U YTO UMEIOIUECS JTaHHbIE
HE CBHJETEIbCTBOBAIN O Kako-mnbo mnpoOieme. Heobxoaumo Takxke
NPEJCTaBUTh MOATBEPKIACHUE TOTO, YTO MCCIENOBAHUS OYAYyT 3aBEPIICHBI, U
YTO €CJM pe3yJbTaThl HE OyAyT YKIaIbIBaThCSd B clHeUUPUKAIUU WIH




NOTEHIIMAJILHO MOTYT HE YJIOXHUTbCS B CHEHU(pUKALUKA Ha KOHEI[ CPOKa
TOJTHOCTH, JIEP’KATEIh PETUCTPAIMOHHOTO yJIOCTOBEPEHUsST 00s13aH COOOIIHUTH
YIOJIHOMOYEHHOMY OpraHy BMECTE C MpeasiaraéMbIM IUIaHOM JCHCTBUHU.

Kpome Toro, B

COOTBCTCTBYIOIIUX

UCIbITaHuEe (DOTOCTAOMITHBHOCTH.

clIydasax HCO6XOI[I/IMO IMPOBECTH

b.I1.a.5. U3meHenue
KOHIIEHTPAIIUA  OJIHOJO3HOTO,
ITOJTHOCTBIO BBOJIMOT'O
MapeHTEPATHHOTO
JIEKapCTBEHHOTO
npu
COJIepKaHUS
dbapMareBTHIeCKOM
CyOCTaHIIMU HA €UHUILY TO03bI
(To eCTh M3MCHCHHE
JIO3UPOBKH )

npenapara
HEU3MEHHOCTHU
aKTUBHOU

HeoOxoanmelie
YCIIOBUS

JIoKyMeHTBI 1
JTaHHbIE

[Ipouenypa

b.1l.a.6. UckntoueHue
KOHTEIHEpa C pacTBOpHUTENIEM
(pa3baBuTeEM) U3 YIAKOBKU

HeoOxoanmeie
YCIIOBUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

1,2

IB

JlokymMeHTauus

1. O6ocHOBaHME UCKITIOUEHUS, BKIIIOYAsl YKA3aHHE HA alIbTEPHATUBHBIE CITOCOOBI

MOJIYUCHUSI  paCTBOPHUTECIIA

(paz0aBurens)

B IEISIX

3¢ (HEeKTHBHOTO MPUMEHEHUS JIEKaPCTBEHHOTO Mpemnapara.
2. [lepecmoTpenHast nH(GOpMAIUs O JTIEKapCTBEHHOM Ipernapare.

0e30macHoro u

Bb.11.0) IIpou3BoacTBO

b.11.6.1. 3amena win| Heob6xomumeie | Jlokymentsi u | [Ipomemypa
noOaBieHue HOBOM yCIIOBUSA JTaHHbIE
MIPOU3BOACTBEHHOMN IUIOLIAIKA

JUIT  4YacTH WU BCEX

MPOLIECCOB MIPOU3BOJICTBA

JIEKapCTBEHHOTO Mpernapara

a) IIonagka MO BTOPUYHOM 12 138 Ay
YITaKOBKE

0) momajaka MO TEePBUYHOU 1,2.3 4.5 1,2,3,4,8,9, A
yIIaKOBKE 10

B) IUIOIIAJKa, Ha
OCYIIECTBIISIOTCS
MIPOU3BOJICTBCHHBIC OTIEPAIIHI

KOTOpOU




JUISL OMOJIOTUYECKUX
JIEKAPCTBEHHBIX  IIPENapaToB
WIM JIEKapCTBEHHBIX  (opM,
MIPOU3BEICHHBIX C IOMOUIBIO
CJIOHBIX TIPOU3BOACTBEHHBIX
IIPOLIECCOB, 3a MCKIIOUYECHHEM
BBIIIYCKA CEpUH, KOHTPOJIA
KayecTBa CEpUMl U BTOPUYHOMN
YIAKOBKHU

T') IJIOIIA/IKA, TpeOyroIas
MPOBEJICHUST TICPBUYHON WIIN
MPOAYKTCICITU(PUIHON
WHCITEKIINU

1) TUIOIIa7Ka, Ha  KOTOpOH

OCYIIECTBIISIOTCS T00bIe

MIPOU3BOJICTBEHHBIC OTICpaIlliN

TUISt HECTEPUIBHBIX 12345
JIEKapCTBEHHBIX  IIPEIapaTos, — 6,7’8,9’1’ IB
3@ UCKJIIOYEHHEM  BBIIIYCKA AR

cepuil,  KOHTPOJS  CEpHI,

MEPBUYHOM W BTOPUYHOMN

YITIaKOBKH

€) IJIomaaKa, Ha  KOTOpOH

OCYIIECTBIISIOTCS T00bIe

MIPOM3BOJICTBEHHBIC OTICpaIllUN

co CTEpUILHBIMU

JICKapCTBCHHBIMU

npernapaTamu,

MPOU3BOAAITAMHUCS c B 1,2, 3,4, B
HCIIOJIb30BaHUEM 517,81
ACENTHUYCCKHUX METOJIOB

(uckmrouas OroIorHYecKue
JIEKapCTBEHHbIE  IIpernaparsl),
32 HCKJIIOYEHHWEM  BBIITYCKa
cepuil, KOHTpOJS KadecTBa
CepUi U BTOPUYHOUN yIIAaKOBKH

VYenosus

1. YioBneTBopuTenbHas  MHCHEKIMS B TEUEHUE  MOCIEIHUX 3 JIEeT
MHCIIEKTUPYIOIIMMHU OPraHaMH T'OCYJapCTB-WICHOB, WIH CTPAHOW, C KOTOPOH
3aKJIOYECHO  JICHCTBYIOIIEE  COIVIAIIEHWE O  B3aUMHOM  IPU3HAHUU
cepTu(UKAaTOB COOTBETCTBUS MpaBWJIaM HaJyIekKalleld MPOU3BOACTBEHHOM
IIPaKTUKH.

2. [Inomjaaka JNMUEH3UpPOBAHA B YCTAHOBJICHHOM MOpsKe (UIsi MPOU3BOACTBA
paccMaTpuBaeMoi JeKapcTBEHHON (hOPMBI WIIH JIEKAPCTBEHHOTO Mpernapara).

3. PaccmarpuBaeMmblii IeKapCTBEHHBIH MpernapaT He SBISIETCS CTePUIIbHBIM.




4. B COOTBETCTBYIOLIMX ClIydasX, HaIpUMep, B OTHOIICHWU CYCHEH3UH WIH
OMYJIbCUM, HMMEETCS IUIAaH BaIWMJALMKA IIpolecca IPOU3BOJICTBA WU B
COOTBETCTBUM C TEKYIIHM IIPOTOKOJIOM YCIICIIHO IPOBEICHA BaJIMAALMS
IIPOM3BOJICTBA HAa HOBOW IUIOIIAJKE C HE MEHEe 4eM 3 INPOMBIIUICHHBIMHU
CEPUSMM.

5. PaccMaTrpuBaeMblil JIEKAPCTBEHHBIN Mpenapar HE SBISETCS OMOJOTMYECKUM
JIEKapCTBEHHBIM IIPENApATOM.

JloxymeHnTanus

1. IloaTBepxieHUEe TOro, 4YTO MpeajgaraeMas IUIOIIaJKa JIMIEH3UpOBaHAa B
YCTQHOBJIGHHOM TMOPSAJKE JIi IPOU3BOACTBA JIEKAPCTBEHHOW (HhOpMBI MU
paccMaTprBaeMOro JEKapCTBEHHOTO Mpenapara.

2.B cooTBeTcTByIOIIMX cily4asX HEOOXOIUMO YyKa3aTb HOMepa Cepui,
COOTBETCTBYIOIIME pa3Mep CepHUH W JaTy MpOM3BOACTBA cepuit (=3),
MCIOJIb30BAHHBIE B BaJMJALIMOHHOM HCCJIEJAOBAHUU, U MPEICTaBUThH JAHHbBIE
M0 BaJIUAAIMHU WIHM MPOTOKOJ (CXEMY) BaTUAAINH, TOJICKAIINI To1aue.

3. B nmyHKTe O BHOCHUMBIX M3MEHEHHSX 3asBJICHHUS O BHECEHUU W3MEHEHHH (B
COINPOBOAMUTEIBHOM MNHCHbME, (OopMe 3asBIEHUS O BHECEHUU H3MEHEHUH,
NPWIOKEHHOM K  CONPOBOJAUTEIBHOMY MHCbMY) HEOOXOAMMO YETKO
0003HAUUTh paHee OJOOPEHHBIX M MpellaraéMblX IPOU3BOJUTENEH, Kak
yKa3aHo B pazzene 2.5 (popMbl 3asBICHUS.

4. Konuu yTBEp:KAECHHBIX crenu(uKalui Ha BBITYCK M KOHEL CpOKa FOJAHOCTH
(ecyii MPUMEHHUMO).

5. JlanHple aHamM3a OJHOW NPOMBIIUIEHHOW CEpUM M JBYX OIBITHO-
NPOMBIIIJIEHHBIX CEpUi, UMHUTHUPYIOMIMX MPOLECC MPOU3BOACTBA (WM JIBE
IPOMBIIIJIEHHBIE CEPUM) U CPAaBHUTENIbHBIE JaHHbIE (B TOM 4YHUCIE TECT
CPABHUTEJIBHOM KUHETUKHA PACTBOPEHHUS B IPUMEHUMBIX CIIy4asX) C TpeMs
CEpUSIMH, TIPOU3BENCHHBIMU Ha MPEBIAYIIEH MPOU3BOJCTBEHHON IUIOLIAJIKE.
[To 3anpocy HEOOXOAMMO MPEACTABUTH JAHHBIE 1O CIEIYIOIINM JIBYM MOJHBIM
MPOMBIIIJIEHHBIM CEPUSIM; HEOOXOIUMO COOOIIMTD, €CIIU PE3yJIbTaThl aHAIHM3a
HE YKJIa/IbIBAIOTCs B ClIeUM(UKALUIO, U MIPEIIIOKUTH IJIaH JEHCTBHA.

6. CooTBeTCTBYIOIIME  JAHHBIE 1O  BaJlWJallMM, BKIIOYas  pe3ylbTaThl
MUKpPOCKONHMH paclpeiesieHuss M0 pa3MepaM 4YacTHIl U HX MOp(oJIoruu
MSTKMX M JKUJKUX JIGKAPCTBEHHBIX (OPM, B KOTOPHIX (hapmarieBTUUYECKas
cyOCTaHIIMsI HAXOAUTCS B HEPACTBOPEHHOM COCTOSIHUU.

7.Ecnu Ha HOBOM MNPOM3BOJICTBEHHOM TUIOMIAJKE B KaueCTBE HCXOJHOTO
MaTepuaja HCIOJIb3yeTCcsd aKTUBHAas (QapmaleBThueckas cyOcTaHIus,
JeKJIapanys yIoJHOMOYEHHOTO JIMIA IUIOIAJKH, OTBETCTBEHHOTO 32 BBIITYCK
cepuif, 4TO akTWBHAas (apMaleBTHYECKas CYOCTaHLUS MpOMU3BEJAEHA B
cooTBeTcTBUU ¢ [IpaBunaMu Hajyiexamieil mpou3BOJICTBEHHON MPAKTUKU IS
UCXOJHBIX MaTEPUAJIOB.

8. IlompaBka K COOTBETCTBYIOLIEMY pa3zieny (pasfenaM) perucTPallmOHHOTO
JIOCBE.

9.Eciu  npou3BOJCTBEHHas  IUIOMIAJAKAa M IJIOMIAJKa, Ha  KOTOPOH
OCYLIECTBIISIETCS IEPBUYHAs YIIAKOBKA, pa3JIMYatoTCsl, HEOOXOIUMO ONHUcaTh U
BaJIMAMPOBATh YCJIOBUSI TPAHCIOPTUPOBKU M XpaHEHHUs Hepac(hacoBaHHOTO
npenaparta (bulk).

10. leiicTByromuii JOKYMEHT, MOATBEPKIAIOLINI COOTBETCTBUE TPEOOBAHHSIM




HaJJIeKaIem HpOHSBOHCTBeHHOﬁ IIPaKTUKHU (kn03a, HpOHSBOHCTBCHHOﬁ

ILTOIAJIKU

(MpOU3BOACTBEHHBIX IJIOIIA0K), OCYILECTBIISIOIIEH

IPOU3BOJICTBO TOTOBOM JIEKAPCTBEHHOU (DOPMBL.

[Ipumeuanus:

Jlexmapauuy  yIOJHOMOYEHHOTO  JIMIA,  3aTparuBarollne
aKTUBHYIO (papMalieBTUYECKYIO CYOCTaHIUIO

Brnanensupl AMIEH3UH HAa MPOM3BOJCTBO 00S3aHBI B KayeCcTBE
HUCXONHBIX  MATEpPHAJIOB  HUCIOJIB30BAaTh  MCKIIIOYMTEIBHO
aKTUBHbIE (hapMaleBTUYECKUE CYOCTAHIIMM, NMPOU3BEICHHBIE B
coorBercTBUN C [lpaBunamum NpPOU3BOACTBEHHOW ITPAKTHKH,
IIOOTOMY KaXIblil Biajaeiel] JHMIEH3UM Ha IPOU3BOJICTBO
JeKapCcTBEHHOU (hopMbl 00s3aH MPOJEKIApUpPOBaTh, YTO OH B
KayeCcTBE HMCXOIAHOTO MaTepuaja HCIONb3YET AKTUBHYIO
(bapMaleBTHIECKYIO cyOcTaHIuIo, IPOU3BEACHHYIO B
cootBercTBUM ¢ [IpaBunamMu NpPOU3BOACTBEHHOM MPaKTUKH.
Kpome TOTO, IIOCKOJIBKY  YIIOJHOMOYEHHOE JU1LO,
OTBETCTBEHHOE 3a BBIMYCK cepuu, OepeT Ha ceds o0Iyro
OTBETCTBEHHOCTh 3a KA&XIyK CEpPUI0, €CIU IUIOLIAJKa,
BBIITYCKArOIIast CEpHUIO, OTJINYAETCSA IIPOU3BOJUTEINS
JIEKapCTBEHHOU dopmsl, YIOJTHOMOYEHHOE JMLIO,
OTBETCTBEHHOE 3a CePTU(UKALNIO CEPUH, TOJIKHO MPEACTABUTh
JOTIOJHUTEIBHYIO JEKJIAPALIHIO.

Bo MHOrux ciydasix BOBJICUEH JIMIIb OJWH BIIAJENEL] JULECH3UN
Ha NPOM3BOJACTBO, IOATOMY MOTpedyercs JMIIb OJHA
nexyapanusa. OIHAKO, €CIM BOBJICUYEHBI HECKOJIBKO BIIAJENIBLEB
JULEH3UA Ha NPOU3BOACTBO, BMECTO IOAAYH HECKOJIBKHUX
JEeKIapaluidi  JONyCKaeTcs MojaTh  OAHY  JEKJIapaluio,
NOANUCAHHYKD  OJAHMM  YIOJHOMOYEHHBIM  JIMIOM.  OTO
JOMYCTUMO IIPH YCIOBUM TOTO, YTO:

B JICKJIAPALIMM YETKO yKa3aHO, YTO OHA MOJANMCAHA OT JIMIA BCEX
BOBJICYEHHBIX YIIOJJHOMOYEHHBIX JIULL;

NOTOBOPEHHOCTH  CKPEIUIEHBl TEXHUYECKHM  COTJIAILEHUEM,
ONMCaHHbIM B riase 7 [IpaBuir npon3BOACTBEHHON NMPAKTUKH, U
YIIOJIHOMOYEHHOE JIMLO, TOAAIOLIeEe AEKIapalMio, YKa3aHo B
TaKOM COTJIAIlIEHWH Kak Oepyiiee Ha ceOs 00s3aTENbCTBO IO
COOTBETCTBUIO TMPOU3BOAMTENS (MPOU3BOJAUTENEH) aKTUBHOMN
(dhapmaneBTuueckoi cyocranmuu [IpaBunam npou3BOACTBEHHOMN
npakTukd. lIpumeuaHue: yka3aHHBIE COIVIALIEHUS SIBISIOTCS
MPEeIMETOM UHCIEKIUU YIIOJTHOMOYEHHBIX OPTraHOB.

b.11.6.2. U3meHeHue HeoOxomumeie | Jlokymentsi u | IIpouenypa

MIPOU3BOUTENS N0 KOHTPOJIIO YCJIOBUS JTAHHBIE
JIEKapCTBEHHOTO
mpenapara U BBIITYCKY CEpHUU
JICKapCTBEHHOTO IIpenapara

Ka4dyecTBa

a)3amMeHa wunu Jgo0aBlieHUE

IUIOIIAIKH,

. 1,2,3 3,4 1A
Ha KOTOpOii
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OCYIIECTBIISIETCS KOHTPOJIb
KauecTBa (UCTBbITAHUE) CepUid

0)3ameHa wiaM J00aBIeHHUE

ILUIOIAIKH, Ha KOTOpOH
OCYIIECTBIISIETCS KOHTPOJIb
KauecTBa (MCHBITAHUE) CEpHUi
OMOJIOTUYECKOTO

JICKapCTBEHHOTO TIperapara u
JIOOBIX METOIOB HCIBITAHHUM,
OCYIIICCTBIISIEMBIX Ha
IJIOMIAJIKE, SIBIISTFOILIUX CSI
OMOJIOTHYECKUM
(MMMYHOJIOTHUECKHM,
UMMYHOXUMHUYICCKIM )
METOI0M

B) 3aMeHa WU J00OaBIICHHE
MIPOU3BOIUTES,
OTBETCTBEHHOT'O 3a  BBIITYCK
cepuii

1.3a HCKIIIOYCHUEM

KOHTPOJISI KadyecTBa 1 1,2,3 |Any
(McTBITaHMS) CepUiA

2. Bximouas KOHTPOJIb 1,2 123 Ay

KauecTBa (MCTbITaHUE) Cepui

3. Bximrouas KOHTPOJIb
Ka4yecTBa (ucnpiTaHue)
OMOJIOTUYECKOTO

JIEKapCTBEHHOTO  Mpenapara
U OIMH W3  METOJIOB
HUCIIBITAaHUH,

OCYILIECTBIIIEMBbII Ha

IUIOLIAJIKE, ABJISIETCS

OMOJIOTHYECKUM

(MIMMYHOJIOTHYECKHM,

MMMYHOXUMHUYECKUM )
VYenosus

1. ITnomanka TUIEH3UPOBAaHA B yCTAHOBIEHHOM IOPSJIKE.
2. JlekapCTBeHHBIN mpenapaT He SBISETCS OMOJIOTUYECKHM JIEKaPCTBEHHBIM

nmpemapaTom.

3. Tpancdep aHanUTUYECKMX METOIMK Ha HOBYIO HCIBITATEIBHYIO J1A0O0OPATOPUIO

IMPOU3BCICH YCIICIIHO.




JlokymMeHTauus
1. B compoBomuTenbHOM MHUCHEME, (OpMe 3asBICHHUS O BHECCHHHM H3MEHEHUIA,

OPWIOKEHHOM K  CONPOBOJUTEIBHOMY IHCbMY) HEOOXOJAMMO YETKO

0003HAYUTH paHEeC 0,Z[06peHHI)IX " mnmperaracMbix HpOI/ISBOﬂHTCHeﬁ.

2. HeKJ’IapaI_II/I}I YIOOJIHOMOYCHHOTO JIMld, OTBCTCTBCHHOI'O 3a BBIIIYCK CCPHH, B

KOTOpPOW YKa3bIBAa€TCs, 4YTO MPOU3BOJUTENb (IMIPOU3BOJIUTENN) AKTHUBHOMN
dapmanieBTHUECKOW CYyOCTaHIIMM, YKa3aHHOW B PErHUCTPALlMOHHOM JIOChE,
paboraer B coorBercTBUM ¢ [lpaBuimamu Haaexaimieid NpPOU3BOACTBEHHON
MPaKTUKHU JJISI UICXOAHBIX MatepualoB. [Ipu ompeneneHHbIX 00CTOSTENBCTBAX
JOTIyCKAeTCAd MPEJCTaBISATh OJHY JeKIapanuio (CM. MpUMEYaHHEe K
n3menenuto b.11.6.1).

3. [lonpaBka K COOTBETCTBYIOLIEMY pasleny (pa3aenaMm) perucTpaldoHHOE

J0Cche, BKIIOYas WHOOpPMAIMIO O JIGKAPCTBEHHOM IIpenapare u, Ipu
HEOOXOJMMOCTH, JaHHBIC IO BadUAalUU (BEpUPHUKAINKM) aHATATHICCKUX
METOJIMK, MIEPEHECEHHBIX CO CTapoil Ha HOBYIO IUIOIIAAKY, COTJIACHO aKTam
opranoB Coro3a B cepe TpaHcepa TEXHOJIOTUM U aHATTUTUYECKUX METOJTUK.

4. JIedcTBYIOIIMI JTOKYMEHT, MOATBEPKAAIOIINNA COOTBETCTBUE TPEOOBAHUSM

[IpaBun Hamexamel MNpPOU3BOJICTBEHHOM MPAaKTUKH, IPOU3BOJICTBEHHON
miomaakd  (TUIOIIAA0K),  OCYIIECTBIISIIOIIEH  MPOU3BOACTBO  T'OTOBOM
JIEKapCTBEHHOM ()OPMBI U BBIITYCKAIOIIUNA KOHTPOJIh KaueCTBA JICKAPCTBEHHOTO

npernapara.

b.11.6.3. UI3menenue mpoiecca
MIPOU3BOJICTBA
JIEKapCTBEHHOTO
BKJIIOYAst IIPOMEKYTOYHBIN
NPOJYKT, HCIOJIb3yeMbI B
IIPOU3BOJICTBE
JIEeKapCTBEHHOTO Mpenapara

npenapara,

HeoOxoanmeie
YCIIOBUS

JIOKyMEHTBI U
JTaHHbIE

[Ipouenypa

a) HE3HAYNMBbIE U3MEHEHUS
nporiecca Mponu3BOICTBA

1,2,3,4,56,7

1,3,4,5,
6,7,8

0) 3HAaUNMBIC U3MEHEHUS
nporecca IPOU3BOJICTBA,
KOTOpBbIE ~ MOTYT  OKa3aTh
CYIIECTBEHHOE BJIUSHUC HAa
KayecTBO, O€30I1aCHOCTb H
3¢ (PEeKTUBHOCTH

JICKApCTBCHHOI'O IIpCIiapara

B) JIGKAPCTBEHHBIN  IIpenapar
SIBIISICTCSI OHMOJIOTHYECKUM
JICKapCTBEHHBIM IIpErmapaToM,
U M3MEHEHHE TPeOyeT OICHKH
COIMOCTaBUMOCTH

') BBEJCHUE
MeTo/1a

HECTaHAapTHOIO
(buHUITHON




CTCPUIIN3alluU

1) BBEJICHUE WM YBEIUYCHHUE
M30BITKAa, HCIIOJIb3YEMOTO B
OTHOIIICHUH AKTHUBHOU — — I
bapMareBTHIeCKOM
cyOcTaHIu

€) HeCYyIlIeCTBEHHOE
U3MCHCHHE nporecca
IIPOM3BOJICTBA BOJHOU
CYCTICH3MH JIJIs IpYeMa BHYTPb — 1,2,4,6,7,8 IB
u JIPYTHX
CHEIUATM3UPOBAHHBIX
JIEKapCTBEHHBIX (POpM

’K) U3BMCHEHUE npouecca

MIPOU3BOJICTBA

JIEKapCTBEHHOTO  Ipernapara: B B I
nepeMeleHme JTana

CTEpUIIU3YIOLIEH (QUIbTpauu
u3 30HbI A/B B 300y C

3) U3BMEHEHUE MaTepuana

BTOPUYHOM YIaKOBKH

Hepac(pacoBaHHOTO

JICKapCTBEHHOTO  Mperapara,

HEIOCPEJICTBEHHO HE 8 1 1A
COTPUKACAFOIIECTOCS c

JICKAPCTBECHHBIM  TIPEIapaToM

(BKITIOUAs 3aMEHYy 158105

no0aBieHuE)

YenoBus

1. I3meHeHns KauyeCTBEHHOTO WJIM KOJHWYECTBEHHOTO MpOoQuis MpUMecer uiu
(UBUKO-XUMUYECKUX CBOUCTB OTCYTCTBYIOT.

2. IameHneHue kacaertcs:
TBEPAOW JIEKapCTBEHHON (OPMBI C HEMEMJIEHHBIM BBICBOOOXKICHHUEM ISt
npueMa BHYTPb WIH HAPYKHOTO TPUMEHEHHS;
KUJKUX JICKapCTBEHHBIX (OPM B BUJIE PACTBOpPA, MITKUX JIEKAPCTBEHHBIX
dbopM, CYMIO3UTOPHUEB, KOTOPHIE HE OTHOCITCS K CIECIHATU3UPOBAHHBIM
JIEKapCTBEHHBIM (opMam, MPOU3BOJUMBIM HECTAHAAPTHBIMU MPOIIECCaMU B
COOTBETCTBUHU C akTaMu opraHoB Coro3a B cdepe oOpalieHus JeKapCTBEHHBIX
cpeactB. Ilpm 3TOM H3MEHEHHE OTHOCHUTCS K TlapamerpaMm Ipolecca
MPOU3BOJICTBA, KOTOPBHIE CUMTAIOTCA HE BIUSIOUMMU Ha KayeCTBO
JIEKapCTBEHHOTO TIpernapaTa (He3aBUCHMO OT BHJIa JIGKAPCTBEHHOTO Mperapara
U (W) JEeKapCTBEHHOW (OpPMBI), U paccMaTpPUBAEMbIH JICKAPCTBEHHBIN
npernapaTt He SBISAETCS OMOJOTUYECKUM WM JIEKAPCTBEHHBIM PACTHUTEIIBHBIM
npenapaTom.




. [IpyHIMI TPOM3BOJCTBA, BKJIKOYAs OTAENbHBIE €ro 3Tallbl, HE HU3MEHSIOTCH,
Harmpumep, 00paboTKa MPOMEKYTOYHBIX POAYKTOB, OTCYTCTBYIOT U3MEHEHHS
KaKUX-1100 pacTBOPUTEIIEH, UCIIOIb3YEMBIX B ITPOLIECCE TPOU3BO/ICTBA.

. 3aperucTpupoBaHHBIA B  HACTOSIIEE BpeMs MpoIecc IMPOU3BOJCTBA
KOHTPOJHMPYETCS] BHYTPUIIPOU3BOJACTBEHHBIMU KOHTPOJISIMH, W HM3MEHEHUE
TaKUX KOHTpOJIEH (pacIlMpeHUe WM UCKIIOUEHUE KPUTEPUEB MPUEMIIEMOCTH)
He TpeOyercs.

. Cienudukanuy JeKapcTBEHHOTO MpernapaTa Uil MPOMEKYTOYHBIX MPOTYKTOB
HE U3MEHSIOTCSL.

.Ilo pe3ynmpraram HOBOro IMpollecca AOMKEH OOpa30BBIBATHCS HICHTHUHBIN
JICKapCTBEHHBIM TMpenapar ¢ TOYKM 3pEHUSI BCEX acCleKTOB KaudecTsa,
6e3omacHOCTH ¥ 3P (HEKTUBHOCTH.

. CornacHo coOTBETCTBYIOIUM JIOKyMeHTaM Coro3a HayaThl COOTBETCTBYIOLINE
UCCJIEIOBAaHUSl CTAaOWMJIBHOCTM HE MEHee dYeM Ha | ONbITHOM WiIu
OPOMBIIIJIEHHOW ~ CepuM; B PACHOPSOHKEHUU  3asBUTENS  HAXOISATCS
yIIOBJIETBOPUTEIbHBIE PE3YJIBTATHI 10 MEHBIIEH Mepe 3-MeCcIYHOro U3y4deHUs
ctabunpHoCcTH. [loaTBEpKIEHNE TOrO, YTO MCCIEN0BAaHUS OyIyT 3aBEPIICHBI,
U €CIU pe3yibTaThl He OYyIyT YKJIaAbIBaThCA B CHEIU(PUKANUUA WIH MOTYT
MOTEHIIMATFHO HE YJIOXKUTHCSA B CIENM(PHUKANNN HAa KOHEI[ CPOKa TOJHOCTH,
Jep’KaTelb  PErUCTPAllMOHHOTO  YJAOCTOBEpPEHHs  00si3aH  COOOILIUTH
YIIOJTHOMOYEHHOMY OpTaHy Hapsiiy C MpejuiaraeMbIM IJIAHOM JIEHCTBU.

. Bropuunass ymakoBka He sBiseTcs (YHKIMOHATBHOW Mg oOecrieyeHus
CTaOMJIBHOCTH, WJIA TI0O 3HAYMMBIM CBOWCTBAM TII0 MEHBIIEH Mepe
HKBUBAJICHTHA OJJ00PEHHOM.

JoxymeHnTanus
1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (paszzieliaM) perucTpanuoOHHOTO

JOChC.

2. B orHOIIEHNH MSATKUX U KHUOKUX JICKAPCTBCHHBIX (bOpM, B KOTOPLIX aKTHBHAA

bapMarieBTHUECKass CyOCTaHIIMS HAXOJUTCS B HEPACTBOPEHHOM COCTOSHHH:
HaJJIeXKalas Bajauaalnns K3MEHEHUS, BKIIIOUass MUKPOCKOITHIO YaCTHI] B IIEJIAX
NPOBEPKH BHIUMBIX HM3MCHEHHUH MOPQOJOTHH; CPaBHUTEIbHBIC IaHHBIE O
pacmpefieicHHH 10  pa3Mepy YacTHIl  (JUCTIIEPCHOCTH),  IOJIyYEHHBIC
HaIeKAIAM CIIOCOOOM.

3.B oTHomieHWM TBEpABIX JIEKAPCTBEHHBIX (OpM: JaHHblE Tpoduis

pacTBOpPEHUsT OAHOW  pENpPE3CHTAaTUBHOM  IPOMBILUIEHHOM CEpUM WU
CpPaBHUTEIBHBIE JAHHBIE TPEX MOCIEAHUX CEPUM, IPOU3BEAECHHBIX C TIOMOIIBIO
npensiayniero npormecca. [lo 3ampocy HE0OX0IUMO MPEACTaBUTH JAHHBIE I10
CJIEIYIOUIMM JBYM IOJIHBIM MPOMBIIIIEHHBIM CEPUSIM WJIM COOOIIUTH, €CIU
pe3ynbTaThl HE YKIAJbIBAIOTCA B CHEUU(PHUKAUIO M MPEAJIOKUTh IUIaH
JIEUCTBUI. B OTHOLIEHUHU JIEKAPCTBEHHBIX PACTUTENIBHBIX MPENAapaToB MOIYT
OBITh IOCTATOYHBI JAHHBIE CPABHUTEIBHON PacnagacMOCTH.

4. O00CHOBaHUS  HENPEJCTABICHHUS]  pPE3yJbTaTOB  HOBOTO  HCCIIEOBaHUS

OMOPKBHBAJICHTHOCTH B  COOTBEeTCTBUM ¢ [lpaBmiamMu  TIpoBeICHUS
HCCIen0BaHni OnodkBuBaeHTHOCTH COr03a.

5. [Ipu u3MeHeHnuu napamerpa (mapaMmeTpoB) Mpoliecca, KOTOpble CUUTAIOTCS HE

OKa3bIBAIOIIMMU BJIMSHUE Ha KadyecTBO JIEKAPCTBEHHOI'O Ipernapara,
JeKIapanus, 4YTo 3TO JOCTUTHYTO B XOJE paHee MPOBEIECHHOW 0100peHHOMN
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OICHKH PUCKOB.

6. Komnu cnenudukanuii Ha BRIMYCK U KOHEI[ CPOKa TOJAHOCTH (B BHUE CCBHUIKU

Ha COOTBETCTBYIOIIMI JOKYMEHT B TMOCJIEAOBATEIILHOCTH JOChE WU
MPUIOKEHUSI K COITPOBOIUTEIILHOMY MHUCHMY).

7. Jlannble aHanuza cepuii (B opmare cpaBHUTEIBHON TaOIHIIBI) 110 MEHbIIEH

Mepe OJHOW Cepuu, TMPOU3BEJACHHOM C TIOMOIIBIO OJOOPEHHOTO U
npeniaraemoro mnpoiecca. [lo 3anpocy He06X0AMMO MPENCTaBUTH JaHHBIE 110
CIEIYIOUIMM JIByM TIIOJHBIM IMPOMBIIUICHHBIM CEPUSIM; CJIEIYET COOOIIUTH,
€CJIM pe3yJIbTaThl aHAJM3a HE YKIIA/IBIBAIOTCS B CHCIU(UKAIIUIO U TIPEATIOKUTH
IUTaH JEWCTBUH.

8. HOI[TBCp)KZ[CHI/IC ACPKATCIIAA PCrUCTPALIMOHHOI'O YIOCTOBCPCHUA, YTO HAYAThI

COOTBETCTBYIOLIUE HCCJIEAOBaHUA CTAaOUIBHOCTH (C yKa3aHHEM HOMEpOB
cepuil) U M3y4yeHbl HEOOXOAMMBIE MapaMeTpbl CTAOUIBHOCTH IO MEHbIIEH
Mepe Ha OJHON OMNBITHO-NIPOMBIIUICHHONW WU MPOMBIIUIEHHON cepu U Ha
MOMEHT  yBEJIOMJICHHS B  DPACIOPSDKCHMM  3asBUTENsI  HAXOJUIIUCH
yIIOBJIETBOPUTEIbHBIE PE3YJIBTATHI 10 MEHBIIEH Mepe 3-MEeCcIYHOro U3y4deHUs
CTa0WIBHOCTH; U TpoPmiIb  CTAaOMIBHOCTH  AHAJNIOTMYEH  TEKyIIeH
3aperucTpUPOBaHHON cuTyaruu. lIpencTaBieHO MOATBEPKIEHUE TOTO, YTO
uccienoBaHusi OyAyT 3aBepIICHbl, U €ClId pe3yiabTaThl He OyayT
YKJIabIBaThCA B CHEUU(PUKALMN WK MOTYT NOTEHLHUAJIBHO HE YJIOKUTHCSA B
cnenuuUKalMi Ha KOHEI[ CPOoKa TOIAHOCTH, NEepKaTelb PETUCTPAIMOHHOTO
yIIOCTOBEpEHUS 0053aH COOOIIUTH YIOJTHOMOYEHHOMY OpraHy Hapsay cC
MpeyiaracMbpIM IUIAHOM JICHCTBUM.

b.11.6.4. U3smenenue pasmepa| Heobxomumbie | JJoxymentsl u | Ilpouenypa
cepuu (BKJIIOYAsh JAMANa30HbI YCJIOBUS TaHHBIC

pazmepa CEpHH)

JIEKapCTBEHHOTO Mpemnapara

a) yBeqMueHue BIUIOTH 0 10

pa3 1o CpPaBHEHUIO c|l 1,2,3,4,5 7 1,4 1A
0/100peHHBIM

0) yMeHbIIIeHHE pa3mepa

cepur g0 10 pa3 1o

CpPaBHEHUIO c| 1,2,3,4,56 1,4 1A
3apEeTUCTPUPOBAHHBIM

pazmepom

B) U3MEHEHUE TpeOyer

aHaau3a COTIOCTaBUMOCTH

OMOJIOTUYECKOTO

JIEKapCTBEHHOTO  TIpemapara B B "
WIM  U3MEHEHHWEe  pasmepa

cepuu Tpedyer HOBOTO

UCCIIeIOBAHUS

OMOSKBHUBAJIICHTHOCTH

') UI3MEHEHHE 3aTparuBacT BCE — — 1




OCTaJIbHBIE  JIEKapCTBEHHBIE
¢dbopmMBI, TIPOU3BOISAIIMECT C
HIOMOIUIBIO KOMILIEKCHBIX
IPOIIECCOB MPOU3BO/ICTBA

n) yBennuenue Oomnee 10 pa3
10 CPaBHEHHIO C 0JI0OPCHHBIM

pazMepom cepun

JIEKapCTBEHHBIX dbopm c - 1,2,3,45,6 IB
HEMEJIEHHBIM

BBICBOOOKIEHUEM (st

pHeMa BHYTPb)

€) MacuTad MIPOU3BOJICTBA
OMOJIOTHYECKOTO
JICKapCTBEHHOTO mpernapara
YBEITUYIHIICS (YMEHBIIHIICS) - 1,2,3,45,6 IB
0e3 U3MEHEHHUsT  Ipoliecca
IIPOM3BOJICTBA (Hampumep,
NyOIMpOBaHUE JIMHUHN)

Yenosus

1. 3menenue He BAUSET HA BOCIIPOU3BOAMMOCTD U (MJIM) MOCTOSTHCTBO Ka4eCcTBa
JIEKapCTBEHHOTO Mpernapara.

2. I3aMeHeHue 3aTparvBaeT CTaHIApTHBIC JIEKAPCTBEHHbIE (HOPMBI IJIsi Mpuema
BHYTPb C HEMEIJIEHHBIM BBICBOOOXK/ICEHHEM WM HECTEPHUIIbHBIE KUIKUE
JIeKapCTBEHHBIE (DOPMBI.

3. JIroObie U3MEHEHMUSI METOJI0B MIPOU3BOJICTBA U (nnn)
BHYTPUIIPOU3BOICTBEHHBIX KOHTPOJIEH HEOOXOIUMBI JIUIIb I U3MEHEHUS
pasMepa cepuu, HapuMep, UCIOIb30BaHue 000PYJOBaHUS IPYroro pa3mMepa.

4. Umeercs cxema BalMJalUUU WIM B COOTBETCTBUU C TEKYLIUM MPOTOKOJIOM
YCHEUIHO TMPOBEICHAa BaJluJallvsl MPOU3BOJACTBA HE MEHee 4YeM Ha 3
MPOMBILIIEHHBIX CEpHUsIX C HOBBIM pa3MepoM B COOTBETCTBHM C
MPUMEHUMBIMHA TPEOOBAHUSIMHU.

5. PaccmaTrpuBaemblil JIEKapCTBEHHBIN Mpenapar He SBISETCs OMOIOrMYeCKUM
JIEKAPCTBEHHBIM MPETAPATOM.

6. I3MeHeHne He [OJDKHO OBITh CJEICTBUEM HENPEIBUJIEHHBIX CHUTYaluH,
BO3HUKILIKX B XO/I€ MPOU3BOCTBA, UM U3MEHEHUS CTAaOMIIBHOCTH.

7. Pazmep cepumn ykianbiBaercss B 10-KkpaTHbIN Jauanas3oH, NperyCMOTPEHHBIN
IPU PErucTpaluy, WIK MOCJE MOCIEAYIOEro N3MEHEHMS], HE SIBIISIBLIETOCS
n3MeHeHueM [A tuna.

JlokymeHnTanus

1. TlompaBka K COOTBETCTBYIOIIEMY pa3zaeny (pas3feliaM) perucTpaluoOHHOTO
J0ChE.

2. Jlanuble aHanu3a cepuil (B ¢popmaTe CpaBHUTEIBHON TaOJIHIIBI) IO MEHbIICH
Mepe OJHOM NPOMBILIJIEHHOW CEpPUH, IPOU3BEACHHON B 3apETUCTPUPOBAHHOM
U TpeajaraeMoM pasmepax (B TOM YHCIE TECT CPaBHUTEIbHONW KUHETHKHU
pacTBOpeHusi B NpPHUMEHUMBIX ciydasx). [lo 3ampocy Heob6xoanmo




IpPEACTaBUTh JAaHHBIE IO CICAYIOIUM JBYM TOJHBIM HPOMBIIIJICHHBIM
cepusiM; nepxkatenb PY o00s3aH cooOUmINTh, €ciaM pe3yibTaThl aHadn3a He
YKJIaBIBAIOTCA B CHECIIU(PHUKAINIO, U IPEUIOKUTH TUIaH ICHCTBUH.

3. Konun ogoGpennbIx crenuduKanuii Ha BBHITYCK W KOHEIl CpOKa TOJHOCTH (B
BUJIE CCBUIKA Ha COOTBETCTBYIOIIUN TOKYMEHT B MOCIEAOBATEILHOCTH J10ChE
WJIU TIPUIIOKEHUS K COMIPOBOAUTEIILHOMY MMUCHMY).

4. B COOTBETCTBYIOUIMX ClydasX HEOOXOAMMO yKa3aTh HOMEpa Cepuil ¢ HOBBIM
pa3MepoM cepuHM C JaThl WX Mpou3BoACTBa (=3), HUCHOIB30BAHHBIX B
BAJIMJAIIMOHHOM HCCIIEIOBAHUM, WJIH TPEACTaBUTh MPOTOKON (CXEeMy)
BaJIUIAIUU.

5. HeoOxomMo npecTaBUTh pe3ybTaThl BAIUAIUH.

6. Pe3ynbpTaTel uccienoBaHWW CTAOMJIBHOCTH 10 3HAYUMBIM TapaMeTpam

CTaOMJIBHOCTH 1O MEHbIIEH Mepe Ha OAHOW ONBITHON WJIM MPOMBIIUIEHHON
CEpHH, OXBATBHIBAIOLIECH 10 MEHBIIEH Mepe 3 MecsAla; MOATBEPKICHUE TOTO,
YTO TaKHe UCCIIEOBAHUA OYyT 3aBEPILEHBI U, UTO €CIIH PE3yJIbTaThl HE OyIyT
YKJIa/bIBaThCA B CHEUM(PUKALMN WK MOTYT NOTEHLIHMAIBLHO HE YJIOXKUTHCA B
cnenuuUKalMM Ha KOHEI| CpOKa TOAHOCTH, Jep’KaTelb PETUCTPALMOHHOTO
yIIOCTOBEpEHUsI 00s3aH COOOILIUTH YIOJHOMOYEHHOMY OpraHy Hapsay ¢
npe/ularaéMbIM  IUIAHOM  JielcTBUii. B oTHOmeHMH  OUOJOTHYECKHUX
JIEKAPCTBEHHBIX CPEICTB: JEKJapalrs, 4YTO OLIEHKAa COINOCTaBUMOCTH HE
Tpedyercs.

Bb.11.6.5. U3menenue Heo6xomumeie | Jlokymentst u | [Ipomenypa
BHYTPHUIIPOU3BOACTBEHHBIX YCIIOBHS JIaHHBIE
UCIIBITAHUNA WM  KPHUTEPHUCB
MIPUEMIIEMOCTH,
HCITONTB3YIOIIUXCS npu
MIPOU3BOJICTBE
JIEKapCTBEHHOTO TIpernapara
a) Y)KeCTOUeHHE
BHYTPUIPOU3BOICTBEHHBIX 1,2,3,4 1,2 1A
KPUTEPUEB MPUEMIIEMOCTH
0) mobasieHue HOBBIX
9 1,2, 3,4,
UCTIBITAHUW WM  KPUTEPUEB 1,2,5,6 578 1A
PUEMIIEMOCTH P
B) UCKIIIOUECHUE
HECYIIECTBEHHOTO 127 126 A
BHYTPHUIIPOU3BOCTBEHHOTO
HCIIBITAHUS
') UCKJIIOUCHHUE
BHYTPHUIIPOU3BOJCTBEHHOTO
UCIIBITAHUS, KOTOPOE MOXKET B B "
CYIIECTBEHHO TMOBIUITH Ha
COBOKYITHOE KayeCTBO
JIEKapCTBEHHOTO TIpernapara




1) pacliipeHrue  OJ00pEHHBIX
BHYTPHUITPOU3BOICTBEHHBIX
KPUTEPUCB MIPUEMIIEMOCTH,
KOTOpPBIE MOTYT CYIIECTBEHHO — — I
NOBIUSATH HAa  COBOKYITHOC
Ka4eCcTBO JIEKapCTBEHHOTO
npernapara

¢) no0aBieHUe WM 3aMeHa
BHYTPHUIIPOU3BOCTBEHHOTO 1,2, 3,4,
UCIIBITAHUSA M3 COOOpaKCHHI 57,8

0Ee30ITaCHOCTH MJIM Ka4YeCTBa

’K) HE3HAUUTEIbHOE
U3MEHECHHUEC aHAJIUTHYECKOMI
METOINKHU 4,6,8,9 1, 2, 3, 1A
BHYTPHUIIPOU3BOJCTBEHHOTO
KOHTPOJIA

YcnoBus

1. I3meHeHue He ABISIETCS CIEICTBUEM KaKOTro-I1u00 00s3aTebCTBa, IPUHATOTO
[0 pe3yNbTaTaM paHee MPOBEIEHHBIX IKCIEPTU3 C LENbI0 aHAIN3a KPUTEPHUEB
NPUEMJIEMOCTH clieUMpUKauuu (Hampumep, B XOJE PErUCTPalUUd WU
BHeceHus u3meHenuu Il tuna).

2. I3mMeHeHHe He  SABISETCS  CJIEACTBUEM  HENPEIBUJACHHBIX  CUTYaIui,
BO3HUKIIMX B XOJI€ MPOU3BOJICTBA, HAIPUMEP, HOBasi HEKBAIU(UIIMPOBAHHAS
PUMECH, U3MEHEHHE MPEEIIOB COJIEPKAHUSI CYMMBI IPUMeECEH.

3. JIroboe u3MeHeHue OJIKHO YKIIAJbIBAaThCS B AUANa30H TEKYIIMX OJOOPEHHBIX
KPUTEPUEB MPUEMIIEMOCTH.

4. Metonl aHaiu3a He M3MEHWJICA, a METOJIMKAa aHalu3a HE M3MEHWIAch WU
M3MEHUJIACh HE3HAUUTENbHO (HampuMep, M3MEHEHHE JIMHbI KOJOHKH WIIU
TEMIIEPATYpPBbl, HO HE APYTOM BUJ KOJIOHKH).

5. Hu onuH HOBBIM METOJ WMCHBITAaHUS HE OCHOBAaH Ha HOBOW HECTaHIApPTHOM
METOJI0JIOTMH UM CTaHIapTHOW METO/I0I0THH, UCTIOIb3YEMON MTO-HOBOMY.

6. HoBblif MeTO/ UCTIBITAHUS HE SIBISIETCS] OMOJIOTUYECKUM (MMMYHOJIOTHYECKUM,
UMMYHOXUMUYECKMM)  WJIM  METOAOM, B  KOTOPOM  MCIOJb3YETCS
OMOJOrMYECKUil peakTuB JiJIsi OMOJOrMYEcKOW aKTUBHOM (hapMalieBTUYECKOM
cyOcTaHIIMU (3a UCKITIOYEHUEM CTaHIapPTHBIX (dapmaKoneHbIX
MUKPOOHUOJIOTHYECKIX METOJIOB).

7. BHyTpUIIpOM3BOACTBEHHOE  MCIIBITAHWME  HE  3aTparuBaeT  KOHTPOJb
KPUTHUYECKOTO IMapaMeTpa, Halpumep:

KOJIMYECTBEHHOE OIpe/ie/ICHUE;
npuMecH (€ClIM TOJIBKO OINPEENICHHbI pacTBOPUTENb OJHO3HAYHO HE
HCIOJIb3YETCsl B TPOU3BOJICTBE);
T00YI0  KPUTHYECKYI0 (DHU3MYECKYI0 XapaKTepUCTUKY (pa3Mmep YacTHil,
HACBINHYIO IUIOTHOCTBIO JI0 U NOCIIE YIIJIOTHEHMS U T.1.);
UCIBITAHWE HA MOJJIMHHOCTH (B OTCYTCTBHE MOAXOMSAILIEIO aJbTEPHATUBHOIO
KOHTPOJIS);




8.

MHUKPOOHOIOrMUECKU KOHTPOJIb (€CIH TOJIBKO OH HE TpeOyeTcs: B OTHOLIEHUHU
OTIpeNIeTICHHOM JIEKapCTBEHHOU (HOPMBI).

B coorBerctBum ¢ aktamum opraHoB Coro3a B cdepe oOpameHus
JIeKapCTBEHHBIX CpEICTB poBeCHA HeoOxoaumas BaJIMJIA1Ms,
HOJTBEPKAAIONIAs, YTO OOHOBJIEHHAs aHAJTUTHUYECKAsh METOAMKA 110 MEHbIIEH
Mepe SKBUBAJIEHTHA MPEABITYIIEH.

O.Ilpenensl comepaHus CYMMBI TpUMecCedl HE W3MEHWJINCh, HOBBIC
HEeKBaIU(UIIMPOBAHHBIC IPUMECH HE OOHAPY KCHBI.

JlokymMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY pa3aeny (pasaenam) perucTparioHHOTO

2.

JOChC.

CpaBHI/ITeJ'II)Ha}I Ta6J'II/ILIa TCKYIIHUX n npcajiaracMbixX
BHYTPHIIPOU3BOJCTBCHHBIX HCHBITaHHfI, KpUTCPUCB IIPHUCMIICMOCTH HJIU
CpaBHUTCIIbHAA Ta6JII/II_[a W3MCHCHUH aHATUTHUYCCKOM MECTOJUKHU.

. [logpoOHOEe omucaHue HOBOW AHAIUTHUYECKOWM METOJMKH U JaHHBIE 110

BaqujalMu (B COOTBETCTBYIOUIMX CIlydasx), C TMOATBEPXKIACHUEM (eciu
NPUMEHHMO) YTO OOHOBIIEHHAs aHAJTUTHUYECKash METOJUKA M0 MEHbIIEeH Mepe
HKBUBAJICHTHA MIPEBIIYIICH.

4. JlanHble aHamM3a JABYX IPOMBIIUICHHBIX Cepuid (B OTCYTCTBUE JOJKHBIX
000CHOBaHMM JIJ151 OMOJTOTUYECKUX AKTUBHBIX (PapMalleBTUYECKUX CyOCTaHIUiH
— TpU CEepuUH) JIEKApCTBEHHOIO Ipermapara IO BCEM MapamMeTpam
crienupuKaum.

5. B cOOTBEeTCTBYIOIMUX CITy4asiX CpaBHUTEIbHBIEC TaHHbIE MPOGUIS PACTBOPEHUS
JIEKapCTBEHHOTO TIpErapara HE MEHeEe 4YeM Ha | ONBITHO-IPOMBIIUICHHON
CepuM, MPOU3BEACHHOM C  MWCIOJB30BAaHMEM TEKYIIUX M  HOBBIX
BHYTPUIIPOU3BOACTBEHHBIX UCIIBITAHUI.

6. B oOTHOIIEHNN JEeKAPCTBEHHBIX PACTUTENBHBIX TNPEMapaTOB MOTYT OBITh
JIOCTaTOYHBI JAHHBIE CPAaBHUTEIBHOM paclalaeMOCTH.

7. Ob6ocHOBaHUE (ouenka PHUCKOB), MOJITBEPIKAAIOIIHE, 4TO
BHYTPUIIPOU3BOACTBEHHOE HCIBITAHUE SIBJISIETCS HECYIIECTBEHHBIM WU
yCTapelo.

8. O6ocHOBaHME HOBOTO BHYTPHUIPOU3BOJCTBEHHOTO MCIBITAHUS M KPUTEPHUEB
IIPUEMIIEMOCTH.

B.11.B) KoHTpoJIb KauecTBa BCIIOMOTaTeJIbHBIX BelleCTB

b.I1.B.1. I3mMenenue Heobxonumeie | loxymentsl u | [Iponenypa

napaMeTpoB creuudukanuu u YCIOBUS JTAHHBIE

(nnn) KpUTEpUEB

MIPUEMIIEMOCTHU

BCIIOMOI'aTCJIIbHOI'O BEUICCTBA

a) y)KECTOUEHHE  KpUTEPHUEB
NPUEMJIEMOCTH clielnPpUKauu

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

0) no6asieHue B
crienuuKanuio HOBOT'O

1,2,56,7 1,2,3,4,6,8 1A




napamMerpa crnenupuKanuu u
COOTBETCTBYIOIIETO eMy
METOJ1a UCIBITAHUHU

B) UCKIIIOUCHUE
HECYIIIECTBEHHOTO TapameTpa

cienudukanuu  (Hampumep, 1,2 1,2,7 1A
UCKITIOUCHUE yCTapeBILEro
napamerpa)

I') UI3MEHEHHE, BBIXOJAIIEe 3a
0/I00peHHBIC KpUTEPUH — — I
NPUEMIIEMOCTH CIISIH (UK

1) UICKITFOUCHHE napamMerpa

crienuuKanum, KOTOPBII

MOYKET CYILIECTBEHHO B B "
MOBJIUATH HA  COBOKYITHOE

KaueCcTBO JIEKapCTBEHHOTO

npenapara

¢) no0aBieHNEe WM 3aMeHa
(uckIiTrOUast OMOJIOTHYECKUH
JICKapPCTBCHHBIN mpernapar)
napamMerpa crnenupuKaniu M 1, 2, 3, 4,
COOTBETCTBYIOIIETO emMy 56,8
METOJIa HUCIILITAHUN n3
cooOpaxkeHuid  6€30MacHOCTH
WJIM KayeCcTBa

) €CJIM Ha BCIIOMOTaTeJIbHOE
BCIIECTBO OTCYTCTBYET CTaThs
@apmakonen  Corwza Wi
CTaTbU dbapmaxornen
rocyJapcTBa-4jieHa,
M3MEHEHUE COOCTBEHHBIX
JAHHBIX  crenuuKalud — Ha 1, 2, 3, 4,
cnerudukanuio  papmakornen 56,8
COIUIACHO Konuenimuun
rapMOHU3AIINH, a npu
OTCYTCTBUM B HEW — Ha
crenudukanuo (hapMakornew,
He Bxonsamed B Konreniuio
rapMOHU3aIUN

YcnoBus

1. I3MeHeHue He SBISETCS CIEICTBUEM KaKOT0-TMO0 00s3aTEbCTBA, PUHSATOTO
0 pe3yJIbTaTaM paHee MPOBEICHHBIX SKCIIEPTHU3 C 1IEJIbI0 aHAIN3a KPUTEPUECB
MPUEMIIEMOCTH crierpuKkanuu (Hanpumep, B X0J1€ perucTparuu




o~

JIEKapCTBEHHOTO Mpernapara Wil BHeCeHUH u3MeHnenui Il tuna).

. I3MeHeHune He SBIAETCS CIEACTBUEM HENPEABUICHHBIX CUTyallui,

BO3HUKILKX B XOJI€ MPOU3BOCTBA, HAIIPUMEDP, HOBOM HEKBATU(PUIUPOBAHHON
IIPUMECH, U3MEHEHUS NIPEJEI0B CONEPKAHU CYMMBI IIPUMECEH.

. JIroboe n3meneHune JOJDKHO YKIIAAbIBATHCA B IUAITA30H TCKYIIUX 0,[[06peHHBIX

KPUTEPUEB MPUEMIIEMOCTH.

. AHanuTHyeckas MCTOJAMKA HC U3MCHACTCA NMJIIM U3MCHACTCA HC3HAYUTCIIBHO.
. Hu oguH HOBBIM METO MCIIBITAHUS HE OCHOBAH HA HOBOU HeCTaHI[apTHOﬁ

METOAOJIOTUH WJIA CTaHIapTHON METOI0JIOTUH, UCTIOIB3YEMOMN MTO-HOBOMY.

. HoBrbIi1 MCTOJA UCIIBITaAHUSA HEC ABJISACTCA OMOJIOTHYECKUM (I/IMMYHOJ'IOFI/I‘ICCKI/IM,

UMMYHOXUMHYECKAM)  WJIH  METOJOM, B  KOTOPOM  HCIIOJIb3YeTCs
OMOJIOTHYECKHI PEaKTUB I OMOJIOTHYECKOW aKTHBHOM (hapMareBTHYECKON
cyOcTaHIu (3a UCKITIOUEHUEM CTaHIApPTHBIX (apMaKoneHbIX
MHKPOOHOJIOTHYECKHX METO/IOB).

. I3MeHeHne He KacaeTcs FeHOTOKCUYHOU IPUMECH.
.IMapamerp cneunudukanuMu He 3aTparuBaeT KOHTPOJb KPUTUYECKOTO

napameTpa, HalpuMmep:

npuMecH (€CiM TOJIKO OTPEECJICHHBI pacTBOPUTENh OJHO3HAYHO HE
UCIIOJIb3YETCSl B TPOU3BOJICTBE)

TO0YI0  KPUTHYECKYI0 (DU3WYECKYI0 XapaKTepHUCTHKY (pa3Mep YacTHulil,
HACBIMHYIO TUIOTHOCTBIO JI0 U TIOCTIE YIJIOTHEHUSI U JIP. )

UCIBITAHNE HA TIOJTMHHOCTH (B OTCYTCTBHUE MOIXOSIIETO allbTE€PHATUBHOTO
KOHTPOJISI) MUKPOOUOJIOTUYECKHUIN KOHTPOJIb (€CIIM TOIBKO OH HE TpeOyeTcs B
OTHOIIEHUH ONPENIETICHHON JIEKapCTBEHHOU (POPMBI).

JoxymeHnTanus

1.

2.
. I[logpoOHOEe omucaHue HOBOW AHAIUTHYECKOWM METOJMKH U JaHHBIE 10

[lonpaBka K COOTBETCTBYIOLIEMY pa3feny (pa3aenam) perucTpauuoHHOTO
JIOChE.
CpaBHuTeNnbHas TaOJINIIA TEKYIIHUX U TIPEjIaraeMblX CrieluuKaimii.

BaJIIAIUU (B COOTBETCTBYIOIIUX CIydasiX).

. JlanHble aHaiM3a 2 TPOMBINUICHHBIX cepuil (B OTCYTCTBHE JIOJIKHBIX

000CHOBaHM 17151 OMOJOTMYECKUX aKTUBHBIX (papMalleBTUUECKUX CyOCTaHIUI
— 3 cepuM) BCIIOMOTaTeIbHOTO BEIIECTBA IO BCEM IapaMeTpam
crienupuKaum.

.B COOTBCTCTBYIOIIUX CIy4dasdaX OAHHBIC TCCTa CpaBHHTGHBHOI;'I KHMHCTHUKN

pacTBOpPEHUS JIEKAPCTBEHHOI'O IMpEIapara 1o MEHbIIEH Mepe OJHOW OIBITHO-
MPOMBIIUIEHHON  CEpHM, COAEpXKAIIEd  BCIOMOIaTeIbHOE  BEIIECTBO,
COOTBETCTBYIOLIEr0 TeKylled U npepiaraeMoil  crneunduxanusm. B
OTHONIIEHUM JIEKAPCTBEHHBIX pPACTUTEIBHBIX TpernapaToB MOTYT ObITh
JIOCTaTOYHBI JAHHBIE CPABHUTEIBHOM PaCIalaéMOCTH.

. O6ocHOBaHUSA HCTIPCACTABIICHUA PE3YyJIbTAaTOB HOBOTI'O HCCICAOBaHHUA

OMOSKBUBAJICHTHOCTH B COOTBeTCTBMM ¢  [IpaBuiamu  mpoBeAcHUS
HUCCIIe0BAaHU OMODKBUBAJIEHTHOCTH.

. ObocHOBaHuE (OIIEHKA PUCKOB) MOATBEP)KIAAIOLIEE, YTO MapaMeTp SBISAETCS

HECYIIECTBEHHBIM WJIU yCTaped.

. ObGocHOBaHME  HOBOro  MmapaMerpa  cnemupuKaluu U KpUTEpHUEB

IPUEMIIEMOCTH.
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b.11.B.2. U3MmeHeHue
AHAIIUTUYECKON METOIUKU JUIA
BCIIOMOTATEIHLHOI'O BEMIECTBA

HeoOxoanmele
YCIIOBUS

JIoKyMeHTBI 1
JTaHHbIC

[Ipouenypa

a) He3HAYHUMBIC M3MCHCHUS
0JIOOPCHHOW  aHAIUTHYECKOM
METOIUKHA

1,2,3,4

1,2

0) UCKITIOUEHHUE
aHAJUTUYECKOMN METOJUKH,
€CIIM  aJpTEepHAaTUBHAs €W
METOJIMKa YyKe 0JJ00peHa

B) 3aM€Ha OMOJIOTMYECKOTO
(MMMYHOJIOTHYECKOTO,
UMMYHOXHUMHUYECKOT0) METO/aa
WCHOBITAHUH WIM METOAa, B
KOTOPOM HCIIOJIB3yeTCS
OMOJIOTMYECKHI peaKTHB

T') IPOYHE HM3MEHEHUS
aHAJIUTHYECKOMN METOINKH
(Bkirouass J00OaBIICHWE  WIIH
3aMeHY)

1,2

VcaoBug

1. CornacHo COOTBCTCTBYIOIIUM  JTOKYMCHTAM,

IIPOBCACHBI

HEO0OXOUMBIE

BaJIMIAIIMOHHBIC HWCCIICOBAHUSA, TOATBEPKIAIOMNE TO, 4TO OOHOBJICHHAS
AHAIMTHYECKAss METOIMKA TI0 MEHBIIIEH Mepe SKBUBAJICHTHA MTPEIABITYIICH.
.IIpenensl comepkaHus CyMMBI TpUMECEl HE M3MEHWINCh, HOBBIE
HEKBAM(UIIMPOBAHHBIC IPUMECH HE OOHAPYKECHBI.

. MeTon ananu3a He M3MEHWICS (HampuMep, U3MEHEHHUE JUTMHBI KOJIOHKU HITU
TEMIIEPATYpPBI, HO HE APYTOH BUJ KOJOHKU WUJIH METON).

. HoBBIif MeTO/ MCTIBITaHUS HE SIBISIETCS] OMOJIOTUYECKUM (MMMYHOJIOTHYECKUM,
UMMYHOXUMUYCCKUM)  WJIH  METOJAOM, B  KOTOPOM  HCIOJB3YETCS
OMOJIOTUYECKHI peakTHB (3a HCKIOYCHHEM CTAHJIAPTHBIX (apMaKOTCHHBIX
MUKPOOHUOJIOTHYECKIX METOJIOB).

. AnbTepHaTUBHAs aHATUTHYECKash METOJWKa JUIsl mapamerpa crenuduxanum
yKe 0J100peHa

JlokymMeHTanus

1. ITonmpaBka K COOTBETCTBYIOIIEMY pa3aeny (pasfesiaM) perucTpaliioOHHOrO
JI0Ch€, BKJIIOYAsi ONMCAaHUE aHAIUTUYECKON METO/I0JI0THH, PE3IOME IAHHBIX T10
BaJUAALMM, TEPECMOTPEHHblEe  cHenupuKauuu Ha  TOpuMecH  (eciau
IPUMEHHUMO).

2. CpaBHUTENbHBIE PE3yNbTaThl BaJUAALUU WM, MPU HAIUYUA OOOCHOBAHUS,
CpaBHUTEIIbHbIE PE3YNbTAThl aHAIN3a, MOATBEPXKIAIOIINE TO, YTO TEKyIlee U
npejajaraeMoe  HCHbITaHWE OKBUBAJIEHTHBI. JlaHHOe TpeOoBaHHMEe He
IPUMEHSIETCS, €CII J00aBISIeTCs HOBAst aHAIMTUYECKasi METOIUKA.




b.11.B.3. U3meHeHue Heo6xomumeie | Jlokymentsl u | Ilponeaypa
HMCTOYHHKA MOJTy4YEHUS YCIOBHUS JTaHHbIC
BCIIOMOT'aTEJIbHOTO  BEIECTBA
WJIN PEAKTUBA C puckom ['D

a) U3 Matepuana ¢ puckom ['D
HAa MaTepuanl pacTUTEIbHOTO

N CHUHTETHYECKOTO
TIPOUCXOKICHUS

1. s BCIIOMOTaTeIbHBIX

BEIICCTB WM PEAKTHBOB, HE

UCIIOJIb3yEeMBIX B

MIPOU3BOJICTBE

OHMOJIOTMYECKOM aKTUBHOM 1 1 1A
(dhapmarieBTHYECKOM

cyOcTaHIIn WIn

OMOJIOTHYECKOTO

JICKApCTBCHHOI'O IIpCIIapara

2. lna BCIIOMOTaTEIBHBIX

BEIICCTB WM PCaKTHUBOB,

HCIOJIb3yEeMBIX B

MIPOU3BOJICTBE

OHMOJIOTNYECKOM aKTUBHOM — 1,2 IB
(hapmarieBTHIECKOM

cyOcTaHIIN WIn

OMOJIOTHYECKOTO

JICKApCTBCHHOI'O IIpCIiapara

0) UI3BMEHEHHE WU BBEJCHUE
Marepuaia ¢ puckom I'D wnu
3aMeHa MaTrepuaiga C PUCKOM
I'D Ha npyroil marepuan c¢ — — I
puckom I'D, He wumeronU
cepTudUKAT COOTBETCTBUS TIO
IRC

B) U3MEHEHUE HMCTOYHHUKA
MOJIYYEHUSI BCIIOMOTATEIBHOTO
BEILIECTBA C HU3KUM PUCKOM
KoHTaMuHanmu I'D

YcnoBus

1. Crnenudukanuu Ha BBITYCK W KOHEI[ CPOKAa T'OJHOCTH BCIIOMOTaTEILHOTO
BEIIECTBA M JIEKAPCTBEHHOTO TpernapaTa He U3MEHSIOTCS.

2. HeoOxomuMo oOecnedynTh COOJIIOJICHUE YCJIOBUN 1O MHHHMH3AIMU PHCKA
KoHTamuHaIMu ['D, ykazaHHBIX B akTax opraHoB Coro3a B cdepe oOparieHus
JICKaPCTBEHHBIX CPEJICTB.




JlokymMeHTauus

1. [loaTBepkAeHHE  TPOU3BOAUTENST WM JIEpXkKaATENs  Pa3pelIuTEIbHOTO
JIOKYMEHTa Ha HMCHOJIb3YEMbIM MaTepHal, YTO OH MOJHOCTBHIO PACTUTEIBHOTO
WJIM CUHTETUYECKOTO MPOUCXOKIACHUS.

2. UccnenoBanre SKBUBAJEHTHOCTH MaTEPHAIOB W BIHMSHHE Ha IMPOU3BOJICTBO
rOTOBOr0 Marepuala U BIMSHUE Ha XapaKTepUCTUKU (HAmpUMep,
XapaKTEPUCTUKH PACTBOPEHHUS ) IEKApCTBEHHOTO IIpernapara.

b.Il.B.4. I3menenne cunte3a| HeoOxomumbie | Jlokymentsl u | Ilpouemypa

17001 IOy YCHHSI YCIIOBHSI JTAaHHBIC
He(dapMaKkoneitHoro

BCIIOMOTATEJIFHOTO  BEIECTBA

(ecnm omucaH B

PETUCTPAIIIOHHOM JI0ChE) WU

HOBOTO BCIIOMOTaTEIHHOTO

BEIIECTBA

a) HECYIIIECTBEHHOE
U3MCHEHHE  CHHTE3a WU

TIOJTYYICHHUS
HedapMakonenHOTO 1,2 1,2,3,4 1A
BCIIOMOTaTEILHOIO  BEIIECTBA
158105 HOBOTO

BCIIOMOTAaTCIIbHOI'O BEUICCTBA

0) H3MEHSIOTCS
cnenupUKaAUA WA HUMEETCS
HM3MEHECHHUE buzuKo-
XAMHUYECKUX CBOMCTB
BCIIOMOT'aTCILHOTO BEIECTBA,
KOTOpBhIE MOTYT IOBJIHUSATH Ha
KaueCcTBO JIEKapCTBEHHOTO
npermnapara

B) BCIIOMOTaTeJIbHOE BEIIECTBO
— OMOJIOTHYECKOE BEIIECTBO

T) yAaJleHue OJHOro Ipoliecca

MIPOU3BOJICTBA

HedapMaKoneitHOTo

BCIIOMOTaTEILHOIO  BEIIECTBA

(ecnu OH oIucaH B 3,4 1,4,5 1A
PETUCTPAIIIOHHOM JIOChE

JICKapCTBEHHOTO  TIperaparta)

158105 HOBOTO

BCIIOMOI'aTCJIIbHOI'O BEUICCTBA




Ycnosus

1. Crioco6 cuHTE3a U crenupuKaud UICHTUYHBI U OTCYTCTBYIOT KaueCTBEHHBIE
U KOJIMYECTBEHHBIC M3MEHEHUS NMpOoduis mpuMeceid (MCKITIoYasi 0CTaTOYHbBIE
pacTBOpUTENH, TMPU YCIOBUU TOTO, YTO HX KOHTPOJIb OCYILECTBISETCS B
COOTBETCTBUU C TPENETbHBIM COACpPKAHUEM, YKa3aHHBIM B aKTaX OPraHoB
Coro3a B cdepe oOpamieHuss JIEKApPCTBEHHBIX CPENICTB) WIH (DU3UKO-
XUMHYECKHX CBOMCTB.

2. BcriomorarenbHOE BEIIECTBO HE SBIISIETCS aTbIOBAHTOM.

3. JIomKeH ocTaTbCcsi KAk MHHHUMYM OJIMH TIPOW3BOJICTBEHHBIN IIpoliecc,
0/100peHHBIH paHee.

4. UckmoueHne He JOJDKHO OBITh CBSI3aHO C KPUTHYECKUMHU HEIOCTaTKaMu
MIPOU3BO/ICTBA.

JlokymMeHTauus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) perucTpalioOHHOrO
JIOCBE.

2. Jlannble aHanu3a cepuil (B opmare CpaBHUTEIBHON TaOJMIIBI) 110 MEHBIIECH
Mepe 2 cepuil (M0  MEHbIIEH  Mepe  OIMBITHO-IIPOMBIIUICHHBIX )
BCIIOMOTaTEJIbHOT'O BEIIECTBA, IPOU3BEICHHBIX C IIOMOLIBIO CTAPOr0 U HOBOT'O
MIPOLIECCOB.

3. B cooTBeTcTByrOIIMX CllydasxX JaHHbIE TECTa CPABHUTEIBHONW KHUHETHKHU
pacTBOpPEHUsI JIEKAPCTBEHHOTO IMpernapara Mo MEHbIIeW mepe 2 cepuil (1o
MEHBIIEH Mepe ONBITHO-IPOMBILUICHHBIX). B OTHOIIEHHH JeKapCTBEHHBIX
PACTUTENBHBIX MPEMapaToOB MOTYT OBITh JOCTATOYHBI JJAHHBIE CPABHUTEIBHON
pacragaeMoCTH.

4. Komusg onoOpeHHON M HOBOM  (eciM  NPUMEHMMO)  crnenugpuKanui
BCIIOMOTaTEJIbHOTO BEILIECTBA.

5. [TonTBepxkaeHUE 3asABUTENSA, YTO MCKIIOYEHHE HE CBA3AHO C KPUTHUYECKUMHU
HEJI0OCTaTKaMM MPOU3BOJICTBA

Bb.IL.r) KonTpoJsb KayecTBa JIEKAPCTBEHHOI'0 NMpenapara

b.IL.r.1. U3menenue Heobxonumeie | okymentol u | [Ipomenypa
napaMeTpoB crenuduxkanum u YCIOBUS JTAHHBIE

(unn) KpUTEpUEB

IPUEMIIEMOCTH

JICKapCTBCHHOI'O IIpCIiapara

a) y)KeCTOUeHHE KpUTEPUEB 1,2.3 4 1,2 IA
OPUEMIIEMOCTH CHEIU(PUKAITIH

0) y)KECTOUEHHE  KpUTEPHUEB

IPUEMIIEMOCTH

UMMYHOJIOTUYECKOTO

JEKapCTBEHHOIO0  Ipemnapara 1,2,3,4 1,2 [Any

WIN NIPEnapaToB, MOJTYYEHHBIX
U3 IUIa3Mbl 4YEJIOBEKa, CEpUU
KOTOPBIX IMOJJIEKAT BBITYCKY B




oOpartieHue oduUIIHaTEHBIM
KOHTPOJIHHBIM OpraHoM
rocyaapcTBa-4ieHa

B) T0OABIICHUE B
crenupuKaIno HOBOTO
napamerpa u
COOTBETCTBYIOIIETO emMy

Meroga u (WIM) METOJIUKH
WCTIBITAHU I

T') HCKJTFOUCHUE
HECYIIECTBEHHOTO Iapamerpa

crenuuranum (mampumep, 1,2, 7 1,2, 4 1A
UCKITIOUCHHE yCTapeBIIeTro

rnapameTpa)

1) U3MEHEHHE, BBIXOSIIEE 32

0JI00pEHHBIC KpUTEpUHU — — I

NPUEMJIEMOCTH clienrpuKanui

€) UCKJIIOUCHHUE napamerpa

crienuuKanum, KOTOPBII

MOKET CYILIECTBEHHO B B 1

MOBJIUATH Ha  COBOKYITHOE

Ka4eCTBO JIEKapCTBEHHOTO

npermapara

) 100aBlieHWE WM 3aMeHa

napamerpa crenudukanuu u

COOTBETCTBYIOLIErO €My B 3 I

METO]1a WCTIBITAHUH u3

cooOpaxeHuid  0€30MacHOCTH

WM Ka4yecTBa

3) OOHOBJICHHE JIOChE, B TOM

qrcie HOPMAaTHUBHOTO

JIOKyMEHTa 110 KayecTBy, C

HEJBIO COOTBETCTBUSA

MOJIOKEHUSIM  OOHOBJICHHOM

oOueit crarbu  dapmakoneun

Cow3a wumm (B  chydae 1,2 3,4, 19 Ax
PErUCTpalMK JIEKAPCTBEHHOTO 5,6 ’ Y

npemnapara B OJTHOM
roCy/JIapCTBe-4JICHE)

dapmakonen rocyaapcraa-
YJIeHa (BKIIFOUAs

aKTyalM3alluI0  CCBIJIOK) Ha
JIEKapCTBEHHBIN Ipenapar <*>




1) BBEJICHUE UCIBITAaHUS
coriacHo cratbe Papmakoneun
Coroza 2.1.9.14
«OTHOPOTHOCTH
JT03UPOBAHHBIX eIUHUID
BMECTO paHee OJOOPEHHOro
3apEruCTPUPOBAHHOIO MeETOoJa
WIA  UCHBITAaHUS  COIVIACHO
cratbe 2.1.9.5 «OgHOpOAHOCTH
MacChbl € IMHULIBI
JTI03UPOBAHHOTO
JIeKapCTBEHHOIO IIperapara

1,2,8

1,2,3

K) COKpaIlleHue YacTOTBI
PYTUHHBIX HCIBITAHUM BILIOTH
0 HCKJIIOYEHHUS] HUCHBITAHUS
WIH MIEPUOTUIECKUX
UCTIBITAHUN (Hampumep,
MUKpPOOUOJIOrHYECKHE
UCIIBITAHUSA  JIEKAPCTBEHHOTO
npernapara).

1,2,5

J) I3MECHECHHUE TMOKa3aTeleld u
(mm) MpEIETIOB
crienuuKanum
JIEKapCTBEHHOTO npemnapara
It 0oJiee TOYHOrO OITMCAHUS
BHEIITHETO BHJIA
JIEKapCTBEHHOTO Tpernapara.

1,2




VYcnoBus

1. I3meHeHne He SBISETCS CIEICTBHEM KaKOro-IuOo 00s3aTeNbCcTBa, TPUHATOTO
[0 pe3yJbTaTaM paHee IMPOBEACHHBIX OHKCIEPTH3 C IEJIbI0 IepecMoTpa
KPUTEPUEB MPUEMIIEMOCTH crenudukanuu (HampuMmep, B XOJA€ pPEerucTpanuu
JIEKapCTBEHHOT'O TIpernapara Wi BHeceHUH u3meHenuit 11 tuma).

2. I3mMeHeHne HE  SIBIISICTCS  CIEACTBUEM  HEMPEIBHUIACHHBIX  CUTYaIlUi,
BO3HUKIIIUX B XOJI¢ MPOU3BOACTBA (HAIpUMeEp, HOBOM HEKBaTH(PUIIUPOBAHHON
OpUMECH, W3MEHEHUs TMpeAesioB COACpXKaHUS CYMMBbI TpUMecel) WIu
WCTIBITAHUH JIEKAPCTBEHHOTO Ipernapara.

3. JIto0oe m3MeHeHne TOJDKHO YKIIAJABIBATHCS B IWANA30H TEKYIINX OA00PEHHBIX
KPUTEPUEB NPUEMIIEMOCTH.

4. Metonuka ocrtaeTcss 0e3  HM3MEHEHUW WIM  U3MEHEHHS  SIBIISIFOTCS
HE3HAYUTEIbHBIMU.

5. 3MmeHeHue He 3aTparuBaeT Kakue-ianbo nmpuMecu (BKItOUas TeHOTOKCUYHBIE)
WU PacTBOPEHHUE.

6. I3aMeHeHne ~ 3aTparmBacT  OOHOBJIGHWE  KPUTCPUEB  MPUEMIIEMOCTH
MUKPOOHOJIOTHYECKUX KOHTPOJIEH B IENAX COOTBETCTBUS JICUCTBYIOIICH
®apmakonee Coro3a, a pu OTCYTCTBUU B Hell — B Papmakoriee rocygapcTBa-
YJieHa WIM MPU OTCYTCTBUU B YKa3aHHBIX (apMakoriesx — MHOU (papmakornee
cornacHo KoHuenuuum rapMOHU3alMKM, a TEKYyLIUE 3aperucTpUPOBAHHbBIE
KPUTEPUU TPUEMIIEMOCTH MHKPOOHOJIIOTMYECKUX KOHTPOJIEH HE BKIIOYAIOT
KaKhe-TM00 JOTOJIHUTENbHbIE KOHTPOJIM, BKJIIOYEHHBIE B CHEIU(UKAINIO,
noMHMO  (papMakonelHbIX TpeOOBaHMNH B OTHOILUEHUU OIpPEICICHHON
JeKapCTBEHHOU (hOpMBI

7. Ilapamerp crneuudukanuu HE 3aTparuBacT KPUTHYECKUI  mapamerp,
HarpuMmep:

KOJIMYECTBEHHOE OIpeie/ieHNe

npuMecH (€ClIM TOJIBKO ONPEJEJICHHBIM pacTBOPUTENb OJHO3HAYHO HE
MCIIOJIb3YETCS B IPOU3BO/ICTBE JIEKAPCTBEHHOTO Mpenapara)

0010 KPUTHUECKYIO (PU3NYECKYIO XapaKTEPUCTUKY (YCTOMUMBOCTH TaOJIETOK
K pa3JaBiMBaHUI0O U HUCTUPAEMOCTh TaOJETOK, HE MOKPBITHIX O000JIOYKOM,
pa3Mepsl, u JIp.)

710001 3ampoc Ha MPOITYCK UCTIBITAHUS

8. [Ipenymaraemplii KOHTPOJIb TOJHOCTBIO COOTBETCTByeT Tabnuie 2.1.9.14.-1
ctatbt ®EADC «OIHOPOIHOCTh TO3UPOBAHHBIX €AMHUI)» U HE BKIIOYAET B
ceOs aJbTEpHATUBHBIC MPEUIOKECHUS  UCHBITAHUH  OJHOPOJHOCTH  C
MCIIOJIb30BAHUEM PACYeTHO-MAcCOBOro crnoco0a BMECTO crnocodba MpsMOro
OTpeJIeNICHUs, €CIIM MOCIEeIHUN yKa3aH B BbIIIIEyKa3aHHOW Ta0nuIle.




JlokymMeHTauus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3zieny (pa3fesaM) perucTparioHHOIO

JOChC.

2. CpaBHUTENbHAS TAOIUIA TEKYIIMUX U MIpeIIaraeMbix crienupukanui.

3. JlaHHble aHanIM3a JBYX IPOMBILUIEHHBIX CepUil (B OTCYTCTBHE JOJKHBIX
000CHOBaHMM JIJ1s1 OMOJOTUYECKUX AKTUBHBIX (PapMaleBTUUYECKUX CYyOCTaHIUI
— 3 cepuu) JEKapCTBEHHOIO IpernapaTa 1o BCeM MapaMeTpaM CHerUpUKAIIH.

4. ObocHOBaHUE (OLIEHKA PUCKOB), MOJATBEP)KIAIOIIEE, YTO MapaMeTp SIBJISETCS

HC3HA4YUMBbIM.

5. O0ocHoOBaHuUE (OLIEHKA PUCKOB), MOATBEPKAAIOIIEE, YTO YACTOTa UCIIBITAHUM
0 IMapaMeTPy MOKET OBITh U3MEHECHA.

<*> [Ipumedanue

€CIM B PETUCTPAIMOHHOM J0Che U (WJIM) HOPMATUBHOM

JIOKYMEHTE o KauyecTBY 3aperucTpUPOBAHHOTO
JIEKapCTBEHHOTO TIpenapaTa yIOMHHAETCS «TEKyIlee u3gaHue
(meiicTByroIIIEE W3/1aHKE B COOTBETCTBUU c

3aKOHOJIATeJIbCTBOM  IOCYJapCTBa-wiIEHAa)»  OTCYTCTBYET
HE00XOIMMOCTh B YBEJIOMJICHUH YIOJHOMOUYEHHBIX OpraHOB
00 oOnoBinenHoit cratbe Dapmakomen Coroza wiIHM
¢dapmakonen TrocygapcTBa-ujieHa (B ciy4yae perucrpanuu
JIeKapCTBEHHOI'O Iperapara B 0JIHOM rocyjnapcrae-wiene). B
CBA3M C OTUM Tako€ M3MEHEHUE TPUMEHSETCS IpHU
OTCYTCTBUM YIIOMUHAHUS OOHOBJIEHHOW (apMakonelHon
CTaTbl B PErHCTPALlMOHHOM J0Che U (WJIM) HOPMAaTHUBHOM
JOKYMEHTE I0 KayecTBY, a M3MEHEHHUE OCYILIECTBIISIETCS B
LEJSX BKJIIOYEHHS] YTOMUHAHUSI OOHOBJIIEHHON BEPCHH.

b.IL.r.2. U3meHeHue Heo6xomumeie | Jlokymentsl u | Ilpomemypa

AHAIIUTAYECKOMI

JICKaApCTBCHHOI'O IIpCIiapara

METOAUKHU YCJIOBHA JaHHBIC

a) HE3HAYUTEIIbHbIE

W3MEHEHHUS YTBEPKJICHHOM 1,2,3 1 IB

aHAJIUTHYECKON METOIUKHU

0) UCKITIOUEHHUE
AHATUTUYECKOU

€CIM  aJlbTepHAaTUBHAs  €H
METOJIMKA YKe 0Jj00peHa

METOJIMKH,

B) U3MEHEHUE
OMOJIOTHYECKOTO

(MMMYHOJIOTHYECKOT0,
UMM YHOXUMHUYECKOTO)

HUCIbITAHUA HWIN

KOTOPOM HCIIOJIb3yeTCs
OMOJIOTUYECKUI pEaKTHB, WU
3aMeHa OMOJIOTHYECKOTO
nmperapata  CpaBHEHHUS, HE

(3ameHa)

METOJia, B — — 1




OXBAQUCHHOI'O YTBCPKACHHLBIM

MIPOTOKOJIOM

T') IpOYHe U3MEHEHUS

aHAJIUTHYECKOM METOIUKH 1
(Bkrouass  0OaBICHUE WU

3aMeHY)

1) OOHOBJICHHE
AaHAJIUTHYECKON METOIUKH B

LEJIIX COOTBETCTBUS
OOHOBJIEHHON OOIIEH CcTaTrhbei
@apmakonien  Coroza  wiH 1,2,3,4 1 1A
dbapmakorien rocyJiapcTBa-

wieHa (Ipu  PErucTpaluu
JIEKapCTBEHHOTO TMpemnapara B
OJIHOM TOCYJIapCTBE-UJICHE)

€)B HeNsIX OTpaXKeHUS
coorBercTBUA  Dapmakoren
Coroza wimm  (dapmakoneu
rocy/iapcTBa-ujieHa (mpu
pErucTpany JeKapCTBEHHOIO
npenapara B OJIHOM 1,2,3,4 1 1A
rocy/apCcTBe-4JICHE) u
UCKITIOUEHUS YIIOMUHAHUS
ycTapeBIIei cOOCTBEHHOM
AHAIMTUYECKON METOJIMKH U €€
HOMEpa <*>

YcnoBus

1. [Ipenensl  coaepkaHWs CYMMBbI TNpPUMECE HE HM3MEHUJIUCh, HOBBIC
HeKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

2. OTCYTCTBYIOT CYIIECTBEHHbIE NU3MEHEHHS, BIUSIONIUE HA BOCIIPOU3BOIUMOCTD
aHAJIUTUYECKON METOJ/IUKH.

3. Meton wucnbeiTaHusT HE SBISETCS OHOJOTHMYECKUM (MMMYHOJOTHYECKUM,
WMMYHOXUMHUYECKUM)  WJIM  METOJOM, B  KOTOPOM  HCIOJIb3yeTCs
OMOJIOTHUECKU peakTHB (3a HMCKIFOYCHHUEM CTaHJIAPTHBHIX (papMaKomeHHbIX
MUKPOOHUOJIOTHYECKIX METOJIOB).

4. 3aperucTpupoBaHHAS AHAIMTHYECKAs METOJUKA YXKE€ CChUIaeTCs Ha OOIIYIO
crateto @Dapmakonen Coro3a wid (papmakonen TrocyaapcTBa-ujieHa (Tpu
pEruCTpali JIEKAPCTBEHHOTO TMpernapara B OJHOM TIOCYJapCTBEe-4JICHE), a
J00bIE M3MEHEHHS SIBISIOTCS HE3HAYMMBIMH M TPEOYIOT TEXHHUYECKOTO
OOHOBIICHHSI PETUCTPAIIMOHHOTO JIOChE.

JokymeHTauus

1. ITonmpaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3gesiaM) PperucTpanioOHHOrO
J0CbE, BKJIOYAsl OIMCAaHUE AHAIUTUYECKOM METOIMKH, NEPECMOTPEHHbIE
cnenuuKalui Ha TpUMecH (eCIu MPUMEHHMO).




<*> [Ipumeuanue

Eciu B gocke 3aperucTpupoBaHHOTO  JICKApPCTBEHHOTO
mpernapara YIOMHHACTCS «TEKyIlee W3AaHhe «TEKyIee
u3nanue (IeHCTByOIIee W3JaHHE B COOTBETCTBHUH  C
3aKOHOJIATEILCTBOM TOCYJapCTBA-UICHA)», HEOOXOIUMOCTh B
YBEJIOMJICHUH YIIOJTHOMOUYCHHBIX OPTaHOB 00 OOHOBIICHHOU
cratbe @apmakornen Coro3a win gapmakorneu rocygapcrna-
YJieHa OTCYTCTBYET.

b.1L.r.3. 3meHeHue, Heo6xomumeie | Jlokymentsl u | Ilpomenypa

3aTparuBaroumice

BBIIIYCKa B PEAJIbHOM BPEMEHU
WM BBIIIyCKa IO TapaMmeTpam
pu IIPOU3BOJCTBE
JIEKapCTBEHHOTO IIperapara

BBCJICHHUC YCJIIOBUA JaHHBIC

B.11.x) Cucrema ynakoBku (YKynOpKH)

b.1l.a.1. U3menenue Heo6xomumeie | oxymentsl | Ilpouenypa

NIEPBUYHOMN

JICKapCTBCHHOTI'O IIpCIiapara

YIIaKOBKH YCIIOBHA U JaHHBIC

a) KAYeCTBCHHBIM W (WJIN)
KOJIMYECTBEHHBIN COCTaB
MaTtepuaia CUCTEMbI YITaKOBKH
(YKynopkm) IIEPBUYHON
YIaKOBKH
1. TBepaple  JI€KapCTBEHHbIE
DA P 1,2,3 1,2,3,4,6 IA
dbopMbI
2. Msirkue W HeCTepWJIbHbBIE
JKUIKHAE JIEKapCTBEHHBIE — 1,2,3,5,6 IB

dbopMbI

3. CTepuiibHbIC

JIeKapCTBEHHbIE Mpenaparbl U

OUOJIOTHUYECKUE

JIeKapCTBEHHbBIE MTPenapaThl

4. N3meHeHue 3aTparuBacT
YIIaKOBKY, o0J1aJatoIyI0
MEHBITUMHU 3aIUTHBIMH
CBOMCTBaM pu — — I

OJIHOBPEMEHHBIX H3MEHEHHUSX
yCIIOBUM XpaHeHus u (Win)
COKpAILEHUHU CPOKA FOJHOCTH

0) U3MeHeHue

BUIA




IIEPBUYHON  YNAKOBKH  WJIU
no0aBiieHHE  HOBOIO  BHIA
IIEPBUYHOMN yIIAKOBKHU

1. Teepasie, MSATKHE "
HECTEPHUIIbHBIC KUIKUE — IB
JIeKapCTBEHHBIE (POPMBI

o~
o
~N w

2. CTepuIibHBIC
JIEKapCTBEHHBIC TMpEnapaTsl U
OnosoruuecKue
JICKapCTBEHHBIC TIPETIapaThl

3. Ucxirouenue BHIA
HIEPBUYHOI YITaKOBKH,
KOTOPO€ HE MPHUBOIUT K
MOJTHOMY HUCKJIFOYECHUIO
JIO3HPOBKH J5RI05
JICKapCTBEHHOU (DOPMBI

VYenosus

1. I3MeHeHue 3aTparuBaeT TOJIBKO OJUH M TOT € BUJ YNAKOBKHU (Hampumep,
onuctep Ha GiHCTED).

2. ITo 3HaUMMBIM CBOWMCTBaM TMpeljaraeMblii YIMaKOBOYHBIA MaTepuai JOJKEH
OBITH IO MEHBIIIEH Mepe YKBUBAJICHTHBIM 0JJOOPEHHOMY.

3. HauaTel COOTBETCTBYIOIIME HWCCIEAOBAHUS CTAOMIBHOCTH W 3asSBUTEIIEM Ha
MOMEHT BBEJIEHUS HM3MEHEHUN MpOaHAIU3UPOBAHbI COOTBETCTBYIOLIUE
napaMeTpsl CTaOUIBHOCTH HE MEHEE YeM Ha 2 OMBITHO-NPOMBIIUICHHBIX HIIN
MPOMBIIIJIEHHBIX cepusix, B ero pacnopsiKeHUuu HaxoJsTCs
yIIOBJIETBOPUTEIbHBIE PE3YJIbTATHI 110 MEHBIIEH Mepe 3-MeCAYHOro M3y4eHUus
crabunbHOCTH. OJIHAKO, €ClM TpejJiaraeMasl yrnakoBka Oosiee ycTOWYHMBA IO
CPaBHEHHUIO C O0/J00pEHHOW, TO 3-MecsyHble NaHHbIE MO CTAOMIBHOCTU HE
TpeOytorcs. VccnenoBaHust TOJKHBI ObITh 3aBEpIICHbI, €CIU UX PE3yIbTaThl
HE YKJIaJbIBAIOTCS B CHEIU(PUKALNNA WA TOTEHUHUATBHO MOTYT HE YJIOXKHUTHCS
B creuu(uKaluu Ha KOHEILl CpOKa I'OJHOCTH, JepkKaTeilb PerucTPalliOHHOTO
YIOCTOBEpEHUS 0053aH COOOUIUTh YIOJTHOMOYEHHOMY OpraHy Hapsay
npeyaracMbIM IUIAHOM JICHCTBUM.

4. OcraBmasics popma (PopmbI) BBIITyCKa JIEKAPCTBEHHOT'O IMpenapara JOJIKHA
OBITh JIOCTATOYHA JJIsi BBHITIOJHEHUS PEKOMEHIAIMNA 10 O3UPOBAHHUIO H
NPOJOJKUTEIbHOCTH  JICYEHUS, YKa3aHHbIX B O0OIIEed XapaKTepUCTHKE
JIEKapCTBEHHOTO Mpernapara.




JlokymMeHTauus
1. [lonpaBka K COOTBETCTBYIOLIEMY pa3feny (pa3aenam) perucTpaluoOHHOTO

JOChC.

2. HeoOxomuMble JlaHHBIE O HOBOM YIAKOBKE (HalpuUMeEp, CPaBHUTEIbHBIE

JaHHBIE TI0 MPOHHUIIAEMOCTH, HarpuMmep, 1 O,, CO,, Biaru u T.1.).

3. B cooTBeTCTByOIHMX Ciaydasx HEOOXOIUMO TPEJCTABUTH IOATBEPKICHUE

TOTO, UYTO B3aWUMOJICHCTBUE MEXIY COJCPKUMBIM M  yHaKOBOYHBIM
MaTepuaJioM HE TMPOUCXOAUT (HANPUMEpP, OTCYTCTBYET IE€pEMEIICHUE
KOMIIOHEHTOB TMPEIJIaraéMoro Marepuajia B €ro COJAECPKUMOE, KOMIIOHEHTBI
JIEKapCTBEHHOTO TMperapara HE TMepexoasT B  YNaKOBKY), BKJIOYas
MOATBEPKJICHUE TOro, YTO MaTepual COOTBETCTBYET COOTBETCTBYIOIIUM
dbapMakoIneiHpIM TpeOOBaHUAM WX akTaMm opraHoB Coro3a 0 6€30macHOCTH
MAaTEpHAIIOB KOHTAKTHPYIOIIUX C MUIIEBON TPOLYKIIUEH.

4, HeKJ’IapaI_II/I}I ACPXKATCII PECruCTpalUOHHOIO YAOCTOBCPCHHUA, UYTO HAYaThI

TpeOyemble UCCIeNOBaHUsl CTaOWIBLHOCTU (C yKa3aHHEM HOMEpOB cepuil) u
yTO (B COOTBETCTBYIOIIMX CIy4asX) Ha MOMEHT BBEJCHHUS H3MCHCHHUI B
pacropsDKEHUU  3asiBUTENST  HAXOAWINCh  TpeOyeMble  MHUHHMAaJIbHBIC
yIIOBJIETBOPUTEIbHBIC TAHHBIC 1O CTAOMIBHOCTH; U YTO UMEIOIIUECS JaHHbIC
HE CBHJETEILCTBOBAIM O Kakoi-mubo mnpobreme. Heobxoammo Takxke
MPEACTaBUTh MOJITBEPKJICHUE TOTO, YTO MCCIEAOBAHUS OyAYyT 3aBEpILICHBI, U
4TO €CNU pe3yibTaThl HE OYIyT YKIAIbIBAaThCS B CleUU(DUKAIUU WU
MOTEHIIMATLHO MOTYT HE YJIOXHUTBHCS B CHEIU(UKAIMK Ha KOHEI[ CpOKa
TOJHOCTH, AEpXKaTellb PErMCTPALMOHHOIO YIOCTOBEpEHHUs 00s3aH COOOIIUTH
YIOJHOMOYEHHOMY OpTaHy Hapsay C Mpe/jiaraéMbIM MIaHOM JeHCTBUH.

5. PeBynBTaTH HCCIICIOBaHU M CTaOMJILHOCTH TIO0 3HAYMMBIM ImapamMeTpam

CTaOMJILHOCTH HE MEHee YeM Ha 2 ONBITHO-NPOMBIIUICHHBIX WU
MPOMBIIIUIEHHBIX CEPUSAX, OXBAaThIBAIOIIMX HE MEHee 3 MeECSlEeB, U
MOJITBEPK/ICHUE TOTO, YTO YKa3aHHBIC HCCIEAOBAaHUA OyIyT 3aBEpIICHBI U
€ClIi  pe3ylnbTaThl He OyAyT yKJIaAblBaTbcd B CHCHU(PUKALUUA WU
MOTEHIIMATFHO MOTYT HE YJOXHUTHhCS B chenudUKalid Ha KOHEI CpOKa
TOJTHOCTH, JAEpXaTellb PErMCTPAlMOHHOIO YIOCTOBEpEHHUs 00s3aH COOOIIUTH
YIIOJTHOMOYEHHOMY OPTaHy HapsAy C MPeAIaracMbIM IJIAHOM JIEWCTBHM.

6. CpaBHEHHE TEKYIIUX M MpeJjiaraeMbiX crenupuKanui MepBUYHON YIaKOBKU

(eciu MPUMEHHUMO).

7. ITpu HeobxonuMocTu GoTo U (WIN) CXEeMAaTUYECKUNH PUCYHOK HOBOW CHCTEMBI

YHAKOBKH (YKYTOPKH).

8. [lexnapanus aepxareiis perucTpallMOHHOTO YAOCTOBEPEHHUS, YTO OCTaBIIUHCS

pasmep (pa3Mephl) YIMAKOBKH COOTBETCTBYET PEXHUMY JO3UPOBAHUS W
NPOJOJKUTEILHOCTH  JIGYEHUST W JIOCTATOYHBI  JJIsi  BBITIOJHEHUS
pEKOMEHAIMKI IO JO3MPOBAHUIO, TPHUBEJCHHBIX B OOINEH XapaKTEPUCTUKE
JICKapCTBEHHOTO TIpernapara.

[Tpumeuanue |dms B.ILLJI.1.6) — ecnu u3mMeHeHne MPUBOJIUT K «OOpa30BaAHUIO

HOBOM JIeKapCTBEHHOW (OPMBI», TO TaKOe M3MEHEHHEe TpeOyeT
[IOJa4U 3asiBJICHUS O PACIIUPEHUH PETUCTPALUU.

b.IL.n.2. U3menenue HeoOxomumeie | lokymentst | IIpouenypa

napaMeTpoB CHEHU(PHUKAINA H yCIIOBUSA Y JJaHHBIE




(unn) KpUTEPUEB
[IPUEMIIEMOCTHU IIEpPBUYHON
YIaKOBKH JI€KapCTBEHHOTO
npenapara

a) y)KeCTOUeHHEe  KpUTEpHEB
NPUEMIIEMOCTH clielnPpUKaIuu

1,2,3,4

1,2

0) mo6aBieHUE B
crienupuKanuio HOBOT'O
napamerpa 51
COOTBETCTBYIOIIEH emMy
AHAJUTUYECKON METOIUKU

1,2,5

1,2,3,4,6

B) UCKIIFOUCHHUE
HECYIIECTBEHHOTO TapameTpa
cnemupukanuu  (Hampumep,
UCKITIOUCHHE yCTapeBIIEro
rnapameTpa)

1,2

1,2,5

r) fo0aBJIeHUE WU 3aMeHa
napaMmerpa crnenupukanuu Hu3
cooOpaxeHud  0€30MacHOCTH
WJIM Ka4uecTBa

1,2,3,4,6

1) pacIlIpeHue KpUTEPUEB
MPUEMIIEMOCTH IS TTapameTpa
«oo1as TOJIIIINHA
OnmucTepHoO dosbru
(MOKpBIBHOM  aJIFOMUHHUEBOM
(GoNIbru) MepBUYHON YIIaKOBKHU
TBEPABIX JICKapPCTBEHHBIX
¢bopmM, BBI3BAHHOE pa3HUIICH B

6,7

o =
o N
~ &

KOJINYECTBE
MaTepuasa TpyHTOBKH

HaHOCHUMOI'O

VYcnoBug

1.

HN3MeHenne He SABIIIETCS CJIICACTBUEM KaKoro-anoo OGﬂBaTeﬂbCTBa, IMPUHATOTO
II0 pe3ylibTaTaM paHCC IMPOBCACHHBIX JKCIICPTHU3 C LHCJIbIO aHAJIN3a KPHUTCPHCB

OpUeMIeMOCTH  crneurdukanuu  (HampuMep, B XOJA€  PEruCTpaluu
JIEKapCTBEHHOTO Mpenapara Wil BHeCeHUH u3MeHenu I tuna).
2. I3MeHeHHe He  ABIFETCA  CJIEACTBHEM  HENpPEIBUICHHBIX  CUTYallUid,

o b

BO3HHUKIIOHX B XO/JI€ ITPOU3BOJACTBA.

. JIto0oe M3MeHeHne TOKHO YKIIaAbIBaThCS B IMANA30H TEKYIINX OA00PEHHBIX

KPUTEPUEB NMPUEMIIEMOCTH.

. AHanuTHYECKas METOJAMKA HE N3MEHSICTCS WU U3MEHIETCSI HE3HAUUTEIBbHO.
.HoBas MeTonmka WCHOBITAHHS OCHOBaHA Ha OOIIMX METOJaX aHaJIu3a,

onucanHbix B @apmakornee Coroza wiu dapmakonee rocynapcrBa-uiieHa (B
cllyyae perucTpaluu JEeKapCTBEHHOro Ipenapara B OJHOM TOCYAapCTBe-




yiiene) (Hanmpumep, BOXX, ciektpodoTromeTpusi, THTpUMETPHS U TIP.).

6. MaTepuan rpyHTOBKH HE H3MEHSIETCSI.

7. HagaTbl COOTBETCTBYIOIINE MCCIEAOBAHUS CTAOMILHOCTH B COOTBETCTBHH C
aktamu opraHoB Coro3a B cdepe oOpaiieHUs JICKAPCTBCHHBIX CPEICTB HE
MEHEE YeM JBYX OIBITHO-TIPOMBIILICHHBIX MJIM MPOMBIIUICHHBIX CEpUUA. DTH
UCCIICIOBAHUSI  JOJDKHBI  OBITh  3aBEPIICHBI, a JaHHBIC HEMEJICHHO
NPEICTaBIICHBl YIIOJIHOMOYCHHBIM OpraHaM, €CJIM OHHM BBIXOJAT 3a TMPEICITbI
cnenuuUKaMid WIM MOTCHIMAIBHO BBIAAYT 3a TPEACIbl CHEIU(PUKAIIN B
KOHIIE 0I0OPEHHOT0 CPOKA TOAHOCTH.

JlokymMeHTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3fesiaM) PperucTpallMOHHOrO
J0Che.

2. CpaBHuTeNbHAs TaOIUIA TEKYIUX U MPEAJIaraeMbIX CreU(pUKaALIAN.

3. [TonpoOHOEe omucaHWe HOBOW AaHAIUTUYECKOM METOAMKHA U JIaHHBIC 10
BaJIMallMU (B COOTBETCTBYIOIIMUX CIydasx).

4. JlanHble aHAM3a ABYX CEpU YIMAKOBOYHOI'O MaTepuaja Mo BCeM MapameTrpam
(Tmokazarensam) crierupUuKaIim.

5. O6ocHOBaHuE (OLEHKA PUCKOB), MOATBEPKIAIOLINE, YTO MapameTp SBIAETCA
HE3HAYUMBIM.

6. O0ocHOBaHME  HOBOTO  MapaMeTpa  crnenupuKanmuu U KpUTEpHUEB
MIPUEMIIEMOCTH.

7. IlonTBepxaeHNe Havajla COOTBETCTBYIOIIMX MCCIEAOBAHUNA CTAaOUIBHOCTH B
COOTBETCTBUU ¢ akTamu opranoB Coro3a B cpepe oOparieHus ieKapCTBEHHbIX
CPEICTB HE MEHEE YeM JIBYX OMBITHO-TIPOMBIIIJICHHBIX WA MPOMBIILICHHBIX
CEpHH.

b.11.1.3. U3MmeHenue Heo6xomumeie | loxkymentsi | Ilpouenypa
AHAIMTUYECKON METOAUKHU I YCJIOBUS 1 JaHHBIE
IIEPBUYHOMN YIIAKOBKH

JICKApCTBCHHOTI'O IIpriapaTa

a) He3HAYNMBbIE U3MCHCHHUS
0/IO0OpPEHHON  aHAIUTUYECKOU 1,2,3 1,2 1A
METOJTUKH
0) mpoune W3MEHEHUS
AHATUTUYECKOU METOAUKHU
A 1,3,4 1,2 IA
(BKITIOUAs 3aMEHYy 158105
J00aBJICHHE)
B) UCKJIIOYCHHE
aAHAJTUTUYECKON METOJIUKH, 5 1 A

€CIIM  aJbTEepHAaTUBHAs €W
METOMKA YK€ 0100peHa




VYcnoBus

1. CormacHo cooTBeTCTBYIOIIMM akTaM opranoB Coroza B cdepe oOpamieHus
JEKapCTBEHHBIX  CpPEJICTB,  IpPOBEJEHAa  HEOoOXoauMas  BaJIMJaLus,
HOJTBEPKAAIOIIAs, YTO OOHOBJIEHHAS! aHAJUTHYECKAsh METOJMKA 110 MEHbIIEH
Mepe SKBUBAJIEHTHA MPEIbIAYIIEH.

2. Meron aHanm3a He M3MEHHJICS (HampuMmep, U3MEHEHUE JUIMHBI KOJOHKHU WIIH
TeMIepaTyphl, HO He pyras KOJIOHKA WK METON).

3. Hu onuH HOBBIM METOJ HCHBITAaHWS HE OCHOBAaH Ha HOBOW HECTaHAApPTHOMN
METOJIMKE UM CTaHIapTHOW METOIUKE, UCTIOIb3YEMOU IT0-HOBOMY.

4. AktuBHas (¢apmareBTUueckas cyOcTaHuus (JIEKapCTBEHHBIN IHpernapar) He
SBIISIIOTCS] ONOJIOTUYECKUMHU.

5. AnpTepHaTUBHAs aHATUTHUYECKash METOAMKA JUIs Mapamerpa crelnupuKauu
yKe 0J100peHa.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3zieny (pasfenaM) pPerucTparioHHOTO
JI0Che.

2. CpaBHUTENBHBIC PE3YNBTATHl BAJIWAANWNA WU, TPU HATUYAA OOOCHOBAHUS,
CpaBHUTENBHBIC PE3yJbTAaThl aHANIN3a, MOATBEPKAAIONINE TO, YTO TEKYIEee U
npeajaraeMoe HUCIbITaHUE OJKBUBAJICHTHBI. Hactosiimee TtpeboBaHue He
MIPUMEHSETCS, €CIIU T0OaBISETCA HOBAsl aHAIMTHYECKAss METOIUKA.

b.Il.n.4. Usmenenne  dopmei| Heobxomumeie |Jlokymentsl | Ilpomemypa
WIM  pa3MepoB CHUCTEMBI YCIOBHUS Y JaHHbIE

YIAaKOBKHU (YKynopkw)
HNEePBUYHOMN YIAKOBKU

a) HECTEPUJIbHbIE
JIEKApCTBEHHBIE MpPENapaThbl

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

0) usmenenue QGopmbl  UIU
pa3mepoB 3aTparuBacT
KITIOUEBBIC MoKa3aTeau
YIIaKOBOYHOTO MaTepuana,
KOTOpPbIE MOTYT CYIIECTBEHHO — — 1
TIOBJIUSTH Ha JTIOCTaBKY,
NpUMEHEeHHe,  0e30MacHOCTh
W CTaOMILHOCTH
JICKapCTBEHHOTO Mpernapara

B) CTEpUJIbHBIE
JIeKapCTBEHHbBIE MTpenapaThl

- 1,2,3,4 IB




Ycnosus
1. KayecTBEHHBI M KOJMYECTBEHHBI COCTaB MarepHvalla NEPBUYHOM YINAKOBKH

HEC U3MCHUIICA.

2. I3MeHeHne He 3aTparuBacT KIIOYCBBLIC ITOKA3aTCIIM KAa4CCTBA YIIAKOBOYHOI'O

Marepuana, KOTOpble MOTYT TIOBIHMATH Ha JOCTaBKYy, IpUMEHEHHE,
0€30MMaCHOCTh WK CTAOMIIBHOCTH JIEKAPCTBEHHOT'O IIperapara.

3. HpI/I HU3MCHCHHHU CBO60Z[HOFO IMpOCTPaHCTBA WJIM OTHOHICHHUA ITOBCPXHOCTH

(oObeM)  HaAYaThl  COOTBETCTBYIOIIME  MCCIICAOBAHUS  CTAOMIBHOCTH;
MPOaHATM3UPOBAHBI COOTBETCTBYIONIUE TapaMeTPhl CTAOMILHOCTH HE MEHEe
YeM Ha 2 ONBITHO-IIPOMBINUICHHBIX (ISl OMOJIOTMYECKHX JIEKapCTBEHHBIX
npenapaToB — 3 CepHsAX) WIM TMPOMBIINIICHHBIX CEPHUSAX; B PACIOPSIKEHUU
3asBUTENISI HAXOAATCS YAOBJICTBOPUTEIbHBIC PE3yIbTaThl IO MEHBIIICH Mepe 3-
MECSYHOTO HW3y4YeHUs] CTAOMIBHOCTU (AJisi OMOJOTUYECKHX JIEKapCTBEHHBIX
npemnapaToB — 6-mecssgyHOro0). [ToATBEpKACHHE TOTO, YTO UCCIICAOBaHUS OYyayT
3aBEPIICHBI U €CITU PE3YJIbTaThl He OYAYT YKIAIBIBATHCS B CICIUMUKAIINN WU
MOTYT TOTCHIIMAJLHO HE YJIOXHUTHCS B CHEIMUPUKANMA Ha KOHEI[ CpOKa
TOJTHOCTH, JCPXKATEIb PETHCTPAIMOHHOTO YIOCTOBEPEHHUS 00s3aH COOOIIUTH
YIOJHOMOYEHHOMY OpPTaHy Hapsay ¢ Mpe/jiaracMbIM IIAHOM JIeHCTBUH.

JlokymMeHTauus
1. [TonpaBka K COOTBETCTBYIOIIEMY pa3aeny (pasaenam) perucTparioHHOTO

J0Cbe, BKJIIOYAas OMNHMCaHWe, NOAPOOHBIM YepTeK M COCTaB MaTepuasa
NEPBUYHOM YMAaKOBKM WJIH YKYNOPKH, a TakKke NepecMOoTp HHpopmanuu o
JIEKapCTBEHHOM IIpenapare.

2. [Tpu HeoOxoaumocTH GOoTO U (WIH) CXeMAaTHUYECKH pUCYHOK HOBOM YITaKOBKHU

(ykymopkn)

3. HpOBeI[eHBI IIOBTOPHBIC BaJIMAAIIMOHHBIC HCCIICA0OBaHUA CTCPUJIbHBIX

[IPEIapaTos, MOABEPTAOLIUXCS (bUHHIITHOK CTEPUIIA3ALUHU. B
COOTBETCTBYIOIIMX  CIydasX HEOOXOIMMO yKa3aTb HOMEpa CEpuH,
HCTOJIb30BAHHBIX B BaJUIAIIMOHHBIX UCCIICAOBAHUSX.

4. IIpn u3MeHeHnH CBOOOIHOTO MPOCTPAHCTBA WJIM OTHOIICHUS TOBEPXHOCTU K

o0beMy JeKiiapaiusi Jep>KaTeisl PEerucTPallMOHHOTO YJIOCTOBEPEHUS, 4YTO
HayaThl TpeOyeMmble HCCIEAOBaHUS CTAOMIBLHOCTH (C yKa3aHUEM HOMEPOB
cepuil); U 4Tro (B COOTBETCTBYIOLIMX CIIy4yasix) Ha MOMEHT peau3aluu
yBeZOMJIEHUSI 00 U3MeHeHUH [A Tumna v nojayu yBeAOMIIEHUSI 00 U3MEHEHUU
IB Tuma B ero pacnopspkeHUU HaXOISATCSA YAOBJICTBOPUTEIBHBIE PE3YJIbTATHI
W3Yy4YeHUs CTAOUIILHOCTH; U YTO UMEIOIIHECS JaHHBIC HE YKa3bIBAIOT HA KaKWe-
160 mpobiembl. Heo6XonuMo Takke MpeCcTaBUTh MOATBEPKIEHUE TOTO, YTO
uccienoBaHusi OyayT 3aBepIICHbl, W €CIH pPe3yabTaThl HE OyayT
YVKJIAJbIBAThCA B CHEUU(PUKAIMN WX MOTYT MOTCHIMAIBHO HE YJIO0XKHUTHCS B
cnenuUKaMA Ha KOHEI[ CPOKa TOJHOCTHU, JEpKaTelh PETUCTPAIMOHHOTO
YIOCTOBEpEHUS 0053aH COOOIIUTH YIOJTHOMOYEHHOMY OpTraHy Hapsiay C
MpeIaraéMbIM IIJIAHOM JEHCTBUM.

b.IL.a.5. Usmenenne  opmer
BBIITYCKa JIEKapCTBEHHOTO
npemnapara

HeobOxonnMmsie
YCIIOBHS

JloKyMeHTBI
Y JTaHHBIE

[Ipouenypa




a) I3MCHECHHUE KOJIMYEeCTBa
e INHAI] JIEKapCTBEHHOMN
dbopmbl (Hampumep, TaOJIETOK,
aMIyJ 4 T. J.) B YIAKOBKE

1. I3smeHeHne yKIaabIiBaeTCs
B OJOOpEHHBIH  JHMama3oH

KOJIMYECTBAa  JIEKAPCTBEHHOMU 1,2 1,3 [Any
¢opmbl  (umcia  1103) B

YITAKOBKE

2. smeHenue HE

YKJIaJIBIBAETCS B 0JI0OPEHHBIMH

JHaITa3oH KOJINYECTBA 1,2,3 IB
JIEKApCTBEHHOMN (bopMBbI

(ducna 103) B yIaKkoBKe

0) uckiroyeHue (GopM BEITTyCKa 3 1,2 [Any

B) U3MEHEHNE  HOMHHAIHHOM

MAaccChl (HOMUHAJIBHOTO

o0bema) CTEPUIIBHBIX

MHOTOJI03HBIX (mmm

OJIHOJIO3HBIX C YaCTHUYHBIM

H3BJICUCHHUEM ) — — I
MapeHTePaTbHBIX

JIEKAPCTBEHHBIX IPENapaToB U
OMOJIOTHYECKHX MHOT'0JJO3HBIX
MapeHTEPaIbHBIX
JIEKApCTBEHHBIX ITpEnapaToB

I) U3MEHEHHE  HOMUHAIbHOU

MacChl (HOMHHAJTHFHOTO
o0bemMa)  HemapeHTepaTbHBIX
MHOTOJIO3HBIX (mmm — 1,2,3 IB

OJHOJO3HBIX C YaCTUYHBIM
U3BJICUCHUEM) JIEKAPCTBEHHBIX
IIpernapaToB

Ycenosus

1. HoBblli pa3mep YMaKOBKH JOJIKEH COOTBETCTBOBATH PEKUMY JO3UPOBAHUS U
NPOJOJKUTENIbHOCTH  JICUEHUS, YKa3aHHbIM B OOIIeH XapaKTepUCTHUKE
JIEKapCTBEHHOI0 IIpenapara.

2. Marepuan nepBUYHON YIAaKOBKU HE U3MEHSETCS.

3. OcraBmmecss (OpMbl BBIITYCKAa MO3BOJISIIOT BBINOJHUTh PEKOMEHIAIMHU 10
JNO3UPOBAHUIO W JUIMTENBHOCTM  JICYEHMs, yKa3aHHble B  0OIel
XapaKTEPUCTUKE JIEKAPCTBEHHOTI'O IIpenapara.




JlokymMeHTauus

1. IlompaBka K COOTBETCTBYyIOLIEMY pas3fen (pas3aesaM) PperucTpalvoHHOro
JIOChE, BKIIIOYAsi IEPecMOTp MH(POpMaILUK O JIEKApCTBEHHOM Mpenapare.

2. O6ocHOBaHKE, YTO HOBBIC (OCTAIOIIMECS) pa3Mephl YIAaKOBOK COOTBETCTBYIOT
PEXUMY JTO3UPOBAHUS U MPOJODKUTEIBHOCTH JICUEHHUs, YKa3aHHBIM B OOIIICH
XapaKTEePUCTUKE JIEKapCTBEHHOTO Mpernapara.

3. Jlekmapariys, 4To eCIM 0KUAeTCs BIMSHUE HA CTA0OMIBHOCTD, COTJIACHO aKTaM
opranoB Coro3a B cepe oOpalieHus JICKapCTBEHHBIX CPEICTB OYIyT Ha4aThl
ucciaeoBaHusi CcTaOMIBHOCTU. JlaHHBIE HEOOXOIMMO MPENCTaBUTh (C
MpeasiaraéMbIM TUIAHOM JCHCTBHUIA), B cllydae €CIM OHU HE YKIIAJIbIBAIOTCS B
crienupuKaum.

[Ipumeuanue: |lns b.Il.p.5.B u b.ILa.5.r — ecnum u3MeHEHHWE NPUBOAUT K
M3MEHEHUIO «IO3UPOBKW» JICKAPCTBEHHOIO Ipernapara, TO TaKOoe
U3MEHEHUE TpeOyeT MoJauu 3asBJICHUS O PACIIUPEHUHU.

Bb.I11.1.6. U3menenue kakoi-nmubo| HeoOxomumbie |loxymentsi| Ilpouemypa

COCTaBIIAOILEH YIaKOBKHU YCJIOBUS Y JTaHHBIE
(yrmakoBOYHOTO Marepuana),
HEMOCPECTBEHHO HE
COIPUKACAIOIIEHCS Cc
JIEKapCTBEHHBIM npenapaTom
(Hampumep,  LBET  ChEMHBIX

KOJIMaA4YKOB, IBCTHBIC KOIOBBLIC
KOJIblla Ha aMIlyjiaX, U3MCHCHHUC
KOJIIa4Ka, 3alHuIIaromcero Huriy

(MCTIONTE30BaHUE JPyToro
ITACTHKA), W3MCHCHHE JH3aiiHa
(uBeTa) MaKeTOB

MIPOMEKYTOYHON WM BTOPUYHOMN
YIAaKOBKM, HAaHECEHHWE UITPUX
koga (2D, 3D), mHaHeceHue
mpudTa bpaiins)

a) U3MEHEHUe,  3aTparuBarollee
UH(POPMAIIUIO O JIEKAPCTBEHHOM
npenapare, yKa3aHHYI B ITYHKTE 1 1 l1Agy
1.6.1 mnpunoxenus Ne 19 «k
[IpaBunam perucrpanum.

0) u3MeHeHue, HE
3arparuBaroniee MHGOPMAIUIO O
JIEKapCTBEHHOM npemnapare,

yKa3aHHyl0 B IyHkre 1.6.1
npuioxxeHust Ne 19 k IlpasBuiiam
pErucTpaLmH.




YcnoBus

1. 3meHeHue He 3aTparuBaeT 4YacTU yIMaKOBOYHOTO MaTepHasia, KOTOpPble MOTYT
MOBJIUSATH Ha JIOCTABKy, MPUMEHEHHE, OE€30MacCHOCTh WWIH CTa0UIBHOCTH
JIEKapCTBEHHOTO Ipenapara.

JlokymMeHTanus
1. [TompaBka K COOTBETCTBYIOIIEMY pa3aeny (pasaenaM) peruCcTPallMOHHOTO
JIOChE, BKIIIOYAs IEPecMOTp MH(POpMaIIMK O JIEKAPCTBEHHOM Mpernapare.

B.I1.1.7. U3meHenue Heo6xomumeie | lokymenTsl | IIponemypa
MIPOU3BOUTENS KOMITOHCHTOB yCJIOBUS W TaHHBIC
CHUCTEMBbI YIAKOBKH (YKYIOPKH)
MEPBUYHOM YIIaKOBKH WJIN
JOTIOTHUTENBHON NPOAYKIMH (B

TOM quCcIe YCTPOMCTBA,
KOMIUIEKTYIOIIETO CpeICTBA),
(ecnm yKa3aHO B

PETUCTPALIMOHHOM JIOCHE)

a) UCKITFOUCHHE MPOU3BOAUTEIIS 1 1 IA
0) 3ameHa  wiIn obaBiieHne

) A 1,2,3 4 1,23 A
TIPOU3BOTUTEIIS
B) M1000€ M3MCHCHHUE
MIPOU3BOAUTENS criericepoB — — ]
JIO3UPOBAHHBIX UHTAISITOPOB
') UBMEHEHUE HAaUMEHOBAHUS
TIPOU3BOTUTEIS KOMITOHEHTa

p A 5 1 1A

CUCTEMBbl YNAKOBKH (YKYHOPKH)
NEPBUYHOMN YMaKOBKU <*>.

YcnoBus

1. UcknroueHne KOMIIOHEHTA yIIAKOBKU WM U3/EIUs HE IPOUCXOIUT.

2. KauecTBeHHBIN U (MJIM) KOJTUYECTBEHHBI COCTaB MaTepUajOB KOMIIOHEHTOB
CUCTEMBbI YMAaKOBKHU (YKYMOPKH) NMEPBUYHON YMAKOBKU WU JOMOJIHUTEIbHON
OpPOAYKIMU (B TOM 4YHCIE YCTPOMCTBA, KOMIUIEKTYIOIIETO CpEeACTBa) U
crenu(UKaIuy 3CKU3a He U3MEHSIOTCA.

3. Cneuudukauuy M METOAbl KOHTPOJI KayecTBa [0 MEHbIIEH Mepe
HKBHUBAJICHTHBI.

4. MeTo1 CTEpUIIN3ALIMY U €€ YCIOBUS HE U3MEHSIOTCS (€CIIHM IPUMEHUMO).

5. U3meHeHHne mNpoOU3BOAUTENSI KOMIIOHEHTa CHUCTEMBbI YMAKOBKH (YKYIIOPKH)
NEPBUYHON YNAKOBKM WJIM JOMOJHUTEIbHOW MNPOAYKIUU (B TOM YHCIIE
YCTPOICTBA, KOMIUIEKTYIOIETO CPEICTBA) HE MTPOUCXOIUT.




JlokymMeHTauus

1. [lonpaBka K COOTBETCTBYIOLIEMY pa3feny (pa3aenam) perucTpaluoOHHOTO
JTIOChE.

2. JIOKyMEHTBl ¥ CBEICHHUA O MEAMIMHCKOM U3JIENNH, TpUilaraemMble K
JIEKapCTBEHHOMY IIpernapary, B COOTBETCTBMM C IIYHKTOM 187 HacTosmmx
IIpaBui.

3. CpaBHUTENbHAS TAa0NMIIAa TEKYHIIUX M TpeiaraeMbix crenuduxanuil (eciu
MIPUMEHUMO ).

<*> [Ipumeuanue |[Ipm HeoOXomuMocTH JOaHHass WHGOPMAIUS —IMOJICKHUT
YIAJICHUI0 M3 PETUCTPAIMOHHOTO JOChE JIEKApCTBEHHOTO

npenapara.
b.IL.n.8. lo6aBneHue wi| HeoOxonumeie | lokymentsl | Ilponenypa
U3MEHEHHE KaJIEHJapHOMH| yCIIOBUSA U JIaHHbIE
YIIaKOBKH e yKe
3apEeTruCTPUPOBAHHON (dopMeI
BBIITyCKa JIEKapCTBEHHOTO
npemnapara
1 1,2,3,4,5 [Any
YcnoBus

1. Marepuan mnepBUYHON YIAKOBKM OCTAETCS MPEKHUM, (QYHKIIMOHAIBHBIC
XapaKTepUCTUKHU (3al[UTHBIC CBOMCTBA) MaTeprasa OCTAIOTCS MPEKHUMH.

JlokymMeHTauus

1. [lonpaBka K COOTBETCTBYIOIIEMY pa3aeny (pasaenam) perucTparioHHOTO
JTOCheE.

2. HeoOxonMble JaHHBIC O HOBOKM yIIaKOBKE.

3. CpaBHEHUE TEKYIIUX W TpeJiaraéMbIX crienupuKaiui MepBUYHON yIIaKOBKU
(eciu MPUMEHHUMO).

4. B COOTBETCTBYIOLIUX CIIy4asiXx H300paKeHHsI HOBOTO KOHTeHHepa (YKYTOPKH).

5. [MoarBepxaenue, 4To Gopma BEIITYCKa COOTBETCTBYET PEKUMY TIO3UPOBAHUS U
MPOJIOJKUTEIIBHOCTU JICUCHHUS W TOAXOJUT JJIS BHITIOJIHEHUSI PEKOMEHIAIUN
MO JI03UPOBAHMIO, MIPUBEJICHHBIX B OOIIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara.

B.Il.e) CtaduabHOCTH

b.ll.e.1. UI3meHenune cpoka| Heoboxomumelie | Jlokymentsl u | [Ipouemypa
TOJTHOCTH WJIM YCIIOBUM XpaHEHHUs YCJIOBUS JTAHHbIE
JIEKapCTBEHHOTO Ipernapara

a) COKpalleHHe CpoKa TOJIHOCTH
JIEKapCTBEHHOT0 Ipenapara

1. YoakoBaHHOTO BO

1 1,2,3 IAny
BTOPHYHYIO YIAKOBKY

»;



2. [1ocnie mepBOro BCKPHITUS

1,23

|Any

3.Ilocne  pas3BeneHHWs  WIH
BOCCTaHOBJICHUS

1,23

|Any

0) yBeM4YeHHE CpOKa TOTHOCTH
JIEKapCTBEHHOTO TIperapara

1. YnakoBaHHOr0 BO
BTOPUYHYIO YIAKOBKY
(monTBEepKIEHHOE JTaHHBIMH B
peaIbHOM BPEMEHH)

1,2,3

2.Ilocne mepBOro BCKPBITHUS
(mOITBEpPXKIEHHOE JTaHHBIMU B
peaIbHOM BPEMEHH)

1,2,3

3.Ilocie  pa3BeacHWS WU
BOCCTAHOBJICHUS
(monTBepKICHHOE NTaHHBIMU B
peajbHOM BPEMEHH)

1,23

4. YBenudeHune cpoka ToJHOCTH
MyTeM DKCTPATOJISAIUN JTaHHBIX
10  CTaOMIBHOCTH, HE B
COOTBETCTBHUU C aKTaMH
opranoB Cor3a B  cdepe
oOpaileHus JIEKapCTBEHHBIX
cpeacT <*>

5. YBennueHue cpoka XpaHEHUs
OHMOJIOTUYECKOTO
JIEKApCTBEHHOTO TMpernapara B
COOTBETCTBUU C 0J00pEHHOMN
MporpaMmon U3YUYCHUS
CTaOUITLHOCTH

1,2,3

B) U3MEHEHUE YCJIOBHI XpaHEHUS
OMOJIOTMYECKUX JIEKapCTBEHHBIX
NpernaparoB, €CIN HMCCIICTOBaHMUS
CTaOMJIBHOCTH TMPOBEJCHBI HE B
COOTBETCTBUHM C  OJOOpEHHOI
porpamMMon U3yUCHUS
CTaOMIIBHOCTH

') I3MCHCHHE YCJIOBHI XpaHCHUS
JICKapCTBEHHOTO Tpemnapara WiH
JIEKapCTBEHHOTO npermapara
nocJie pa3BelieHUs
(BoccTaHOBJIEHUS )

1,2,3




1) NI3MEHEHUE 0/100peHHOM
POrPaMMBbI U3YYCHHUS
CTaOMJILHOCTH

1,2

1,4

VcaoBug

1. I3meHenrne He AOKHO OBITH CIEICTBHEM HENPEABUIACHHBIX CHUTYaIlUH,

BO3HHKIIHUX B XOAC IIPOU3BOJACTBA, NI U3MCHCHUA CTaOMIILHOCTH.

2. I3MeHeHHs HE TPHUBOAIT K PACIIMPEHUI0 KPUTEPHEB MNPHEMIIEMOCTH

HCIBITYCMBIX TMMapaMCTpPOB, HCKIIOYCHUIO IMapaMeTpa CTa6I/IJ'IBHOCTI/I, 1500040
CHU)KEHHUIO YaCTOThI UCIIbITAHUM.

JlokymMeHTanus
1. [TonpaBka K COOTBETCTBYIOIIEMY pa3aeny (pasaenam) perucTparioHHOTO

nocbe. OHa  JODKHA — coAepXaTh  pe3yibTaTbl  COOTBETCTBYIOIIMX
UCCIIEIOBAaHUN CTAa0MJIBHOCTU B pPEajJbHOM BpPEMEHHM (OXBaThIBAIOLIUX BECH
CPOK TOJIHOCTH), MPOBEICHHBIX B COOTBETCTBUM C akTamu opraHoB Coro3a B
chepe oOpaiieHHs JEKAPCTBEHHBIX CPEJCTB MO MEHBIIEH Mepe Ha JABYX
OTNBITHO-TIPOMBILIJIEHHBIX ~ cepusix  <1>  jiekapCTBEHHOro  Tpemapara,
YIAKOBAHHOTO C MOMOILBIO 3aPETUCTPUPOBAHHOIO YMAKOBOYHOIO MaTepuasa
U (WIM) COOTBETCTBEHHO IIOCJIE IEPBOrO BCKPHITUS WU PA3BEICHUS; B
COOTBETCTBYIOLUIMX  Cly4yasiXx HEOOXOJMMO  MpPEACTaBUTh  PE3yJIbTAThl
MUKpPOOHUOIOTMYECKUX UCTIBITAHUM.

2. IlepecmoTpenHas uHGopMaIys O JIEKapCTBEHHOM IIpernapare.
3. Kommu yTBepkIeHHBIX CcrenupUKaii Ha KOHEN CpPOKa TOJAHOCTH H, €CIH

NPUMEHUMO, CTIeU(UKAIINHU TTOCIIe pa3BeAcHHs (BOCCTAHOBICHHS) HIIU MTOCIIE
IIEpBOTO BCKPBITUS (B BUAE CCBUIKM Ha COOTBETCTBYIOIIMI JOKYMEHT B
HOCJIEZIOBATENFHOCTH JOChE WIJIM TPHIOKEHHS K COMPOBOJIUTEIHHOMY
MUCHMY).

4. O60oCcHOBaHKE MpeTIaraeMbIX U3MEHECHUM.

<*> [Ipumeuanue |B OTHOIIEHMH OMOJOTHYECKOTO JIEKAPCTBEHHOTO Mpemapara

OKCTPAIoJIANUA HCIIPUMCHUMA.

<1> [Ipn Hamuuum 00s3aTENbCTBA MPOBEPUTH CPOK T'OJHOCTHU Ha

IMPOMBIITJICHHBIX CCpHUAX AOITYCTHUMBbI OIIBITHO-
IMPOMBIIIJICHHBIC CCPUH.

Bb.11.5x) IIpoexTHOE MOJI€ U MPOTOKOJI NMOCTPErMCTPALMOHHBIX H3MEHEHU

b.I1.x.1. BBenenue HoBoro | Heo6xonumsie | Jlokymentst u | [Iponenypa
MIPOEKTHOTO oIS 170107 YCIOBHUS JTAaHHBIE

pacmupeHue 0J100pEHHOTO

MPOEKTHOTO OJIA

JIEKapCTBEHHOTO Tmpemnapara (3a
UCKITFOUCHUEM OHOJIOTHYECKOTO),
3aTparvBaromiee:

a) oMHy WU OoJjiee OTIETbHbIE
orepanuu nporiecca

1,2,3




IMpOU3BOJACTBA JICKAPCTBCHHOI'O

npernapara, BKJTIOYAst
COOTBETCTBYIOIUI
BHYTPHUIIPOU3BOJICTBEHHBIN
KOHTPOJIb U (mm)

AHAJIUTUYCCKUC MCTOAUKHU

0) aHATUTUYECKHUE METOJUKHU ISt
BCIIOMOTATEIHHBIX BEIIECTB
(MPOMEXYTOUHBIX TPOAYKTOB) H
(MTM) JIEKapCTBEHHOTO Iperapara

1,2,3

JlokymMeHTanus

1. Pe3ynbrarel ucciieqoBaHUM pa3pabOTKM IpernapaTa M Ipouecca (BKIrYast

OLICHKY PUCKOB nu MHOT'OMCPHBIC
IMOATBCPIXKAAOIMNUEC TO, UYTO JOCTUTHYTO HCJIIOCTHOC

HCCIICAOBaHUA

COOTBETCTBEHHO),
MEXaHUCTHYECKOe

NOHMMAaHHE MOKa3zaTeJel KauyecTBa MaTEpHUaioB M MapaMeTpoB Ipolecca U

KPUTHYCCKHUX MMapaMCTPOB Ka4CCTBaA JICKAPCTBCHHOTO ITpCIiapara.

2. OnMcanue IIPOCKTHOI'O IIOJIAA B TaOJIMYHOM BHUAC, BKJIIOYasa IICPECMCHHELIC

(cBOlicTBa MaTepHAIIOB U TMapaMeTphl

npeajaracMbiC Auarra3oHbl.

mpoliecca MPOU3BOJICTBA) U UX

3. [TompaBka K COOTBETCTBYIOLIEMY pa3leiny (pasaeiam) perucTparioHHOTO

JIOCKE.
b.11.x.2. Beenenue Heo6xomumeie | Jlokymentsl u | [Iponemypa
MOCTPETUCTPALIMOHHOTO YCJIOBUS JTAHHBIE
MPOTOKOJIA YIIPaBJICHUS
M3MEHEHUSIMH, 3aTparuBarOlIUMU
JIEKapCTBEHHBIN IIpernapar
— 1,2, 3 1

JoxymeHnTanus

1. ITompoGHOE onucaHue MpeIaraeMoro H3MEHEHUSI.

2. [IpoTrokos ympaBiaeHUS HM3MEHEHUSMH, 3aTPardBaOIIMMU JIEKApPCTBEHHBIN

npenapar.
3. IlompaBka K COOTBETCTBYIOIIEMY pa3zieny (pasieinaM) perucTpalliOHHOTO
JOCBE.
b.11.x.3. UckitoueHnue Heobxonumeie | lokyments! u | [Ipoueaypa
YTBEPKACHHOTO IIPOTOKOJIA YCJIOBUSA JTAHHBIE
yIpaBJICHUS WU3MEHEHUSAMH,
3aTparuBarOIUMH
JIEKapCTBEHHBIN IIperapar
1 1,2 1Ay




YcnoBus

1. UckitoueHue mocTperucTpaliMOHHOrO0 MPOTOKOJIA YIpaBiICHUs U3MEHEHUSIMU,
3aTparuBalOIIMMH JIEKAPCTBEHHBIM TMpENapar, HE SBIAETCA CIEACTBUEM
HETMPEABUICHHBIX CUTYallMd WM HECOOTBETCTBHUS CHENU(PHUKAIMU B XOJC
BBEJICHUSI M3MEHEHUMH, OMUCAHHBIX B MPOTOKOJIE, U HUKAK HE BJIUICT HaA
YTBEPKICHHBIE CBEICHUS, BKIIFOUEHHBIE B PETUCTPALIMOHHOE JOCHE.

JloxymeHnTanus

1. OGocHOBaHUE TIpeAIaraeMoro UCKIIOUEHHUS.

2. [TompaBka K COOTBETCTBYIOIIEMY pa3zzeny (pasfenaM) perucTparioHHOTO
J0Che.

b.11.x.4. I3menenus Heo6xomumeie | Jlokymentsl u | [Iponemypa
YTBEPKICHHOTO MPOTOKOJIA YCIOBHUS JTAHHbBIE
YIPaBIICHUSI U3MEHEHUSIMU

a) 3HaYUMBbIe W3MEHEHUSA

MPOTOKOJIa yIpaBICHUS — — ]
U3MEHECHUSAMHU

0) HEe3HaYUMBIE W3MEHEHHUS

POTOKOJIA yIpaBiIeHUs

U3MEHEHUsIMHM,  KOTOpBIE  HE — 1 1B
U3MEHSIIOT CTpaTeruio,

OIIMCAaHHYIO B IIPOTOKOJIC

JlokymMeHTauus

1. [loaTBepkACHHUE AEpIKATENST PETHCTPALIMOHHOTO YIOCTOBEPEHHS, 4YTO JH000e
M3MEHEHUE JOJIKHO YKJIAJIBIBATHCSA B JMANA30H JEHCTBYIOIINX YTBEPKICHHBIX
KpUTEpUEeB TmpuemiaemMoctd. I[lomMumMo 3TOro, NOATBEPKICHUE, YTO B
OTHOIICHUH OWOJOTHYECKHX JIEKQPCTBEHHBIX TMpermaparoB HE TpedyeTcs
OIICHKA COTTOCTaBUMOCTH.

B.I1.x.5. Peanuzamus usmenenuit,| Heo6xonumsie | Jlokymentsi u | [Iponenypa
MPEAYyCMOTPEHHBIX yCJIOBUS JTAaHHBIE
YTBEPKACHHBIM MIPOTOKOJIOM
YIpaBJICHUSI U3MEHEHUSIMU

a) peanu3anusi U3MEHEHUs He
TpedyeT JIOTIOJIHUTEILHBIX 1 1,2, 4 1ALy
BCIIOMOTATENLHBIX JaHHBIX

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

B) peanu3anus U3MEHEHUS
OMOJIOTUUYECKOTO JIEKapCTBEHHOTO - 1,2,3,4,5 IB
npenapara




YcnoBus

1. [IpenyioxkeHHOE M3MEHEHUE OCYIIECTBICHO B TIOJHOM COOTBETCTBUU C
YTBEPKJACHHBIM  MPOTOKOJIOM  YINPABJICHHUS HU3MEHEHUAMH, TpeOyroliee
HEMEJICHHOTO YBEJIOMJICHUS MOCJIE€ €T0 PeaTu3alii.

JloxymeHnTanus

1. Cchuika Ha yTBEPKIECHHBIN MPOTOKOJ YIPABICHUS U3MEHEHUSIMHU.

2. [lonTBepxaeHue Jepkareisi PErucTPallMOHHOTO  YIOCTOBEPEHHUS, 4YTO
U3MEHEHHUE COOTBETCTBYET  YTBEPXKICHHOMY TMPOTOKONY  yIPABICHUS
U3MEHEHUSMH U YTO PE3YJIbTAaThl UCCICAOBAHUS YAOBICTBOPAIOT KPUTEPHUIM
MPUEMIIEMOCTH, OTOBOPEHHBIE B MpoTOKoJe. [ToMruMoO 3TOr0, MOATBEpKIACHUE
TOTO, YTO B OTHOUIEHWU OWOJIOTHYECKUX JIEKAPCTBEHHBIX IMpernapaToB He
TpeOyeTCs OLIEHKAa CONTOCTABUMOCTH.

3. Pe3ynbpTaThl MccneaoBaHM, MPOBEACHHBIX B COOTBETCTBHH C YTBEPKIACHHBIM
MIPOTOKOJIOM YIIPaBICHUS U3MEHEHUSIMHU.

4. [lonpaBka K COOTBETCTBYIOLEMY pa3jieny (pa3zesiaM) perucTpaliiOHHOTO
JI0Che.

5. Konust yTBepskJIeHHBIX crienu(uKanuil Ha JEKapCTBEHHBIN mpemnapat (B BUIE
CCBUIKM Ha COOTBETCTBYIOIIUN JOKYMEHT B MOCIEIOBATEILHOCTH JOCHE WUIIU
MIPUJIOKEHUSI K COMPOBOIUTEILHOMY MUCHEMY).

Bb.11.3) be3onacHOCTH B OTHOIIEHUH MOCTOPOHHUX AT€HTOB

b.I1.3.1. O6HOBNEHUE Heobxonumeie | lokymentsl u | [Ipouenypa
uHpopManuu «OneHka YCJIOBHSA JTAHHBIE

0€30MacCHOCTH  JIEKapCTBEHHBIX

npenaparon OTHOCHUTEIIBHO

HaJU4Us TMOCTOPOHHUX areHTOB»

(paznmen 32.A2

PETUCTPAIIMIOHHOTO 10CHE)

a) UCCJIeIOBaHMUS,
3aTparuBaroIye
MIPOU3BOJICTBEHHBIC JTaIbl,
W3YYCHHBIC BIICPBBIC HA MPEIMET
OJIHOTO WJIK 0OJiee MOCTOPOHHUX
areHTOB

0) 3ameHa yCTapeBIINX
WCCIICIOBAHUM, 3aTPAaruBarOIIUX
MPOU3BOACTBEHHBIE  JTallbl |
IIOCTOPOHHUE  areHThl, paHee
BKJIIOUEHHBIE B PETMCTPALIMIOHHOE
JIOChE

1.C usMeHeHHEM  OIEHKH
PHUCKOB




2.be3 wu3MeHeHHS  OLIEHKH

- 1,23 IB
PHUCKOB

JlokymMeHTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) PperucTpalioHHOrO
JI0Che, BKJIIOYasl BBEJIEHUE HOBBIX MCCIIE0BAaHU, HAIIPABIEHHBIX HA U3Y4YEHUE
CHOCOOHOCTH MPOU3BOJCTBEHHBIX 3TAllOB MHAKTHUBHPOBATH (3JIMMHHHUPOBATH)
MOCTOPOHHUE areHTHI.

. O6ocHOBaHUE TOTO, YTO UCCIIETOBAHUS HE U3MEHSIIOT OLIEHKY PUCKOB.

3. IlonpaBka k HHGOpPMAIMH O JIEKAPCTBEHHOM Ipenapate (€ciid IPUMEHUMO).

N

B.III. Ceprudurar coorBerctBusi EBponeiickoit ®@apmakonee (CEP) (npu
Haanunu), U (mam) ', m (MaM) u3MeHeHMs] AKTUBHOWH ¢apManeBTHYECKOI
CyOCTAHUMM W BCIIOMOTraTeJIbHBbIX BellleCTB B LeJIsiX coOTBeTcTBHS dDapmakomee
Corw3sa, ¢papmakomnee rocyaapcrBa-4jieHa HJIM JAPYruM (papMakomnesiM COIJIACHO
Konuenuuu rapmonmn3zanumn

B.III.1. [Togaua  HoBoro  wnu| HeoOxomumsie | Jlokymentsi u | [Ipouenypa

O0OHOBJICHHOTO ceprudukara YCIIOBUS JTAHHbIE
COOTBETCTBUS EBponerickoii
@dapmakonee WM HCKIIOYCHUE
ceptudukaTa COOTBETCTBHUS
EBponerickoit @apmakomnee Ha:
(bapMaleBTHIECKYIO
CcyOCTaHIINIO;

UCXOJIHBI MaTepuasl (peakTuB,
MIPOMEKYTOUHBIN MPOJYKT),
UCITOJIb3YEMBII B rporecc
IIPOU3BOJCTBA

dbapmareBTHUECKON CyOCTaHIINY;
BCIIOMOTaTEIHbHOE BEIIECTBO

a) cepTuduKaT COOTBETCTBUS
EBponeiickoii @apmakornee

1. HoBeblit cepTudukar ot panee 1,234,

0/106PEHHOTO TPOM3BOAUTENS 56,9 1,2,3,4,5 a
2. OOHOBIIEHHBIN  cepTUdUKAT
oT paHee 0JI00pEHHOTO 1,2,3,4,6 1,2 3,45 1A
MIPOU3BOTUTEIISI
3. HoBpiit  ceptudukar ot

1’ 2’ 3’ 4’
HOBOT'O MPOU3BOAUTENS (3aMeHA 5 6 9 1,2,3,4,5 1ALy
WU 100aBIICHUE) T
4. UckitoueHue cepTUPUKATOB 3 3 IA

(ecnu K Marepuany




TpUJIarajiuch HECKOJILKO
ceptuukaToB)

5. HoBeiti  ceptuduxar  Ha

HECTEPHUIIbHYIO AKTHUBHYIO
(bapmareBTHIECKYIO
cyOcTaHIHIO, MOIJIEKAIIYIO

WCIIOJIb30BAHUIO B CTEPUIIBHOM
JIEKapCTBEHHOM IIpenapare, mpu
UCIOJNb30BAHUN  BOJbI Ha
HOCJIEHEM JTale CHHTEe3a, a B
OTHOIIEHMH  MaTepuaia  He
3adBJIEHO OTCYTCTBUE B HEM
9H/IOTOKCHHOB

1,2,3,4,5,6

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

1. HoBblii  cepTudukar  Ha
aKTUBHYIO (hapMalleBTUYECKYIO
CyOCTaHIIMI0O OT HOBOTO WJIU
paHee 0/100pEHHOTO
TIPOU3BOAUTEIIS

3,59

1,2,3,4,5

|Any

2. HoBwiit  cepruduxar  Ha
(bapMareBTHIECKYIO
cyOcTaHIIIO (ucxomHbIN
MaTepuall, pCaKTuB,
MIPOMEKYTOUHBIN MPOIYKT,
BCIIOMOTATEILHOE BEIIECTBO) OT
HOBOTO WA panee
0JI00pPEHHOTO TIPOU3BOIUTEINS

3,6, 7

1,2,3,4,5

3. OOHOBIIEHHBIN  cepTUdUKAT
oT paHee 0J100pEHHOTO
TIPOU3BOAUTEIS

1,2,3,4,5

4. UckiroueHne cepTU(UKaTOB
(ecnu K Marepuany
MpUJIarairuch HECKOJIBKO
ceptudukaToB)

5. HoBwrit (OOHOBIIEHHBIIT)
cepTudHUKaT oT paHee




0JI00pPEHHOTO (HOBOTO)
MIPOU3BOAUTEINS,
WCTIONB3YIOMET0  MaTepHAIIbI
YEJI0OBEUECKOTO HIIM KUBOTHOTO
POMCXOXKICHHS, B OTHOLICHHH
KOTOpBIX TpeOyeTcsl OllEHKa Ha
IpeMeT PUCKa TOTESHITNATLHOM
KOHTaMUHAIIMH TOCTOPOHHUMH
areHTamMu

VYcnoBus

1

2.

. Cnenndukanuy Ha BBITYCK M HA KOHEL CpPOKa T'OJHOCTU JIEKAPCTBEHHOTO

npernapaTa He U3MEHSIOTCA.

HeusmeHnennble (MCKITIOYAs yKeCTOUEHHUE) NOMOIHUTENbHbIE (K EBponeiickoit
®dapmakoniee) cnermuduKauud HAa OpUMECH  (MCKJIIOYas  OCTaTOYHBIE
pacTBOpPUTENH, MPH YCIOBUU HX COOTBETCTBUS TpeOOBaHUSIM DPYKOBOJICTB
MexayHapoJHOTO COBETa IO TapMOHM3AIMU TEXHUYECKUX TpeOOBaHUU K
PETUCTpAIK JICKAPCTBEHHBIX TPENapaToB Ui MEAMIIMHCKOTO MPUMCHCHUS)
NpOAYKT-crienupHUUHbIe TpeOoBaHUs (HarpuMmep, NpoQuiiv pa3MepoB YacTull,
nosiMopdHBIEe (HOPMBI), €CITi TPUMEHHUMO.

.IIportlecc  mpou3BojACTBa  aKTHBHOW  (papMaleBTHUECKOW  CyOCTaHIuH,

HCXOJHOTO MaTepuasa (peakTHBa, MPOMEXYTOUHOTO MPOAYKTa) HE BKIIOYAET
UCTIOJIb30BaHNE MaTepHajoB YeII0OBEUECKOTO WA KHUBOTHOTO
HNPOUCXOXKICHHSA, JUIS KOTOPBIX TpeOyeTcs NpOaHANW3UPOBATh HAaHHBIE O
BHUPYCHOM 0€30MaCHOCTH.

. UcximrounTenbHO J71s aKTUBHOM (papmarieBTUUeCKol CyOCTaHIMU: OHA OyneT

UCIIbITAHA HEMOCPEACTBEHHO II€pell  HUCIOJb30BAaHUEM, €CJIU  MEPHOJ
MOBTOPHOTO HWCIIBITAHUS HE BKIIOYEH B CepPTU(PUKAT COOTBETCTBUS
EBponeiickoii ®dapmakonee WM JaHHBbIE, OOOCHOBBIBAIOIINE TMEPHOJ
MMOBTOPHOT'O UCIIBITAHHUS, YK€ HE BKIIOUEHBI B JOCHE.

. AkTuBHas (apmaiieBTHUECKasi CyOCTaHIMs (MCXONHBINM Marepuan (peaKTuB,

MPOMEXKYTOYHBIN MPOAYKT), BCOMOTAaTEILHOE BEIECTBO) HECTEPUIIHHBI.

. PactutenbHble ¢apmanieBTHUECKHE CYOCTaHLIMM: CIOCOO MPOU3BOJCTBA,

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

. Ecau B coctaBe JICKAPpCTBCHHOI'O IIpcriapara I MapCHTCPAIbHOTO BBCACHUA

UCIIOJIb3YeTCsl JKEJaTHH, NPOU3BENEHHBI U3 KOCTEH, ero mnpou3BOJICTBO
JOJDKHO OCYIIECTBIISITHCS UCKIIOYUTEIBHO B COOTBETCTBUU C TPeOOBAHUSMU
CTpaHbI IPOU3BOIUTEIISL.

.B PETUCTPALIMOHHOM AOCHEE OCTACTCA IO MEHbIIICH MCPE OJWH ITPOU3BOJUTECIIb

ATOM CyOCTaHIIUN.

.Ecnu aktuBHas (QapmaneBTuueckas CcyOCTaHIUS HeCTEpHIbHA, HO OyaeT

UCIIOJIb30BaThCS B COCTaBE CTEPHIILHOTO JICKAPCTBEHHOTO TIperapara, Toria, B
coorBercTBur ¢ CEP, Ha mociemHeM drame CHHTE3a HEIb3S HCIIOIL30BaTh
BOJY WJIH, €CIIM TaKoe IMPOUCXOJUT, HEOOXOIMMO O00eCreYuTh OTCYTCTBUE
OaKTepUaTbHBIX YHJIOTOKCUHOB B aKTUBHOH (hapMaIrieBTHUECKON CyOCTaHITUH.




JlokymMeHTauus

1. Komus  pmeiictByromero (OOHOBIEHHOTro) cepTu(duKara  COOTBETCTBHSA
EBponenckon Papmakoree.

2. Ilpn noGaBieHUH MPOU3BOJCTBEHHOM IUIOLIAJKU — B 3asBICHUU O BHECEHUH
U3MEHEHHH, a TaKKe JONOJHUTEIbHO B COINPOBOJUTENIBHOM IIHCBHME,
HEO0OXO0IMMO Y€TKO 0003HAaYUTh TEKYILUX U MPEAJIaraéMbIX IPOU3BOIUTEIEH.

3. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (paszenaM) perucTpanroHHOrO
JI0ChE

4. Ecnu nmpuMeHUMoO, JOKYMEHT, COJEp)KAIlUi CBEJEHUS O BCEX MaTepuaiax,
BXOJIAMX B cdepy mnpumeHeHuss crtatbu Papmaxonen Coro3a WU
EBponerickoii ®dapMmakornen N0 MUHUMH3AIMUA PHUCKA TMEpeJayd arcHTOB
ryouaTol  sHIeQalonaTUd  JKUBOTHBIX  IOCPEACTBOM  JIEKapCTBEHHBIX
[IpenapaToB Uil MEIULIHUHCKOTO M BETEPUHAPHOIO NPHUMEHEHUS, BKIIIOYAs
UCMOJIb3yEeMbl€ B NPOM3BOJICTBE AKTHBHBIE (hapMalleBTUUYECKON CyOCTaHIUU
(BcmoMoraTrenpHOro BelecTBa). /[l Kakooro Takoro poaa marepuaia
HEO0OXOJIMMO MPEICTaBUTh CIIEAYIOIINE CBEACHUS: HAa3BaHUE MPOU3BOJUTEINS;
BUJ JKMBOTHBIX M TKAaHM, M3 KOTOPBIX TMOJy4YyeH MaTepuan; cTpaHa
IIPOUCXOKIEHUS )KUBOTHBIX U €r0 UCIIOJIb30BAHME.

5.B oTHOomleHMHM aKTUBHOW (hapMaleBTUUYECKOM CyOCTaHIMM: JeKiIaparius
YIOJHOMOYEHHOTO JIMIA KaXJO0ro JIMLEH3UPOBAHHOTO IPOU3BOIUTEIS,
YKa3aHHOTO B 3asBJICHHUM, HCIIOJB3YIOIIETO AKTHBHYIO (apMalieBTHUECKYIO
CyOCTaHLIMIO B KauyecTBE MCXOJHOTO Marepualia, ¥ YIMOJHOMOYEHHOTO JIUIa
KKJIOTO JIMIEH3UPOBAHHOTO IPOM3BOAUTENS, YKAa3aHHOTO B 3asBICHUH B
KayecTBE OTBETCTBEHHOI'O 3a BBINYCK cepuil. B neknapauusax HeoOxoaumo
yKa3aTh, 4TO IPOU3BOJAUTENh AKTHBHOM (apMaleBTHUECKON CyOcTaHLIUH,
YKa3aHHBIN B 3asBJICHUH, OCYILECTBIISET CBOIO ACSITEIBHOCTh B COOTBETCTBUU
¢ IlpaBumamMu nPOU3BOJACTBEHHON TMPAKTUKHM B OTHOLIEHUU HMCXOAHBIX
matepuasioB.  [Ipm  ompeneneHHBIX — OOCTOSTENBCTBAX  JOIYCKaeTCs
NPEJICTABIATh OJHY JeKiapanuio (cM. mpuMmedanue Kk u3Menenuto b.I1.6.1).
Ecnu 3aTparuBarorcst kakue-nub0 OOHOBIIEHHS CepTU(UKATOB Ha aKTUBHBIE
dapmalieBTHUECKHE CYOCTaHIIMM W MPOMEXKYTOYHbIE TMPOAYKTBI, OT
NPOU3BOANUTENEH MPOMEKYTOUHBIX MPOJAYKTOB TakKe TpeOyeTcs NeKapanus
YIOJHOMOYEHHOTO JIMIA; JEKJapalus YIOJIHOMOYEHHOIO JIMLA HYXKHa,
TOJIKO €CIM 10 CPAaBHEHUIO C paHee 3aperucTpUpPOBAHHOW Bepcuen
cepTuduKaTa UMEETCs] U3MEHEHHE JICHCTBYIOIINX, BKIIOYCHHBIX B MEPEUYCHb
IIPOU3BOJICTBEHHBIX IIIOMIA0K.

6. Hagnexariee moaTBepKIAeHHE, CBUIETENbCTBYIOIIEE O COOTBETCTBHM BOJIbI,
UCIIOJIb3yeMON Ha TOCIIETHEM JTare CHUHTE3a aKTUBHOM (papMaleBTHUYECKON
CyOCTaHLIMM, COOTBETCTBYIOUIMM TpeOOBaHUSAM KauecTBa I BOJBI JUIA
dbapmaleBTH4eCKOro MpUMEHEHUSI.

B.I11.2. U3menenus aktuBHOM | HeoOxonumele | JlokymeHnTsl 1 | ITpouenypa
(apManeBTHYECKON CcyOCTaHIUH yCIIOBUS JTaHHbIE
U BCIIOMOTAaTEJIbHOTO BEIIECTBA B
LEJsIX COOTBETCTBHUSA
dapmakornee Coro3a,
(apMakonee rocynapcrBa-ujieHa
WM JIpyruM  ¢apMakonesm




COTJIACHO Konuemnmmun
rapMOHM3aLUU

a) UI3MCHECHHUE crienupuKanum
(cneruuxanuii) paHee
HedapMakoneitHOM cyOCTaHITUN B
EIISAX COOTBETCTBHUSA
dapmakoriee Coroza W
dapmaxornee rocyaapcTBa-4ieHa

1. AkTuBHOM
(hapMarieBTHIECKOMN
cyOcTaHIu

1,2,3,4,5

1,2,3,4

|Any

2. BcriomorareapHOTro
BEIIECTBA (mcxomaHOTO
MaTepuana) aKTUBHOMN
(hapmarieBTHIECKOM
cyOcTaHIIHN

1,2,4

1,2,3,4

0) U3MEHEHHUS B HEeJAX
COOTBETCTBUSA O0OHOBJICHHOMU
COOTBETCTBYIOILIEH CTaThe
®dapmakonen Coro3za,
dapmakoriee rocyaapcTBa-diieHa
WU IPYrux dapmaxkomneit
COIJIaCHO Konuenmuun
rapMOHU3ALUN

1,2,4,5

1,2,3,4

B) U3MEHEHUEe crenudukanuii ¢
(dapmakonen rocyaapcTBa-ujieHa
Ha @apmakornero Corosa

1,4,5

1,2,3,4

T') UI3MEHEHHE C IIeJIbI0 3aMEHBI
METOINKHU UCTIBITAHUN
NPOU3BOJUTENSI HA  METOJIUKU
®dapmakonen Coro3za,
dapmakonen TrocymapcTBa-diIeHa
u (umm) apyrux Qapmakornen
COIIACHO Konuenmuu
TapMOHM3AIlMA B  OTHOIICHUH
aAKTUBHO (dapmMareBTHIecKoi
cyOCTaHLIMM, BCIOMOTATEIBHOTO
BEIIIECTBA, MCXOIHOTO MaTepHasa
u (WiIM) maTtepuana TMEepBUYHOU
YIIaKOBKH

1,2,3,4

1) UI3MEHEHUE  KIlacCcU(UKaIIU
BCIIOMOTATEIbHOTO BEIIECTBA C

6,7,8,9,10

1,2




«HOBOTO BCIIOMOTATEIHHOTO
BEIIIECTBAY (3.2.P.4.6) Ha
«BCTIOMOTATEIILHOE BEILECTBO
cornacHo ®dapmakonee Corosa u
(wmu)  gpyrux  (dapmakomnei
COIUIACHO Konuenmuun
rapmoHuzanumn» (3.2.P.4.1)

YcnoBus

1. I3MeHeHune OCyIIeCTBISETCS UCKIIOUUTEIBHO B LIETSAX MOJHOTO COOTBETCTBUS
dapmakonee. Bce ucnbiTaHus B crnenu(pUKaludyd JOJKHBI COOTBETCTBOBATH
dbapMakoneHOMy CTaHAApTy IOCJAE HU3MEHEHHMs, 32 HUCKIIOUCHHEM JFOOBIX
JIOTIOJIHUTEIIbHBIX BCIIOMOTATENIbHBIX UCIIBITAHUI

2. JlononHUTEbHBIE K (papMakoriee cneruduKanui Ha TPOAYKT-CHeHU(PUIHbIE
CBOICTBA HE W3MEHAIOTCS (Hampumep, MNpoQuin pa3MepoB YaCTUII,
nosmmmopdHas hopma WK, K IpUMEPY, OMOJIOTHIECKUE METOUKH, arperarhl).

3. 3HauMMble HM3MEHEHHUsT KAauyeCTBEHHOTO U KOJMYECTBEHHOTO mpodumeit
pUMeceil OTCYTCTBYIOT (32 UCKITIOUEHUEM Y)KECTOUCHUS CIIEITU(BUKAIIHI).

4. lononHUTeNbHAS BajduJallusi HOBOM WJIM W3MEHEHHOW ¢apMaKoneHou
METOJIMKH HE TpeOyeTcsl.

5. PactutenbHple  ¢apmaneBTHUYECKHE CYOCTaHIIMM: CIOCOO TMPOU3BOJICTBA,
¢u3znueckoe COCTOSIHUE, OKCTPareHT U KO3(PQPUIUEHT  3KCTPAKIHMU
JIEKapCTBEHHOTO CPEACTBA HE U3MEHSIOTCS.

6. BcmomorarenpbHOe BEIIECTBO TMOJIHOCTBIO COOTBETCTBYIOT —TpPEOOBAHHSIM
MoHOTpaduu  COOTBETCTBYIOIIEH  ¢dapMakomen, ¢ BCE  HUCIBITAaHUS
COOTBETCTBYIOT (hapMaKONEHHBIM CTaHJapTaM

7. JlonoJIHUTEIbHBIE TTapaMeTphl crielu(UKaIy, Kacamluecs CrnenuduyecKux
CBOMCTB, HE M3MEHSIOTCS (HampHUMeEp, pacHpeesieHue YacTUll M0 pa3Mepam,
nosmMmopdHas ¢dopma WM, HAOPUMEP, KOJIUUYECTBEHHOE OIpe/ecHue
OMOJOTrMYECKMM METOJIOM, arperaThl)

8. BcriomorarenbHOE BEIIECTBO JI0JKHO OCTABAThCs HEM3MEHHBIM

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

10. BcnomorarensHoe BEIIECTBO YXKE OBLJIO OJO0OPEHO  YIMOJIHOMOYEHHBIM
OpraHoOM [iJIsl IPUMEHEHHUSI B JIEKAPCTBEHHOM IIpenapaTe ¢ KOHKPETHBIM ITyTeEM
BBE/ICHUSI.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pa3gesiaM) PperucTpalnoHHOrO
JI0ChE.

2. CpaBHHTENbHAS TAOMUIA TEKYIIUX U MIPEAaraeMbIx crienuuKanui.

3. lannbpie ananu3a cepuii (B hopmaTe CpaBHUTEIHHOW TaOIMIIBI) IO MEHBIIICH
Mepe 2 TPOMBIIIJIEHHBIX CEPUI COOTBETCTBYIOIIEH CyOCcTaHIIMU (BEIIecTBa) 1o
BCEM HCIBITAaHUSM HOBOW cHenudukanmuu ¥, JAOMOJHUTENBHO, €CIU
NPUMEHUMO, PE3YNIbTaThl TeCTa CPABHUTEIHHOW KUHETHKH DPAaCTBOPEHUS IO
MEHBIIIEH Mepe OJHOW OIBITHO-TIPOMBIIIICHHOH CEpUH JIEKAPCTBEHHOTO
npemnapara. B oTHOIIEHNH JIEKapCTBEHHBIX PACTUTEIBHBIX MPENapaToB MOTYT
OBITh TOCTATOYHBI JAHHBIE CPABHUTEIHHON PaclagaeMOCTH.




4. JlaHHbBIE, TIOITBEPKIAIOIINE TMPUTOJHOCTh CTAaThU JJISI KOHTPOJS KauyecTBa
cyOCTaHIMU, HANpHUMEp, CPABHEHHE IOTEHIIMAIBHBIX MPUMECEeH C WHBIMHU
crieuuPUIUPOBaHHBIMU U onpeaensieMbiMu npumecsiMu B ADC, ucxomHom
MaTepuase WIH BCIIOMOTaTeIbHOM BEIIIECTRE.

[TIpumeuanue: |He TpeOyercss yBeIOMISTH YIOJIHOMOYEHHBIE Opranbl 00
oOHoBieHnun cratbu Papmakonen Cors3a win (papMakoreu
rocyJapcTBa-wieHa B Cjlydae BHEIpPEHUsA crenudukanuu
COOTBETCTBYIOIIEH OOHOBJIICHHOW CTaTbe B TE€UEHUE 6 MECSIEB
nociie ee OnyOJMKOBaHMS M HAJIUYUU CCBUIKM Ha «TEKyIlee
u3aHue  (JelcTByrollee  U3JaHWEe B COOTBETCTBUU €
3aKOHOJIaTE€JIbCTBOM T'OCY/IapCTBA-UJIEHA)» B PErUCTPALIMOHHOM
JTIOChE 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara.

B.IV. MeanuuHckue u3AeJusi WIH HWHasA npoaykmusi  (yCTpoiicTBO,
KOMILIEKTYH0IIee CPeICTBO), BXOASAIIAs B KOMILIEKT YNAKOBKH JIEKAPCTBEHHOIO
npemnapara

b.IV.1. U3meHeHue Heo6xomumeie | [lokymentsl u | [Ipouemypa
KOMIUIEKTYIOIIETO CpeacTBa s yCIIOBUSA JTaHHBIC

JIO3UPOBAHUS BKJItOUast

MEAUIIMHCKOE  U3Jenaue  JUid

BBEJICHUS

a) 100aBJICHHE YITH 3aMEHA
YCTPOWCTBA, KOMIUIEKTYIOIIETO
CpEeACTBa, BKIIIOYasi MEJUIIUHCKOE
U3JIeNIie, HEe SBIISIOIIETOCS
YaCThIO IEPBUYHON yIIAaKOBKH

1. Mequimackue A37ICTINA,
3aperucTpupOBaHHBIE B
COOTBETCTBUU [IpaBuiiamu

pPETUCTpallM W DKCHEPTHU3bI
0e30macHOCTH,  KayecTBa U
3 (PEKTUBHOCTH METUITMHCKUX
W3J1eNNN, YTBEPKICHHBIMU
Penrenunem CoBera| 1,2,3,5,6 1,2, 3 1Apy
EBpa3zuniickoi  SKOHOMHYECKOU
komuccuu ot 12 despans 2016
r. Ne 46 unu B COOTBETCTBUU C
3aKOHO/IATEIIbCTBOM
rocyJapcTBa-4jieHa WIN
paspelieHHble K 0OpallleHuio B
TPEThUX CTPaHAX

2. MeauuMHCKUE W3AENUs WU
MHas NpoAyKuus (ycTpoucTBO, — — I
KOMIUIEKTYIOLIEE CpPEJICTBO),




KOTOPBIC MOI'yT OoKa3aTb
CYHICCTBCHHOC BIUSAHUC Ha

JIOCTaBKY JIEACTBYIOIIETO
BEIIeCTBa JIEKapCTBEHHOTO
npernapara (manpumep,
criencepsl JO3UPYIOLIUX

HUHTAISITOPOB, HEOya3ep)

0) HCKITIOYCHHWE  WJIM  3aMeHa
MEIUIUHCKOTO  M3JENUS WU
MHOW TpoAyKUUH (YyCTpOMCTBa,
KOMIUIEKTYIOIIIETO CpEICTBA),
BXOJSIIEN B KOMIUIEKT YIIaKOBKH
JIEKapCTBEHHOT0 IIpenapara

B) I[06aBJ'IeHI/Ie nin 3aMCHa

YCTpOMCTBA 7M1
KOMIUIEKTYFOIIETO CpelCTBa, — — 1
SIBIISFOIIUXCS. YaCThIO MEPBUYHOM
YIIaKOBKH
YcnoBus
1. [lpepyaraemoe wu3nenue ¢ u3Mepstomen QyHknuend (yCTpOWCTBO ISt

o b

NO3UPOBaHUsA)  JOJDKHO  TOYHO  OTMEpPUBATh  HEOOXOAMMYIO  JI03Y
paccMaTpUBaeMOro JIEKapCTBEHHOTO IIpernapaTa COIJIacHO OA0O0pEeHHOMY
cnoco0y mnpuMeHeHHs. Pe3ynpTaTbl TakuxX HCCIEIOBaHMM MMEIOTCS B
HaJIMYUU.
. HoBoe m3nenue c usmepsitonie ¢pyHkuuend (ycTpoOHCTBO Ui JAO3UPOBAHUS)
COBMECTHMO C JIEKaPCTBEHHBIM IIPEMAPATOM.
. I3MeHeHne He TOJKHO MPUBOAUTH K 3HAUMMOMY U3MEHEHUIO UH(OpMAIU O
JIEKapCTBEHHOM IIpernapare.
. JIekapcTBEHHBII IIpenapaT MOKHO MPOAOJKATh TOYHO 103UPOBATh.
. MeauuuHCKOE WM3J€IME HE HCIONb3YETCSl B  KAayeCTBE pPACTBOPUTENS
JIEKapCTBEHHOIO IIpenapara.
. Ecniu nmpegycMoTpena ¢QyHKIMS TOYHOTO JO3UpPOBaHUSA, MHQOpMALuUs O Hel
JOJDKHA OBITh BKJIIOUEHA B PETUCTPALMOHHOE JIOChE JIEKAPCTBEHHOT'O
npemnapara.

JlokyMeHTauus

1

2

3.

. IlompaBka K COOTBETCTBYIOILEMY pa3ieldy (pasfesiaM) perucTpaluoOHHOIO
J0CbE, BKJIIOYas CXEMY KOMIUIEKTYIOLIETO CpEeACTBa WJIM MEAMLHHCKOTO
U3JeNns, a TaKkKe COCTaB MX MaTepUuaoB, HHPOPMALKIO O MPOU3BOJUTEIE,
€clid MPUMEHUMO, a Tak)Ke COOTBETCTBYIOLIUN MEpecMOTp HH(OpMAIUU O
JIeKapCTBEHHOM IIpernapare.

. JIOKYMEHT, TNOATBEPKIAIOLMI PEruCTPalMI0 MEAMIMHCKOrO HW3JAeNnus B
Coro3e win B COOTBETCTBUU C 3aKOHOJATEILCTBOM TOCYIAapCTBA-4IEHA WIIU
paspelnieHne K 00palleHuIo B TPEThUX CTpaHax (eciii MPUMEHHMO)

JIOKyMEHTBI W CBEACHHUS, MOATBEPKIAIOIIME TOYHOCTh JO3UPOBAHUS U
COBMECTUMOCTb KOMIUIEKTYIOIIErO CPEACTBA WM MEAMIMHCKOTO W3IEIHS C




JIEKapCTBEHHBIM MPETapaToOM.
4. O00CHOBaHHE UCKIIOYUEHHS WJINM 3aMEHBl MEIUIIMHCKOTO HM3ACIINS WIA WHOU
MPOAYKIMH (YCTPOMCTBA, KOMILIEKTYIOIIETO CPEACTBA).

[Ipumeuanue: |[ns B.IV.l.B — eciu u3MeHeHUE NPUBOAUT K OOpa30BaHUIO
HOBOM JIEKQpCTBEHHOW (OPMBI, TO TaKOe HU3MEHEHHE TpedyeT
[I0/Ia4YU 3asiBJICHUS O PaCIIMPEHUH PETUCTPALUU.

b.V BHecenuss M3MeHEHHIl B PpPerucTpalMOHHOE [J0Cbe, O00YyCJIOBJICHHbIE
UHBIMH PeryJsaTOPHbIMHU NPOLEeAYyPaMHU

b.V.a) M®II (M®BA)
b.V.a.l. Bxirouenue HoBoOTO, | HeoOxonumeie | Jlokyments! u | [Iponemypa
OOHOBJICHHOT'O WA YCIOBHUS JTaHHEIE

UCIIPaBJIEHHOTO  MacTtep-daiina
IUIa3MBl B PETUCTPAIMOHHOC

J0Che JICKapCTBEHHOTO
npenapata (mpomeaypa MOII
2-T0 JTara)

a) MepBO€  BKIIIOYEHHE HOBOIO
Macrep-gaiina TUIa3MBI,
BJIUSIOLIETO Ha CBOHCTBa
JIEKapCTBEHHOI'O Tpernapara

0) mepBoe  BKJIIOYEHHE HOBOTO

Mactep-¢aiiia  TIa3MBbl, _ He i 1,23 4 B
BIIUSIONICTO Ha CBOICTBa

JIEKapCTBEHHOTO Ipernapara

B) BKJIIOUCHHUE OOHOBJIEHHOT'O

(uctpaBiieHHOT0) MacTep-daiina

IUIa3MBl. U3MEHEHUSI BIHUSIIOT Ha - 1,2,3,4 IB
CBOMCTBa JIEKapCTBEHHOI'O

npenapara

I') BKJIIFOYEHUE OOHOBJIEHHOT'O

(uctpaBiieHHOT0) MacTep-daiina

IUIa3MBl. U3MEHEHUSI HE BIIUSIOT 1 1,2,3,4 1Apy
Ha CBOWCTBa JIEKAPCTBEHHOTO

npemnapara

YcnoBus

1. Ha oGHoBieHHBIN nnu u3MmeHeHHbld M®II Beiano 3akmoueHue (ceprudukar,
ceunerenscTBo) Coroza Ha M®II, B cooTrBeTcTBUU ¢ TpmiioxkeHuem Ne 1 k
[IpaBunamM perucTpaiu 1 SKCIEePTU3bIL.




JlokymMeHTauus
1. IlonTBepkneHMe, 4TO 3aKiOveHHue (cepTudukar, cBuaeTenbeTBo) Coro3a Ha

M®II u 3kcnepTHBIN OTYET MOJHOCTHIO TPUMEHUMBI K 3aPETUCTPUPOBAHHOMY
JeKapcTBeHHOMY Tipenapary. Jlepxkarens MO®II mnpencraBun aepxkKareiro
PETHCTPAIMOHHOTO YAOCTOBEPEHUs (eCiu JAepaTellb PErucTparuoHHOro
ynoctoBepenust u nepxarenb M®II He SBASIOTCS OJHUM U TEM XKE JIUIIOM)
3akmroueHne (ceprtudukar, cBuaeTenbcTtBo) Coroza Ha MO®II, skcmepTHBIN
otueT U nocke HAa MOII. 3akmouenue (ceprudukar, cBuaerenbctBo) Corosa
Ha M®II u 3KkCnepTHBIA OTYET 3aMEHSIOT MPEABIAYIIYI0 JOKYMEHTALMI Ha
M®II it AaHHOTO JIEKAPCTBEHHOTO MIPENapara.

2. 3axmouenne (ceptudukar, ceuaeTenbcTBO) Coroza Ha M®II U dKCHEpTHBIM

OTYCT.

3. Jlexnapanusi yHnoJHOMOYEHHOTO JIMIA, XapaKTepU3YyIOIlash BCE BBOAUMBIE C

nomoItpio cepTudunupoBanHoro M®PII u3MeHeHUS M OIEHHUBAIOIIAS HX
MOTEHIIMAIbHOE BIIMSHUE Ha JICKAPCTBEHHBIC MpenapaThl, BKIIOYAs OLICHKU
MPOYKT-CIIEIIU(UIHBIX PUCKOB.

4. B ¢opme 3asdBiIEeHHUS O BHECEHWHM H3MEHEHUU HEOOXOAMMO YETKO OTpa3uTh

«IEUCTBYIOIIEE» U «IpeyiaraeMoe»  3aKiioveHue  (cepThdukar,
cBunetenbetBo) Coroza Ha MO®II (Homep koia) B PETUCTPAIIMOHHOM JIOCHE.
Ecin npumenumo, B ¢dopme 3adBICHHS O BHECEHWU HW3MEHEHUM TaKxkKe
ClelyeT 4YeTKO MepeducnuTh Bce mpoune MOII, Ha KOTOpBIE copep aTcs
CCBUIKM B PETHUCTPAllMOHHOM JIOChE JICKAPCTBEHHOTO Ipernapara, Jake eclu

5t MOII He ABIAIOTCA MPEAMETOM 3asIBICHUS.

b.V.a.2. Bkitouenue HOBoOrO, | HeoOxonumsie | Jlokymentst u | [Ipouenypa
O0OHOBJIEHHOT'O WA YCIIOBHUS JTaHHBIC
UCIIPABICHHOTO  MacTtep-(daiina

BaKIIMHHOTO aHTHUTCHA B

PETUCTPAITMOHHOE J0Che

JIEKapCTBEHHOTO npernapara

(mpouenypa M®BA 2-ro 3Tana)

a) IepBO€  BKJIIOYEHHUE HOBOTO

mactep-daiina BAKI[MHHOT'O - - ]
AHTUTCHA

0) BKJIIOUEHUE OOHOBJICHHOTO

(uctpaBiieHHOT0) MacTep-daiina

BaKIIMHHOT'O aHTHUICHA: - 1,234 IB
W3MEHEHHUS BIIUSIOT HA CBOWCTBA

JIeKapCTBEHHOTO Mpenapara

B) BKJIFOUCHHUE 0OHOBJICHHOT'O

(uctpaBiieHHOT0) MacTep-daiina

BaKIIMHHOTO aAHTHUTCHA! 1 1,234 Ay
U3MECHCHHUS HE  BIUSIOT Ha

CBOICTBa JIEKapCTBEHHOTO

npenapara




YcnoBus

1. Ha oOHOBieHHBIT win wu3MeHeHHBIH M®PBA  BbIIaHO 3aKIIOUYEHHE
(ceptudukar, cugerensctBo) Coro3a Ha M®BA B cooTBeTCTBUM C
npunoxeHuem Ne 1 k [IpaBuiaM peructpanuiu U SKCIEPTU3BI

JlokymMeHTanus

1. lexnapamusi, 4to 3akitodeHue (ceptudukar, cuaerensctBo) Coroza Ha
M®BA u JKCIEPTHBIN OTYET IIOJTHOCTBIO IIPUMECHUMBI K
3apErUCTPUPOBAHHOMY JIEKapCTBEHHOMY mnpenapary. [epxarens M®OBA
MPEICTaBUII JCPIKATEII0 PETUCTPAIIMIOHHOTO YAOCTOBEPEHHs (€Cin JIepKaTesb
PErUCTPAIIMOHHOTO YA0CTOBEpEHUs U aepxkarenb MOBA He ABISIOTCS OTHUM
U TEeM XK€ JIMIOM) 3akitoueHue (ceptuduxar, cBuaerensctBo) Coro3a Ha
M®BA, skcnepTHbIii 0oT4eT U Aochbe Ha M®PBA. 3akmouenue (ceprudukar,
ceunerensctBo) Coroza Ha M®PBA W 3KCHEPTHBIM  OTYET 3aMEHSIOT
NpeapIAyIyr0 AoKyMeHTanuio Ha M®OBA g1 gaHHOro JIEKapCTBEHHOIO
npenapara.

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

3. Jleknmaparusi yImoJTHOMOYEHHOTO JIAIA, XapaKTePU3YIOMIas BCE BBOIMMBIE C
nomonipio ceprudunrpoBanHoro MOBA u3MeHeHHs U OILIGHHUBAIOMIAs WX
MOTEHIIMAJIbHOE BJIMSHUE Ha JIEKAPCTBEHHBIE IpENapaThbl, BKJIIOUYas OLEHKHU
MPOYKT-CIIEIIU(UIHBIX PUCKOB.

4. B ¢opme 3asdBiIE€HHS O BHECEHWU HM3MEHEHUU HEOOXOAMMO YETKO OTpa3UTh
NEHCTBYIOIIEe U MpejsiaraeMoe 3akitoueHue (cepTUdUKaT, CBUIETEIHCTBO)
Coroza Ha MO®OBA (HOMEp KoJa) B pErucTpallMOHHOM Jocke. Ecmu
OPUMEHUMO, B (QopMe 3asBICHHMS O BHECEHMHM HM3MEHEHUH TaKke ClenyeT
YeTKO nepeyuciuTs Bce npoune MOBA, Ha KOTOpbIE COJIEpKATCSA CCHUIKH B
PErUCTPALIMOHHOM JIOChE JIEKAPCTBEHHOTO Ipenapara, gaxe eciu 3Tu MOBA
HE SIBJIAIOTCS IPEAMETOM 3asIBICHUS.

b.V.0) O0HoB/IcHUsT B pe3yabTare 3alpocOB YIOJHOMOYEHHBIX OPraHOB
(3KCIEepPTHBIX OpraHu3anuii), B TOM 4HCJe M0 HTOraM PacCMOTPEHHUsI BOINPOCOB
IKCNEePTHBIM KOMHUTETOM

b.V.6.1. O6noBnenue nocre mo| Heobxomumbie | [Joxymentsl u | [Ipouemnypa

KauecTBy, HamNpaBJICHHOE  Ha yCJIOBUS JTAaHHBIE
peanu3aiuio 3aKITIOYEHUS
3amnpoca YIOJIHOMOYEHHOTO
oprana (aKxCcriepTHOM

opraHuzanuu)  (peKoMeHAaluu
DKCIEPTHOTO KOMUTETA)

a) UI3MEHEHUE peanusyet

3aKJII0YEHUE WIn 3anpoc

YMOJTHOMOYEHHOTO opraHa 1 19 1Ay
(9KCcTiepTHOM OpraHu3aIrn) ’

(pexoMeHaauu DKCHepTHOro
KOMUTETA)




0) rapMOHU3AIIHS JIOChE o

KaueCTBY HE SBISUIACH YAaCThIO

3aKJTFOUCHHUS WA 3arpoca

YIOJIHOMOYEHHOT'O opraHa

(3KCTIepTHOM OpraHu3aIin) - - ]
(pexoMeHaauu DKCHepTHOTO

KOMHUTETA), u O0OHOBJICHHE

HAIPaBJICHO Ha ero

TapMOHU3AIHIO

VYcenosus

1. Pezynbrar He TpeOyeT nanbHEMIIEeH SKCIIEPTU3HI.

JloxymeHnTanus

1. IlpunoxxeHHOE K CONPOBOAMUTEIILHOMY IHCHbMY 3asBJICHUS O BHECEHUH
U3MEHEHUIN: CChUIKA Ha paccMaTpHBaeMoOE€ 3aKIIOUEHHWE WM Ha 3ampoc
YIOJHOMOYEHHOTO oOpraHa (SKCHEpTHOM opraHu3anuu) (PEeKOMEHIAIHNIO
DKCIEpTHOTO KOMHUTETA).

2. B pocbe HE0OXOaUMO YETKO O0O3HAUWTHh W3MEHEHHS, BHECEHHBIE B XOJE
npoleaypsl  oOpamlieHuss B YIOJHOMOYEHHBIH oOpraH  (9KCIEpPTHYIO
OpraHU3aIuIo).

B) B pazzaene B Tabnuiip:
noapazzaensl B.l.1- B.1.8 u3noxuts B ciienytomen peaakiuu:

«B.I. JIekapcTBeHHbIE MPeNnapaThl AJ MEAUIIMHCKOT0 MPUMEHECHUS

B.1.1 N3menenue obmreti | Heooxonumsie | Jlokymentst u | [Iponenypa
XapaKTEPUCTUKH JIEKAPCTBEHHOTO yCJIOBUS JTAaHHBIE

npenapara, MaKeTOB YHNAaKOBOK

WIH UHCTPYKIUH 1o

METUIIUHCKOMY MIPUMEHEHUIO

(JTucTKa-BKIIAIBIIIA),
HaIlpaBJICHHbIE Ha pealu3aluio

TpeOOBaHUM,  yKa3aHHbIX B
3aKITIOYEHUH Wi 3ampoce
YIIOJIHOMOYEHHOT'O oprasa

(9KCIIEpPTHOI OpraHu3aIim)

a) perucTpaoHHOE J0ChE
JIEKapCTBEHHOTO npernapara
MPOXOJIUT AKCIEPTUZY B 1 1,2,3 1Ahy
YIOJTHOMOYEHHOM oprase

(9KCTIEpTHOM OpraHu3aIim)

0) perucTpalroHHOE JOCBhE
JIEKapCTBEHHOTO Mpernapara He 1 1,2,3 IA
MOJIaBaJioOCh HAa JKCIEPTH3Y B

»;



YIIOJTHOMOYESHHBIT Oprax
(3KCHEPTHYIO OpraHu3aluio), HO

W3MCHCHUS peanu3yroT
TpeOOBaHMUS, yKa3aHHbBIC B
3aKITIOYCHUN 17001 3arpoce
YIIOJTHOMOYEHHOT O oprana
(3KCTIepTHOM OpraHu3aIlin),

HOBBIC AOIIOJTHUTCIBHBIC HTAaHHBIC
ACPIKATCICM PCTUCTPAIVOHHOT'O
YAOCTOBCPCHUA HC MTPCACTABIICHBI

B) U3MEHEHUS peanu3yroT
TpeOOBaHMUS, yKa3aHHbBIC B
3aKITIOYCHUN WA 3arpoce
YIIOJTHOMOYEHHOT O oprana
(axCIiepTHOM OpraHu3aIlvn),
JepXKaTteab  PETUCTPANMOHHOTO
yIIOCTOBEPCHUS TIPEICTABHII

HOBBIC JOITIOJIHUTCIIBHBIC JaHHBIC

VYcaoBug

1. I3mMeHeHue peanusyeT (QOpMYyJIHPOBKY, 3aTpeOOBaHHYIO YIMOJIHOMOUYEHHBIM
OpraHomM, M He TpeOyeT MoAayud JONOJHUTENbHBIX CBEACHUH U (WIN)

JaIbHENIIEH DKCIIEPTU3BL.

JoxymeHnTanus

1. [IpunoxkeHHOE K COMPOBOJUTEIBHOMY TIHMCBMY 3asBJICHUS O BHECCHUU
M3MEHEHUI: CChUIKAa Ha 3aKIIOUYEHHE WM 3alpoC YIOJIHOMOYEHHOTO OpraHa
(OKCTIepTHOM oOpraHu3anuu) ¢ MpUOOIICHHOW oOIel XapaKTepUCTUKON
JIEKapCTBEHHOTO TIpemnapara, MaKeTaMH YITaKOBOK WJIH JIMCTKOM-BKJIQIBIIIEM.

2. Jleknmapaisi, 4YTO COOTBETCTBYIOIIHE

pas3esbl

npeiaraéMpIx — o0Imei

XapaKTEPUCTUKH  JIEKAPCTBEHHOTO Ipernapara, MaKeTOB YIaKOBOK U
UHCTPYKIIMA 1O  MEIUIMHCKOMY  TPUMEHEHHUIO  (JTMCTKa-BKJIAJbIIIA)
UJICHTUYHBI MPUOOIICHHBIM K 3aKJIIOUCHHUIO WM 3alpoCy YMOJIHOMOYEHHOTO
opraHa (’KCIEepTHON OpraHu3alun).

3. [lepecmoTpenHas nHpopmMalus o JIEKApCTBEHHOM IIpernapare.

B.1.2. I3menenue oomIein
XapaKTEPUCTUKHU JIEKAPCTBECHHOT'O
npernapara, MaKeTOB YIIAaKOBOK

WA WHCTPYKIIUH o
MEAUIIHTHCKOMY MPUMCHCHHEO
(JIMCcTKa-BKIIA IBIINIA)
BOCIIPOU3BEICHHOTO, 501071
TUOPUIHOTO, WU
0MOaHAJIOTHYHOT'O
JIEKapCTBEHHOTO npermapara

IocCJe OLCHKHN TOTO KEC

HeobOxoanMeie
YCIIOBHS

JIoKyMeHTBI 1
JTAaHHBIE

IIpouenypa




U3MEHEHHUS pedepeHTHOro
JIEKapCTBEHHOIO Ipenapara

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

yIOCTOBEpPEHUsS HE Tpeldyercs
NPECTABISAThH HOBBIE

JOITOJIHUTCIJIbHBIC NJAaHHBIC

1,2

0) peanu3anus U3MEHEHUS

(M3MEHEeHMI), TPEOYIOIINX

MpeICTaBIICHUS JepKaTeIeM

PETUCTPAIIIOHHOTO

YIOCTOBEPCHHS HOBBIX — — ]
JTOTIOTHUTEITbHBIX JTAHHBIX,

000CHOBBIBAIOIINX TaKue

U3MEHEHMUS (mammpumep,

COTOCTaBUMOCTh )

JlokymMeHTauus

1. [IpunoxkeHHOE K COMPOBOJUTEIBHOMY TIHUCBMY 3asBJICHUS O BHECCHUU
W3MEHEHUH: 3aIPOC YIIOJHOMOYEHHOTO OpraHa (€Ciau MPUMEHUMO).
2. [lepecmoTpenHast “H(GOpMAIUs O JIEKapCTBEHHOM Ipernapare.

B.I.3. U3menenune  (M3MEHEHHUS)
oOmei XapaKTepUCTUKU
JIEKapCTBEHHOTO npenapara,
MaKeTOB YIaKOBOK Win
UHCTPYKIIUA TIO MEIAUIIMHCKOMY
IIPUMEHEHHUIO (JiucTka-
BKJIAJIBII1IA) JIEKApCTBEHHOT'O
mpenapara il MEIUIIMHCKOTO
NPUMEHEHHMsI, HANpaBJIEHHOE Ha
peanusanuio pe3ynbTaTOB
MOCTPETUCTPAIMOHHOTO

UCCIIeIOBaHUsI 0€30MaCHOCTH WIIH
3aKJIIOUEHUS W TIpeJjlaraeMbIxX
MOCJIEIYIOLIHAX JEUCTBUM
MEePUOIUUECKOTO OOHOBIISIEMOTO
oTyeTa 1o 6e30MacHOCTH

HeoOxonumeie
YCIIOBUS

JIOKyMeHTHI
JIaHHbIE

[Ipouenypa

a) BHECEHHE (bopMyIHPOBKH,
COTJIACOBAaHHOM
YIIOJTHOMOYEHHBIM OPTaHOM

1,2

[Any

0) BHECEHHUE W3MEHEHUH,
TPEOYIOIIHX MpeACTaBICHUS




JIepKaTeJIeM PErucTPallMOHHOTO
YAOCTOBEPEHHUS HOBBIX
JIOTIOJTHUTEIILHBIX JIAaHHBIX,
000CHOBBIBAIOIIUX TaKue
W3MEHCHHUS

YcnoBus

1. I3meHeHnue HampaBiIeHO Ha BHeceHUE (OPMYIUPOBKHU, COTJIACOBAHHOM
YIOJHOMOYEHHBIM OpraHoM, M He TpeOdyeT TMoAauu JAOMOTHUTEIbHBIX
CBEJICHUM U (WJIM) TalbHEUIIIeH SKCTIEPTH3HI.

JlokymMeHTanus

1. Cchinka Ha corjacue (OIEHKY) YIIOJTHOMOYEHHOTO opraHa B ¢dopme
MPUJIOKEHUST K CONPOBOJUTEIIBHOMY TIMCbMY 3asBJICHHS O BHECEHUH
W3MEHCHUM.

2. [lepecmoTpenHas nHGpOpMaIH O JEKAPCTBEHHOM TIpernapare.

B.1.4. U3meHenwus, Heo6xomumeie | Jlokymentsl u | [Iponemypa
3aKJIIOYAIONIMecs] B 3HAYMMOM YCJIOBUS JTAHHbIE
NU3MEHEHNUH oOrrei

XapaKTEPUCTUKH JIEKAPCTBEHHOTO
mpernapara BCIIEJICTBUE HOBBIX
JTAHHBIX o KauecTBY,
JTOKJIUHUYECKUM, KIMHUYECKUM
JTAaHHBIM WIH JTAaHHBIM
dbapmakonamzopa

[Ipumeuanue: DTO W3MEHEHHWE HE NPUMEHSETCS, €CJIM HOBBIE JaHHBIE
NoJaHbl B cOOTBeTcTBUM ¢ u3MeHeHueM B.[.13. B rtakux
ClIy4asix U3MEHEHHE OO0IIeH XapaKTepUCTUKH JIEKAPCTBEHHOTO
npernapara, MaKeTOB VYMAKOBOK M (WJIM) MHCTPYKIHMH IO
MEJIULIUHCKOMY MIPUMEHEHUIO (MMcTKa-BKIIAIBIIIA)
Kiaccuduupyetcs kogom usmenenus B.1.13.

B.1.5. U3menenue ycnoBuit | Heobxonumeie | Jlokymentst u | [Iponieaypa
OTITyCKa JIEKapCTBEHHOTO yCIIOBUSA JTaHHbIE

npemnapara

a) BOCIIPOU3BEICHHBIX W

TUOPUIHBIX WIn

OMOaHaJIOTMYHbIX

JIEKapCTBEHHBIX MpernaparoB — 1,2 IB
IIOCJIE  W3MEHEHHs  YCJIOBHH

OTITyCKa pedepeHTHOTO

JIeKapCTBEHHOTO Mpenapara

0) uHBIE PUYMHBI HU3MEHEHUs 3 B I
YCIIOBUH OTITyCKa




JlokymMeHTauus

1. [loaTBepxkACHUE M3MEHEHUS YCIOBUI OTITyCKa pedepeHTHOTO
JIEKapCTBEHHOT0 TMpemnapara (Hampumep, CChUIKA Ha COOTBETCTBYIOIIEE
pelieHre yMoJIHOMOYEHHOTO0 OpraHa rocyAapcTBa-ujieHa), MPUIIOKEHHOE K
CONPOBOJUTEILHOMY MUCHbMY 3asIBJI€HUSI O BHECEHUH N3MEHEHUII.

2. [lepecmoTperHast mHGOpPMAITUS O JIEKAPCTBEHHOM TIperapare.

B.1.6. U3meneHue nokazanusi| HeoOxoaumseie | Jloxkymentsl u | [Iponeaypa
(mokazaHuil) K NPUMEHEHUIO U YCJIOBUSA JAHHBIE
(unn) pexuma T103UpOBaHUS

a) BKJIFOUECHHE HOBOTO TOKa3aHWUsI
K MPUMEHEHUIO U (WUJIH) peKuMa
JO3MPOBAHHUA WM HM3MEHEHUE
paHee 0J0OpPEHHBIX

0) HCKITIOYCHNE  TIOKa3aHUs K
NpUMEHEHUIO H (WIH) peXuMa — — IB
JO3UPOBAHHUS

[lpumeuyanne |[Ecam y  BOCHPOM3BEAEHHOTO, WM  TUOPUAHOTO,  WJIH
OMOaHAJIOrMYHOTO JIEKapCTBEHHOrO IMpernapaTa J100aBlIeHUE WU
W3MEHEHUE TI0OKa3aHWsd K TpPUMEHEHUIO U (WIM) pexuMa
JIO3UPOBAHUS MPOUCXOIUT BCIEACTBUE peaTn3aluil TpeOOBaHUil,
yKa3aHHBIX B 3aKIIOYEHUU WM 3ampoce YHOJIHOMOYEHHOTO
oprasa (3KCIepTHOW OpraHu3aluK) Wik U3MEHEHUN HHPOpMaluu
0 JIEKapCTBEHHOM IIpemnapare Mocje 3KCHEePTU3bl aHAJIOTMYHBIX
U3MEHEHHH y pedepeHTHOro JeKapCTBEHHOro Ipernapara, Takue
u3MeHeHusa  knaccupumupyrorcs  komamu Bl w  B.I.2

COOTBETCTBEHHO.

B.1.7. Uckmrouenue: Heo6xomumeie | [lokymentsl u | [Ipouemypa
yCIIOBUSA JTAaHHBIE

a) JIeKapCTBEHHOU (HOPMBI — 1,2 1B

0) 103UPOBKU — 1,2 1B

JoxymeHnTanus

1. lexnaparusi, uro ocrtaBmiasics ¢opma (popMbl) BbITycKa IOCTATOYHA IS
BBINIOJIHEHUSI PEKOMEHJAlUi IO JO3UPOBAHUIO M JIUTEIIBHOCTH JIEUEHUS,
OTMCAaHHBIX B O0IIEH XapaKTepUCTUKE JIEKaPCTBEHHOTO Mperapara.

2. [lepecmoTpeHHast HH(pOpMaIuUs 0 JIEKapCTBEHHOM Ipernapare.

[Tpumeyanne Ecmu  paccmatpuBaemasi  JIeKapcTBeHHas  Qopma WM
J03MpOBKa OblIa 3aperuCTpUpOBaHa B BHUAC OTACIHHOTO
JEKapCTBEHHOTO  Mpemapara, TO  HCKIIOYEHHE  TaKo
JeKapCTBEHHON (OPMBI WIIM JTO3UPOBKH OYAET CUMUTATHCS HE
BHECEHMEM U3MEHEHHM, & OTMEHOU €€ PETUCTPALUH.




«

B.1.8. Beenenue wim u3MeHeHHUE
KpPaTKOU XapaKTEPUCTUKU
CHUCTEMBI (dhapmakoHaazopa
JepKaTensl — PerucTpalioOHHOTO
YIOCTOBEPEHUS JIEKaPCTBEHHOTO
npermapara Uil MEIUIIUHCKOTO
MpUMEHEHHS <*>

HeoOxonumeie
YCIIOBUS

JIOKyMEHTBI 1
JTAHHbIE

[Ipouenypa

a) BBEJICHUE KpaTKo
XapaKTePUCTUKU CUCTEMBI
dbapmakonamzopa JeprKaTes
PETUCTPAIIHOHHOTO
YIOCTOBEPEHUS JIEKaPCTBEHHOTO
npernapara, U3MEHEHUN
YIIOJTHOMOYEHHOTO  JIIIA  T10
dbapmakoHaI30py (BKITFOUAS
KOHTaKTHYI0 UWHGOpMALUIO) U
(nm) HM3MEHECHHUE
MECTOPACIIOIOKEHUS Macrep-
datina cuctemsl papmakoHaI30pa
(MDCD)

1,2

|Any

JlokymMeHTauus
1. Kpatkass  XapakTepucTHKa

PEruCTpaliuoOHHOT O YAOCTOBECPCHUA

cucteMbl  (hapMakoHaa30pa

JIEKapCTBEHHOT O

OOHOBJIEHHE 3HAYHMMBIX DJIEMEHTOB (COOTBGTCTBGHHO)Z

JepIKaTeIs

npenapara  WIH

MOATBEPXKJICHUE TOTO, YTO 3aABUTEIb HMMEET B CBOEM paCIOPSHKEHUU
YIOJHOMOYEHHOE JIMII0, OTBETCTBEHHOE 3a (hapMaKOHAA30p, U YTBEPKJICHUE,
IOJIIMCAHHOE 3asgBHUTEJIEM, 4YTO 3asgBHUTENIL 00JaJacT HEOOXOIUMBIMU
crioco0amu BBITIONTHEHUS 3a/1a4 U 00s13aHHOCTEMH, nepeunciieHHbIX B [IpaBumax
HaJIeXKaIlel NpakTuku papmMakoHaI30pa;

KOHTakTHasi mHGopmalus 00 yHOJTHOMOYEHHOM JHIle To (hapMakoHAA30PY,
rocyJapcTBa-4JieHa, B KOTOPOM PacloJiaraeTcs U BBIIIOIHSIET CBOU 3aJlay 3TO
YIOJIHOMOYEHHOE JIUIIO;

Mectopacnoiioxenne MOCO.

2. Homep MOC® (nipu Hanu4uuun)

noapazzaen B.1.9 npusHate yTpaTuBIINM CHITY;

noapazaensl B.1.10 — B.1.13 u3noxuTh B ClIeIyIONMICH peaaKinu:

B.1.10. Usmenenune wyactotsl u| Heobxomumele | Jlokymentsl u | [Ipouenypa
(unn) JaThl oJIa4yu yCIIOBUS JTaHHbIE

MEPHOUIECCKOTO  OOHOBIIIEMOTO
otdera 1o 6e3omacuoctu (IIOOB)
JIEKapCTBEHHOTO Mpemnapara

1,2

[Any



consultantplus://offline/ref=1A1712976E1CEAE30AFDA0E0C296636D669A27F1D04AE84D95F7F4CCE20BA78259711895D64C23D34B099CED8C874642DC777B9DD94246BFpDXFK

VYcnoBus

1. 3meHenue 4acToThl U (MJIM) JaThl MOJAYU MEPUOAUYECKOTO OOHOBIISIEMOTO
oTyeTa 1O OE30MacCHOCTH COTJIACOBAHO  YIMOJHOMOYEHHBIM  OpPraHoM
rocyJapcTBa-4JIeHa.

JloxymeHnTanus

1. Cchimka Ha OTBET YINOJHOMOYEHHOTO OpraHa, B ¢GopMme NPHIOKEHHS K
COTNPOBOIUTEILHOMY MTUCHEMY 3asIBJICHUS O BHECCHUH H3MCHCHU.

2. [lepecmotpennast dvactota W (WiM) Jarta TMOAAYd  MEPUOIUIECKOTO
OOHOBJIIEMOTO OTYETA IO OC30ITACHOCTH.

[Tpumeuanue |J/laHHOE W3MEHEHHME TMPUMEHSACTCSA, B ClIydae €CIM dYacToTa
OOHOBJIGHHMSI ~ TIEPUOJMYECKOr0  OOHOBIISIEMOTO  OTYe€Ta IO
0€30MMacCHOCTH yKa3aHa B PETHCTPAIIMOHHOM JIOChE CIIOCOOaMH,
OTJIMYHBIMU OT YKa3aHHUS CCBUIKM Ha IIEPEUYCHb OTYETHBIX JaT B
COOTBETCTBUU ¢ akTamu opraHoB Coro3a B cdepe oOpaieHus
JICKapCTBEHHBIX CPEJICTB, W TMPU HEOOXOIUMOCTH TIOJAYH
MIEPHOUIECKOr0 OOHOBIIIEMOIO OTYETa 0 OS30IaCHOCTH.

B.1.11. Beenenue wim nsmenenusi | Heooxonumeie | Jlokymentsl u | [Iponemypa
0053aTeIbCTB 5 yCJIOBUH yCJIOBUS JTaHHBIE
perucrpanuy, BKIOYas IUIaH
YIOPaBIICHUSI PUCKAMU

a) peanuzanusi  (HOPMYIHPOBKH,
COIJIaCOBaHHOM c 1 1,2 1ALy
YIIOJTHOMOYCHHBIM OPraHOM

0) peanu3anus W3MEHECHUH,
TPEOYIOIINX MpeACTaBICHUS
JiepKaTeleM PerucTpalioOHHOrO
YAOCTOBEPEHHUS HOBBIX — — 1
JTIOTIOJTHUTENbHBIX JTAaHHBIX,
HY)KJAIOIUXCSI B AKCIEPTHU3E
YIOJTHOMOYEHHBIM OPraHoM <*>

Vcnosus

1. 3meHeHune peanusyeT IeHCTBUE, 3aTpeOOBAaHHOE YIIOJITHOMOYEHHBIM OPTraHOM,
U He TpeOyeT IMojadyu IOTOJHUTEIBHBIX CBEICHHH W (WIU) JanbHEHIeH
AKCIEPTHU3BI.

JlokymMeHTanus

1. IlpunoxkeHHOE K CONPOBOAMTEILHOMY IMCHbMY 3asBJICHHUS O BHECEHHUH
U3MEHEHHUH: CChUIKA Ha COOTBETCTBYIOLIEE PEIICHHE YIOJHOMOUYEHHOTO
oprasa.

2. [lepecmoTpeHHast HH(pOpMaIuUs 0 JIEKapCTBEHHOM Ipernapare.

HpI/IMeanI/Ie 9TO0 HM3MEHEHHE OXBaThIBACT TOJIHKO CUTyalnuro, B KOTOpOI‘/JI
BBOIMMOC HM3MCHCHHUC 3aTparuBacT HUCKIIOYHUTCIBHO YCIIOBHA U




(unn) oOs3aTeNnbCTBAa PErucTpaly, BKIIOYas IJIaH YNpaBICHUS
pUCKaMU U YyCIOBUS U (UJK) 00s3aTelIbCTBA PErucTpaluil B
UCKIIIOUUTENIBHBIX CITy4YasX U YCIOBHOU PErUCTpaIiu.

<*F> BBenenne 1utaHa  ympaBiIeHUS — pUCKaMM,  3aTpeOOBaHHOE
YIIOJTHOMOYEHHBIM OPTaHOM, BCeTra TpeOyeT AKCIEPTHU3HI.

B.1.12. Bxirouenue unu | Heobxonumeie | Jlokymentsl u | [Ipouenypa
VCKJIIOUEHUE CHMBOJIA YEPHOIO YCIIOBUS JTAHHBIE

TPEYTrOJIbHUKA WU

MOSICHUTEIIBHBIX ~ YKa3aHWM B

OTHOLIEHUH JIEKapCTBEHHBIX

IIperaparos, TIOJIJIEKALIUX

JIOTIOJTHUTETEHOMY MOHUTOPHUHTY
B COOTBETCTBUH c
peKOMeHJauei DKCIEPTHOTO

KOMUTCTA

1 1,2 |Any

VYcnoBug

1. JlekapcTBEeHHBIN TMpenapaT MOMJICKUT JOTOJHUTEIHHOMY MOHUTOPHUHTY B
COOTBETCTBUH C PEKOMEHAAIMEN DKCIEPTHOTO KOMHUTETA.

JoxymeHnTanus

1. Ccpuika Ha peKOMEHAALNIO DKCHEPTHOTO KOMUTETA B (pOpME MPUIIOKEHUS K
CONPOBOJUTEIBHOMY IIUCHMY 3asIBJIEHUS O BHECEHUH N3MEHEHMM.
2. IlepecmoTpenHas nHGOpMAIHS O JIEKAPCTBEHHOM TIperapare.

[Ipumeuanue

JlaHHO€ W3MEHEHHE OTHOCHUTCA K CHUTyallud, IpU KOTOPOM
BKJIIOUCHUE WM MCKIIOYEHHE CUMBOJIA YEPHOI'O TPEYroJIbHUKA
WM TOSICHUTENIbHBIX YKa3aHW HE MPOU3BOJUTCS B paMKax
JIPYroil mpoueaypbl, CBA3AHHOM C perucrpauuen (Hampumep,
MpOLIEAYPhl TOATBEPKACHUS PErucTpaluu (MepeperucTpaivm)
WM  [OpOLEAYpPbl BHECEHHS HM3MEHEHHM, 3aTparuBaroIIUX
UH(GOPMAIIHIO O JICKAPCTBEHHOM Ipernapare).

B.1.13. IIpoune wu3menenusi, He| HeoOxomumeie | Jlokymentst u | [Iponeaypa

ONMCAaHHBIE B JAPYIUMX paszfenax YCIOBUS JTaHHBIE
HACTOSILETO Jomnonnenus,

BKJTIOYAIOIIAX nojgavyy

pe3yJIbTaTOB KIIMHUYECKUX

HCCIIEIOBAHU I

YIIOJIHOMOUYEHHOMY Opraty <*>

[Ipumeuanue

Ecnu skcnepTusa ynoJJHOMOUYEHHBIM OPIaHOM IOJIAHHBIX JTaHHBIX
NPUBOJIUT K M3MEHEHHUIO oOuieit XapaKTePUCTUKH
JIEKapCTBEHHOTO MperapaTa, MaKeTOB YIaKOBOK MM MHCTPYKLUHU




«

0 MEIHMIMHCKOMY TPUMEHEHHIO (JMCTKA-BKJIAJBINIA), JTaHHBIM
W3MEHCHHEM OXBATBIBAIOTCS COOTBETCTBYIOIIME TIONPABKH K
o0miel XapaKTepHCTUKE JIEKapCTBEHHOTO IpernapaTa, MaKeTOB
YIIAKOBOK WJIM HMHCTPYKIIMH IO MEIWIUHCKOMY IMPUMECHECHUIO
(JTUCTKY-BKJIAIBIITY).

<> HaHHOC HU3MCHCHHC HC IIPUMCHACTCA K HM3MCHCHUAM, KOTOPBIC

MOryT OBITh NPUHATHI B KadecTBe H3MeHeHud IB Tuna mno
YMOJYaHUIO B COOTBETCTBUU C JIIOOBIM JAPYTUM DPa3AeiaoM
HacTosuero JlononHenus.

JIOMOJHUTH TToapasaesnioM B.1.14. caenyromiero coaepxanusi:

B.1.14. YTounenue ycinouii | Heobxomumele | [lokyments! u | [Ipouenypa
XpaHeHuss TpU  NPUMEHECHUU yCIIOBUSA JTaHHBIC
JIEKapCTBEHHOrO0 Ipernapara B

paznene 4.2 oOrei

XapaKTEPUCTHKHU JIEKAPCTBEHHOTO
npernapara W pasmene 3
WHCTPYKIIMHA TI0 MEIUIIHHCKOMY
IIPUMEHEHHIO (JtucTke-
BKJIQ/IbIINIE) JUId  OOecreyeHUs
NpaBWIBHOIO  oOpamieHus ¢
JIeKapCTBEHHBIM TpEnapaTom

— 1,2,3 IB

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3gesiaM) PperucTpalnoHHOrO

N

nocbe. IlompaBka HODKHA CONEpKaTh PE3yNbTaThl  COOTBETCTBYIOIIHUX
UCCJIEIOBAaHUN CTaOWIBHOCTH B pPEAbHOM BpEeMEHU (OXBaTHIBAIOIIUX BECh
CPOK TOJTHOCTH, €CJIH NMPUMEHUMO), TIPOBEJCHHBIX B COOTBETCTBUHU C aKTaMH
opranoB Coro3a B chepe oOpalieHHs JTEKapCTBEHHBIX CPEACTB IO KpalHEH
Mepe Ha OJIHOM OIBITHO-ITPOMBIIIIEHHON CEpUH JICKApPCTBEHHOTO Iperapara,
YIIAKOBAaHHOTO C TIOMOIIBIO 3aPEeTUCTPUPOBAHHOTO YITAKOBOYHOT'O MaTepraia u
(MIM) COOTBETCTBEHHO IIOCJIE€ TIEPBOTO BCKPBITUS WM pa3BelneHus. B
COOTBETCTBYIOIIMX  CIIy4asX  HEOOXOJAMMO  MPEACTaBUTh  PE3YJIbTATHI
MUKPOOHUOIOTHYECKUX UCTIBITAaHHM.

. [lepecmoTpeHHast uUHGoOpMaIus O JEKApCTBEHHOM Ipernapare.
. Konmuu yTBepkeHHBIX crenupuKanuil Ha KOHEI CPOKa TOAHOCTH M, €CIU

NPUMEHUMO, crienu(UKaIUU Moce pa3BeAeHHs! (BOCCTAHOBICHHS) MU MTOCIIE
NEPBOTO BCKPHITHS (B BHUJIE CCBHUIKH Ha COOTBETCTBYIOIIMH JIOKYMEHT B
MOCJICIOBAaTEIbHOCTH  JIOChE WJIM TPWIOKCHHUS K  COMPOBOJUTECIHLHOMY
IUCHMY).

r) pazzen ' Tabauilbl M3JI0KUTH B CIICAYIOLIEH peaaKIuu:

«I' MOII (MDPBA)

»;

»;



I'.1. Usmenenne Ha3Banus u| HeoOxomumbie | Jlokymentsl u | [Iponemypa
(nnn) aapeca JepKarens yCJIOBUS JTAaHHBIE
ceptupuxkata MOBA

1 1 1Apy
VYcaoBus

1. lepxxarens ceptupuxkara MOBA nomkeH ocTaBaThCs TEM ke IOPUIUUECKUM
JULIOM.

JlokymMeHTanus

1. OpunmanpHBIA TOKYMEHT OT COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO OpraHa
(HampuMep, HAJIOTOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHHUE WU
ajzpec.

['.2. Usmenenne Ha3Banus u| HeoOxomumbie | Jlokymentsi u | [Iponenypa
(nnn) agpeca JepKaTels YCIIOBUS JTAaHHbIE
ceptudukata MOIIT

1 1 1Ay
Yenosus

1. lepxarens ceprudukara MOII momkeH oCcTaBaThCS TEM Ke HOPHIMYCCKUM
JIULIOM.

JoxymeHnTanus

1. OpunmanbHBI TOKYMEHT OT COOTBETCTBYIOIIETO YIMOJHOMOYEHHOTO OpraHa
(HampuMep, HaJIOTOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE WIIH
azapec.

['.3. Usmenenue wunm  tpancdep| Heooxomumbie | [Joxymentsl u | [Ipouenypa
ceprudukara MOPII ot Tekyuiero YCIIOBHUS JTAaHHBIE
JepKatenss HOBOMY JepiKaTesro
(IpyroMy 1OpUINYECKOMY JIUILY)




JlokymMeHTauus

1. JloxkymeHT, BKItouas wuaeHTU(UKAMIO (HAa3BaHWE W aJApec) TEKYIIEero
nepxkarenss MOII (mpaBooTuyxnaarens) U HACHTUPUKALUIO (HAa3BaHUE H
azpec) JnuIa, MpUHUMAroIero TpaHchep (mpaBomproOpeTaTens), a TaKke
npeaiaraeMyro 1aTy CIeNKH, MOAMMCAHHOW 00eUMU KOMITAaHUSMH.

2. Konust mocnemnedt crpaHuipl 3akimrodeHus (ceprudukaTta, CBUACTEIHCTBA)
Coro3a Ha MOIL.

3. [loaTBepxkaeHNe pErucTpallid HOBOTO JepikaTenst (BBIIMCKA M3 peecTpa
IOpUIMYECKUX JIUI[ U TIEPEBOJ €€ Ha PYCCKHUH S3bIK), MOJMUCAHHOE 00EUMU
KOMITaHUSIMHU.

4. TlonTtBepknenue TpaHchepa Bcedl gokymeHtanuu MO®II ¢ mepgoid
ceprudpukanuun  MOII  mpaBompuoOperarento, MOANUCAHHOE  OOEUMHU
KOMITaHHUSIMHU.

5. JloBepeHHOCTh, BKJIIOYAs KOHTAKTHBIE CBEICHUS JIMIA, OTBETCTBEHHOTO 3a
CBSI3M MEX]y YIIOJHOMOYEHHBIM OpraHoM u fepxkarenem MOII, nmognucannas
paBoINpuoOpeTaTeneM.

6. [TuceM0-0053aTEILCTBO  BBIMOTHCHHUSI BCEX OTKPBITBIX M OCTaBIIUXCS
00s13aTeNnbCTB (IPHU HATTMYKH ), TIOJIITMCAHHOE ITPABONPUOOpETATEIEM.

I'.4. Usmenenne Ha3Banus W | HeoOxomumele | Jlokymentsl u | [Ipomemypa
() anpeca YUYpeXACHHH IO YCJIOBUS JTAaHHbIE
3a00py  (mpoBepke)  KpOBH,
BKJIIOYAs] LEHTPBI I 3arOTOBKHU
KpOBH (TI71a3MBI)

1,2 1,23 1A

YcnoBus

1. Vupexxnenne mo 3abopy (IpoBepKe) KPOBH JIODKHO OCTAaBaThCS TEM IKe
IOPUTUYECKUM JIULIOM.

2. I3menenne JOMKHO OBITh aJAMUHUCTPATUBHBIM (HAmpHUMEpP, CIUSHUE,
MOTJIONICHKE ); U3BMEHEHNE Ha3BaHUsI YUPEIKICHHS 110 3a00py (MpOBEpKe) KPOBU
(ueHTpa s 3aroTOBKM  KpOBHM  (TU1a3Mbl)), TPU  COXPAHEHUH  €Tr0
OpraHU3aIMOHHO-TIPABOBOM (POPMBI COOCTBEHHOCTH U MECTa HAXOXKICHHS.

JoxymeHnTanus

1. [lognucanHas nexyiapanus TOTO, YTO W3MEHEHHE HE BKIIIOYACT M3MECHCHHUE
CUCTEMBI KauecTBa YUpEXKIACHHUS 110 3a00py (ITPOBEPKE) KPOBHU.

2. [lonnucanHas JAekjapamnusi TOrO, YTO HM3MEHEHHUs IepPEYHs IICHTPOB IS
3aroTOBKHM KPOBH (I71a3Mbl) HE TPOUCXOIUT.

3. OOHOBIIEHHBIE COOTBETCTBYIOIINE Pa3/Ieiibl U JOMOTHEHUs K 1ocke MDII.

['.5.3amena wmm  pobGasnenue | Heobxonumere | Jloxkyments u | [Iponenypa
LHEHTpa [UIsl 3aroTOBKM KpOBHU YCIOBUS TaHHbIE
(mma3Mbl) B paMKax Y4YpesKIeHUS
no 3abopy (IpoBepKe) KpOBH,
BKJIFOYeHHOTO B MDII

- 1,2,3 IB




JlokymMeHTauus

1. DnupemMuonoruuecKre JaHHbIE O BUPYCHBIX MapKepax, 3aTparuBarouue HeHTp
TS 3arOTOBKH KpOBH (ma3mel), OXBaTLIBAIOIIHE 3 roja.
B oTHOIEHWH BHOBBH OTKPBITOTO IEHTpa (IIEHTPOB) IS 3arOTOBKH KPOBU
(u1a3Mbl) WKW B Cllydae OTCYTCTBUS JaHHBIX, IOJTBEPXKICHUE TOTO, YTO
AMUJEMUOJIOTHYECKUE TaHHbIE OyAYyT MPEACTABICHBI B OUEPEIHOM €KETOTHOM
OOHOBJICHUH.

2. YKa3aHue, 4TO IISHTpP JJIA 3aTOTOBKH KpOBHU (IJIa3Mbl) (PYHKITMOHUPYET B TEX
K€ YCIOBUSIX, YTO WU JIPyTU€ LEHTPHI, MPUHAMIEKAIIUE YUPEKICHUIO IO
3a00py (IpoBEpKe) KPOBH, COTJIACHO MOJOXKEHUSIM CTaHJAPTHOTO JOTOBOpa
MEXy YIPEKICHHEM 10 3a00py (MpoBepke) KpoBH H jepxaTternem MOII.

3. OOHOBIICGHHBIE COOTBETCTBYIOIIHE Pa3Ieiibl M JOMOTHEHUS K 1ocke MDII.

I'.6. Uckirouenue win | Heooxomumeie | Jlokymentsl u | [Iponiemypa
W3MCHCHHUE craryca YCIOBHUS JTaHHBIC
(pyHKUMOHUPYIOIINNA WU

He(YHKITMOHUP YFOIITHA )

YUPEKACHUM I10 3ab0py

(mpoBepke) KpoBH, (IIEHTPOB st
3arOTOBKH  KpOBH  (TJIa3Mbl)),
UCIIOJIb3YEeMBIX I cOopa KpOoBU
(1a3Mbl) WM IS UCTIBITAHUS
KpOBO- U IIJIa3MoJlad U IYJIOB
TTa3MBI

1,2 1 1A

YcnoBus

1. IlpyuuHBl WCKIIOYEHHWS WJIM W3MEHEHHUs CTaTyca HE JIOJDKHBI OBITh
oOyclioBJIeHbl TpoOieMaMH, CBSI3aHHBIMH C COOJIOJeHueM TpeOoBaHUI
[IpaBun npoU3BOACTBEHHON MTPAKTHUKHU.

2. Yupexaenust 1o 3abopy (mpoBepke) KpoBU (LIEHTPHI JJIsi 3aTOTOBKH KPOBHU
(rma3mbl)) JTOJDKHBI  COOTBETCTBOBaTh aktam opranoB Coro3a B cdepe
npoBefieHusT  (papMalleBTUYECKUX  MHCHEKIMH M 3aKOHOJATEIbCTBY
rocyiapcTBa-4jieHa B 4YacTH, HE yperyJupoBaHHOW akTamu opraHoB Coro3a,
pH U3MEHEHHUH cTaTyca ¢ HepYHKIIMOHUPYIOMIHUX Ha (PYHKITMOHUPYIOIIHE.

JlokyMeHTauus
1. O6HOBNIEHHBIE COOTBETCTBYIOIINE PA3ACIbl M JOMOTHEHHS K Joche MOIIL.

I'.7. Bknroyenue HoBoro | Heooxogumele | Jlokymentsl u | [Iponenypa
YUpeKACHUS o 3a0opy yCIIOBUS JTaHHbIE

(mpoBepke) KpOBH B IEJsAX cOopa

KpOBH (rua3mel), HE

BKJIFOUeHHOTO B MODI1

I'.8.3amena wmm  BximoueHue| Heobxoaumsie | [lokymentsl u | [Ipouenypa




HOBOTO IIEHTpa JJIs 3aroTOBKU yCIIOBUS JaHHbIE
KpoBU  (I1a3mbl) B LEJAX
UCHBITAaHUSA JIOHAM KpOBU U
T1a3Mbl U (WJIM) MYJIOB TUIa3Mbl B
paMKax ydpexaeHus 1o 3adopy
(mpoBepKe) KPOBH, BKIIOUEHHOTO
B MOII

- 1,2 1B

JoxymeHnTanus

1. Yka3aHue, 4TO HCIBITAHUS TPOBOJATCS COTJIACHO TEM XK€ YTBEPKICHHBIM
CTaHJAPTHBIMH OTEPAIIMOHHBIMU TIPOIIeAYpaMHU U (MJIN) METOJIaM UCITBITAHHM.

2. OOHOBIIEHHBIE COOTBETCTBYIOIIHE PA3CIIbl M TOTOTHEHUS K Jochbe MDIT.

I'.9. Bxintouenue HoBoro | Heo6xonumeie | Jlokymentsl u | [Iponemypa
YUpEKICHUS o 3abopy YCJIOBUS JTAaHHbIE
(mpoBepke) KpPOBH, JUTSL

WCTIBITAHUN JIOHAIIMA KPOBU M
a3Mbl U (MJIHM) ITYJIOB TIIa3MBI,
He BKII0YeHHBIX B MDII

['.10. 3amena wnu Brimouenue | Heooxomaumeie | JJoxyments! u | [Ipouenypa
HOBOTO YYpEXKJICHUS IO 3a00py YCJIOBUS JTAHHbIE
(mpoBepke) KpOBU WM LIEHTpa B
KOTOPOM XpaHUTCS I1a3Ma

- 1,2 1B

JoxymeHnTanus

1. YkazaHue, 4TO IIEHTP XpaHEHHUS IIa3Mbl (PYHKIIMOHHPYET B COOTBETCTBUU C
TEMH K€ CTaHIAAPTHBIMH OTEPAIIMOHHBIMH TPOLICYPaMH, YTBEPKICHHBIMHU B
yUpeXJIeHUHU 10 3a00py (IIpOBEpKE) KPOBH.

2. OGHOBNIEHHBIE COOTBETCTBYIOIIME Pa3/ieNbl U TOMOJIHEHHS K Jocke MOII.

['.11. Uckmrouenne yupexaenus| Heooxonumeie | Jlokymentst u |[Iponenypa
no 3a0opy (poBepke) KPOBU WU YCIOBUS JTaHHBIE
LEHTpa B KOTOPOM XPaHUTCS
miazma

1 1 1A
Ycnosue

1. IlpyynHa wWCKIIOYEHUS HE JOJDKHA ObITh OO0ycloBiIeHAa MpoliemMami,
CBS3aHHBIMH C coOONoaeHreM TpeOoBaHuii [lpaBuia TPOM3BOACTBEHHOU
NPaKTUKH.




JlokymMeHTauus
1. OGHOBJIEHHBIE COOTBETCTBYIOLIUE Pa3/ieibl U JOMOJHEHHS K Jocke MOII.

[.12.3amena wmm BrmodeHue | Heo6xonumeie | Jlokymentsl u | [Ipomnemypa
YUPEKACHUS, MIPUHUMABILIETO YCIOBHUS JTAHHbIE
y4acTh€ B  TPAHCIIOPTUPOBKE
J1a3Mbl

— 1 IB
JlokymMeHTanus

1. OGHOBIICHHBIC COOTBETCTBYIOIIUE Ppa3C/ibl M JOMOJIHEHUs K nocke MOII,
BKJIIOYAsl BCE yUpeXICHUs Mo 3a00py (IIpOBEpKE) KPOBH, UCIOJIB3YIOIIUE ITO
yapexXJIeHHUEe, MPUHUMAIOIIEE Y9acTHe B TPAHCIIOPTHPOBKE TUIA3MBI, PE3IOME
JICHCTBYIOIICH CUCTEMBI, 00CCIICUMBAOIICH TPAHCIIOPTHPOBKY B HAJUICIKAIINX
YCIIOBHSIX (Bpems, TeMIeparypa u COOTBETCTBHE [TpaBuinam
MIPOU3BOJICTBEHHON TMPAaKTHKH) W TOATBEPXKACHHE TOTO, UYTO YCJIOBHSA
TPAHCIIOPTUPOBKU BaTHIUPOBAHBI.

['.13. Uckmrouenue yupexaenus,| Heooxonumeie | Jlokymentst u |[Iponenypa
MIPUHUMABIIIETO y4dacTue B YCIIOBUS JTAHHbIE
TPAHCIOPTUPOBKE TIIA3MBbI

1 1 1A

VYcnosue
1. [IpyunHa WCKIIOYEHUS HE JOJDKHA OBITh OOYyCJIOBJIEHA TpoOJIeMaMu,
CBSA3aHHBIMHU ¢ coOitofeHreM [IpaBui nponu3BoICTBEHHON MPAKTUKY.

JoxymeHnTanus
1. OGHOBJIEHHBIE COOTBETCTBYIOIIUE Pa3/Ieibl U JOMOJHEeHUS K Jocke MOII.

['.14. Bxmouenue Ttect-cuctemsl,| Heooxomumbie | [Joxymentsl u | [Ipouenypa
3apeructpupoBaHHoil B Coro3e B YCIOBUS JTaHHBIE
Ka4yeCTBE MEJIMIIUHCKOTO
W3AENUSA, B LEJNSIX WCIBITAHUS
OTACNBHBIX JIOHAIMA KpPOBU U
IJ1a3Mbl B KQYECTBE HOBOW TECT-
CHUCTEMBI

1 1,2 1A

Ycnosusa
1. HoBas Tect-cucteMa 3apeructpupoBana B Cor3e B KauyeCTBE MEIUIIMHCKOTO

U3 0CIUA.




JlokymMeHTauus

1. IlepeueHb UCHBITATENBHBIX IUIOMAAO0K, B KOTOPBIX HCIOJB3YeTCS TEeCT-
cucrema.

2. OOHOBIIEHHBIE COOTBETCTBYIOIIME pa3ieibl M JOMOJNHEHUs K jaocke MOII,
BKJIIOYasi OOHOBJIGHHBIE CBEJCHUSI 00 MCTIBITAHUSX B COOTBETCTBUU C aKTaMU
opranoB Coro3a B cepe oOpalnieHus JeKapCTBEHHBIX CPECTB.

I'.15. Bximouenune tect-cuctemsl,| HeoOxonumsie | Jlokymentst u | [Ipouenypa
He 3apeructpupoBaHHoii B Coroze YCIOBHUS JTAHHbBIE
B KauecTBe MEJULUHCKOTO
U3JeNusa, B LENAX MCHBITAaHUS
OTACIBHBIX JIOHAIMA KPOBH H
I1a3Mbl B KQYECTBE HOBOW TECT-
CHUCTEMBI

a) HOBas TECT-CUCTEMa paHee He
obima omobpena B MOII uvu s
OJIHOTO LIEHTpa MJisi 3aroTOBKU
KpoBM  (TIa3Mbl) B IENAX
UCIBITAHUSA JIOHAIUH KpPOBU U
TJ1a3MBbl

0) HOBasi  TecT-cucTemMa  Oblia
onobpena B MOII mia npyrux
IIEHTPOB JUIsI 3arOTOBKH KPOBH - 1,2 1A
(a3mbl) B LENAX MCHBITAHUS
JIOHAIIMIA KPOBH U TUIA3MbI

JoxymeHnTanus

1. [lepevyeHb UCTIBITATENBHBIX IIEHTPOB, B KOTOPHIX MCIOJIB3YETCSl TECT-CUCTEMA,
U TIepeUYeHb UCTIBITATEIHHBIX IIEHTPOB, B KOTOPBIX OHA OYJIET UCTOIb30BATHCH.

2. OOHOBIIEHHBIE COOTBETCTBYIOIIME pa3Aeiibl U JOMOJHEHUS K gocbe MODII,
BKJIFOYasi OOHOBJICHHBIE CBEJIEHUS 00 MCTBITAHUSIX B COOTBETCTBUM C aKTaMH
opranoB Coro3a B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB.

['.16. U3smenenne tect-cuctembl| Heooxomumbie | [Jloxymentsl u | [Ipouenypa
(MeTona), HCHONB3YyEMOTO ISt YCIOBUS JTaHHBIE
UCTIBITAaHUSL TYJIOB (UCIIBITAaHUE
HAa AaHTUTENa, AaHTUTCHBl WJIHU
aMIHpUKanusg  HYKICHMHOBBIX

KHCJIOT)

— — ]
I'.17. Beenenue ninn pacumpenue | Heooxonumsie | TpeOyemas Bun
POLETYPHI KapaHTUHHOTO yCIIOBUS JOKYMEHTalus | IpOLEeaAYypbI
XpaHEeHHUS

1 1 1A




VYcinoBue

1. Ilpouenypa KapaHTMHHOIO XpaHEHHMs SBJSETCS Oojee CTporoi (Hampumep,
BBIIYCK JIMIIb 0CJIE€ TOBTOPHON IPOBEPKU JOHOPOB).

JoxymeHnTanus

1. OGHOBJICHHBIE COOTBETCTBYIOIIME pa3deibl U JOMONMHEHUs K jgocke MODII,
BKJIIOYAsi OCHOBAHMS BBEJCHUS WIM PACIIMPEHUS MPOLEAYPhl KapaHTUHHOIO
XpaHEeHUs, IJIOIA/IKU, B KOTOPBIX OCYILIECTBIISIETCS KAPAHTUHHOE XpaHEHUE, U
W3MEHEHUS MPOIEAYPHI, I€PEBO PEIICHUH, BKIIIOUasi HOBBIE YCIOBUSI.

I'.18. UckmroueHue nepuoaa| Heobxomumeie | [Jlokymentsl u | [Ipouenypa
KAPaHTUHHOTO XPaHEHUS WJIHU YCJIOBUS JAHHBIE
COKpaIieHue ero
IPOJOJKUTENbHOCTH
- 1 IB
JlokymMeHTauus
1. O6HOBNEHHBIE COOTBETCTBYIOIIKE pa3zaeibl jocke MOII.
['.19. 3amena wiu nob6asnenue| HeoOxonumbie | Jlokymentsi u | [Iponenypa
KOHTEHWHEPOB TUTST KpOBHU YCJIOBUS JTAaHHBIE
(HampuMep, MEIIKOB, (hJIaKOHOB)
a) HOBBIC KOHTEHHEPHI ISl KPOBU
3apeructpupoBansl B (Coro3e B 1,2 1 1A

Ka4eCTBE MEIUIIMHCKHUX U3CINN

0) HOBBIE KOHTEHHEPHI ISl KPOBU
He 3aperucTpupoBanbl B Corose B
KaueCTBE MEAUIIMHCKUX U3EITUI

VcaoBug

1. Konrelinep 3apeructpupoBaH B Coro3€ B KaUY€CTBE MEIULIMHCKOTO U3/EIIHS.
2. Kputepuu kadecTBa KpOBH, 3aKIIFOUEHHON B KOHTEHHED, HE H3MEHSIOTCS.

JoxymeHnTanus

1. OOGHOBNIEHHBIE COOTBETCTBYIOIIME pa3leibl U JOMOTHEHUS K nocke MOII,

BKJIIOYasds HaHMMCHOBAHUEC KOHTGﬁHepa,

MMPONU3BOONUTCIIA,

cnenuduKanuio

pacTBOpa aHTUKOAryJjsiHTa, NOATBepkAeHue peructpauuu B Coroze uiIu
rocyJapcTBe-ujeHe W Ha3BaHUE YUPEXKJEHHs 1O 3a00py (MpoBepke) KPOBH, B
KOTOpPOM HCIIOJIBb3YETCS] KOHTEUHED.

I'.20. 3meHeHue xpanenus | Heooxonumsle | [lokymentsl u | [Ipouenypa
(TpaHCTIOPTUPOBKH) yCIIOBUS JTaHHbIE

a) yCIIOBUWA XpaHEHUsT U (WIun) 1 1 IA
TPaHCTIIOPTUPOBKH

0) MaKCUMaJIbHOTO Cpoka 1,2 1 1A




XpaHCHHUA I1JIa3MbI

VYcnoBus

1. I3meHeHne JOKHO YXKECTOYaTh YCJIOBHS M COOTBETCTBOBATH TPEOOBAHUAM
®dapmakorien Coro3a, a IpH OTCYTCTBUU B HEH — TpeOOBaHUSIM (apMakonein
rOCyJapCTB-4JI€HOB, MPEIBABISEMbIM K IUIa3ME€ KpPOBH 4eJOBEKa s

bpakImOHUPOBAHUSI.

2. MakcuManbHBIM CPOK XpaHEHUS KOPOUE MPEBITYIIETO.

JloxymeHnTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIIME pa3ielibl U JOMOJHEHUs K jgocke MOII,
BKJIIOYasl MOAPOOHOE ONMCAHUE HOBBIX YCIOBHM, MOJITBEPKIACHUE BaIHIaLlUH
yCIOBUM XpaHEeHMs (TpPaHCHIOPTUPOBKH) M Ha3BaHME YUPEXKACHUS MO 3a00py
(mpoBepke) KpOBH, B KOTOPBIX MTPOUCXOIUT U3MEHEHHUE (ECIIU TPUMEHUMO).

['.21. Beenenne wucnbiTanuss Ha| HeoOxonumsie | Jlokymentsi u | [Iponenypa
BUPYCHBIE MApPKEPBI, €CIIH TAKOE YCIOBHUS JTAHHbIE
BBEJICHUE OKAXKET 3HAYUTEIbHOE
BIIMSIHUE Ha OLIEHKY BUPYCHBIX
PHUCKOB

- - ]
I'.22. 3menenune npurotorneHus | Heooxonumeie | JlokymenTsl u | [Iponemypa
myJia Tia3Mbl (HarpuMep, MeTojia YCIOBHUS JTAHHbIE
IIPOM3BOJCTBA, pa3Mmepa IyJa,
XpaHEeHUS o0pas1oB nyJia
TJ1a3MBbl)

- 1 IB
JlokyMeHTauus
1. OGHOBIEHHBIE COOTBETCTBYIOIIUE pa3eibl 1ocke MOII.
['.23. U3MeHneHue Mmep, | Heooxomumeie | lokyments! u | [Ipouemypa
MPUHUMAEMBbIX npu YCIIOBUS JTAHHBIE

PETPOCTIEKTUBHOM OOHApPYKCHHH,
YTO JIOHAIIMA KPOBH U ILIa3MbI
MOJUIeKaT ~ WCKIIOYCHHIO W3
o0paboTku (mponemypa
PETPOCTIEKTUBHOTO aHAIN3a)

B) B fonojHenuu VI:

noapazaensl A.1 — A.7 U3JI0KUTH B CIEAYIOUIEH PEIAKIINU:

«A. AIMMHUCTPATUBHbIE U3MEHECHUS




A.1. U3meHnenue nepxkarens| Heooxogumele | lokymentsl u | [Iporieaypa
PETUCTPALIMOHHOTO YCIOBHUS JTaHHbIC
YAOCTOBEPEHHUS

a) I3MEHCHUE Ha3BaHUA W (WJIN) 1 1,3 |Any
aapeca JepIKaTes
PETHCTPAIIMOHHOTO
YIOCTOBEPCHUS

0) Tpancep perucTparmoOHHOTO 2 1,2,3,4 |Apy
YIOCTOBEpPEHHUS  OT  OJHOTO
Jepkareass — PETUCTPAMOHHOTO
yIOCTOBEPCHUS JIPYyroMy
IOPUINIECCKOMY JIAITY

VcnoBust

1. Jlep>xatenb perucTparmOHHOTO YAOCTOBEPEHHS JTOJDKEH OCTAaBaThCA TEM XKeE
OPUINYECKHUM JIMIIOM.

2. Jlepxatenb ~ pETHCTPAIlMOHHOTO  YAOCTOBEPECHHS  SBISICTCS  JIPYTUM
IOPUTAYECKUM JIUIIOM.

JoxymeHTanus

1. Konuss 10KymMeHTa, BBLAAHHOIO COOTBETCTBYIOUIUM  YIOJHOMOYEHHBIM
OpraHoM  CTpaHbl  pPErHCTpallMM  IOPUIAMYECKOTrOo  JIMHa  JeprKaTels
PETUCTPALMOHHOTO yJOCTOBEPEHHUsl (HampuMep, HAJIOrOBOrO OpraHa), B
KOTOpPOM YKa3aHO HaWMEHOBAaHUHE M aJpec IOPUAMYECKOro JHIla HOBOTO
JieprKaTeNsl PETUCTPALIMOHHOTO YIOCTOBEPEHUS WJIM HOBOE Ha3BaHHWE U (WIIN)
ajipec JeprKaTelisi PerucTPaliOHHOTO YI0CTOBEPEHHUS.

2. JIoKyMeHTbI, 000CHOBBIBAIOIIME TPAaHC(PEP PErUCTPAMOHHOTO YOCTOBEPEHUS
(ynoctoBepeHHMil) M TOATBEPKAAIOIINE BO3MOKHOCTH HOBOTO J€pKaTeis
PETUCTPAIMOHHOTO yJIOCTOBEPEHHUsI 0OecreunBaTh HaJIiexallee BBIIIOJTHEHHE
BCEX 00S3aHHOCTEH JepKaTessi perucTpallMOHHOIO yI0CTOBEPEHUS;

KONUsl  JIOKYMEHTa, [MOATBEPXKAAIOUIEro TpaHchep perucTpalioHHOIO
YAOCTOBEPEHUSI OT OJHOIO IOPUAMYECKOIrO JHIA APYroMYy IOPUIUYECKOMY
Jmny;,

MEePeCMOTPEHHAasl KpaTKas XapaKTEepUCTHKA CHUCTeMbl (apMakoHaaA30pa WU
NepeCMOTPEHHBINA MacTep-(aiin cucteMbl (hapMakoHaA30pa, €CIU OH BKIIOUEH
B PETUCTPALIMOHHOE J1I0ChE;

CBe/IeHUs1 00 OpraHu3alid, OTBETCTBEHHOH 3a paboTy ¢ pekiiaMalusMH B
EBpa3suiickoM 3KOHOMHYECKOM COO3€.

3. [lepecmoTpeHHass B COOTBETCTBYIOLIMX  pazfenax uHbopMauus O
JIEKapCTBEHHOM IIpenapare.

4. lokyMeHT (AOKYMEHTHI), MPEICTaBICHHbIE IOPUIUIECKUM JIULIOM, KOTOPOMY
NepenalTcsl MOTHOMOYMS JIepyKaTelsi PEerucTPallMOHHOTO YIOCTOBEpPEHUS,
MOJITBEPKAAIOIINN OTCYTCTBUE U3MEHEHHI B MH(OPMAIMH O JIEKAPCTBEHHOM
mpernapare, HE  OTHOCAIIMXCS K  TpaHchepy  PeruCTpalMmOHHOTO
yIOCTOBEPEHUSI.

A.2. U3MeHeHue (toproBoro) | Heooxogumeie | lokymentsl u | [Iponeaypa




HaVMEHOBAHMS JIEKapCTBEHHOTO yCIIOBUS TTaHHBIE
npernapara

a) IGKapCTBEHHBIE  IIpemaparkl, 1 1,2 |Any
3aperuCTPUPOBAHHBIE B
coorBercTBUM ¢  [IpaBunmammu
PETUCTPAITUH U SKCIIEPTU3BI

0) TekapCTBEHHBIE  IIpemaparhl, — 1,2 IB
3apEruCTPUPOBAHHBIE TOJIBKO B
pedepeHTHOM TOCyIapcTBe, B
TOM 4HCJE B COOTBETCTBHUH C
3aKOHOJIATEILCTBOM
rocyapcTBa-aieHa

VcnoBust

1. [loaTBepkIeHHE YIMOJIHOMOYEHHOTO OpraHa (SKCHEPTHOM OpraHu3allviu)
pedepeHTHOTO rocy/1IapcTBa MIPUEMIIEMOCTH HOBOT'O (TOoproBoro)
HAaUMEHOBaHUSL.

JlokymeHTauus
1. O6ocHOBaHUE 3asIBUTENS TPUEMIIEMOCTH HOBOTO (TOPrOBOT0) HAMMEHOBAHMUSI.
2. IlepecmoTperHast HHPOpPMAITUS O JIEKaPCTBEHHOM Ipemnapare.

A.3. U3menenne wHaummeHoBaHusi| HeoOxomumsbie | Jlokymentsl u | [Iponeaypa
AKTHUBHOM (bapmareBTHYECKOM YCIIOBHUS JTaHHBIE
cyOcTaHIH 1501051
BCIIOMOTaTEIbHOTO BEIIECTBA

1 1,2 1Ay

Ycnosus
1. AxtuBHasa (apmaneBTuyeckas cyOcTaHIus (BCIIOMOraTelIbHOE BEIIECTBO) HE
U3MEHSIETCS.

JoxymeHTanus
1. OGocHOBaHWE W3MEHCHHMS HAaWMMCHOBAHHWS AaKTHBHOW (apMaleBTHICCKON
cyocranmuu  BO3. s BcrmoMoraTenbHOTO BellecTBa — OOOCHOBaHHUE

M3MEHEHMsI CIpaBOYHUKA (Kiaccu(dukaTopa) BCIIOMOTATENbHBIX BELIECTB
Coro3a. IloaTBepkieHHe TOro, 4TO M3MEHEHHE cOOTBeTCTBYyeT Dapmakonee
Coro3a (eciu HOpUMEHHMMO), a TpU OTCYTCTBUM B Hell — @@apmakonee
rocyjapcTBa-uieHa. Jleknapauus, YTO HAMMEHOBAHHUE JIEKAPCTBEHHBIX
pacTUTENbHBIX MpPErnapaToB COOTBETCTBYeT akTaM opraHoB Coro3a B cepe
oOpalieHns JeKapCTBEHHBIX CPEICTB.

2. IlepecmoTpenHast HHGOpMAIHs O JIEKAPCTBEHHOM Ipernapare.

A.4. U3menenne HasBanua u| Heobxomgumsie | Jloxyments u | [Ipouenypa
(wnn) anpeca: MPOU3BOAUTENS yCJIOBUSA JlaHHBIE
(BktOYas, eciu  MPUMEHHMO,
TJIOLIAAKU o KOHTPOJIIO




KayecTBa), WMIM  JepiKareis
MOA®C, wium  IOCTaBIIMKA
aKTUBHOM  (papMaleBTHYECKOU

cyOcTaHImH, HCXOIHBIX
MaTepUaJIOB, PEAKTUBOB WM
MIPOMEXYTOUHBIX MPOJIYKTOB,

UCIIOJIb3YEMBIX B IPOU3BOJCTBE
AKTUBHOU (hapMalieBTHYECKON
cyOcTaHiuu (eciu yKa3aHO B
PETUCTPALMOHHOM JIOChE), €CIIU B

pPETUCTPAIMOHHOM J0Che
OTCYTCTBYIOT cepTU(PUKATHI
COOTBETCTBUA EBponenckon
dhapmakoriee, WIu
MIPOU3BOIUTEIS HOBOTO
BCIIOMOTATEIbHOTO BELIECTBA
(ecnu yKa3aHo B

PETUCTPAIIMOHHOM J0ChHE)

1 1,2,3 1A

VYcnoBus
1. ITpou3BoACTBEHHAS TIJIOMIAKA M HU OJHA U3 TIPOU3BOACTBEHHBIX ONEpaIMi HE
U3MEHAETC.

JlokymMeHTauus

1. OpunmanbHplii  TOKYMEHT OT  YIOJIHOMOYEHHOIO OpraHa (Hampumep,
HaJIOrOBOr'0 OpraHa), B KOTOpOM yKa3aHO HOBOE€ Ha3BaHHE U (WJIM) aapec.

2. IlonpaBka K COOTBETCTBYIOIIEMY pa3ziesly pEruCTPaMOHHOTO JI0Che.

3.Ilpu  u3MeHeHMM  Ha3BaHUs  JepxaTens  MacTep-(ailia  aKTUBHOM
dapmaneBTuueckoi cyocranuun (MOPADC) — 0OHOBIICHHOE pa3pelieHUEe Ha

JOCTYII.

A.5. U3menenne Ha3Banus u| HeoOxomumbie | Jlokymentsl u | [Iponemypa

(unu) aapeca  TPOU3BOIUTENS YCJOBUS JIaHHbIE
JIEKapCTBEHHOTO npernapara,
BKJTFOYAs BBITTYCKAIOIINE

IUIOIIAIKA W IUIOHIAAKH 110
KOHTPOJIIO Ka4eCTBa

a) neHCTBUS, 3a KOTOpbIE 1 1,2 |Any
OTBEYaeT IPOU3BOIUTENb

(uMmopTep), BKIIOYAIOT BBITYCK

cepui

0) nericTBus, 3a KOTOpBIE 1 1,2 1A
OTBEYAeT IPOU3BOAUTEND

(ummopTep),  HE  BKIIOYAIOT

BBIIYCK CEpUU




Ycnosus
1. I[IpousBoACcTBEHHAsT  IUIONIQJKa, Ha3BaHue U (WiM) aapec KOTOpou
W3MEHSIOTCS, M HU OJIUH U3 TIPOLIECCOB MPOU3BOICTBA HE U3MEHSIOTCS.

JloxymeHTanus

1. Komuss numeH3uu Ha TPOU3BOACTBO (TIPH HATWUYHMHM) WIH OQUIIAATBHBIN
JOKYMEHT OT COOTBETCTBYIOUIETO YIOJIHOMOYEHHOIO OpraHa (Hampumep,
HaJIOrOBOI'0 OpraHa), B KOTOPOM YKa3aHO HOBOE€ Ha3BaHHE U (WJIM) ajpec.

2.Ecnm  mpuMeHMMO, ~ TOMpaBKa K COOTBETCTBYIOLIEMY  pas3ieny
PETUCTPAIIMOHHOTO JI0ChE, BKIIOYas MEPECMOTPEHHYI0 HMHGPOpPMALUI0 O
JIEKapCTBEHHOM Ipernapare.

A.6. U3menenne koga ATX Heo6xomumeie | [lokymenTsl u | [Iporienypa
YCIOBHUS JTaHHBIE

a) I3MEHCHHE BCIIC/ICTBUC 1 1 1A

YTBEPXKACHUS WM U3MEHEHUS

BO3 koma ATX

0) I3MCHEHHE TI0 HWHUIIHATHUBE — 1 IB

3asIBUTENS KoJa, HE

SIBJIAIOIIETOCS KOJIOM,

npucBoeHHbIM BO3

YcnoBus
1. 3meHeHue BenencTBue yrBepkaeHus wim usMeHenns BO3 koga ATX.

JoxymeHTanus
1. IlepecmoTpenHas nH(OpMAIIHS O JEKaPCTBEHHOM Ipemnapare.

A.7. UckmtoueHue Heobxonumeie | Jlokymentsl u | [Ipouenypa
MPOU3BOJICTBEHHON  TUIOMIAJIKH yCIIOBUS JaHHBIC
(B TOM uwmcne I8 aKTHUBHOU
(hapMarieBTHYECKON CyOCTaHIUH,

MIPOMEKYTOYHBIX MPOAYKTOB,
JIEKapCTBEHHOTO nperapara,
YIIaKOBIIIHKA, MPOU3BOAUTES,

OTBETCTBEHHOTO  3a  BBINYCK
CepHuH, KOHTPOJISI KAYECTBA CEpUil
WU TIOCTaBIIMKA  HCXOJHOTO

Mmarepuania, peakTHBa  WJIH
BCIIOMOTaTEIHLHOTO BEIIIECTBA
(ecn YKa3aHbl B

PETUCTPAILIMOHHOM JIOChE))

1,2 1,2 1A

YcnoBus
1. JlomxHO oOcTaThcsi He MeHee | paHee OJOOPEHHOW MPOU3BOACTBEHHOM
TUIOMIAAKN  (MTPOU3BOUTENS), OCYIIECTBISIIONICH Te k€ (QYHKIUU, YTO U




Mo AJIC)KaIIUC NCKIIFOYCHHUIO.
2. Uckarouenne He JOJIDKHO OBITH CICACTBUEM KPUTHUYCCKUX HCEAOCTATKOB
MMpon3BOACTBA.

JloxymeHTanus

1. B myHKTe O BHOCHUMBIX H3MEHEHHSIX 3asBJICHUS O BHECEHUU HW3MEHEHHI
HEOOXOUMO YETKO OO0O03HAYWTh paHee OJOOpPEHHBIX M MpeasiaraeMbIX
MIPOU3BOIUTENEH, KaK YKa3aHo B pazzeine 2 (opMbl 3asBICHHUS.

2. [TompaBka K COOTBETCTBYIOIIEMY pa3zeiny (paslenaMm) perucTparuoHHOTO
J0Che, BKIIOYAss TMEPEeCMOTPEHHYI HHGMOpPMAMI0 O JIEKAPCTBEHHOM
npernapare.

noapaszen A.8 npu3HaTh yTPATUBIIUM CHILY;

B) pazzaen b Tabnuiibl U3N0XKUTH B CIEAYIONMICH PEAaKIINN:

«b. U3MeHeHN KAaYeCcTBa

Bb.I. AkTuBHasi papmaneBTHYECKAs CYOCTAHIIUS

b.1.a) IIpousBoacTBO

b.l.a.1. U3Menenue Heo6xomumeie | Jlokymentsl u | [Ipouenypa
TIPOU3BOTUTEIS HCXOJTHOTO yCIIOBUSA JTaHHBIC
MaTepuana (peakTuBa,

MPOMEXKYTOYHOTO TMPOAYKTA),
UCIIOI3YEMOTO0 B  TIpoliecce
MIPOU3BOJICTBA aKTUBHOMN
dbapmarneBTHIECKON

CyOCTaHIIMM WU W3MEHEHHE
MIPOU3BOIUTEIIS AKTUBHOU
dbapmarneBTHIECKON

cyOctaniuu (BKJIIOYAsi, €CJIu
MPUMEHUMO, TUIOMIAJKA TIO
KOHTPOJIIO KayecTBa), €CIH B

PErUCTPALIMOHHOM J0ChE
OTCYTCTBYET ceptuduxat
coOTBeTCTBUsI  EBpornenckon
dapmakonee

a) mpeagaraeMblit
MPOU3BOJUTENb MPUHAIICKHUT

K TOU xKe rpymnme 1,2, 3,4,
1,23 lAny
bapmareBTHIECKIX 56,7,9
KOMITaHUH, YTO ¥ 0JI00pEHHBIN
MIPOU3BOIUTEND
0) BHECEHUE HOBOT'O
IIPOU3BOUTENS AKTUBHOMN — — I

dapmareBTHIECKOI

»;



cyOcTtaHmu, 0OOCHOBAHHOM
M®OADC <*>

B) Mpe/iaraeMablii

IPOU3BOJUTENDb  UCIHOJIB3YET
PE3KO OTIMYAIIIUNCA CIOCO0
CUHTE3a WIn YCIIOBUS
IIPOU3BOJICTBA, KOTOPHIE MOT'YT
U3MEHUTH BaXKHBIE MMOKa3aTelu

Ka4yecTBa aKTUBHOU
(bapMareBTH4ECKON

cyOcTaHIuHy, TaKue Kak
Ka4eCTBEHHBIH u (nmm)
KOJINYECTBEHHBIH npoduib
IIpUMECEH, TpeOyromuit
KBaJIM(UKAIIMHN, WU (PU3UKO-
XUMUYECKHUE CBOMCTBA,
BIIMSIIOIINE Ha

OMOAOCTYIMHOCTh <*>

T') HOBBIH MIPOU3BOAUTEID
MaTtepuana, TpeOyIoIIero
OLICHKH BHPYCHOM

0€30MacHOCT U (WJIM) pHCKa
I

1) N”3BMEHEHUE 3aTparuBacT
OMOJIOTMYECKYIO aKTUBHYIO

bapmareBTHIECKYIO
cyOcTaHIUIO (BKITIOUAst
HCXOJIHBI MaTepHall, PeaKTuB,
IIPOMEKYTOUHBIN MPOIYKT,
HCIIOJIb3 YOI CS B
MIPOU3BOJICTBE
OMOJIOTrHYECKOTrOo

JIEKapCTBEHHOT0 Ipenapara)

€) U3MEHEHHE nopsiika
KOHTPOJISI KaueCcTBa AKTHUBHOU
bapmareBTHIECKOM
cyOcTaHIuu: CM€EHa 1500051
no0aBjIeHHE  IUIOMIAJKH, Ha
KOTOPOM OCYIICCTRIISICTCS
KOHTPOJIb (UCTIBITAHUE) CEPUt

2,4

1,5

) BHECCHHE HOBOT'O
MIPOU3BOIUTEIS aAKTUBHOMU
dapmareBTHIECKOI

cyOCcTaHIIMM, HE HUMEIOIIeH




MOADPC u  Tpedyromeit
oOHoBieHUsT pasgena  3.2.S
PETHCTPAMOHHOTO J0Che
JICKQpCTBEHHOTO  TIperapara
<*k>

3) BKJIIOUEHHUE
aIbTEPHATUBHOM IJIOIIAJIKH 110
CTEpWIN3ALUU AKTUBHOU
dbapmareBTHUECKON
cyOcTaHIu c
HCIIOJIb30BAHUEM MeTo/1a
®apmakorien Coroza, a mpu
OTCYTCTBMM B Hel — ¢
UCIIOJIb30BaHUEM METOJIOB
IPYTUX bapmakoneit B
cootBercTBUM ¢ KoHuemnuuen
rapMoHm3anuu  (hapmakomnei
roCcyapcTB - YJIEHOB
EBpazuiickoro
HKOHOMHYECKOTO COM03a,
YTBEPKACHHOU Pemrennem
Komnernn EBpa3suiickoin
HPKOHOMHYECKONH KOMHUCCHUHU OT
22 centsa6ps 2015 r. Ne 119
(mamee — Konnermus
rapMOHHU3AITHHN )

1,2,4,5,8

1) BHCCCHHE HOBOW TUIOMIAIKU
10 MUKpPOHU3AMNH <*>

2,5

1,4,5,6

K) U3MEHEHUS MOPSAKA
KOHTPOJIS KauecTBa
OMOJOTUYECKOM AKTHUBHOMN
bapmareBTH4IECKOM
cyOCTaHIIMU:  3aMeHa  WJIH
BKJIFOYCHUE  TUIOMIAJKH, Ha
KOTOpOH OCYILECTBIIAECTCS
KOHTpPOJIb (UCTIBITAHUSI) CEPUIA,
BKJIFOYAst OMOJIOTUYECKUI
(MMMYHOJIOTHUCCKHIA,
UMMYHO-XHUMHYECKHI ) METO/T

J7) HOBas TIoLIaIKa o
XpaHEHWIO TJaBHOro OaHKa
KJIETOK # (uiu) pabouero
0aHKa KJIETOK

1,5

Ycnosusa




1. Cneundukanum  HUCXOIHBIX  MaTEpUAIOB U PEAKTUBOB  (BKJIIOYAS
BHYTPHUIIPOU3BOACTBEHHbIE KOHTPOJIH, METO/IbI aHanu3a BCEX
MaTEepHUaIOB) UIEHTUYHBl paHee oA00peHHbIM. Crnenudukanuu (BKIHOYas
BHYTPUIIPOU3BOACTBEHHBI KOHTPOJIb, METO/IBI aHAJIN3a BCEX MATEPUAIIOB),
CrocoObl MPUTOTOBJICHUS (BKIIOYash pa3Mep CEepuu) U MOAPOOHBIN Crocod
CHUHTE3a NPOMEXKYTOUHBIX MPOJYKTOB U aKTUBHBIX (hapMaleBTHUECKUX
cyOcTaHIIUM UACHTUYHBI paHee 0JJ0OPEHHBIM.

2. AxtuBHas (apmarieBTHYeCKass CyOCTaHIIUS HE SBJSIETCS OMOJIOTMYECKON WU
CTEPUJIIBHOM.

3. Ecnn B mporecce Mpou3BOJACTBA UCTIONB3YIOTCS MaTepHANIbl YETIOBEUECKOTO
WIM  KUBOTHOTO  TPOUCXOXKIEHHUA M  IPOU3BOAUTENb  AKTHUBHOMN
dbapmaleBTHIEeCKOM CyOCTaHIINH:

HE HCIIOJIb3yeT HOBOI'O IMOCTaBLIMKA, B OTHOUIEHHMH KOTOpPOro TpeOyeTcs
OIICHKa BUPYCHOI 0€30MacHOCTHM M OlleHKa cooTBeTcTBUS Dapmakonee
Coroza u rnaBe 24 IlpaBun mpoBelneHUs HCCIENOBAHUN OHOJIOTHYECKUX
JIEKapCTBEHHBIX CpPEJICTB, MO MHHMMH3ALMU pHCKAa NEpeayd areHTOB
ry0yatoil  sHIedanonaTud KUBOTHBIX IOCPEACTBOM  JIEKAPCTBEHHBIX
IpenapaToB AJi1 MEIUIIMHCKOTO U BETEPUHAPHOIO PUMEHEHUS;

HCIIOJIB3YET HOBOTO IOCTABIIMKAa B OTHOIIEHMH KOTOPOTO Takas OLEHKa
IPOBEJICHA.

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

5. Cnenudukanust pazMepa 4acTUll aKTUBHOW (papMalieBTUYecKoi cyOCTaHIIuU
Y COOTBETCTBYIOIINI AHATUTUYECKUI METO]I HE H3MEHSFOTCSL.

JoxymeHnTanus

1. Ecniu npumeHuMO, TOMpaBKa K COOTBETCTBYIOIIEMY paszzeny (pasaernam)
PETUCTPAIIIOHHOTO JI0ChE.

2. IlonTBepxaeHue JepXKaTenss PEeruCTPAllMOHHOTO  yJIOCTOBEPEHHUs MU
nepxarenss MOADC coOTBETCTBEHHO, UYTO MPOLEAYPbl KOHTPOJISI KauecTBa
crnocoba cuHTe3a (WM JUIsl JIEKAPCTBEHHBIX PACTUTENbHBIX IpEnapaTroB —
METOZa TNPUTOTOBIEHUS, TIeorpauuecKoro HMCTOUYHUKA MPOUCXOXKICHUSI
pacTuTenbHOM  (papMmaleBTUUECKOM  CyOCTaHIIMM M Tpolecca  ee
IIPOU3BOJICTBA (COOTBETCTBEHHO)) U crenugpuKanuu aKTUBHOMN
dbapMaleBTUIECKON CyOCTaHIIMM W HMCXOJHOTO MaTepuaia, peakTHBa,
IPOMEXYTOYHOIO NIPOAYKTa B IIPOLECCE MPOU3BOJACTBA  AKTUBHOM
dbapMalneBTHUYECKON CyOCTaHIIMU (€CId TPUMEHUMO) HE OTIUYAIOTCS OT
paHee 0JJOOpEHHBIX.

3. Ceptudukar coorBerctBus EBpormelickoii @apmakoriee o ['D mis mo6oro
HOBOTO MCTOYHHKA Marepuaina, Ju0o (eclii MPUMEHUMO) JOKYMEHTaIbHOE
MOJTBEPKICHHUE TOr0, YTO UCTOUYHMK MaTepHalia, moABep>KeHHbIN pucky '3,
paHee MCCIIEIOBAJICS YIIOJIHOMOYEHHBIM OPTaHOM U OBIJIO MOATBEPKIEHO €ro
coorBercTBue dapmakonee Coro3za u r1iiase 24 IlpaBun mnpoBeneHUs
UCCJIEIOBAaHUN OMOJIOTUYECKUX JIEKAPCTBEHHBIX CPEICTB MO MUHUMM3ALUU
pucCKa TepeJayd  areHToB  ryouaroil  sHuedanonatMd  KMBOTHBIX
NOCPEJCTBOM  JIEKAPCTBEHHBIX  IpPENapaTtoB i  MEIMLUHCKOIO U
BETEpUHApPHOTO mpuMeHeHus. Ilpu sToM, Takoe JOKyMEHTaJIbHOE
MOJATBEPKACHUE JOJDKHO BKJIKOYATh B ceOsl B TOM YHCIE CIEAYIOLIUe
CBEJCHUS: Ha3BaHUE NPOU3BOJIUTEINS, BHJ JKUBOTHOTO U €ro TKAaHH, W3




KOTOpPBIX IIOJYYCH MATCpHal; CTpaHa JMMPOUCXOXKACHUA MaTCpuajia,
HCIIOJIb30BAHUC JAHHOI'O MaTCpHraJia B IIPOIIJIIOM U €ro IMpucMJICMOCTb.

4. Jlannsle aHau3a cepuil (B (popmare cpaBHUTENBHON TaOIUIBI) IO MEHBLIEH

Mepe JBYX cepuil (110 MEHbBIIECH Mepe, ONMBITHO-IIPOMBIIIJICHHBIX) aKTHBHOMN
dbapmareBTUUYECKOW  CyOCTaHIIMM  OT  TEKYIIMX W IpeajaraeMbixX
MPOU3BOUTENEH (TIOMIAH0K).

5. B 3agBiieHUM O BHECEHHUU H3MCHEHUM H606XOI[I/IMO YCTKO YyKa3aTb paHCC

0JI00pEHHBIX U MpeJiaraeMbIX MPOU3BOJUTENCH, KaK yKa3aHo B pazzeine 2.5
(OpMBI 3as1BJICHUSL.).

. Ecin axtuBHas (apmaneBTuyeckas CyOCTaHLMS MCIONb3YETCS B KauyecTBE
HCXOJIHOTO MaTepuayia, JAeKiapanus YHOJIHOMOYEHHOTO JIMLa KaXJoro
JepKaTens JIMLIEH3WW Ha IPOM3BOJCTBO JIEKAPCTBEHHOrO IIperapara,
YKa3aHHOTO B 3asBJICHUH, WIN YIIOJHOMOYEHHOIO JIMIA KaXXI0T0 JepikKaTes
JULEH3UM  HAa  TOPOU3BOACTBO,  YKAa3aHHOTO B 3asBJIICHUM  KakK
OCYILIECTBIIIIOUIETO  CTAJHUI0  IPOBEACHUS  BBITYCKAIOWIEr0  KOHTPOJIS
KayecTBa JIEKapCTBEHHOT0 MpernapaTa. B nexknapanusx HeoOX0auMO yKa3aTh,
YTO MPOU3BOJUTENb AKTUBHOU (papmarieBTUUeCKou CyOCTaHIIMM, YKa3aHHBIN
B 3asBJICHUHU, OCYLIECTBISET CBOI JECATEIbHOCTh B COOTBETCTBUU C
[IpaBunamMu  OpOU3BOACTBEHHOM  mpakTuku. llpu  ompeaeneHHBIX
00CTOSTENbCTBAX ~ JIOMYCKAeTCsl MpEeACTaBIsATh | Jekiapauuio  (cM.
npuMedanue k n3menenuo b.11.6.1).

7. O0s3atenbcTBO (P HEOOXOAMMOCTH)  MPOU3BOAMTENS  AKTUBHOM

dbapMaleBTHYECKON CyOCTaHIIMU OIMOBELIATh JCPXKATEIS PErHUCTPALIMOHHOTO
YAOCTOBEpEHUsI O JIIOOBIX  HW3MEHEHUSAX  Ipollecca IPOU3BOACTBA,
crienupuKai ¥ aHATUTHYCCKUX METOJMK aKTHBHOM (apMalieBTHIECKON
cyOcTaHIIH.

8. [lonTBepxkaeHne, dYTO TMpeaiaracMasl IUIOMIAJKa JIOJDKHBIM — 00pa3om

JULEH3UPOBaHA B OTHOLIEHWM pPacCMaTPUBAEMOM MPOU3BOJICTBEHHOU
OnepauuH.

9. lokyMeHTHI, TOATBEPKAAOITNE MPUHATICKHOCTh MPOU3BOJAUTEIISI aKTUBHOM

dapmarnieBTHUECKOW CyOCTaHIMM K OAHOW Tpymme ¢dapMaleBTHYECKUX
KOMIIaHUH (Harmpumep, MUCbMO MOTBEPKICHHUE).

[Ipumeuanue: <*> |B npuMEHHMBIX Ciy4yasix TMPEICTABIACTCS TAKXKE TECT

CPaBHUTEIBHOM KUHETUKH PACTBOPEHUS HA JIEKAPCTBEHHBIN
npenapar ¢ akTUBHOW (¢apMalleBTHUYECKON CyOCTaHIUEH,
MPOMU3BEJICHHON HA MPEKHEH IUIOMIAJIKE, U IByMSI CEPUSIMU
JIEKApCTBEHHOr0 Tpenapara, MPOU3BEICHHOTO C aKTUBHOMU
dbapMaleBTHUYECKON CyOCTaHIMeW, TPOU3BEICHHON Ha
HOBOW MPOU3BOJICTBEHHON MIOIIAJIKE.

b.l.a.2. Usmenennss mpouecca| Heooxomumeie | Jlokymentsl u | [Ipouenypa
MIPOU3BOJICTBA AKTHUBHOMN YCJIOBHS JTAaHHBIE
bapmarieBTHIECKOI

cyOcTaHIu

a) HECYILIECTBEHHOE 1,2,3,4, 193 A
U3MEHEHHUE mpoiiecca 5,6,7 .




IPOM3BOJICTBA AKTUBHOMU
bapmaneBTHIEeCKON
cyOcTaHIu

0) 3HaYNTEIIPHOE  HW3MEHCHHE
npoiecca MIPOU3BOJICTBA
aKTHBHOUM (papMaIieBTHUECKOM
cyOCTaHIIMU, KOTOPOE MOKET

0Ka3aTh CYIIIECTBEHHOE — — I
BIIUSTHUE Ha KauyecTBo,

0€301MacHOCTh WIH

3¢ (PeKTUBHOCTD

JICKaApCTBCHHOTI'O ITpCIiapara

B) U3MEHEHUE 3aTparuBacT
OMOJIOTHYECKYI0 CYOCTaHITHIO
WIH HWCIIOB30BAaHUE JPYTrOTO
BCIIECTRA, MIOJTYYCHHOTO
MyTeM XUMHUYECKOTO CHHTE3a,
npu MIPOU3BOJICTBE
OMOJIOTUYECKOTO

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

JIEKapCTBEHHOTO Tpernapara u
HE CBSI3aHO C MPOTOKOJIOM

yIpaBlICHUS
NOCTPErUCTPALIMOHHBIMU

U3MEHEHUSIMHU

') U3MEHEHHE 3aTparuBacT

JIEKapCTBEHHBIN

pacTUTENbHBI Ipenapar, a

MMEHHO reorpaduaeckuii

VCTOYHUK IIPOUCXOKIACHUS — — I
JIEKapCTBEHHOTO

PACTHTENHHOTO CHIPHS, CIIOCO0

IIPOU3BOJICTBA WIH

NPUTOTOBJICHUS

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

Ycnosusa
1. HexxenaTenbHOE M3MEHEHNE KAYECTBEHHOTO WJIM KOJIMYECTBEHHOTO MPOQIIIS
npuMecen uiau GU3NKO-XUMUYECKUX CBOMCTB OTCYTCTBYET.




2. Crioco0 cuHTE3a OCTaeTcsi TeM e, TO €CTh MPOMEKYTOUHBbIE MPOIYKThl HE
W3MEHSIFOTCSI U B TIPOIIECC HE BBOJISITCS HOBBIE PEAKTUBEI, KATaTU3aTOPhI WU
PaCTBOPHUTEIMU. ['eorpaduueckuit HUCTOYHUK MIPOUCXOKICHUSA
JICKapCTBEHHOTO PACTUTEIBHOTO CBIPhS, MPUTOTOBIICHHUE JIEKAPCTBEHHOTO
PaCTUTENBHOTO  CHIpbS W cMoco0  MPOU3BOJICTBA  JIEKAPCTBEHHBIX
PaCTUTENBHBIX MPENapaToB HE U3MEHSIOTCS.

3. Cnenudukanum aKTUBHOU (dhapMarieBTHICCKON cyOcTaHIu u
MPOMEXYTOYHBIX MPOJTYKTOB HE U3MEHSIOTCS.

4. I3MeHEeHHE TOJMHOCTBIO  OINMUCHIBACTCSI B OTKPBITOM YacTH  (YacTu
«3asBureisi») MOADC (eciiu NPUMEHUMO).

5. AxktuBHas (apmanieBTHUeCKass CyOCTaHIMS HE SIBISIETCS OMOJIOTMYECKOM
cyOcTaHIMeH.

6. I3aMeHeHne He 3aTparuBaeT Teorpaduueckwii MCTOYHHK IPOUCXOKICHUS
JICKaPCTBEHHOTO  PACTUTENBHOTO CHIPbs, CIOCOO MPOU3BOJICTBA  WJIU
MPUTOTOBIICHUS JICKAPCTBEHHOTO PACTUTEIILHOTO MIpernapara.

7. I3meneHue He 3aTparuBaeT 3akpbiTyio yactb MOADC.

JlokymMeHTauus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zieiy (pa3zieiiaM) perucTpariioOHHOTO
JI0Che, BKIIIOYAs MPSIMOE CPAaBHEHHE TEKYIIETO M HOBOTO MPOIECCOB.

2. Jlannble aHanm3a cepuit (B popmare CpaBHUTEIHHOW TAOIUIIBI) 110 MEHBIIEH
Mepe 2 cepuii (M0 MeEHbIIEH Mepe, OMBITHO-TIPOMBIIIJIEHHBIX),
MIPOU3BEICHHBIX C MTOMOIIBI0 O00PEHHOTO U MIPEIIaraeMoro mpoIeccoB.

3. Konuu yTBepkIeHHbIX croenuduKanuii akTUBHON (apMalieBTUuecKon
cyOcTtaniuu (B BHJE CCBUIKM Ha COOTBETCTBYIOINUW JOKYMEHT B
MOCJICJIOBATEIILHOCTH ~ PETUCTPAIIMOHHOTO JIOChE WU TNPWIOKEHUS K
COMPOBOJIUTEILHOMY TTUCHMY).

4. [ToaTBepKaeHUE JEep)KaTeNsl PETUCTPAIIMOHHOTO — YIOCTOBEPEHHUS WU
nepxarens MOADC COOTBETCTBEHHO, UYTO M3MEHEHHE KAaye€CTBEHHOTO H
KOJIMYECTBEHHOTO Tpodmis mpuMecerd Wiau (HU3UKO-XUMHUYSCKUX CBONCTB
OTCYTCTBYET, CITIOCO0 CUHTE3a, Celu(pUKaIUU aKTUBHON (hapMaIieBTUIeCKOn
CyOCTaHIIUU ¥ MPOMEKYTOUHBIX MTPOTYKTOB HE M3MEHSIOTCS.

[Tpumeuanue |Iloxg 3HAYUTEIHHBIMU W3MEHECHUSIMHU aKTHUBHBIX
dbapMareBTUYECKUX  CYOCTAaHIMA,  TMOJYYCHHBIX  IyTEeM
XUMHUYECKOTO CHHTE3a, TOJPa3yMEBAIOTCSI M3MEHEHHUs Crocoda
CHUHTE3a WJIM YCIOBUW MPOU3BOJICTBA, KOTOPBIE CIOCOOHBI
U3MCHHUTHh  BaXKHBIC  [OKa3aTeJId  KAauyecTBa  aKTHBHOU
dbapMaleBTHYECKON CyOCTaHIIUM, TaKU€ KaK KauyeCTBEHHBIM W
(M)  KOJMYECTBEHHBIH MpOPWiIb TpHUMEcei, TpeOyromui
KBaTM(DUKAIIH, WU QU3HKO-XUMUYECKUE CBOMCTBA, BIUSIOIINE
Ha OMOJIOCTYITHOCTb.

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

cepun (BKJIIOYas JAHana3zoHb yCIIOBUS TTAHHBIC
pa3Mepa CcepuM) aKTHUBHOM
bapmarieBTHIECKOM

cyOcTaHIu WIn




MPOMEXYTOYHOTO  MPOAYKTA,

UCIIOJIb3YEMOTO0 B  IIpoliecce

IIPOU3BOACTBA AKTUBHOMN

dbapmareBTHUECKON

cyOcTaHIu

a) yBEeJIMUYCHUE pa3Mepa Cepuu

BIIoTh g0 10 pa3 mo

CpaBHEHUIO c %__)’ %’ 3;’ ;1;’ 1,2,5 1A
3apEerUCTPUPOBAHHBIM R

pazMepom

0) yMeHbIIIeHHE pasmepa

cepun g0 10  pa3 mo

CpaBHEHUIO c|] 1,2,3,4,5 1,2,5 1A
3aperucTPUPOBAHHBIM

pa3Mepom

B) U3MEHEHUE TpeOyeT

aHanusa COIOCTaBUMOCTH

OMOJIOTUYECKOM AKTUBHOMN — — ]
dbapmarieBTHUECKON

cyOcTaHIu

I') YBETUUYCHHE pa3Mepa Cepuu

6onee 10 pa3 mo cpaBHEHHIO C B 19234 B
3apEruCTPUPOBAHHBIM T

pazMepom

1) yBeJIMueHUE (yMEHBIICHUE)

Mmaciiraba MIPOU3BOJICTBA

OMOJIOTUYECKOM AKTHUBHOMN

bapmareBTHIECKOM

cybcTaHIMUM 0e3 H3MEHEHMs B 1,234 B
nporecca MIPOU3BO/ICTBA

(Hampumep, nyOnmupoBaHue

JIMHWM)

YenoBus

1. Bce usmenenus MCTOOOB IIPOU3BOACTBA 3aTparuBarOT JIMIIb HeO6XOﬂHhﬁﬂe

NpOLECCHl JJI1 YBEJIWYEHHUS WM YMEHBIICHHS pa3Mepa CepHuH, Hampumep,
UCIOJIb30BaHUE 000pyI0BaHKE JPYTOro pa3Mepa.

. HeoOxonumo IIPEICTaBUTD pe3yIbTaThI UCIIBITAHUN
crnenudukanusaM He MeHee 2 cepuil peIaraeMoro pa3mMepa Cepum.
. PaccMaTpuBaemblil IeKapCTBEHHBIN Mpenapar He SBJISETCS OMOIOTHYECKUM
JIEKapCTBEHHBIM IIPENApaTOM.

. I3MeHeHne He BIUSAET HEeXelaTeIbHbIM 00pa3oM Ha BOCIPOU3BOJMMOCTH
nporecca.

. I3MeHeHne He MOJKHO OBITh CIENCTBUEM HENpPEIBUICHHBIX CHUTYaluH,

coriaaCHoO




BO3HUKIIMX B X0J1€ IPOU3BOCTBA, WJIN HAPYILIEHUS CTAOMIBHOCTH.

6. Cnenuduxarmm AKTUBHOMN bapmarieBTHIECKOI cyOcTaHIMu
(MpOMEXKYTOUHBIX TPOYKTOB) HE U3MEHSIOTCS.

7. AxTuBHas QapManieBTHUECKask CyOCTaHIIMS HE SIBISETCS CTEPUIIbHOM.

8. Pazmep cepun HaxozsTcs B npezaene 10-kpaTHOro quamna3oHa pasmepa Cepu,
IPeyCMOTPEHHOTO TIPH PETUCTPAIINH UITH TTOCIIE TIOCTIETYIOMIETO N3MEHEHUS
pa3Mmepa cepuu, He BISABLIErocs N3MEeHeHueM IA Tumna.

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLEMY pa3zzieny (paszieiiaM) perucTparmoOHHOrO
JTOCBE.

2. Homepa cepuii UCTIBITAHHBIX CEPHUI UMEIOT TpPeIaraeMblil pa3Mep CEepHH.

3. /lannpie ananu3a cepuit (B ¢popmaTe CpaBHUTEIHHON TaOIHUIIBI) MO MEHBIIICH
MEpe OJHOM TMPOMBIIUICHHOW CEpUH aKTUBHOH  (apMaleBTHIECKOM
CyOCTaHIIMM WM  NPOMEXKYTOYHOTO  MPOAYKTa  COOTBETCTBEHHO,
MPOU3BEICHHONW B YTBEP)KJIECHHOM M TMpejuiaraeMoMm pasmepe. Ilo 3ampocy
HEOOXOJIMMO TPEACTaBUTh JIaHHBIE IO CJEAYIOUIUM JBYM IIOJHBIM
MPOMBIIIJIEHHBIM CEPUSIM; JepiKaTellb 00s13aH COOOIIUTh, €CIIH PE3YNIbTAThI
aHaJu3a HE YKJIQJbIBAIOTCS B CIICHU(PUKAINIO U MPEJIOKUTD IIJIaH JEHCTBHIMA.

4, Komuu  omoOpeHHBIX  crnenuduKaiuii  aKTUBHOM  (papMarieBTUUYECKOM
cyOcTaHiuu (M TPOMEKYTOYHBIX MPOJYKTOB, €CIIM NMPUMEHUMO) (B BUIE
CCBUIKM Ha COOTBETCTBYIOIIUN JOKYMEHT B IMOCJIEIOBATEIIBHOCTU TOCHE WU
MIPUIOKEHUS K COMPOBOUTEILHOMY MUCHEMY).

5. [lonTBepxaeHue JAepkaTess PETUCTPAIMOHHOTO — YIAOCTOBEPEHHS WU
nepxarens MOPADC COOTBETCTBEHHO, 4YTO BCE HM3MEHEHHS METOJIOB
MIPOU3BOJICTBA 3aTPArUBAIOT JIUIIb HEOOXOIUMBIE MPOIIECCHI JJI YBEIIUUCHUS
WIM  yMEHBUIEHUS  pa3Mepa cepud  (HAmpuUMep,  HCIOJIb30BaHUE
000pyZ0BaHMs JPYTroro pasmepa), U3MEHEHHE HE BIUSET HEKeIaTelbHbIM
0o0pa3oM Ha BOCIHPOM3BOJMMOCTh TIPOIlECCa; HM3MEHEHHE HE SBIISETCS
CJICICTBUEM HEMPEABUICHHBIX CUTYyaIlMii, BOSHUKIIUX B X0JIe MPOU3BOJCTBA,
WIn HapyILIECHHUS CTaOUIILHOCTH; cnenupuKaun AKTUBHOM
dapmanieBTHUeCKOW  cyOcTaHIMU  (IPOMEKYTOUYHBIX  TNPOAYKTOB)  HE
HU3MEHSIOTCSI.

b.l.a.4. U3menenue Heo6xomumeie | Jlokymentsl u | [Ipouenypa
BHYTPHUITPOU3BOICTBEHHBIX YCIIOBUS JTAaHHBIE
UCIIBITAHUNA WJIM KpPUTEPHUEB
MIPUEMIIEMOCTH,
UCIIOJTB3YIOIIUXCS npu
IIPOU3BOJICTBE AKTUBHOMU
dapmareBTHIECKOI
cyOcTaHIu

a) Y)KeCTOUCHHUE
BHYTPUIPOU3BOICTBEHHBIX 1,2,3,4 1,2 1A
KPUTEPHUEB MPUEMIIEMOCTH

0) no6asieHue HOBBIX
BHYTPHUIIPOU3BOICTBEHHBIX

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




HUCIIBITAHUN  WJIM KpUTCPUCB
MPUEMIICMOCTHU

B) HCKIIIOUCHHUC HC3HAYHNMOI'O

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

HUCIIBITAaHHA

) pacllUpeHue  0J00pPEHHBIX
BHYTPHUITPOU3BOICTBEHHBIX
KPUTEPHEB MPUEMIIEMOCTH,
KOTOPBIE MOTYT CYIIECTBEHHO
NOBIUSATH HAa  COBOKYITHOC
Ka4eCcTBO AKTUBHOM
dbapmareBTH4IECKOM
cyOcTaHIu

1) UCKJTFOUYCHHE
BHYTPHUIIPOU3BOCTBEHHOTO
HCIIBITAaHUSA, KOTOPOE MOMXKET

CYIIECTBEHHO TMOBJIHATh HA — — I

COBOKYITHOE Ka4eCTBO
aKTHBHOM (apMarieBTHUECKOM
cyOcTaHIu

e) Jo0aBiieHne WIM 3aMeHa
BHYTPHUIIPOU3BOJCTBEHHOTO

. - 1,2,3,4,6 IB
UCHBITAHUA M3 COOOpaKeHUM
0Ce30IaCHOCTH MJIM Ka4yecTBa
’K) HE3HAUUTEIbHOE
W3MECHEHHUE QHAJUTUYECKOMN
METOIUKH 8,9, 10,11 1,7,8 1A
BHYTPHUIIPOU3BOCTBEHHOTO
KOHTPOJIA
YcaoBus
1. UsMeHeHEe HE SABISETCS CIEACTBHEM  KaKOro-iuOo 00s3aTeNnbCTBa,

o b

MPUHIATOTO MO pe3yJibTaTaM paHee MPOBEICHHBIX JKCIEPTU3 C LEJIbIO
aHajgu3a KPUTEPHUEB MPUEMIIEMOCTH creludukanuu (HarmpuMep, B XOJAe
perucTpanuu uiv BHeceHus usmenenuit Il tumna).

. I3MeHenne He ABASETCS  CIEACTBUEM HEMPEABUIICHHBIX  CUTYyallUid,

BO3HUKIIIKUX B X0JIe MPOU3BOJCTBA, HAIPUMEP, HOBasi HEKBAIM(ULIUPOBAHHAS
IIPUMECH, U3MEHEHHUE MIPEENIOB COAEPKaHUA CyMMBbI IIPUMECEH.

. JIroboe w3MeHeHWe MOJDKHO YKJIQJbIBAThCS B JIMANA30H JICUCTBYIOIINX

O)IO6p€HHBIX KPUTCPUCB IPUEMIIECMOCTH.

. AHanuTHYECKas METOJAMKA HE N3MEHSICTCS WU U3MEHIETCSI HE3HAUUTEIBbHO.
. Hu onnH HOBBI METOA HMCHBITAaHWS HE OCHOBAH HAa HOBOW HECTaHIAPTHOU

METOA0JIOTHUHN HUIIN CTaH)IapTHOI‘/JI METOA0JIOTUH, HCHOHBSYCMOﬁ IIO-HOBOMY.

. HoBruIl1 METO HCIIbITaHUA HE SABJISICTCA OMOJIOTHYECKUM




7.

8.

9.

(MMMYHOJIOTHYECKMM, WMMYHOXUMHUYECKMM) WM METOJOM, B KOTOPOM
UCTIONB3yeTCs OMOJIOTHUYECKUH PEakTHB JUIsl OMOJOTHYECKON aKTHBHOMN
dbapmaneBTHUECKON  cyOcTaHMM (32  UCKIIOUEHHEM  CTaHAAPTHBIX
(hapMaKOIEeHHBIX MUKPOOHOJIOTHIECKUX METOOB).

[Tapamerp crnenudukany He 3aTparuBaeT KpPUTUYECKUW Mapamerp,
HampuMep, J000H U3 CIEAYIONUX: KOJIUIECTBEHHOE OMPEIeICHNE, TPUMECH
(ecnu TOJIBKO OTIPEJICIICHHBIN PACTBOPUTEh OJHO3HAYHO HE MCIIONB3YETCS B
MPOM3BOJCTBE  AKTUBHOM  (phapMaleBTHUECKOW  cyOcTaHmuu), Jrodas
KpUTHYECKasi (U3MYecKass XapaKTepUCTUKa, HApuUMep, pa3Mep 4YacTull,
HACBHITTHAS TUIOTHOCTH JI0 ¥ TIOCJIE YIUIOTHEHHS, UCIIBITAHUE Ha TOJIMHHOCTB,
BOJIa, JTI000€ M3MEHEHHE YAaCTOThI UCTIHITAHUM.

B cootBerctBuM ¢ aktamu opraHoB Coro3a B cdepe oOpamieHus
JEKapCTBEHHBIX  CPEACTB,  TpOBEIEHAa  HEOOXOoAMMas  BaJWJAINA,
MOJTBEPK A0S, YTO OOHOBJICHHAS aHAIIUTUYECKAs METOIMKA TI0 MEHbIIEH
Mepe SKBUBAJICHTHA MPEAbIIYIIEH.

[lpenensr  comepkaHWst CyMMBI TpHUMEced HE HW3MEHWIHCh, HOBBIC
HEKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

10. MeTton aHamu3a He HU3MCHUJIICA, a MCTOAMKA aHaldn3a HU3MCHHIIACh

HE3HAUYUTENIbHO (HapUMep, U3MEHEHHUE JUIMHbBI KOJOHKU WM TeMIepaTyphl,
HO HE JPYroi BUJ KOJIOHKH).

11. MeToa HCHOBITAaHUS HE SBIISICTCS OMOJIOTrHYSCKUM (I/IMMYHOJ'IOFI/I‘ICCKI/IM,

UMMYHOXUMHUYECKMM) HJIM  METOJAOM, B  KOTOPOM  HCIIOJIb3YyeTCs
OMOJOrMYECKUIl peakTuB Uil OMOJOTHYECKON aKTUBHOM (papManeBTUYECKON
cyOctaHiuu (32 MCKJIIOYEHHWEM  CTaHIApTHBIX  (apMakONeHHbIX
MHUKPOOHOJIOTHYECKUX METOJIOB).

JlokymMeHTauus

1.

2.

3.

4.

[TonpaBka K COOTBETCTBYIOIIEMY pazfeny (pasienaMm) perucTpaliMOHHOIO
JI0ChE.

CpaBHuTENbHAS Tabiuua TEKYIINX u npeJiaraéMbIx
BHYTPHUIIPOU3BOICTBEHHBIX HCIIBITAHUM.

[Togpo6HOE ommcanue HOBOW HehapMaKOMEHHON aHATUTUYECKOW METOJIUKHU
Y JIaHHbIE TI0 BaJUAALMH (B COOTBETCTBYIOIIUX CIIy4asix).

JlanHble aHaNM3a JABYX MPOMBIIUICHHBIX Ccepuil (a1 OMOJOTHYeCKUX
aKTUBHBIX (apMaleBTHUECKUX CYOCTaHIMI, B OTCYTCTBHE JOJDKHBIX
000CHOBaHM, — TPU NMPOMBILIUICHHbIE CEPUU) AKTUBHOU (hapMalnieBTUYECKOMN
cyOCTaHIIMU IO BCEM MapaMeTpaM crielupuxanuu.

. O6ocHOBaHUE (OIIEHKAa PUCKOB) CO CTOPOHBI JEPIKATENSI PETUCTPAIIMOHHOTO

YAOCTOBEPEHUS 158105 JepKaTens M®OADC COOTBETCTBEHHO,
MOATBEPKIAIOIIME, YTO BHYTPUIIPOU3BOJCTBEHHBIC NapaMETPhbl SABISIOTCS
HE3HAYMMbIMH WJIH YCTAPEBIINMU.

. O0oCHOBaHHE CO CTOPOHBI JEp)KATEsl PETUCTPALMOHHOIO YIOCTOBEPEHUS

AN JepKaTens MOADC COOTBETCTBEHHO HOBEBIX
BHYTPUINPOU3BOICTBEHHBIX UCTIBITAHUHN U MPEJIEITIOB.

. CpaBHuTenbHAS TaOIUIIA N3MEHEHUH aHATUTUYECKON METOTUKH.
. [Togpo6HOE ommcanue HOBOW HehapMaKOMEHHON aHATUTUYECKON METOIUKHU

W JAHHBIC I10 BaJIMAallU (B COOTBCTCTBYIOIIUX CﬂyanIX) MMOATBEPKAAIONIINE,
qTo 0OHOBJIEHHAS AHAJIMTHYCCKasA MCTOJHUKA 1o MEHBIIICH MEpe




AKBUBAJICHTHA MIPEBIIYIICH.

b.l.a.5. I3meHenne axTUBHOU

(dapMareBTHIeCKOi
cyOcTaHIu CE30HHOH,
npenaHaeMUYeCKOM WIH

[aH/IEMUYECKON BaKIMHBI JJIs
npOo(UIAKTUKY TpUIIA

HeoOxonumeie
YCIIOBUS

JIOKyMEHTBI 1
JAHHBIE

[Ipouenypa

a) 3aMeHa mTamMMa (IITaMMOB)
CE30HHOM, MPEMaHAEMHYECKON
WIH TIAHAEMUYECKONW BaKIIMHbI
JUTS IPO(UITAKTUKY TPHUIIIA

b.1.0) KonTpoJsb kayecTBa akTUBHOI (apManeBTHYECKOH CyOCTAHIMHA

b.1.6.1. U3menenue
napaMeTpoB crenuduxkanum u
(nm) KpUTEPUEB
IIPUEMIIEMOCTHU AKTUBHOMN
dbapmareBTH4IeCKOM
cyOcTaHIu, HCXOJTHOTO
MaTepuana (MpOMeEXKYTOUHOTO
IIPOJYKTA, peakTuBa),
UCIIONIb3YEMBIX B TIpollecce
MIPOU3BOJICTBA aKTUBHOMN
bapmareBTH4IEeCKOM
cyOcTaHIu

HeoOxonumeie
YCIIOBUS

JIOKyMeHTHI
JTaHHbIE

[Ipouenypa

a) y)KeCTOUeHHEe  KpUTEpHEB
MPUEMIIEMOCTH CTIeUPUKAITTN
OMOJIOTHYECKOTO
JICKapCTBEHHOTO mpemnapara (B
COCTaB  KOTOPOTO  BXOJHUT
aKTUBHAas (apmalreBTUIeCKas
cyOcTaHIus),  IMOJICIKAIIETO
BBIITYCKY CepUil OPUITMATBHBIM
KOHTPOJIbHBIM OpraHom
rocy/apcTBa-ujieHa

1,2,3,4

1,2

[Any

0) y)KECTOUEHHE  KpUTEPHUEB
NPUEMIIEMOCTH CIIEIIH(PUKAIIH

1,2,3,4

1,2

B) J100aBJICHHE B
cnenupuKaIno HOBOTO
napameTpa u
COOTBETCTBYIOIIETO emMy
METO]1a UCTIBITAHUS

1,2,5,6,7

1,2,3,4,7




T') HCKJTFOUCHUE
HE3HAUYNUTENBHOTO IapaMmerpa
cnemuukanuu  (Hampumep,
UCKJTIOYEHHE yCTapeBUIETro
napamerpa)

1,2,8

1,2,6

1) UCKJIIOUEHUE napamerpa
crienuuKanu, KOTOPBII
MOJKET CYIIIECTBEHHO
NOBJIUATH Ha  COBOKYITHOE
KayecTBO aKTUBHOMN
dbapmareBTH4IEeCKOM
cyOcTaHIu u (vn)
JIEeKapCTBEHHOTO Mpemnapara

€) UI3BMEHEHHE, BBIXOJSIIEE 3a
0/100pEHHBIHI Jarna3oH
KpUTEPHUEB PUEMIIEMOCTH
crienuuKanmia AKTUBHOU
dbapMaleBTHIECKOM
cyOcTaHIu

) paclIMpeHue OJI00PEHHBIX
KPUTEPHEB IPUEMIIEMOCTH
cnenu@uKalMy Ha HCXOIHbIE
MaTepuasibl  (IPOMEKYTOUHbIE
OPOAYKTHI), KOTOpPBIE MOTYT
CYIIECTBEHHO TIOBIUATH Ha
COBOKYITHOE Ka4ecTBO
aKTUBHOM (apMalieBTHUECKON
cyOcTaHIIMU U (unn)
JIeKapCTBEHHOIO Mpernapara

3) nobaBjeHUE WM 3aMeHa
(uckimrouast ~ OMOJOTUYECKYIO
cyOCTaHIUIO) napamerpa
crienuuranum u
COOTBETCTBYIOIIIETO emMy
MeTo/1a UCTIBITAHUS u3
cooOpaxeHuid  0e30MacHOCTH
WJIM Ka4yecTBa

1,2,3,4,57

1) eciu Ha aKTHUBHYIO
(bapMareBTHIECKYIO

cyOcTaHIUIO OTCYTCTBYET
cratba Papmakonen Coro3a
17001 UHOU dapmakonen
COIIACHO Konnennuu
rapMOHHU3AIINH, MU3MCHEHUE

1,2,3,4,57




coOCTBeHHOHN crnenudukanmum
NPOU3BOJUTENSI HA  CTAThIO
(dapmakonen TpeTheil CTpaHsbI

K) 1o0aBjieHNE WM 3aMeHa B

crienuuKanumn HOBOI'O

IIOKa3aTest u

COOTBETCTBYIOIIETO emMy

MeToJ1a HCHBITAaHUS TUIS — I
OMOJIOTHYECKOU

(MMMYHOJIOTHYECKOHN)

AaKTUBHOM (apMalieBTHUECKON

cyOcTaHIu

VcaoBus

1. I3meHeHne He SBIAETCS CIEICTBHEM JI000ro 00s3aTelbcTBa, MPUHSITOTO 10

pe3ylbTaTaM paHee MPOBEIEHHBIX OHKCIEPTHU3 C LEJbl0 IepecMoTpa
KPUTEPUEB NMPUEMIIEMOCTU cHelUpUKauU (HanmpuMep, B XO/€ PErucTpanuu
JIEKapCTBEHHOTO Mpernapara Wil BHeceHH u3MeHnenuit Il tuna).

2 I3MeHeHHe He  SBIISICTCS CJICACTBUEM  HCIPCIABUICHHBIX CHTyaHHﬁ,

o

BO3HUKIINX B Xo0Jze ITPOU3BOJICTBA, HaIpuMmep, HOBOM
HEKBAIM(UIIMPOBAHHON MNpPUMECH, U3MEHEHUS MPENEJIOB COACpKAHUS
CYMMBI [IPUMECEN.

.JItoboe uW3MeHEeHWEe JOJKHO YKIAIbIBaTbCsl B JAMANa30H  TEKYIIUX

0J100pEHHBIX KPUTEPHUEB MPUEMIIEMOCTH.

. AHanuTHyeckas MCTOAHMKA HC U3MCHACTCA MM NU3MCHACTCA HC3HAUYNTCIIBHO.
. HoBBIM MeTO 1 MCIIBITAHUSI OCHOBAH Ha 06H_[I/IX MCTOJax aHaJIn3a, OIIMCAaHHBbIX

B PapMakornee coro3a, a Mpu OTCYTCTBUM B HEM — HA OCHOBAaHWU METOJIOB,
OMHMCAaHHBIX B HUHBIX (apmakomesx B COOTBeTCTBUU ¢ KoHuenmuei
rapMoHu3anuu (Hampumep, BOXKX, cnexkrpodoromeTpusi, TUTPUMETPUS U

Jp.).

. HoBrbIi1 METOJ HUCIIBITaAHUA HE SABJISICTCA OMOJIOTHYECKUM

(MMMYHOJIOTMYECKMM, HWMMYHOXMMHUYECKMM) WIM METOJOM, B KOTOPOM
UCTIONIb3YeTCsl OMOJIOTUYECKUH pPEaKTUB I OHOJIOTUYECKON aKTUBHOM
dbapmaneBTHUYECKON  cyOcTaHuMM (32  MCKIIOUEHHEM  CTAaHJAapTHBIX
bapmakoneMHbIX MUKPOOHUOIOTUYECKUX METOIOB).

. U3menenue mr000ro0 MaTcepurala HC 3aTparuBacT I'CHOTOKCUYHYIO ITPHUMCCh.

Ecnu u3MeHeHue 3aTparuBaeT akTUBHYIO (apMalleBTHUYECKYIO CYOCTaHIIMIO
(32 UCKIIOYEHHMEM OCTATOYHBIX PACTBOPUTENIEH, KOTOpbIE JIOJKHBI
COOTBETCTBOBATh IMpEJeNaM, YKa3aHHbIM B COOTBETCTBYIOUIEH cCTaThe
dapmakonen Coro3za), KOHTPOJb JIOOOW HOBOM TPUMECH JIOJDKEH
coorBeTcTBOBaTh dapmakonee Coro3a, a Impu OTCYTCTBUM B HEW — HMHOU
dapmaxornee B cooTBeTCTBUM ¢ KoHlenuel rapMOHU3alINH.

.Ilapamerp cnenmmudukanuu He 3aTparuBaeT KPUTHUECKUH TMapamerp,

HanpuMep, JT000i U3 CIeIYIONNX: KOINYECTBEHHOE ONpeeeHre, IpuMecH
(ecnu TOJBKO OMpPEEeNCHHBIN PaCTBOPUTENH OJHO3HAYHO HE UCIOIB3YeTCs B
NPOM3BOJACTBE  AKTHUBHOW  (papMalleBTUUECKOM  cyOcTaHIuu), Jro0as
KpUTHYECKash (u3MYecKas XapaKTEepUCTHKA, HaNpuMep, pa3Mep 4YacTHll,




HACBITHAS TUIOTHOCTH JI0 U TOCJI€ YIUIOTHEHHS, UCIIBITAHUE Ha TOTHHHOCTD,
BOJIa, JTFOOOU MPOITYCK UCITBITAHHUS.

JlokymMeHTanus

1.

2.
3.

4.

[TonpaBka K COOTBETCTBYIOIIEMY pazierny (pasfenaMm) perucTpaliMoOHHOrO
JI0Che.

CpaBHuTENbHAS TAOIUIA TEKYIIHUX U MIpearaeMbix crienupukanui.
[Toapo6HOE onucanue 100011 HOBOM aHATUTUYECKON METOANKU U JIaHHbBIE 110
BaIMJIAINH (B COOTBETCTBYIOIIHNX CITydasix).

JlaHHble aHanM3a ABYX NPOMBIIUIEHHBIX CepUi (B OTCYTCTBHE OOOCHOBAaHUS
00paTHOro JUIst OMOJIOTUYECKUX aKTUBHOW (papMalieBTUUECKUX CyOCTaHIMMN —
3 cepun) COOTBETCTBYIOIIEW aKTUBHOM (papMalleBTUUECKOM CYOCTaHIIMM IO
BCEM IapaMeTpam crieuupuKanuy.

.B COOTBCTCTBYIOIIUX ClIydadX JaHHBIC TCCTa CpaBHHTCHBHOﬁ KHMHCTHKHU

pacTBOpEHUsl  JIEKapCTBEHHOI'O  Ipernapara, COAEpPIKaIIero  aKTUBHYIO
dapmaleBTHUECKYI0 CyOCTAaHIMIO 10 MEHbIIEH Mepe U3 OMNBITHO-
MPOMBIIILIIEHHOM cepuu, COOTBETCTBYIOIIYIO NENCTBYIOIIIM u
npenjaraeMpiM  cnenuukanusM. B OTHOLIEHWMM  JIEKApPCTBEHHBIX
pacTUTENbHBIX  MpEnapaToB  MOTYT  OBITb  JOCTAaTOYHBI  JaHHbBIE
CpPaBHUTEIILHOMN pacriaJaeMOCTH.

. Ob6ocHOBaHUE (OIIEHKAa PUCKOB) CO CTOPOHBI JEpPiKATENsI PETUCTPAIIHOHHOTO

YIAOCTOBEPEHUS 1580078 JepKaTens MOADC COOTBETCTBEHHO,
MOATBEPKIAOIIME, YTO BHYTPUIPOU3BOJCTBEHHBIN MMAapamMeTp SBIACTCS
HE3HAYMMbIM WA YCTapPEBLIUM.

. ObocHOBaHUE CO CTOPOHBI AEPKATENSl PETUCTPALMOHHOTO YAOCTOBEPEHHUS

i gepxkarens  MOADC  COOTBETCTBEHHO  HOBBIX  Mapamerpa
cnenupuUKalul U KPUTEPUEB MPUEMIIEMOCTH.

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

AHAJTUTUYECKON METOANKU YCJIOBUS JTAHHbIE
aKTUBHOM (apMalieBTHUECKON
CyOCTaHIIMM WM HCXOJHOTO
Marepuaia (IpOMEKYTOUHOTO

MPOAYKTA, peakTHuBa),

UCTIONB3YyEeMbIX B  IpOIECcCe

IIPOU3BOJACTBA AKTUBHOMN

dbapmarneBTHIECKON

cyOcTaHIu

a) He3HAYNMBbIE U3MEHEHHUS

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

0) UCKITIOUEHNE

aHAJIUTUYECKOMN METOIUKH

aKTUBHOU (papMarieBTHUECKOI 7 1 1A

CyOCTaHIIMM WM HCXOJHOTO
MaTepuana (MpOMEXYTOUHOTO
NpOJyKTa, peaKkTHBa), €cliu




AJIbTCPHAaTHBHAA en
AHAJIMTUYICCKAsA MCTOJAUKA YKC

o100peHa

B) IpoYMe WU3MEHEHUS

AHATUTUYECKON METOJIUKH

(BKITIOYAst 3aMeHy WIH

J00aBJICHHE) pEeaKTHBa,

KOTOpast HE okaszeiBaer| 1,2,3,5,6 1,2 1A
3HaYUMOTO BIUSTHUS Ha

COBOKYITHOE KauyecTBO

AaKTUBHOM (apMalieBTHUECKON

cyOcTaHIu

) CYIIECTBEHHOE HM3MEHEHUE
WIH 3aMeHa OHOJIOTUYECKOTO
(MMMYHOJIOTHYECKOT O,

UMMYHOXHUMHUYECKOT0) METO/a
UCIIBITAHUSA WM METoja, B

KOTOpPOM UCIIOJIb3yeTCs

OMOJIOTMYECKUI pEeaKkTUB JUIs

OMOJIOTUYECKOM AKTUBHOM

dbapmarieBTHUECKON

cyOcTaHIu

1) Ipoyune U3MEHEHMUS

aHAJIUTHYECKOM METOINKH

(Bkirouass J00ABIICHUE WU

3aMEeHY) AKTUBHOU B 19 B

bapmareBTHIEeCKOM ’

CyOCTaHIIMM WM HCXOJHOTO

Marepuaia (IpOMEKYTOUHOTO

MPOJIYKTA)

YenoBus

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

MOJTBEPKAAIOIIAs, YTO OOHOBJICHHAS aHATUTHYECKAsi METOMKA 10 MEHbILIEH
Mepe SKBUBAJIEHTHA MPEABIIYLIEH.

2. Ilpenensl conepkaHus CYMMBI [pUMecell He M3MEHWIHCh, HOBBIE
HEKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

3. Meron ananu3a He WU3MEHWICS (HampuMmep, U3MEHEHHUE JJTMHBI KOJIOHKH WU
TEMIEpaTypbl, HO HE APYTOM BUJ KOJIOHKU UJIH METON).

4. MeTtonl WCHBITAaHUS HE SABIAETCA OHOJIOTMYECKUM (MMMYHOJOTUYECKUM,
UMMYHOXUMHUYECKUM)  WJIM  METOJAOM, B  KOTOPOM  MCHOJb3YETCS
OMOJIOTUYECKHI PEaKTHB Il OMOIOTUYECKON aKTUBHON (papMarieBTUYECKOM
cyOcTtaHimu (32 MCKJIIOYEHHMEM  CTaHJApTHhIX  (apMaKoNeHbIX
MUKPOOHUOIOTrMYECKIX METOJIOB).




5. HoBblil MeTOA MCTIBITaHUS OCHOBAH Ha OOLIMX METO/ax aHajlu3a, OMMCAaHHBIX
B (dapmakornee corw3a, a IpU OTCYICTBUM B Hen — B Papmakonee
rocyapcTBa-4JIeHa WU IIPU OTCYTCTBUM B YKa3aHHBIX (hapMakonesix — MHOU
¢dapmakonee cornacHo Konuenuuu rapmonusauuu (Hampumep, BOXX,
CHEKTPO(OTOMETPUS], TATPUMETPHUS U JP.).

6. AxTuBHas GapMarieBTHUECKask CyOCTaHINA HE SIBIIETCS OMOIOTHYECKOM.

7. AnpTepHaTUBHAs aHAJIMTHYECKas METOJUKa Ui MoKa3aTels creluu(puKanuu
yKe 0J100peHa.

JlokymMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY pa3feny (pasaenam) perucTparioOHHOTO
JIOChE, BKJIIOYAs OMUCAHUE AHAJUTHYECKOM METOJOJOTHH, PE3IOME JTaHHBIX
Mo BaJUAAIlMU, TIEPECMOTPCHHBIC CHenuUKAIMu Ha TpuUMecH (eciau
MIPUMEHUMO ).

2. CpaBHUTEIBHBIC PE3YNBTAThl BAIHIAIMN WM TPU HAJTWMYAA OOOCHOBAHUS
CpPaBHUTEJbHBIC PE3YJIbTAaThl aHAN3a, MOATBEPKIAIOIINE, YTO TEKYIIEE WU
mpeajiaraeéMoe HCIBbITaHWEe OJKBUBAJEHTHHL. Hacrosimiee TtpeOoBaHue He
MIPUMEHSETCS, €CIIA T0OaBIAETCsS HOBas aHAIMTHYECKAas METOIUKA.

b.1.B) YIakOBOYHO-YKYyIIOpPOYHas CUCTeMA

b.1.B.1. U3meHeHue Heo6xomumeie | Jlokymentsl u | [Ipouenypa
MEePBUYHOMN YIaKOBKHU YCIIOBUS JTAaHHbIE

aKTHBHOM (apmMarieBTHUECKOM

cyOcTaHIu

a) KAUeCTBEHHbIH W (WIn)

KOJINUECTBECHHBIN COCTaB
(M3MeHeHue cocTaBa
Marepuaia YIaKOBKH, 1,2, 3 1,2,3,4,6 1A
M3MEHEHHE MaTepuaa

VOAKOBKM WM  CTaHJapTa
KauecTBa MaTepHaa)

0) KauecTBEHHBIW ¥ (MJIN)

KOJIMUECTBEHHBIN COCTaB
(U3MeHeHue cOCTaBa
Marepuaia YIIaKOBKH,
U3MEHEHUE Martepuania

VIAKOBKM  WJIM  CTaHJapTa
KayecTBa  marepuana) s

CTEePHIIBHBIX WIIN
HE3aMOPOKEHHBIX
OMOJIOTUIECKUX AKTHBHBIX
(bapMareBTHIEeCKUX
cyOcTaHIuit

B) KQUECTBEHHBIN U (WiM)
KOJIMYECTBEHHBIN COCTaB

— 1,2,3,56 IB




(u3MeHeHue cocraBa
MaTepuana YIAKOBKH,
U3MEHEHUE MaTepuaa
VIaKOBKM  WJIW  CTaHJapTa
KayecTBa  marepuana) s
KUTKUX AKTUBHBIX
bapmaneBTHIECKIX
cyOcTaHIuil (HECTEpHUIIbHBIC)

Ycnosus

1. ITo coOTBETCTBYIONIMM CBOMCTBaM IpeljiaraeéMblil yIIaKOBOYHBIM MaTepHuall
110 MEHBIIIEH Mepe TOJDKEH OBITh YIKBUBAJICHTHBIM OJJOOPCHHOMY.

2. HayaTbl COOTBETCTBYIOIIIME HCCIENIOBaHUS CTaOMIBHOCTH B COOTBETCTBUU
¢ aktamu opranoB Coro3a B cepe oOpallieHUs JEKapCTBEHHBIX CPEICTB U
3aSBUTEJICM HAa MOMEHT BBEACHHS HM3MEHEHUH IpOaHATM3UPOBAHBI
COOTBETCTBYIONTUE MapaMEeTPhl CTAOMIBHOCTH HE MEHEEe YeM Ha 2 OIBITHO-
OPOMBIIIJIEHHBIX WM TPOMBIIUIEHHBIX CEPUSX, B €ro pacropsKEHUU
HAXOJSATCS  YAOBIETBOPUTEIbHBIE  pe3yJbTaThl IO  MEHbIIEH  Mepe
3-MecSYHOTO W3YYCHHS CTa0WIbHOCTH. B ciywae, ecnmm mpemiaraeMas
ymakoBka Ooyiee ycToiuMBa TIO CpPaBHEHHIO C 3aperUCTPUPOBAHHOM,
TO 3-MeCsiuHbIE JaHHBIE MO0 CTaOWIBLHOCTU He Tpedyrorcs. Ilo 3aBepiieHuun
TaKUX MCCIIEAOBAHUMA, €CITH PE3YyIbTaThl HE YKJIABIBAIOTCS B CIICU(DUKAITIN
WM TTOTEHITHAIIBHO MOTYT HE YJIOXHUTHLCS B CIelU(UKAINKY Ha KOHEI[ CPOKa
roJHOCTU (NepHrojia TOBTOPHOTO HMCTIBITAHUS ), X HEOOXOIUMO HEMEJIEHHO
MPEICTAaBUTh YIIOJTHOMOYCHHOMY OPTaHy Hapsay ¢ NpeiaraéMbIM TUIAHOM
IEUCTBUN.

3. Uckmiouass  cTrepuiibHBIE, JKUJIKHE W OHMOJOTMYECKHMEe  aKTUBHBIE
dbapmareBTHUIECKIE CYOCTaHIIHH.

JlokymMeHTauus

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

2. HeoOxonuMble JaHHbIE O HOBOW YNakOBKE (HampuMep, CpaBHUTENbHBIC
JTAaHHBIE 110 MPOHUIIAeMOCTH, Hanpumep, i O,, CO,, Braru u ap.), BKIOYas
NOJATBEPKACHUE TOro, YTO MaTepuajd COOTBETCTBYET (hapMaKonelHbIM
TpeOoBaHUsAM MIM akTaMm opraHoB Coro3a 0 0€30MaCHOCTH MaTepHalioB
KOHTaKTUPYIOIIKUX C MNUIIEBOW NPOAYKIHMEW, a NMpPU OTCYTCTBUM B HHUX —
3aKOHOJATENIbCTBY TOCYJAapCTB-UJICHOB B YacTH, HE YpPEryJIupOBAHHOMN
aktamu opraHoB Coro3a.

3. B cooTBeTCTBYIOMUX CiIydasix HEOOXOAMMO IMPEACTAaBUThH MOATBEP)KICHHE |,
YTO B3aUMOJEHCTBUE MEXKY CONECPKUMBIM U YIAKOBOYHBIM MAaTEPHUAJIOM HE
OPOUCXOAUT  (Hampumep, OTCYTCTBYET IMEpeMellleHHe KOMIIOHEHTOB
npeajaraeMoro marepuaiga B €ro COJEp>KUMOE, KOMIIOHEHThl aKTHBHOMN
(dapMarieBTHUYECKON CYOCTaHIIMM HE TMEpPeXOAAT B YIAKOBKY), BKIOYAS
NOJATBEPKACHUE, UYTO MaTepual  COOTBETCTBYET  COOTBETCTBYIOLIUM
dbapMakoneiHpIM TpeOOBaHUAM WK akTam opraHoB Coro3a o 0€30MacHOCTH
MaTEpHUATIOB KOHTAKTUPYIOIUX C MUILIEBON NPOAYKIMEH, & IPU OTCYTCTBUH B
HUX — 3aKOHOJATENbCTBY FOCYJapCTB-UJIEHOB B YaCTH, HE YPEryJIUPOBAHHON




dKTaMH1 OpTraHOB Coro3a.

4. Jlexnapauus Jepkaressl perucTpallMOHHOIO YJOCTOBEPEHUS WIH JI€pKaTems

MOA®C, 4yto TpebyeMble HCCIEIOBaHUS CTAOMJIBHOCTH HadaTbl B
COOTBETCTBUM ¢ akramMu opraHoB Cor3a B cdepe oOpalieHus
JEKapCTBEHHBIX CPEJICTB (C YyKa3aHWEM HOMEpPOB cepuil); u 4Yro (B
COOTBETCTBYIOIIMX CIIy4asx) Ha MOMEHT peaju3alil H3MEHEHHH B €ro
pacnopspKeHUH HaXOAUJIUCh TpeOyeMmble MUHHMAaJIbHbIE
yJIOBJIETBOPUTEIIbHBIE TaHHBIE 10 CTAOMIIBHOCTH U, YTO UMEIOIIMECS TaHHbIE
HE CBHJIETENLCTBOBAIM O Kakoil-nmubo mpobieme. Heobxomumo Takxke
NPEJCTaBUTH MOATBEPXKICHUE, YTO MCCIEAOBAHUS OyIyT 3aBEPIICHBI, U YTO
eclii  pe3ynbTaThl He OyAyT YKIAJbIBaThbCAd B CcHeUMPUKALIMM WU
HOTEHIMAILHO MOTYT HE YJOXHUTbCS B cClEeUU(UKAIUMU Ha KOHEL[ CpoKa
TOJHOCTH (ME€pPHO/Aa MOBTOPHOTO HCIBITAHUA), UX HEMEIICHHO INPEACTaBAT
YIIOJIHOMOYEHHOMY OpraHy Hapsay ¢ MpeJlaraéMbIM IJIaHOM JeHCTBUH.

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

aktamu opraHoB Coro3a B cdepe oOpaleHus JeKapCTBEHHBIX CPEICTB, IO
3HAQYMMBIM TapaMeTpaM CTaOWIHHOCTH HE MEHEee 4YeM Ha 2 ONBITHO-
MIPOMBIIIJIEHHBIX WJIM MPOMBILIJIEHHBIX CEpUsIX, OXBAThIBAIOLINX HE MEHee 3
MecslIeB, W TOATBEPXKICHUE, YTO YyKa3aHHbIE UCCIENOBaHUS OyIyT
3aBEPIICHBI U €CIU Pe3yJbTaThl HE OYIyT YKIAIbIBAThCS B CHEU(UKAIIUN
WIH TOTEHITMAIIBHO MOTYT HE YJIOXUTHCS B CrielM(UKAIIMK Ha KOHEIl CpoKa
roJHoCTH (TIeproja MOBTOPHOTO HCIBITAHMS), UX HEMEIJIEHHO MPEACTaBST
YIOJTHOMOYEHHOMY OpPTaHy BMECTE C IIpeyiaracMbIM IUIAHOM JICHCTBUM.

6. CpaBHEHHE NEHCTBYIOIIUX U TpEAaraeMbIX CIEeHUPUKAUN [TePBUIHON

YIAKOBKH (€CJIU TPUMEHUMO).

b.1.B.2. U3menenue Heo6xomumbie | Jlokymentsl u | IIpomenypa
napaMeTpoB crenupuKaud 1 YCJIOBUS JIaHHBIC

(unn) KpUTEpUEB

IIPUEMIIEMOCTH MIEPBUYHON

YIIAaKOBKU AKTUBHOMU

bapmareBTHIECKOM

cyOcTaHIu

a) y)KeCTOUeHHEe  KpUTEpHEB

MPUEMIIEMOCTH CieIU pUKaum 1,2,3.4 1,2 IA
0) mobasieHue B

crienupuKauio HOBOT'O

napaMmeTpa u 1,2,5 1,2,3,4,6 1A
COOTBETCTBYIOIIEMY emMy

METOJa UCIIBITaHUH

B) UCKJIIOYCHHE

HECYIIECTBEHHOI0 MapameTpa

cnenupuKaum (mampumep, 1,2 1,2,5 1A
HCKJTFOUCHHEC yCTapeBIIETO

napamerpa)




r) 100aBiIeHUE WM 3aMeHa
napameTpa CHeru(pUKad H3
cooOpaxeHud  0€30MacHOCTH
WA Ka4eCcTBa

= 1,2,3,4,6 IB

VYcnoBus

1.

(G2l >3

M3MeHeHne He SBISETCS  CIEACTBHEM  KaKOro-inbo  00s3aTenbeTBa,
IPUHATOTO IO pE3yJbTaTaM paHee IMPOBEACHHBIX JSKCIEPTU3 C LEJbI0
aHalM3a KPUTEPUEB MNPUEMIIEMOCTH cHelupUKanuKu (Hampumep, B XOJe
perucTpanuyu JIEKapCTBEHHOIO IIpernapara WIM BHECEHMs] u3MeHeHui [l
TUIA), €CIM TOJIBKO OHO paHee HE PAaCCMOTPEHO U OJO0OpEHO B KauecTBe
Mepbl NOCIEAYIOIIEr0 HAOTIOACHUS.

. I3MeHeHue He SBISCTCA  CIEICTBUEM HCIIPCABUICHHBIX CHTyaHHﬁ,

BO3HUKIIMX B XOJI¢ NPOMU3BOJCTBA YINAKOBOYHOI'O MaTepuajla WU IpU
XpaHEHUU aKTUBHOMU (hapMaleBTUUYECKON CyOCTaHIINH.

.JItoboe uW3MEeHEeHWEe JOJKHO YKIAIbIBaThCsl B JAMANa30H  TEKYIIUX

0JI00pEHHBIX KPUTEPHUEB MPUEMIIEMOCTH.

. AHanuTHyeckas MCTOJAMKA HC U3MCHACTCA MM M3MCHACTCA HC3HAYUTCIIBHO.
. HoBrbIi1 METOJ UCIIBITAHUA OCHOBAH Ha 06H_II/IX METOJaX aHaJIn3a, OIIMCAaHHBIX

B ®apmaxomee coro3a, a mnpu oTcyrctBuM B Held — B Dapmaxoree
rocyaapcTBa-ujeHa Uid Ipu OTCYTCTBHU B YKa3aHHBIX (papMakornesx — HHON
dapmakonee cornacHo Konnenmuu rapmonuzauuu (Hanpumep, BDXKX,
CHeKTpoPOTOMETPHUS, TATPUMETPUS U JP.).

JoxymeHnTanus

1.

2.
3.

4.

5.

[TormpaBka K COOTBETCTBYIOIIEMY pasneny (paszenaM) perucTpardoHHOTO
JIOCBE.

CpaBHuTeNbHAS Ta0JINIIA TEKYIIUX U TIPEJIaraeMblX CrieluuKaiimii.
[Togpo6HOE onucaHue Ar000i HOBOM aHATUTUYECKON METOANKU U JIaHHBIE 110
BaJIMIAIUU (B COOTBETCTBYIOIIUX CIydasiX).

JlaHHble aHanu3a 2 cepHil yMakOBOYHOIO Marepuana Mo BCEM MapaMeTpam
crienupuKaum.

O6ocHoBaHue (OIIEHKAa PUCKOB) CO CTOPOHBI JIEpXKATEIs PErUCTPAIMOHHOTO
yaoctoBepenuss wiau  aepxarenss MOADC, noarBepkarolivue, YTO
BHYTPUIIPOU3BOJACTBCHHBI  MapaMeTp  SBJSIETCS  HE3HAYUMBIM  WJIU
YCTapeBIIUM.

. OGoCcHOBaHUE CO CTOPOHBI JIEPIKATENST PETUCTPAIMOHHOTO YIOCTOBEPEHUS

win nepxarenss MOADC HOBbIX MapameTpa crneuu(pUKauu U KpUTEPHUEB
IIPUEMIIEMOCTH.

b.1.B.3. U3meHeHue Heo6xomumbie | Jlokymentsl u | [Ipouenypa

AHATMTHYECKOMN METOJIUKH YCIIOBUS JTAHHBIC
UCTIBITAaHHSI NICPBUYHOMN
YITaKOBKH AKTUBHOM
bapmareBTH4IEeCKOM
cyOcTaHIuu

a) HE3HAYNTEIbHbIE
U3MEHECHUS YTBEPKIACHHOU

1,23 1,2 1A




AHAJIMTUYECKOM METOIUKHU

0) mpoune U3MCHEHUS
AHATUTHYECKOM METOIMKH
1,3,4 1,2 1A
(BkiIFOUass J00aBIICHUE WU
3aMeHY)
B) UCKIIIOUCHUE
AHATUTHYECKOM METOJTUKH, 5 1 IA

€CIM  aJlbTepHATHUBHAs  €H
METOJIMKA YK€ YTBEPKICHA

YcnoBug

1. Cornacno aktam opranoB Coro3a B cdepe oOpalleHus JIeKapCTBEHHBIX

CpPEeACTB TMpoBeJeHa HeoOXoaumas BalHWAAlMs, IOATBEPKAAOIIAsA, YTO
OOHOBJICHHAs] aHAJIUTUYECKAash METOJMKA MO MEHbIIEH Mepe SKBHUBAJICHTHA
1111014 %11(S7 8

. Meron ananu3a He U3MEHWICS (HAapuUMep, U3MEHEHHE JUTHHBI KOJTOHKU WU
TeMIEepaTyphbl, HO HE IPYTO BUJ KOJIOHKU WA METOI).

. Hu oguH HOBBI METOJ MCIBITAHWN HE OCHOBAH HA HOBBIX HECTAHAAPTHBIX
METOJIaX WU CTAHAAPTHBIX METOAAaX, HCIOJIb3YEMBIX ITO-HOBOMY.

. AkTuBHas (apmarieBTHUeCKas CyOcTaHIMS (JIEKapCTBEHHBIN mpemapar) He
SIBJITFOTCSI OMOJIOTHYECKHIMH.

. B oTHomeHunm mapameTpa cHeuM(PUKAIUU COXpaHSIETCA aHaUTUYECKas
METOIUKA.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzieny (pas3zieliaM) perucTparmoHHOrO
JIOChE, BKJIIOYAsl OMHCAHUE AHAIUTHUYECKOW METOJIOJIOTHH, PE3IOME JTaHHBIX
MO BaJIMIAIINH.

2. CpaBHUTENBHBIC PE3YNIBTATHl BAIHMJAIMN WJIHM, MPU HATHMYUU OOOCHOBaHWS,

CPAaBHUTCIIBHBIC PE3YJIbTATHI aHAJIM3a, IIOATBCPKAAOIINEC TO, YTO TCKYLICC U
npeajgaracMoc HUCHbITAHUC OKBUBAJICHTHEI. HaCTOSIHIGG Tpe6OBaHI/I€ HE
MPUMCHACTCA, CCIIN I[O63,BII$I€TC$I HOBas aHAJIMTHUYCCKas METOJHKA.

B.L.r) CTadWibHOCTH

b.L.r.1. Usmenenne mnepuona| Heobxomumeie | [loxymentst u | [Iponenypa

70 TIOBTOPHOTO HWCIBITAaHUS
(mepuoga  XpaHeHHs)  WIH
YCIOBUW XpaHEHUs AKTHUBHOMU
dapmareBTHIECKOI
cyOcTaHIuwy, ecau B
perucTpaluoOHHOM J0Che
OTCYTCTBYET cepTuUKaT
cooTBeTCcTBUs  EBpormelnickon
dapmakoriee, 0XBaTbIBAIOLIUI
1 (50)% (O} IOBTOPHOTO
UCTIBITAaHHS

YCJIOBHA JaHHBIC




a) nepuof IIOBTOPHOI'O
UCIBITAHUS (epuon
XpaHEHUs)

1. Cokpaimienue nepuoaa o
HOBTOPHOTO UCIIBITAHUS

1,2,3

2. YBenW4eHHE TMepuoaa Jio
MOBTOPHOTO UCTIBITAHUS
myTeM SKCTPATIONISALAN
JAHHBIX MO0 CTA0MIBHOCTH, HE
B COOTBETCTBUU C aKTaMu
opranoB Coroza B cdepe
oOpallleHusl J1eKapCTBEHHBIX
cpeacTp<*>

3. YBenuueHnue nepuojaa
XpaHCHUS OMOJIOrNYECKOU
aKTHUBHOM
(hapMarieBTHYECKOM
cyOcTaHImH, HE
MIPEelyCMOTPEHHOE 0J100peHHON
MPOTPaMMOU HA3YYEHHUS
CcTaOMILHOCTHU

4. YBenu4eHHe Ui BBEJICHUE
nepuoja MTOBTOPHOTO
WCTIBITAaHUS (mepuona
XpaHEeHus),
MOATBEPKICHHOTO JIaHHBIMU
€CTECTBEHHOTO XPaHEHHUS

1,2,3

0) yCIOBUS XpaHEHHUS

1. U3menenue YCJIOBUM
XpaHEeHHUs AKTUBHOMN
(bapmareBTHIeCKOM
cyOcTaHIHu Ha Ooree
CTporue

1,2,3

2. Usmenenue yCIOBUI
XpaHCHUs OMOJIOTHYECKHUX
AKTHUBHBIX
(bapMareBTHIeCKUX
cyOcTaHIui, eciu
HUCCIEeNOBaHUI CTAaOMIILHOCTH
MPOBEICHBI HE B
COOTBETCTBUU C  TEKYIIUM
YTBEPKIACHHBIM  TPOTOKOJIOM
CTAaOMIBHOCTHU




3. U3menenue YCIIOBUH
XpaHEHUs AKTUBHOM
b ) - 1,2,3 1B
(hapMarieBTHYECKOM
cyOcTaHIu
B) U3MEHEHUE YTBEPKIACHHOU
MporpaMMBbI H3y4YeHUS 1,2 1,4 1A
CTaOMIBHOCTH
YcnoBus

1. I3meHeHnne HE MAOMKHO OBITh CIIEICTBHEM HEMPEIBUACHHBIX CHUTYaIlUH,
BO3HUKIIIKX B XO/I€ MPOU3BOCTBA, UM U3MEHEHHUS CTAOMIbHOCTH.

2. I3MeHeHHUsT He TPHUBOIAT K PACIIMPEHUIO KPUTEPUEB MPHUEMIEMOCTH
UCIIBITYEMBIX TapaMEeTpPOB, MCKIIOUCHUIO NapamMeTpa CTaOWIBHOCTH WU
CHIIKEHHUIO YaCTOThHI UCTIBITAHUH.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLIEMY pa3zzieny (pas3zieliaM) perucTparmoHHOrO
nocbe. HeoOxomuMo  mpeAcTaBUTh  PE3YNbTAThl  COOTBETCTBYIOIIMX
UCCIEOBaHUN CTAaOWIBHOCTH B pEaJTbHOM BPEMEHHU, IPOBEICHHBIX B
COOTBETCTBUU C COOTBETCTBYIOUIMMH PYKOBOJCTBAMHM IO CTAOMIBHOCTU HE
MeHee 4eM Ha 2 (sl OMOJIOTUYECKHX JIGKAPCTBCHHBIX IperapaToB — 3)
OTBITHO-TIPOMBINIUICHHBIX ~ WJIW  TPOMBINIJICHHBIX ~ CEpUAX  aKTUBHOU
dbapmareBTH4IeCKOM cyOCTaHIINH, YIaKOBaHHOM Cc MMOMOIIBIO
3apEruCTPUPOBAHHOTO YMAKOBOYHOI'O MaTepuasa, M OXBaThIBAIOUIUX BECHh
npeaaraeMblii IEpUoj] MOBTOPHOTO MCTIBITAHUS WJIN Tpe/jiaraéMble YCIOBHS
XpaHEHUSI.

2. [lonTBepxaeHUE TOrO, 4YTO MCCIENOBAaHUS CTAOMJIBHOCTH TPOBEJEHBI B
COOTBETCTBUM C TeKymed oao0peHHoi mporpaMmon. Pesynbrarhl
MCCJIEIOBAHUS JIOJKHBI MMOATBEPKIAATh, YTO COOTBETCTBYIOIINE 000pEHHbIE
cnenupuUKaluK MPOJI0JKAIOT COOI0IAThCS.

3. Konuu yTBep)AeHHBIX crHeruduKanuii Ha aKTHBHYIO (apMareBTHIECKYIO
CyOCTaHIIMI0O  WJIM  CChUIKA  Ha  COOTBETCTBYIOUIMH  JTOKYMEHT
PEruCcTPaMOHHOIO JOChE.

4. OGocHOBaHUE MIpeaaraéMblX U3MEHEHUH.

<*> [Ipumeuanue |[leprox TOBTOPHOTO WCHBITAHWS HE MNPUMEHUM K
OMOIOTUYECKIM AKTUBHBIM dbapmareBTHIECKUM
CyOCTaHITUSIM.

Bb.1.n) IIpoexkTHOE MOJIE M MPOTOKOJ NOCTPErMCTPALMOHHBIX M3MEHEHHU I

b.l.n.1. Beenenue HoBoro | Heobxomaumeie | Jlokymentsl u | [Iporieaypa
IIPOEKTHOT'O OJIA WIN YCJIOBUS JTAHHBIE
pacumpeHue 0JI00pPEHHOTO
IIPOEKTHOTO TMOJs aKTHUBHOM
bapmarieBTHIeCKOM

cyOcTaHIIuy, 3aTparuBaoIee:




a) OfHY OTepalMOHHYIO

CIMHUILY nporecca

IIPOU3BOACTBA AKTUBHOMN

dbapmareBTHUECKON

cyOcTaHIuH, BKJIIOYAst - 1,2, 3 |
COOTBETCTBYIOIIUE

BHYTPUIIPOU3BOICTBEHHBIN

KOHTPOJIb (vnn)

AHATUTHYECKUE METOIUKHU

0) aHANUTUYECKUE METOAUKHU

MCXOTHBIX MaTepHAJIOB

(TIPOMEXYTOUHBIX TPOJTYKTOB) B 193 1
u (vm) AKTHUBHOM T
dbapmareBTH4IeCKOM

cyOcTaHIu

JoxymeHnTanus

1. IlpoekTHOE TOJIE pa3pabOTaHO HA OCHOBaHHUH akTOB opranoB Coro3a B cdepe

oOpaieHusl  JICKApCTBEHHBIX CPEJACTB M MEXKIYHAPOIHBIX  HAYYHBIX
PYKOBOJCTB. Pe3ynbpTaTsl riccienoBanmii pa3pabOTKH MPOAYKTa, TMporecca 1
AQHATUTHYECKONH METONOJIOTHH (HAallpUMeEpP, B3aUMOJICHCTBHE Pa3TUIHBIX
napaMeTpoB, (QOPMHPYIOIIUX MOISKANICe H3YYCHHIO IPOCKTHOE TIOJIe,
BKJTIOYAsl OI[CHKY PUCKOB © MHOTOMEPHBIC UCCIICIOBAHUS COOTBETCTBCHHO), B
COOTBETCTBYIOIIMX CIYYasX MOATBEPKAAIONINE, YTO JOCTUTHYTO HEIOCTHOE
MEXaHUCTHUYECKOC TIOHUMAaHHWE IIOKa3aTejed KadecTBa  MaTepUaJIOB,
napaMeTpoB Tpollecca M KPUTHYECKHX II0Ka3aTelei KadecTBa aKTHBHOMN
dbapmareBTHYECKOM CyOCTaHITNH.

2. Onucanue NOPOEKTHOro moJis B (opMe TabNIulbl, BKJIHOYas NEpPEeMEHHbIE

(cBoiicTBa MarepuaJoB W MapaMeTphl Mpoliecca IMPOU3BOJACTBA) M MX
npejsaraeMble 11ana3oHsbl.

3. IlompaBka K COOTBETCTBYIOIINM pa3jeiaM PETUCTPAIMOHHOTO JOCKE.

b.I.n.3. Uckntouenune Heo6xomumeie | Jlokymentsl u | [Ipouenypa
MOCTPETUCTPAIUOHHOTO YCJIOBUS JTAaHHBIE
MIPOTOKOJIA yIpaBIeHUs
U3MCHCHUSIMH,
3aTparvBarONMMU  aKTUBHYIO
bapmareBTHIECKYIO
CcyOCTaHITHIO
1 1,2 |Any
YcenoBus
1. Uckmouenue MOCTPETHCTPAITMOHHOTO MPOTOKOJIA yIpaBIICHUS
U3MCHCHHSIMH, 3aTparuBarOIUIMU aKTHUBHYIO dbapMareBTHIECKYIO

cyOCTaHIMIO, HE SBIAETCS CIEACTBHEM HEMPEABUACHHBIX CUTyallud WU
HECOOTBETCTBUS CHEIM(PUKAINU B XOJI¢ BBEACHHUS N3MEHECHHM, ONMMCAHHBIX B
MPOTOKOJIE, U HUKAK HE BIUSAET HA YTBEPKIACHHbBIC CBEIICHUS, BKIIFOUECHHBIC B




PETUCTPATNOHHOC JOCHC.

JlokymMeHTauus
1. OGocHOBaHUE TIpeAIaraeMoro HCKIIOUEHHUS.
2. [TompaBKa K COOTBETCTBYIONIUM pa3jieliaM PETUCTPAIIMOHHOTO JIOCKE.

b.l.n.4. I3meHnenus Heo6xomumeie | Jlokymentsl u | [Ipouenypa
YTBEPKICHHOTO  IMPOTOKOJIA YCIOBHUS JTaHHbIE
YIPaBJICHUSI U3MEHEHUSIMU

a) 3HAYUMBIC WU3MCHCHUSI

MPOTOKOJIA yIpaBiICHUS — — I
U3MCHCHUSMHA

0) HE3HAUYMMBIC M3MEHCHUS

IPOTOKOJIA yIpaBIICHUS

U3MEHEHUSMH, KOTOpHIE HE — 1 IB
U3MCHSIOT CTpaTETHIO,

OIMMCAaHHYIO B ITPOTOKOJIC

JoxymeHnTanus

1. lexnapanusi  yHIOJHOMOYEHHOTO JIML@ TPOU3BOAMTENS, YTO JH00OE
U3MEHEHHE  JIOJDKHO  YKIAIbIBaThCsl B JHMANMAa30H  JCHCTBYIOIIHUX
YTBEP>KIECHHBIX KpUTEPUEB MpueMiaeMocTu. [loMuMo 3Toro, AeKaapaius 4To
B OTHOIICHHH OHMOJOTMYECKUX JIEKAPCTBEHHBIX MpEMapaToB HE TpedyeTcs
OLICHKA COITOCTaBUMOCTH.

b.I.n.5. Peanmu3zanus Heo6xomumeie | Jlokymentsl u | [Ipouenypa
W3MEHEHUH, YCIIOBUS JTAHHBIE
MPEAYyCMOTPEHHBIX

YTBEPXKACHHBIM  IIPOTOKOJIOM
YIPABJICHUS U3MEHEHUSMU

a) peanuzaius M3MEHEHUs He
TpeOyeT JOTIOJTHUTENbHBIX 1 1,3 |Any
BCIIOMOTATEJIbHBIX JIAHHBIX

0) peanu3anus M3MEHEHUS
TpedyeT JTIOTIOJTHUTEITbHBIX — 1,2,3 IB
BCITOMOTATEJIbHBIX JIAHHBIX

B) peanu3anus U3MEHEHHUS
OHMOJIOTMYECKOTO - 1,2,3,4 IB
JIEKapCTBEHHOTO Mpemnapara

VYcnoBug
1. [IpensioxkeHHOE M3MEHEHUE OCYILIECTBICHO B IOJHOM COOTBETCTBUHU C
YTBEPKACHHBIM MPOTOKOJIOM YIPaBICHUS U3MECHCHUSIMHU.

JlokymeHTauus
1. lexnaparusi, 4TO MU3MEHEHHUE COOTBETCTBYET YTBEPKJACHHOMY MPOTOKOIY




2.

YIPaABJICHUA N3MCHCHUAMU u, qTo PE3YJIbTAaThbl HCCJICA0BaHUA
YAOBJICTBOPSAIOT KPUTCPUAM IIPUCMIICMOCTH, OTOBOPCHHBLIC B IIPOTOKOJIC.
ITomumo 9TOro, AcCKiapanusa TOro, 4ro B OTHOIICHHUHN OMOJIOTHYECKHUX
JICKAPCTBCHHBIX IIPCIIAPATOB HC Tpe6yeTC$1 OLICHKAa COITOCTAaBUMOCTH.
PCSYJ'II)TaTI)I HCCH@HOB&HHﬁ, IMPOBCACHHLIX B COOTBCTCTBHU C YTBCPKICHHBIM
IMPOTOKOJIOM YIIPABJICHUS N3MCHCHUSAMMU.

3. [TonpaBka K COOTBETCTBYIOLIEMY pa3/ielly PErHCTPAIMOHHOTO JJOChE.

4. Komus yTBEp)KIEHHBIX CHENM(PHUKAIUMNA Ha aKTHUBHYIO (hapMaleBTUUYECKYIO
CyOCTAHIIMIO WM CChLIKA HAa COOTBETCTBYIOUIUHN pa3/iesl PEerucTpaliiOHHOTO
JIOCBE.

Bb.11. JlekapcTBeHHBIN npenapar
b.11.a) BHemnHmii B M COCTaB

b.11.a.1. U3meHeHue win | Heooxomumeie | Jlokymentsl u | [Iponemypa

no0aBIeHUE HaJIMECYaTKH, YCIIOBHS JTAHHbIE

OTTUCKOB, TPABUPOBKUA  WJIH
WHBIX 3HAKOB, BKJIFOYAsi 3aMCHY
Win  J00aBlieHUE  YEpHUII,
UCIIOJIb3YEeMBIX ISl HAaHECEHUS
TaKUX 3HAKOB

a) HU3MCHCHUA HaAnCc4YaTKu,

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

HWHBIX 3HAKOB

0) U3MEHEeHHE PHCOK (JTUHUU
paszioMa), MpeaHa3HAYCHHBIX
JUISL pa3felieHus] Ha pPaBHBIC
J103BbI

— 1,2,3 IB

VYcnoBug

1.

2.

CrenmduKkanuy JEKapCTBEHHOTO IperapaTta Ha BBITYCK M Ha KOHEI| CpoKa
TOJTHOCTH HE M3MEHSIOTCS (32 UCKITIOUYEHHUEM BHEIIHETO BHUJIA).

Bcee YepHUJIa JIOJKHBI COOTBETCTBOBATh JIEUCTBYIOLIEMY
dhapMaIeBTHIeCKOMY 3aKOHOATEIbCTBY.

. Pucku (iuHMUK pasnoma) He NpeaHa3HayeHbl AJI1 pa3/ieJieHUus Ha paBHbIE

JO3BbI.

.3HaKM JIEKAPCTBEHHOTO IIpernapara, HWCIOJIb3yeMble JUIsl  Pa3IU4YCHUS

A03HUPOBOK, ITIOJIHOCTBIO HE YAAJICHBI.

JloxymeHnTanus

1.

2.

[TorpaBka K COOTBETCTBYIOLIEMY pazfely (paszienaMm) perucTpalvioOHHOIO
J0Cke, BKJIIOYas MOApoOHOE rpaduyeckoe WIM IOBECTBOBATEIbHOE
OIMCaHUE TEKYIEro ¥ HOBOI'O BHEIIHErO BUJA, @ TAKKE COOTBETCTBYIOLIMM
nepecMoTp UH(OpMaIUK O JIEKApCTBEHHOM IIpernapare.

[To cormacoBaHui0 C AKCIEPTHOM OpraHu3aluer oOpasibl JIEKaApCTBEHHOTO
npemnapara u (WIn) X BU3YyalbHOE M300pa)KeHHE AJIST BO3MOKHOCTH OIICHKH
BHEILIHETO BUJA.




3. PesynbpTaThl cooTBeTcTBYIOIMX HcHbiTaHuid no @apmakornee Coro3a, a npu
OTCYTCTBUU B Heil — B DapMakoriee rocyapcTBa-wieHa Wi MPH OTCYTCTBUU
B YKa3aHHbIX ¢apMmakomnesx — HHOU (apmakonee cornacHo Konmeniuu
rapMOHH3AIUH, MOJITBEP K IAI0IIIHE HKBUBAJIEHTHOCTh CBOICTB
(MpaBUIIBHOCTH TO3UPOBAHUS).

b.Il.a.2. U3menenue GpopMbl Heo6xomumeie | Jlokymentsr u | [Iporeaypa
WJIM Pa3MEPOB JIEKAPCTBEHHOMN YCIIOBHS JTAHHbBIE
(dopMBbI
a) TabJIeTKH, KarcyJbl,
CYHIO3UTOPUM M TECCaApUU C
1,2,3,4 1,4 1A
HEMEIJIEHHBIM
BBICBOOOKIEHUEM

0) nekapcTBeHHbIE (POPMBI  C
OTCPOUYCHHBIM,
MOIU(PUIIMPOBAHHBIM WIH
MPOJIOHTUPOBAHHBIM
BBICBOOOXKIIEHHMEM M TaOJIETKU
C pHCKOHM, MNpeaHa3HAYEHHOU
JUIsL  pa3[elieHusT Ha paBHbBIC
JT03bI

- 1,2,3,4,5 1B

B) 100aBJICHHE HOBOTO Habopa
i pannodapMareBTHIECKOTO
JIEKapCTBEHHOTO TIpernapara ¢ — — ]
JIPYTUM OO0BEMOM 3aIlOJIHCHUS
<*<>

Ycenosus

1. [Ipoduns  pacTBOpeHHsS  JICKAPCTBEHHOrO  TMperapara ¢  HOBBIMU
JeKapcTBeHHOW (opmMoil WM ee pa3MepaMu COIMOCTaBUM C Mpoduiem
pacTBOPEHHUsSI JIEKAPCTBEHHOI'O IIperapara CO CTApbIMU JIEKAPCTBEHHOMN
dopMoil uiM ee pasMepaMH, €cCiAM TNpUMEHUMO. [[1s JeKapCTBEHHBIX
PaCTUTENBHBIX NPENapaToB NPH HEBO3MOYKHOCTU IPOBEJCHUS HWCIBITAaHUS
TCKP Bpemsi pacmnanaeMocTd HM3MEHEHHOTO JIEKapCTBEHHOIO IIpernapara
COIIOCTABUMO C BPEMEHEM paclaJaeMOCTU HEU3MEHHOI'O JIEKAPCTBEHHOIO
npenapara.

2. Cneundukanuy JIEKapCTBEHHOTO IpernapaTa Ha BBIYCK M HAa KOHEIl CpoKa
FOJHOCTH HE HU3MEHMIIUCH (32 MCKIYEHHEM pa3MEpOB JIEKapCTBEHHOMN
dbopmbI).

3. KauecTBeHHBII 1 KOJTMYECTBEHHBIN COCTAB U CPEAHSIS Macca He U3MEHUIINCh.

4. I3MeHeHWe He 3aTparuBaeT TaOJETKH C PHCKOW, NMpeAHAa3HAYECHHOW s
pas3aeneHus JeKapCTBEHHOM (JOPMBI Ha PaBHBIE JTO3BI.

JloxymeHnTanus
1. [TonpaBka K COOTBETCTBYIOIIEMY pazjeiy (pa3aenam) perucTparmoHHOTO
JIOCheE, BKJTFOYAs noApoOHOe rpaduueckoe n300paxeHue




3aperucCTpUpPOBAHHONW W TpeJiaraeMoil JIeKapCTBEHHOH (OpMBI, a TakKxke
nepecMoTp HH(OPMALIUU O JTEKapCTBEHHOM IIpenapare COOTBETCTBEHHO.

. CpaBHUTENbHBIE JIaHHBIE PACTBOPEHUS KAaK MHUHUMYM |  OMBITHO-
MPOMBILIIJIEHHON CEepUUM C TEKYIIMMHU U TMpelaraéMbIMH pa3MepaMu
(OTCYTCTBHE 3HAUUTENBHBIX PA3IUYMA C TOUYKU 3PEHUSI COMOCTABUMOCTH B
COOTBETCTBUH C [TpaBunamu MPOBECHUSA HUCCIIeJ0BaHUN
OMOPKBUBAJICHTHOCTH. B OTHOIIEHWH JIEKAPCTBEHHBIX PACTUTEIBHBIX
npernapaToB  MOTYT  ObITh  NpUEMJIEeMbl  JaHHBIE  CPAaBHHUTEIHHOMU
pacragaeMocCTH.

. O0OCHOBaHUSI HEMPEJCTAaBICHUS PpE3yJIbTaTOB HOBOIO  HCCIEAOBAHMS
OMOPKBUBAJIIEHTHOCTH coryiacHo [lpaBuiam mnpoBeAeHHs] HCCIEIOBaHUIMA
OMOPKBUBAJICHTHOCTH.

. OGpa3s1ibl IeKapCTBEHHOTO Mpernapara U (MIu) ero BU3yallbHOE U300pakeHue
pv HEOOXOAUMOCTH TI0 COTIIACOBAHUIO C IKCIIEPTHOM OpraHu3aIuei.

. Pesynbrarsl cooTBeTcTBYtOUMX UcnbiTaHuii o ®apmakonee Coro3a, a mpu
OTCYTCTBUM B HEW — Pe3ynbTaThl HCNbITaHUM 10 dDapMakonee rocyaapcraa-
YJieHa WJIU MPU OTCYTCTBUU B YKa3aHHBIX (hapMakoresx — MHOM papmakoree
cornacHo KoHuenuuu rapMOHHM3aldH, MOATBEPKAAIOLINE YKBUBAJIECHTHOCTh
CBOMCTB (IIPaBWJIBHOCTb JIO3UPOBAHMS).

<*> [Ipumeuanne | s b.Il.a.2.B moboe W3MEHEHUE JIO3UPOBKU
JIEKapCTBEHHOTO Ipenapara TpeOyeT Moaauu 3asBIICHUS O
pPaCIIUPEHUN PETUCTPALMH, 3a UCKIFOYEHUEM IPUBEICHUS
PETUCTPAIIIOHHOTO JIOChE B COOTBETCTBUE C TPEOOBAHUAMHU
Coro3a, B ciydae, ecim HOBas JIO3UPOBKA
3apETUCTPUPOBAHA B COOTBETCTBUHU C 3aKOHOJATEIBCTBOM
rocyJapcTBa-4JeHa TOJbKO B OJHOM U3 3asBICHHBIX B
paMKax IPUBEACHUS B COOTBETCTBUE IOCYAAaPCTB-UJICHOB.

b.Il.a.3. U3menenue cocraBa| Heobxomumeie | Jloxkymentsl u | [Ipouemypa

(BcioMOraTenbHbIX BEIECTB) YCJIOBUSA JTAHHBIE
JIEKapCTBEHHOIO IIpenapara

a) U3MEHEHUe cocTasa

BKYCOBBIX 00aBOK

(apoMatu3aTopoB) 178107

Kpacuresnen
1. Jlo6aBnenue, uckmouenne| 1,2,3,4,5, 1,2 456 IA
WJTU 3aMEHa 6,7,9, 10
2. YBeauueHne WIIN 1.2.3 4 10 1,24 IA
YMCHBIIICHUE COJICPIKAHMS

0) mpoune BCIIOMOTAaTEIbHBIC

BEIIECTBA
1. JIroGast ~ HE3HAUMTENbHAS 1,2,4,8, 1,27 A

KOPPEKLHUS KOTUYECTBEHHOTO 9,10
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coCTraBa BCIIOMOTI'aTCJIbHBIX
BCIICCTB JICKapCTBCHHOI'O

nmpenapara

2. KauyecTtBeHnbIe TH

KOJIMYECTBEHHBIE H3MEHEHUS

OJHOT'O AN oosee

BCIIOMOTaTENbHBIX BEIIECTB,

KOTOpBIE MOTYT — — I

CYIIECTBEHHO TIOBIIMATh Ha
Ka4ecTBO, 0€30MaCHOCTh WIJIH
3¢ pexTUBHOCTH
JICKapCTBEHHOTO Tperapara

3. U3menenue,
3aTparuBaroniee
OMOJIOTHYECKUI
JIEKApCTBEHHBIN Npenapar

4. JIroboe HOBOE
BCIIOMOTATEILHOE BEIIECTBO,
Mpernoararonee
HCIIOJIb30BAHNE MaTEPHAIIOB
YEJI0BEYECKOTO 7M1 — — 1
KUBOTHOTO TMPOUCXOXKICHUS,
TpeOYIOIUX OICHKU JIaHHBIX
BUPYCHOI 0€30MacHOCTH U
(unn) pucka I'D

5. I3meHeHue,
000CHOBaHHOE pe3yJbTaTaMu
HCCIIeIOBAHUS
OMOSKBUBAJICHTHOCTHU

6. 3ameHa OJTHOTO
BCIIOMOTATEIBHOIO BENIECTBA
CXOIHBIM BCIIOMOTATEILHBIM

1! 3! 4! 5!
BEIIECTBOM C TEMH XK€ - 6789 IB
(GyHKIMOHATBHBIMU R
XapaKTepUCTUKAMHU B

AHAJIOTUYHOM KOJIMYCCTBC

VYcnoBug

1.

2.

N3menennst (QyHKIMOHATIBHBIX XapaKTEPUCTUK JIEKAPCTBEHHOH (OPMBEL,
HanpHUMep, BpEMEHH paciagaeMoCTy, Tpoduis pacCTBOPEHHs], OTCYTCTBYIOT.
He3nauntenpbHYyI0 KOPPEKIMIO cOCTaBa JUId MOJACpKaHUA OOIIed Macchl
HEO0XOMMO OCYIIECTBISATH BCIIOMOTATEIbHBIM BELIECTBOM, COCTABIISIONINM
B HACTOsIIIee BPEMSI OCHOBHYIO YacTh TOTOBOM JIEKAPCTBEHHON (OPMBI.

. Cnenudukanys JIeKapcTBEHHOTO TMperapaTta OOHOBJICHA B YaCTH OINHUCAHUS




BHEIIHEr0 BHJa (3amaxa, BKyca) U, NPU HEOOXOAMMOCTH, HCKIIOUYEHO
UCIIBITAaHUE Ha MTOAJIMHHOCTb.

4. HayaThl COOTBETCTBYIOIIME HCCIEAOBAHUS CTAOMWJIBHOCTH (C yKa3aHUEM
HOMEpPOB CEpHUii); MPOAHATU3UPOBAHBI COOTBETCTBYIOIIME MapaMeTphI
CTaOMJILHOCTH HE MeEHee 4YeM Ha 2 OINBITHO-MPOMBIIUICHHBIX WU
MPOMBIIIICHHBIX ~ CEpUSX; B  PACHOPSHKEHUHM  3aABUTENS]  HAXOIATCS
YIOBIIETBOPUTENbHBIE  PE3YyJbTaThl IO MEHbBIIEH Mepe 3-MEeCcIYHOTO
U3Y4YeHHs] CTaOWJIBHOCTH (Ha MOMEHT peanu3anuu u3MeHenuit [A tuma u
MOMEHT yBeJoMJIeHUs 00 m3meHeHusx IB Ttumna); nmpoduns cTabMIBHOCTH
CXO0X C YTBEpXJCHHBIM B Hacrosiiee Bpems npoduiem. IloarsepxaeHue
TOTO, YTO HCCIEOBaHMS OyAyT 3aBeplICHBbl, U YTO €CIU PE3yJIbTAaThl Ha
KOHEI[ CPOKa TOJTHOCTH HE OYAYT YKIaAbIBATHCSA B CHEIU(PUKALNN UITU MOTYT
NOTEHLIMAJBHO  HE  YyJIOXKWUTbCA B cnequpuKaluM,  JepiKaTelb
PETHCTPAIMOHHOTO YJOCTOBEPEHHsI 00s3aH COOOIIUTH YIMOIHOMOYEHHOMY
OpraHy HapsAay C IpejaraémMblM IJIaHOM jeiictBuil. Kpome TOro, B
COOTBETCTBYIOUIMX  CIIy4asX  HEOOXOAMMO  TPOBECTH  HUCIBITAHHE
($hOTOCTAOMIIBHOCTH.

5.Bce HOBble KOMIOHEHTHI JOJDKHBI  YAOBIETBOPATH  TPEOOBAHHSIM
HOpPMAaTUBHBIX akTOB (Cor03a, KacarlolUXCAd KpAacUTENel, HCIOJb3yeMbIX B
MUIIEBOW MPOMBIIIEHHOCTH, U BKYCOBBIX JOOABOK.

6. Hu oguH HOBBINM KOMIIOHEHT HE MPEIOJIaraeT MCIOJIb30BaHHUE MaTepHaIOB
YeJIOBEYECKOTO WM KUBOTHOTO MPOUCXOXKICHUS, TPEOYIOIMIUX OLEHKH
JAHHBIX BHUPYCHOM O€30MaCHOCTH WJIM COOTBETCTBUSl JEHCTBYIOIIMM
TpeboBanusiM Papmakonen Coroza u (uiu) Apyrux (papmakomnei coriacHo
KoHuenuuu rapMoHM3allMM O MHUHHMMH3AlMU pUCKA MEepeAadyd areHTOB
ryouatoii  sHIe(alonaTHH >KUBOTHBIX  IOCPEICTBOM  JIEKAPCTBEHHBIX
IpernapaToB JJsl MEAUIIMHCKOTO MPUMEHEHUS.

7. B COOTBETCTBYIOLIMX CIydasX HM3MEHEHHUS HE BIMSIIOT Ha BO3MOXKHOCTH
pasinyeHus T03UPOBOK U HE OKA3bIBAIOT HETaTUBHOI'O BIMSIHUSL Ha BKYCOBBIE
CBOICTBA JIEKAPCTBEHHBIX MPENapaToB, NpeIHa3HAYEHHBIX I JeTeil.

8. [Ipodune pacTBOpeHHs HE MEHEE 4YeM 2 OIBITHO-TPOMBIIUICHHBIX CEepUid
JIEKapCTBEHHOI0 IpernapaTta ¢ HOBbIM U CTapbIM COCTABOM COIOCTaBUM, €CIU
NPUMEHUMO (OTCYTCTBYIOT 3HAUMUTENIbHbIE PAa3Iu4Usi C TOYKUA 3pPEHUA
COMOCTAaBUMOCTH MpoQuiis pacTBOpeHUs B cooTBercTBUM c [lpaBunamu
NPOBEACHUSI HCCIIEIOBAaHUNA OMOIKBUBAJEHTHOCTH). I[Ipy HEBO3MOXKHOCTH
MPOBEACHUSI UCIBITAHUSI PACTBOPEHUS C JIEKAPCTBEHHBIMH PACTUTEIIbHBIMU
npernapaTaMd  BpeMs  paclajaeMOCTH  HM3MEHEHHOTO  JIEKapCTBEHHOTO
npernapara ColocTaBUMO C HEM3MEHEHHBIM BPEMEHEM PACTIaJaeMOCTH.

9. I3mMeHeHue He sBIAETCS CIEACTBHEM HAPYIICHUS CTaOWIBHOCTU U (WJIH) HE
JOJDKHO ~ CKa3bIBaThCcsli Ha 0Oe30macHOCTH  (BO3MOXKHOCTH — pa3lIMyEHUS
JTIO3UPOBOK).

10. PaccmaTpuBaeMblii JIEKapCTBEHHBIH Mpenapar He SBISETCS OMOIOTHYECKIM
JIEKAPCTBEHHBIM MPETAPATOM.

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOLEMY pa3zzelly (pas3fesiaM) perucTpaldoOHHOTO
JIOChEe, BKJIIOYAash METOABbl HCMBITAHUS Ha TOMJIMHHOCTh BCEX HOBBIX
KpacuTenel (ecid NPUMEHHMO), a Takke TMepecMoTp HHGOpMAIHH O




JIeKapCTBEHHOM IIperapare COOTBETCTBEHHO.

2. [logTBepxaeHne AeprKaTeNs pETUCTPAMOHHOTO YOCTOBEPEHHS, YTO HAYaThI
TpeOyeMble HCCIEIOBaHUs CTAOMIBHOCTH (C YKa3aHUEM HOMEPOB CEpuil); U
4TO (B COOTBETCTBYIOLIUX CIIy4asx) Ha MOMEHT pealu3allid W3MEHEHUH B
paclopsDKeHUM — 3asBUTENT  HAXOAWIUCh  TpeOyeMble  MUHUMAaJbHBIE
YIIOBJIETBOPUTEIbHBIE TaHHBIE IO CTAOMIBHOCTH U, YTO UMEIOIIHMECS JAHHbIE
HE CBUJETEIbCTBOBAIM O Kakoh-mubo mnpobireme. Heobxoaumo Takxke
IPEJCTaBUTh MOATBEPKACHUE, YTO HCCIeA0BaHUs OyIyT 3aBEPILIEHBI U €CIH
pe3yNbTaThl HE OYAyT YKJIAJbIBAaThCSA B CHELM(PUKALNUA WIH MOTEHIMAIBHO
MOTYT HE YJIOXKUTbCA B cHeNU(UKAIMM HAa KOHEL CpOKa TOJHOCTH,
JepXKaTeab  PEruCTPALlMOHHOIO  YAOCTOBEpEHHs  00s3aH  COOOILUTH
YIIOJIHOMOUYEHHOMY OpraHy BMECTe ¢ IIpeIaraeMbIM IJIAHOM J€HCTBUA.

3. PegynmpTaTel uWcCcnegoOBaHWUN CTaOWIIBHOCTH, MO 3HAYMMBIM IapameTpam
CTaOMJIBHOCTM HE MEHee YeM Ha JBYX ONBITHO-IIPOMBIIUICHHBIX WU
IOPOMBIIICHHBIX CEepUsX, OXBAaTHIBAIOUIMX HE MEHee 3 MecsleB, MU
NOJTBEPKICHNUE, YTO YKa3aHHbIE HCCIIEOBaHUS OYyIyT 3aBEpIUEHBl U €CIU
pe3yNbTaThl He OYOyT YKJIAJIbIBAaThCSA B CHELM(PUKALUU WIH MOTEHIHAIBHO
MOTYT HE€ YJOXHUThCS B cHeuM(UKalUM Ha KOHEL CpoKa TOJIHOCTH,
JepxKaTteiab  PETUCTPALMOHHOIO  YAOCTOBEpEHHs  00s3aH  COOOIIUTH
YIOJTHOMOYEHHOMY OPTaHy BMECTE C IpejIaracMbIM IUIAHOM JICHCTBUH.

4. OOpa31bl JIEKAPCTBEHHOTO Ipenapara U (W) ero BU3yallbHOe U300pakeHue
pU HEOOXOAUMOCTH IO COTJIACOBAHUIO C SKCIIEPTHOM OpraHu3aiueil.

5. JIubo cepruduxar coorBercTBUA EBpomneiickoit ®apmakonen mno I'D Ha
a000M  HOBBIM  MCTOYHUK  Marepuana, Jubo (ecau MNPUMEHHMO)
JOKYMEHTAJIbHOE  TOATBEP)KJIEHHE TOro, 4YTO MCTOYHHMK Marepuana,
HOJBEp)KEHHBIH pUCKy ['D, paHee MpoBepeH YMOJIHOMOYEHHBIM OPTaHOM; U
OBLIO MOATBEPXKACHO €ro COOTBETCTBHE JIEUCTBYIOLIEH cTaThe DapMakoren
Coroza win apyrux (apmaxomneil corsnacHo KoHuenuuu rapMoHH3alMU MO
MUHHMM3AIMM ~pHUCKa T[epeladd areHToB TIyOuaToi oHuedasonaTuu
KUBOTHBIX TOCPEACTBOM JIEKAPCTBEHHBIX MpPENapaToB A MEIUIIMHCKOTO
npuMeHeHus. Jlisg  KakJIoro Takoro pojaa MaTepuaia HeoO0XO0JuMO
IPEICTaBUTh CIEAYIOIINE CBEICHUSA: Ha3BaHHME IPOU3BOAUTENS; BUJ
KUBOTHBIX M TKaHHW, M3 KOTOPBIX MOJY4YeH MaTepuain;, cTpaHa
MIPOUCXOXKICHUS )KMBOTHBIX U €r0 UCIOJIb30BAHHUE.

6. B cooTBeTCTBYIOIIMX Cly4asX JaHHBbIC, MOJTBEPXKIAIOIINE TO, YTO HOBOE
BCIIOMOTraTEeJIbHOE BELIECTBO HE BIMAET HA AHAJIUTUYECKUE METOJIUKH
cnenuuKaluK JEKapCTBEHHOT 0 Mpernapara.

7. HeoO6xoauMo mocpeacTBOM Haaiexaied (apMaieBTUYECKOH pa3paboTKu
(BKITIOUAs BOIIPOCHI CTaOMIILHOCTH u IPOTUBOMUKPOOHOTO
KOHCEPBUPOBAHHUSA, €CIH NPUMEHUMO) MPEACTaBUTh OOOCHOBAHUE CMEHBI
(BpIOOpA) BCIIOMOTaTeNIbHBIX BEIIECTB U T.JI.

8. CpaBHHTENBbHBIE NaHHBIE TPOQMIS PACTBOPEHUS TBEPABIX JEKAPCTBEHHBIX
¢dopM He MeHee YeM Ha 2 ONBITHO-TIPOMBIIUIEHHBIX CEPHSIX JIEKAPCTBEHHOTO
npernapaTta HOBOTO M CTaporo COCTaBOB. B OTHoleHUU JeKapCTBEHHBIX
pacTUTENbHBIX  NpernapaToB  MOTYT  OBITb  JIOCTaTOYHBI  JaHHbIE
CPAaBHUTEJIBHOM paclaJacMOCTH.

9. O6ocHOBaHUSI HENPEJCTaBICHUS  Pe3yJbTaTOB HOBOTO  HCCIIEOBaHUS




OMOPKBUBAJIGHTHOCTM B  cooTBeTcTBUM ¢ [IpaBunamu  mnpoBeaeHHs
UCCIeA0BaHUN OMO3KBUBAJICHTHOCTH.
b.11.a.4. I3meHenue Macchel | Heo6xomumeie | Jlokymentsl u | I[lpomenypa
000J10YKH JIEKaPCTBEHHBIX YCIOBHUS JTAHHbBIE
dbopM aiia mpriemMa BHYTPb WU
U3MEHEHHE MacChl 000JIOYKU
KarCyJibl
a) TBepAbIC JIEKapCTBEHHBIE
1,2,3,4 1,2 1A

(GbopMBbI 17151 IpreMa BHYTpPb

0) nekapcTBeHHbIE (OPMBI C
OTCPOYCHHBIM,
MOTUPUITIPOBAHHBIM 17001
IPOJIOHTUPOBAHHBIM
BBICBOOOX/ICHHUEM, B KOTOPBIX
000JI0YKa SIBIISICTCS KITFOUEBBIM
(haKTOpOM BBICBOOOKICHHUS

VYcnoBug

1. Ilpodune pacTBOpeHUss HE MEHEE 4YeM 2 OIBITHO-NPOMBIIUIEHHBIX CEepUil

M3MEHEHHOI'0 JIEKapCTBEHHOr'O Ipernapara CONOCTaBUM co cTapbiM. [lpu
HEBO3MOXHOCTH NPOBEIEHUS HCIIBITAHUS PACTBOPEHUSI C JIEKAPCTBEHHBIMU
pacTUTENIBHBIMM ~ TIperapataMd  BpeMsl  paclagaeMOCTH  M3MEHEHHOI'O
JIEKapCTBEHHOTO IIpenapaTa B CPABHEHNUHU CO CTapbIM.

2. O0o0UKa HE SBISIETCS KIIOYEBHIM (PaKTOPOM MEXaHH3Ma BEICBOOOXKICHHSI.
3. Cnenuduxarys JIeKapcTBEHHOTO MpenapaTa OOHOBJIEHA JIHIb B YaCTH MACCHI

U pa3MepoB (ECIM MPUMEHUMO).

4. HauaTbl COOTBETCTBYIOIINE UCCIEAOBAHUS CTAOMIBHOCTH HE MEHEE YeM Ha 2

ONBITHO-IIPOMBIIUICHHBIX WM IMPOMBIIIJIEHHBIX CEPUSX; B PACIOPSIKEHUU
3asBUTEIS Ha MOMEHT peanuzannu W3MEHEHUH HaxXOOATCS
YAOBJIETBOPUTEIIBHBIE 10 MEHBIIEH Mepe 3-MeCS4YHbl€ JaHHbIE IO
CTaOMJIBHOCTH; MOATBEPKIACHUE TOTO, UTO UCCIICIOBAHUS OyIyT 3aBEPIICHBI.
Ecnu pe3ynbraThl He yKJIaAbIBAIOTCA B ClENU(DUKAIMN WM TMOTCHIIMAIBHO
MOTYT HE VIOXKHUThCA B chenupuKaluu Ha KOHEIl CpPOKa TOIHOCTH,
JepKaTeilb  PEruCTPAllMOHHOTO  YAOCTOBEpPEHHs  00si3aH  COOOLIUTH
YIIOJTHOMOYEHHOMY OPTaHy HapsAy C MPeAIaracMbIM IJIAHOM JIEHCTBHM.

JloxymeHnTanus

1. ITompaBka K COOTBETCTBYIOLIEMY pa3feily (pa3fesiaM) perucTpalioOHHOTO

JIOCKE.

2. Jlexnapanusi AeprKaTensl PerucTpallMOHHOIO YAOCTOBEPEHHUS, YTO HAdaThl

TpeOyembie HCCIeOBaHus CTAOMILHOCTH (C YKa3aHUEM HOMEpPOB CEpuil); U
9TO (B COOTBETCTBYIOIIUX CITydasx) HA MOMEHT BBEJICHUSI U3MEHECHHI B €T0
pacnopsKeHUN HAXOIUIIACH TpeOyeMbIe MHUHUMAaJIbHBIE
YJIOBJICTBOPUTEIBHBIC JIAHHBIC TI0 CTAOMIBHOCTH; U YTO UMECIOIIHMECS JTAHHbBIC
HE CBHJECTEIHCTBOBAIM O Kakoi-mbOo mpobreme. HeoOxoammo Takxke
MPEJICTAaBUTh MOJATBEPHKICHUE TOTO, YTO MCCIICOBAHUS OYIyT 3aBEPIICHBI, U
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YTO €ClId pe3yJbTaThl HE OYyAyT YKIaIbIBaThCS B CHEHU(PUKALUUA WIH
MOTEHIIMAILHO MOTYT HE YJOXHTBCS B CHEIMU(UKAINA HA KOHEI CpoKa
TOJTHOCTH, JA€pKaTellb PETUCTPALMOHHOTO YAOCTOBEPEHHS 00s13aH COOOIIUTh
YIIOJTHOMOYEHHOMY OpraHy Hapsiay ¢ TMpejiaraéMbIM IUJIAaHOM JeHCTBUH.
Kpome Toro, B COOTBETCTBYIOUIMX CIydasx HEOOXOAMMO IPOBECTH
ucnblTaHue (OTOCTaOUIBHOCTH.

b.11.a.6. UckntoueHue Heo6xomumeie | [lokymentsl u | Ilpouemypa
KOHTEWHEpa C pacTBOPHUTEIEM YCIIOBUS JTaHHBIC
(pa3baBuTEIEM) U3 YIIAKOBKU

- 1,2 IB

JloxymeHnTanus

1. O6ocHOoBaHME UCKIIOYEHUS, BKIIOYas YKa3aHUE Ha aJlbTepHATUBHBIC
crocoObl TONy4YEeHHsI pacTBopuTens (pa3zdaBuTensi) B IEsIX 0€30MacHOro U
3¢ (HEeKTUBHOTO MPUMEHEHUS JIEKapCTBEHHOTO Mpenapara.

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

b.1l.a.7. UI3meHeHus, Heo6xomumeie | [lokymentsl u | Ilpouemypa
SBIAIOIINECS  PACUIUPEHUEM YCIIOBUS JTaHHBIC
pErUCTpallil  TI0  JI03UPOBKE
JIEKapCTBEHHOTO
npenapara<i>

1,2,3 1,2,3 IB
YcnoBus

1. JloGaBnsiemble WJIM BBOAMMBIC B3aMEH paHee 3aperuCTPUPOBAHHBIX
JO3UPOBKH, MOJDKHBI, Ha MOMEHT IIOJa4d 3asBJICHHUS O MPHUBEACHUH B
COOTBETCTBUE PETHCTPAIMOHHOTO JIOChE, OBITH 3aPETUCTPUPOBAHBI XOTs ObI B
OJTHOM W3 TOCY/IapPCTB-YJICHOB.

2.Ha MoOMeHT momaud 3asiBICHHS O TPHUBEACHHUM B  COOTBETCTBHUE
PETUCTPAIIMOHHOTO J0Che, B pePEepeHTHOM TOCYyAapCTBE IOJKHBI OBITh
3apErMCTPUPOBAHBl HAWMCHbBIIAS W  HAWOOJbIIAs  JO3HPOBKH, JIHOO
JO3UPOBKA, OMpE/eJICHHAss HA OCHOBAHWM aHajn3a PUCKOB, B OTHOIICHHUH
KOTOPBIX MTPOBEICHBI COOTBETCTBYIOIINE HUCCIEOBaHMS OMOIKBUBAIICHTHOCTH
WIM KIUHUYCCKUE HCIBITAHWS, PE3yJbTaThl KOTOPBIX MOTYT OBIThH
AKCTPANOIUPOBAHBI HA OCTAIBHBIE JTO3UPOBKH.

3. JlomkHbl OBITH COOJIIO/IGHBI KpUTEpuH OuoBeWBepa IS JOMOJHUTEIHHBIX
JO3UPOBOK, ONHCaHHbIE B [IpaBuinax MPOBEACHHUS  HMCCICIOBAHHMA
OMOPKBUBAJICHTHOCTH.

JlokymeHTauus

1. Konuu peructpanmoHHbIX YJOCTOBEPEHH, MOATBEPKIAIOIMINX PETUCTPAIITU
BHOBb 3a5IBJISIEMBIX JO3UPOBOK.

2. Moaynb 3 pErucTpaliOHHOTO JO0Ch€ Ha KaXAyH HOBYIO TO3UPOBKY B
COOTBETCTBUU C TpeboBaHusAMH 4dacTh | mpusoxkenuss Ne 1 kK HacTOSIIUM
[IpaBumam. Bo3moxHa MomuduKamusi CYHIECTBYIOIIUX  Pa3leiioB  C
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,Z[O63BJ'ICHI/IGM B HHX I/IH(i)OpMaI_[I/II/I 0 JOO3UPOBKAaX B COOTBCTCTBYIOIIUX

CIIyYasix.

3. O6ocHOBaHME BO3MOXKHOCTH 3KCTPANOJSIINA PE3yIbTaTOB HCCIEAOBAHUI
OMODKBUBAJICHTHOCTA HWCIBITAHMA HAa HOBBIC O3MPOBKH, 3asBICHHBIC Ha
OuwoBeiliBep. B cinydae OwmoBeliBepa Ha OCHOBaHMM OwodapmareBTHUECKOM

KJIacCU(PUKAITMOHHOM

CHUCTEMBI
BBINIOJTHEHBI B OTHOIIICHUHU KX 10M JA03HUPOBKH.

yCIOBUSA

OuoBeiiBepa  JTOJDKHBI

OBITH

<*> [Ipumeuanue | JlroOoe

HU3MCHCHHUC

TO3UPOBKH

JIEKapCTBEHHOTO
npernapata TpeOyeT MoJayu 3asBICHUS O PaCUIMPEHUU
perUcTparyi.

Bb.11.6) IIpousBoacTBO

Bb.I1.6.1. 3amena WIN
nobaBieHne HOBOH
MPOU3BOJICTBEHHOM ILIOMIAIKH
TUTSE 4acTH WA BCEX
POIIECCOB MIPOU3BOJICTBA
JICKapCTBECHHOTO Mpernapara

HeoOxoanmeie
YCIIOBUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

a) IUIonagka 10 BTOPUYHOM
yIaKOBKe

1,2

1,3,8

| Ay

0) momaaka IO TEePBUYHOU
yIaKOBKe

1,2,3,4,5

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

B) IUIOIIAJIKa, Ha
OCYIIECTBIISIFOTCS
MPOU3BOJICTBCHHBIC OTEPAIIHI
JUTSt OMOJIOTUYECKUX
JIEKAPCTBEHHBIX  IpenapaToB
WIK JIEKapCTBEHHBIX  (opM,
MPOU3BEJICHHBIX C TOMOUIBIO
CJIOKHBIX TPOU3BOACTBEHHBIX
IPOLIECCOB, 3a HCKIIOUYEHUEM
BBIIIYCKA CEpUH, KOHTPOJIA
KaueCTBA CEpU M BTOPUYHOU
YIaKOBKHU

KOTOPOM

I') TUIOIIAJIKA, TpeOyromas
MPOBEJICHUST TICPBUYHON WIIH
MPOIYKTCICITU(PUIHON
HUHCITCKITUN

1) TIoLaJKka, Ha  KOTOpPOH
OCYIIECTBIIAIOTCS To0BIe
MIPOU3BOJICTBCHHBIC OTIEPAIIHI
IS HECTCPUIIBHBIX
JICKapCTBEHHBIX  IPENapaToB,




3a

cepui,  KOHTPOJIS  CEpHi,
IIEPBUYHOM W BTOPUYHOMU
YIIaKOBKH

HCKIIIOYCHUCM  BBIITYCKaA

€) IUIoIIaJKa, Ha  KOTOpOHU

OCYIIECTBIISFOTCS JIO0BIE

MIPOM3BOJICTBEHHBIC OTIepallin

co CTePUIILHBIMH

JICKapCTBCHHBIMHU

npernapaTamu,

MIPOU3BOISAITUMUCS c B 1,2, 3,4, B
HCIIOJIL30BAHUEM 517,81
aCENTUYECKUX METOH0B

(uckmrouas OHoIOTHYECKUE
JIEKapCTBEHHBIE  IpENaparsbl),
3a
Cepuil, KOHTPOJS KaudecTBa
Cepuil U BTOPUYHON YIIaKOBKHU

HCKIIIOYCHUECM  BBIIIYCKaA

VYcaoBug

1.

2.

3.
4.

Y IOBIETBOPUTENbHAS ~ MHCHEKIMS B  TEYEHHE  IOCIEAHMX 3 JeT
MHCIEKTUPYIOIIUMH OpraHaMH rOCyJapCTB-UJIEHOB, WIN CTPaHOW, ¢ KOTOPOH
3aKII0YEHO  JCHCTBYIOIIEE  COIVIAICHUE O  B3aUMHOM  IIPU3HAHUU
cepTU(PHUKATOB COOTBETCTBMS MpaBWJIaM HaJJIeXkKalle NpOU3BOJICTBEHHOMN
IPAKTUKH.

[Inomanka JuIEH3UpOBaHA B YCTAHOBJIEHHOM IOpsJKe (s MPOU3BOJCTBA
paccMaTpuBaeMOH JIEKAPCTBEHHOH (POPMBI MIIN JIEKAPCTBEHHOT'O IIPENapara).
PaccmaTtpuBaeMblil JIEKapCTBEHHBIN MTpenapaT He SBISETCS CTEPUIIbHBIM.

B coorBercTByrOmUX Ciy4dasx, HanpuMep, B OTHOLICHWM CYCIICH3UW WIIU
OMYJIbCUM, HMEETCS IUIaH BalWJAlMHA Ipoliecca MPOU3BOJCTBA WM B
COOTBETCTBUM C TEKYIIUM IIPOTOKOJIOM YCIICIIHO TNPOBEICHA BaJIMJALM
IIPOM3BOJICTBA HAa HOBOM IUIOINAJKE C HE MEHEe 4eM 3 IMPOMBIIUIEHHBIMU
CEPUAMU.

5. PaccmaTrpuBaemblil JIEKapCTBEHHBIN Mpenapar He SBIseTcsl OMOIOrHYeCKUM
JIEKAPCTBEHHBIM MPETIAPATOM.

JoxymeHnTanus

1. ITonTBepkneHne TOro, 4YTO Ipeajaraemas IUIOIIAJKa JMIEH3UpPOBaHAa B

2.

3.

YCTAHOBJIGHHOM TMOPSJKE JJIi MPOU3BOJACTBA JIEKAPCTBEHHOW (DOPMBI WU
paccMaTprUBaeMoOro JEKapCTBEHHOTO Mpenapara.

B cooTBercTByrommx ciydasx HeOOXOAMMO YKa3aThb HOMEpa Cepui,
COOTBETCTBYIOIIME pa3Mep Cepuu M JaTy NpPOHM3BOACTBA cepuil (= 3),
HCIIOJIb30BAHHBIE B BAJIMJALIMOHHOM MHCCIIEIOBAHUM, U MPEICTABUTH JIaHHbIC
10 BaJIMJAIMH WJIM IPOTOKOJI (CXeMY) BaJIMJIalliu, MOJJIeKalIUi moaue.

B nyHKTE 0 BHOCHMMBIX M3MEHEHMSX 3asdBJICHHUS O BHECEHUU W3MEHEHMH (B
COIMPOBOAMTEIHHOM MHCHbME, (OpMe 3asBIEHUS O BHECEHWU H3MEHEHUH,
NPWIOXKEHHOM K  CONPOBOJAUTEIBHOMY TMHCbMY) HEOOXOAMMO  YETKO




4.

5.

0003HAUNTh paHee OJOOPEHHBIX M MpEeIIaraeMbIX IPOU3BOJUTENEH, Kak
yKa3aHo B paszzeiie 2.5 (opMbl 3asBIEHUS.

Konmm yTBepkIeHHBIX crenu(uKanmii Ha BHITYCK W KOHEI CPOKa TOJHOCTH
(eci MPUMEHHUMO).

JlaHHBIC aHanmHM3a OJHOM MPOMBINUICHHOH CEepUM W JIBYX OIBITHO-
NPOMBINICHHBIX CEPUN, WMUTHPYIOMIKUX MPOLECC MPOU3BOACTBA (WM JBE
NPOMBINIVICHHBIC CEPUU) W CpPaBHUTCIbHBIC JaHHBIC (B TOM YHCIE TECT
CPaBHUTEJIPHON KHHETUKU PACTBOPCHHSI B TPUMEHUMBIX CIIyYasx) C TPEeMs
CepusMH, POU3BEICHHBIMU Ha MPEIbIIYIIEH MPON3BOACTBEHHOM IUIOIIAIKE.
[To 3ampocy HE0OX0UMO MPEICTABUTH JAaHHBIE TI0 CIEAYIONIUM JIBYM TTOJTHBIM
POMBIIINIEHHBIM CEPUSIM; HEOOXOTUMO COOOITUTh, €CITU PE3yJIbTaThl aHATH3a
HE YKJIaJIBIBAIOTCS B CIICIU(UKAIINIO, ¥ IIPESITIOKUT IJIaH JCHCTBHIA.

. COOTBCTCTBYIOI_[II/IC JaHHBIC 1o BaJInaalnuu, BKJIIO4ast PE3YIIbTAThI

MHUKPOCKOIIMH PpPacCIIpCACIICHUA 110 pa3MCpaM YaCTUll H HUX MOp(bOJ'IOl“I/II/I
MATKHUX W XKHUIAKHX JICKAPCTBCHHbLIX (bOpM, B KOTOPBIX (bapMaL[eBTI/I‘-IeCKaH
Cy6CTaHI_II/I$I HaXOJUTCA B HCPACTBOPECHHOM COCTOSTHUU.

.Ecnmn Ha HOBOW NPOM3BOACTBEHHOM IUIONIAAKE B Kauye€CTBE MCXOIHOTO

MaTepuaia WCIOJIb3yeTCs aKTUBHAs (apmaleBTHueckas CcyOcTaHIus, -
JieKIapanys yrnoJHOMOYEHHOTO JIMIA IUIOIIAJAKHA, OTBETCTBEHHOI'O 3a BBIITYCK
cepuii, 4YTo akTHBHasg (QapmalrieBTUUECKasi CyOCTaHIIMS TPOHW3BEICHA B
coorBeTrcTBUU C [IpaBuinamMu Hajiexalel TpoOUu3BOIACTBEHHON MPAKTUKU IS
HCXOJHBIX MaTEpPUAJIOB.

. IlonmpaBka K COOTBETCTByIOLIEMY pa3zieny (pasfenaMm) perucTparioHHOTIO

JOChE.

. Ecin IIPpOU3BOACTBCHHAA Iiomaaka u iomajaka, Ha KOTOpOﬁ

OCYILECTBIISICTCS IEPBUYHAS YITAKOBKA, Pa3IMYaOTCs, HEOOXOIUMO OIUCATh U
BaJIMIMPOBATh YCJIOBHUSI TPAHCIIOPTHPOBKA M XpaHEHUs HepachacoBaHHOTO
npemnaparta (bulk).

10. JleiicTByronuii TOKYMEHT, TIOJTBEPKIAIOIIMN COOTBETCTBHE TPEeOOBAHHAM

HaJIJIe)KaIe MPOU3BOJICTBEHHOW TMpakTuku (Coro3a, NPOU3BOJICTBEHHOM
TJTOIIAJIKH (TpOM3BOACTBEHHBIX TJIOIIAI0K), OCYIIIECTBIISIOIIEH
MIPOU3BOJICTBO TOTOBOM JICKAPCTBEHHOU (DOPMBI.

[Ipumeuanusa: |Jlexmapanyu — yIOJHOMOYEHHOIO — JIMIA,  3aTparuBarolive

aKTUBHYIO (papMaIieBTUYECKYIO CyOCTaHIUIO

Bnanenwiibl muiieH3uit Ha TPOU3BOJCTBO 00s3aHBI B KA4YECTBE
HUCXOJHBIX  MaTepHUaJIOB  MCIOJIb30BATh  HCKIIIOYHUTEIHHO
aKTUBHBIE (hapMaleBTUYECKHUE CYOCTaHIIUM, MPOU3BEJCHHBIC B
cootrBeTcTBUU ¢ lIpaBnnamMy mNpPOW3BOACTBEHHOW MPAKTHKU,
MOATOMY KaXIbl BJAACNCN JHWICH3UMM Ha MPOU3BOJICTBO
JeKapcTBEHHOW (HOpMBI 00s3aH TMPOJEKIAPHPOBATH, YTO OH B
KauecTBE HCXOJHOr0 MaTepuana MCHOJIb3YeT aKTHUBHYIO
(hapMareBTHYECKYIO cyOCTaHIHIO, MPOU3BEACHHYIO B
COOTBeTCTBUU ¢ IIpaBuUmaMu TPOU3BOJCTBEHHOM MPAKTHKHU.
Kpowme TOTO, MOCKOJIBKY YIOJIHOMOYEHHOE JU1O,
OTBETCTBEHHOE 3a BBIMYCK cepuu, OepeT Ha cebds oOuryro
OTBETCTBEHHOCTh 32 KA&XIYI0 CEpUI0O, €CIu  IUJIOLIAJKa,
BBIITYCKAaIOIIast CepHuIo, OTJINYAETCS MIPOU3BOIUTENS




JIEKapCTBEHHOM dbopmMbl, YIOJIHOMOYEHHOE JIUIIO,
OTBETCTBEHHOE 32 CePTU(HUKALNIO CEPUH, TOJKHO MPEACTABUTH
JIOTIOJIHUTEIBHYIO IEKJIApaLHIoO.

Bo mMHOrux ciydasix BOBJICUEH JIMIIL OJUH BIIaJeNel] JTUICH3UN
Ha MPOU3BOJCTBO, IOATOMY TMOTpedyeTcs JHIb  OJHa
nexnapauua. OQHaKO €ciii BOBJIEUEHBI HECKOJBKO BIIAJIEIBLEB
JUIEH3UA Ha TMPOU3BOJCTBO, BMECTO TMOJAYM HECKOJIBKUX
JeKIapalMid  JOMyCcKaeTcss  MmojaTh  OAHY  JIEKJIapaluio,
MOJMUCAHHYI0 ~ OJHUM  YIMOJHOMOYEHHBIM  JUIIOM.  OJTO
JOITyCTUMO TIPH YCIIOBUH TOTO, YTO:

B JICKJIapalliy YeTKO YKa3aHO, YTO OHA TMOJIIKMCaHa OT JIUIa BCeX
BOBJICUECHHBIX YIIOJTHOMOYEHHBIX JIULL;

JOTOBOPEHHOCTH  CKPEIUICHBl TEXHUYECKHM  COTJIAIlICHUEM,
onucaHHbIM B 1aBe 7 [IpaBui mpon3BOICTBEHHON MPAKTUKH, U
YIIOJHOMOYEHHOE JIUIIO, TOJAroliee IeKIapaluio, YKa3aHo B
TaKOM COTJIAIIEHUM Kak Oepyiiee Ha cedsi 00s3aTeNbCTBO IO
COOTBETCTBUIO TPOU3BOAMUTENS (MPOU3BOAUTENEH) aKTUBHOMN
dapmareBTuueckoii cyocranuuu [IpaBunam mpous3BoICTBEHHOMN
npakTuku. llpuMeuanue: yka3aHHBIE COTJIALICHUS SIBISIOTCS

npeaAMETOM MHCIICKIHWH YIIOJITHOMOYCHHBIX OPraHoOB.

b.11.6.2. U3menenue
IIPOU3BOJUTENS IO KOHTPOJIIO
KayecTBa JIEKapCTBEHHOIO
mmpenapara U BBIITYCKY CEpHM
JIEKapCTBEHHOI'0 Ipenapara

HeoOxoanmeie
YCIIOBHUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

a)3aMeHa WU J00aBlICHHE
IUIOIIAJIKH, Ha KOTOpOH
OCYLIECTBIISIETCS KOHTPOJIb
KayecTBa (MCIbITaHUE) Cepuit

1,2,3

3,4

0)3ameHa WM JoOaBIEHHE

IUIOIIAJIKH, Ha KOTOpOM
OCYIIECTBIISIETCS KOHTPOJIb
KauecTBa (MCHBITAHUE) CEpHil
OMOJIOTHYECKOTO

JIEKapCTBEHHOT0 Mpernapara U
JTI0OBIX METOJIOB HCIIBITAHUH,
OCYLIECTBIISIEMBIX Ha
TUIOIIA/IKe, SBIISFOIIMXCS
OMOJIOTrMYECKIM
(MMMYHOJIOTHYECKHM,
UMMYHOXUMHUYECKHUM)
METOJIOM

B) 3aMeHa WU J00aBJICHHE
TIPOU3BOIUTES,
OTBETCTBEHHOT'O 3a BBIITYCK
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cepuit

1.3a HUCKIIIOYEHUEM
KOHTPOJIS KadecTBa 1 1,2,3 1Any
(ucnblTaHus) cepuit

2. Brurouas KOHTPOJIb
KauecTBa (MCIBITAHHUE) CEPUi

1,2 1,2,3 1Ay

3. Brurouas KOHTPOJIb
KayecTBa (uctipiTaHue)
OHMOJIOTUYECKOTO
JIEKapCTBEHHOTO Ipemnapara
U OOWH U3  METOJIOB
VCIBITAHHH, I
OCYILIECTBIISIE MBI Ha
TUTOMIAJIKE, SIBJISICTCS
OMOJIOTUYECKUM
(MMMYHOJIOTHYECKHM,
UMMYHOXUMHUYECKUM )

VcnoBus

1. [1nomaaka TUIIEH3UPOBAHA B YCTAHOBIICHHOM TOPSIAKE.

2. JlekapCcTBeHHBIM TIpemapar HE SBJISICTCS OHOJIOTHYECKUM JICKAPCTBEHHBIM
mpenapaToM.

3. Tpanchep aHATUTHYIECKUX METOJUK Ha HOBYIO MCTIBITATEIBHYIO JIA0OPATOPUIO
MIPOU3BEICH YCIICIITHO.

JoxymeHnTanus

1. B conpoBomuTensHOM mNuchbMe, (hopMe 3asBICHHUS O BHECEHHH W3MEHEHUH,
OPUIIOKEHHOH K  COMPOBOJUTEIBHOMY MHCbMY) HEOOXOIUMO  YETKO
0003HaUYNTH paHee 0JJOOPEHHBIX U MPeTIaraeMbIX MPOU3BOIUTEIIECH.

2. Jlexnapanusi ynoJHOMOYEHHOTO JIMIA, OTBETCTBEHHOT'O 3a BBIITYCK CEpHH, B
KOTOPOM yKa3bIBAETCS, YTO MPOU3ZBOAMTENb (IIPOM3BOIAMTENIN) AaKTUBHOM
dbapmanieBTHUECKOW CYOCTaHLIMM, YKa3aHHOW B PErUCTPALlMOHHOM JIOChE,
pabotaeTr B cooTBeTcTBHHM ¢ [IpaBunamu Hajjexalmie MPOU3BOICTBEHHOM
NPaKTUKH U1 UCXOAHBIX MaTepuanoB. [Ipu orpeneneHHbIX 00CTOATENbCTBAX
JIONyCKaeTcs MpEJCTaBIATh OJHY JeKIapanuio (CM. NpUMEYaHue K
u3menenuto b.I1.6.1).

3. [lonmpaBka K COOTBETCTBYIOLIEMY pa3feny (paslenaMm) perucTpaioHHOe
70Che, BKJIIOYAas MH(OpPMALMIO O JIEKAPCTBEHHOM Tpenapare u, Ipu
HEOOXOJMMOCTH, JaHHBIE MO BalduJauuu (BepUpUKALKK) aHATUTUYECKUX
METOJIMK, TEPEHECEHHBIX CO CTapOil Ha HOBYIO IUIOMIAJIKY, COTJACHO aKTam
opranoB Coro3a B cpepe TpaHCepa TEXHOJIOTUI 1 aHATUTUIECKUX METOMK.

4. JIeiiCTBYIOIMIA JOKYMEHT, TOJTBEPKIAIOIINNA COOTBETCTBUE TPEOOBAHUSM
[lpaBun Hamnexamied NPOU3BOJCTBEHHONW MPAKTHKH, IPOU3BOJCTBECHHON
wiom@aakyu  (MJIOMAJ0K),  OCYIIECTBISIOMEH  MPOM3BOACTBO  TOTOBOM
JeKapCTBEHHOU (hOPMBI U BBITYCKAIOIINI KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHOTO
npernapara.




b.11.6.3. 3menenue mporiecca
MIPOU3BOACTBA
JIEKapCTBEHHOTO Tpernapara,
BKJTIOUAs] TPOMEKYTOUHBIHN
MPOAYKT, UCIIOJIb3YEMbIN B
MIPOU3BOJCTBE
JIEKapCTBEHHOTO Ipernapara

HeoOxoanmele
YCIIOBUS

JIoKyMeHTBI 1
JTaHHbIC

[Ipouenypa

a) He3HAYHUMBbIC M3MEHCHUS
mpolecca Ipor3BO/ICTBA

1,2,3,4,56,7

1’ 3’ 4’ 5’
6,7,8

0) 3HAaYMMBIC U3MCHEHUS
nporiecca IPOM3BOJICTBA,
KOTOpBIE ~ MOTYT  OKa3aTh
CYIIECTBEHHOE BIUSHUE HAa
Ka4ecTBO, 0€30MacHOCTh |
3¢ (PEeKTUBHOCTD

JICKApCTBCHHOTI'O IIpIriapara

B) JICKAPCTBEHHBIM  Ipemnapar
ABIIAETCSA OHOJOTUYECKUM
JIeKapCTBEHHBIM IIpernapaToM,
U U3MEHEHue TpeOyeT OLICHKU
COMOCTaBUMOCTH

T') BBEJICHUE
MeTo/1a
CTepUITU3aLIUU

HECTaHAapTHOTO
(buHUITHON

1) BBEJICHHE WM YBEJIUYCHUE
n30bITKA, HCIOJIB3yeMOTro B
OTHOLLICHUHU AKTUBHOU
bapmareBTHIECKOM
cyOcTaHIn

€) HEeCYIIIECTBEHHOE
U3MEHEHNE npoiiecca
MIPOM3BOJICTBA BOJHOU
CYCIICH3UHU JJISI TpUeMa BHYTPb
U TIPYTUX
CIIEeUATTN3UPOBAHHBIX
JIeKapCTBEHHBIX (OpM

1,2,4,6,7,8

K) U3BMCHEHUE npouecca
MPOU3BOJICTBA

JIEKapCTBEHHOTO  Ipemnapara:
nepemMeIieHme JTamna

CTepUIU3YIOUIeH (QuIbTpauu
u3 30861 A/B B 300y C




3) U3BMEHEHUE MaTepuana

BTOPUYHOU YIIAKOBKU

Hepac(pacoBaHHOTO

JIEKapCTBEHHOTO  Tpernapara,

HEIMOCPEJICTBEHHO HE 8 1 1A
CONPUKACAIOIIETOCS c

JIEKapCTBEHHBIM  TpErapaTomM

(BKITIOUAS 3aMEeHYy WIn

JI00aBIICHHE)

Ycnosus

1. I3meHeHUs KauyeCTBEHHOTO WJIM KOJHWYECTBEHHOTO MpOoQuis MpUMeced uiu

2.

(bU3UKO-XMMUYECKUX CBOMCTB OTCYTCTBYIOT.

W3meHeHne KacaeTcs:

TBEPAON JIEKAPCTBEHHON (OPMBI C HEMEMJIEHHBIM BBICBOOOXKIECHHUEM IS
npueMa BHYTPb WIH HAPYKHOTO TPUMEHEHHS;

KUJKUX JICKAPCTBEHHBIX (OpPM B BHUJIE PACTBOpPA, MATKHUX JIEKaPCTBEHHBIX
dbopM, CyYIIMO3UTOPHUEB, KOTOPHIE HE OTHOCITCS K CIEIHATU3UPOBAHHBIM
JeKapCTBEHHBIM (hopMam, MPOU3BOJMMBIM HECTAHIAPTHBIMU IpoLEeccaMu B
COOTBETCTBUU C akTamu opraHoB Coro3a B cdepe oOpalieHus JeKapCTBEHHBIX
cpeactB. Ilpm 3TOM H3MEHEHHE OTHOCHTCS K IlapamerpaMm Ipolecca
NPOU3BOJICTBA, KOTOpPBIE CUUTAIOTCS HE BIMSIONIMMH Ha KaduecTBO
JIEKapCTBEHHOTO MpemnapaTa (He3aBUCUMO OT BUJIA JIEKAPCTBEHHOTO IIpernapara
U (WIM) JeKapcTBEHHOW ¢OpMBI), M paccMaTpUBAEMbI JIEKApCTBEHHBIN
npenapaTr He [BJIAETCS OMOJOTMYECKUM WM JIEKAPCTBEHHBIM PACTHUTENIbHBIM
IpenapaTom.

.HpI/IHI_II/Il'I IMPOU3BOACTBA, BKIIO4YasA OTIACIbHBIC €I'0 3Tallbl, HC HM3MCHIIOTCA,

HampuMmep, 00paboTKa MPOMEKYTOUHBIX MPOTYKTOB, OTCYTCTBYIOT U3MEHEHUS
KaKUX-1100 pacTBOpUTEINEH, UCIIOIb3YEMBIX B ITPOLIECCE TPOU3BO/ICTBA.

. 3apETUCTPUPOBAHHBI B HACTOSIIEE BpeMs IMPOLECC MPOU3BOICTBA

KOHTPOJIUPYETCS BHYTPUIIPOU3BOJCTBEHHBIMH KOHTPOJSIMM, U H3MEHEHUE
TaKUX KOHTPOJEH (paciMpeHne Ui UCKII0YCHNE KPUTEPUEB MPUEMIIEMOCTH)
He TpebyeTcs.

. Cienuuikanuum J1eKapcTBEHHOTO MperapaTa Uil MPOMEKYTOYHBIX MPOTYKTOB

HC U3BMCHAIOTCA.

.Ilo pesympTaram HOBOTrO TMpoIllecca AOKEH OOpa30BBIBATHCS HICHTHUYHBIN

JICKapCTBEHHBIH TMpenapaT ¢ TOYKM 3PEHHsS BCEX acleKTOB KadecTsa,
6e3omacHOCTH 1 3(PPEKTUBHOCTH.

. CormacHo COOTBCTCTBYIOIINM JOKYMCHTaM Coro3a HavaThl COOTBCTCTBYIOIIIHC

UCCJIEIOBAaHUSl CTAaOMJIBHOCTM HE MeEHee dYeM Ha | ONbITHOM uWiIu
MPOMBIIUIEHHON  CEepUHM; B  PACIOPSDKEHUM  3asBHUTENS  HaXOAATCA
YIIOBJIETBOPUTEIBHBIE PE3YJIBTATHI 10 MEHBIIEW Mepe 3-MECAYHOTO U3y4YeHUs
ctabunpHocTH. [loaTBEpKIEHNE TOTO, YTO MCCIENOBaHUS OyIyT 3aBEPIICHBI,
U €Cli pe3yibTaTbl He OYIyT YKJIaAbIBaThCAd B CHEHU(PUKALUUA WIH MOTYT
MOTEHIIMATILHO HE YJIOXKUTHCSA B CIENM(PUKANN HA KOHEI[ CPOKAa TOTHOCTH,
Jep’KaTelb  PErUCTPAllMOHHOTO  YIOCTOBEpPEHHs  00si3aH  COOOILIUTh
YIOJIHOMOYEHHOMY OpPTaHy Hapsiay C MpejiaraéMblM IIIAHOM JE€HCTBUM.

8. Bropuunass ynakoBka He SBiseTcd (YHKIHMOHAIBHOM i OOecreyeHHs




CTaOWJIBHOCTH, WJIM TIO 3HAaYMMbIM CBOWCTBAM TII0 MEHBIIEH Mepe
SKBUBAJIEHTHA 0JJ00PEHHOM.

JlokymMeHTanus

1.

2.

7

[TompaBka K COOTBETCTBYIOIIEMY pa3zely (pasfenaMm) perucTparioOHHOTO
JIOChE.

B oTHOIICHHH MATKUX W KUIKUAX JCKAPCTBEHHBIX (POPM, B KOTOPBIX aKTHBHAs
dapmarneBTHUeCKas CYOCTaHIMS HAXOIWUTCS B HEPACTBOPEHHOM COCTOSIHHH:
HaJJIeXKAIIasi BATHIANNAS H3MEHEHUS, BKIIIOUass MEKPOCKOITHIO YaCTHII B IEJISIX
MPOBEPKH BHJHUMBIX HM3MCHCHUH MOP(OJIOTHH; CPAaBHHUTEIbHBIC JIAHHBIC O
pacupeleieHUM IO  pa3Mepy dYacTHil  (JAMCIIEPCHOCTH), IOJYYCHHBIC
HaJJIEKAIAM CIIOCOOOM.

. B oTHomieHWM TBepABIX JIEKAPCTBEHHBIX (OpM: JaHHbIlE TpOduUiIs

pacTBOpEHHUs  OJHOM  pEnpe3eHTaTMBHOW  IIPOMBIIUIEHHOW  CEpUM U
CPaBHHUTEIBHBIE JAHHBIE TPEX MOCIEAHUX CEPUM, IPONU3BEACHHBIX C TOMOIIBIO
npensiayniero npomecca. [lo 3ampocy HE0OX0AUMO MPEACTaBUTH JAaHHBIE 110
CJIEYIOIUM JBYM IIOJIHBIM NPOMBIIIJICHHBIM CEpUSM WM COOOLIUTH, €CIH
pe3yabTaThl HE YKJIAABIBAIOTCA B CHEHU(PHUKAMIO U MPEeIIOKUTh IUIaH
JIEMCTBUI. B OTHONIEHMN JIEKAPCTBEHHBIX PACTUTENIBHBIX MPENAPaTOB MOTYT
OBITh OCTATOYHBI JAHHbIE CPABHUTEIHHON PacagaeMOCTH.

. ObocHoBaHUs HCIIPCACTABJICHUA PE3YJIbTATOB HOBOTI'O HCCIICA0OBAaHUA

OMOSKBUBAJICHTHOCTHU B COOTBeTCTBUM ¢  [lpaBuimamu  mpoBeneHHs
HhccieqoBannii OnodkBuBasieHTHOCTU COro3a.

. [Ipn u3menenun napamerpa (mapaMmeTpoB) Mpoiecca, KOTOPble CUYUTAOTCS HE

OKa3bIBAIOIIMMM BJIMSHHE Ha KadyeCTBO JICKAPCTBEHHOI'O TMpernapara,
JEeKJIapalys, 4TO ATO JOCTUTHYTO B XOJI€ paHee MPOBEICHHOU OJ00pEeHHOMU
OIICHKH PHCKOB.

. Konuu cnenudukanmii Ha BBITYCK U KOHEI[ CPOKA TOJHOCTH (B BUJE CCBHUIKU

Ha COOTBGTCTBYIOIIII/Iﬁ JOKYMCHT B TMOCJICAOBATCIBHOCTH OOCBEC WA
IMMPUITOKCHHA K COITPOBOJUTCIBHOMY HI/ICBMy).

. Jlanaple ananuza cepuii (B opmare CpaBHUTEIBHON TaOJIHIIBI) 1O MEHbIIEH

Mepe OJHOW Cepuu, TMPOU3BEACHHOM C TIOMOIIBID OJOOPEHHOTO U
npeasiaraeMoro mpoiiecca. [lo 3anmpocy HEOOX0IUMO TIPEICTABUTH AaHHBIC 10
CIIEIYIOIINM JIByM TIIOJHBIM IMPOMBIIUICHHBIM CEPHSIM; CJIEIYET COOOIIUTH,
€CJIM Pe3yJIbTAaThl aHAJIM3a HE YKJIQIbIBAIOTCS B CHICIIU(UKALIUIO U MPEIJIOKHUTh
IUTaH JEWUCTBUH.

. HO)ITBGp)KI[eHI/IC ACpKaTCIId PpEruCTpafuOHHOTO YAOCTOBCPCHHA, UTO HAYaThI

COOTBETCTBYIOIIUE HCCJIEAOBAaHUSA CTAaOUIBHOCTH (C yKa3aHHEM HOMEpOB
cepuil) W W3y4YeHbl HEOOXOJMMBIC TapaMeTphl CTAOMIBHOCTU MO MEHBIIEH
Mepe Ha OJIHOW OIBITHO-TIPOMBIIIUICHHOW WJIM MPOMBIIIJIEHHON Cepuu U Ha
MOMEHT  yBEJAOMIIGHHSI B  pACHOPSKEHUU  3asBUTENS  HAXOJUINCh
YIOBJIETBOPUTENbHBIC PE3YJIbTAThI 110 MEHbIIIEH Mepe 3-MECAYHOTO U3YUYEHUS
CTaOWIBHOCTH; U Tpowib  CTAOMIBHOCTH  AHAJOTMYEH  TEKYyIIeH
3apeTUCTPUPOBAHHON cuTyanuu. lIpencraBieHO MOATBEPKIECHUE TOTO, YTO
uccieoBaHusl OyAyT 3aBepIICHbl, W €CIIU pe3yiabTaThl HE OyayT
YVKJIAJbIBATHCA B CIEHU(PUKAINN WA MOTYT MOTCHIIMAIBHO HE YJIOXKHUTHCA B
crienuuKaMy Ha KOHEI[ CPOKa TOAHOCTH, JAeprKaTelb PErucTPariOHHOTO
YIIOCTOBEPEHUS 0053aH COOOIIUTH YIOJTHOMOYEHHOMY OpTraHy Hapsiay C
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MpeJIaraéMbIM IIJIAHOM JAEHCTBUM.

b.11.6.4. smenenue pasmepa| HeoOxomumbie | Jlokymentsl u | Ilpouenypa
cepun (BKJIIOYasl JHana3zoHbI YCJIOBUS JTAHHBIE
pasmepa cepun)
JIEKapCTBEHHOT0 Ipenapara

a) yBeqnueHue BIUIOTH 10 10

pas3 110 CpaBHEHHIO cl 1,2,3,4,5 7 1,4 1A
0/100peHHBIM

0) yMeHbIIIeHHE pasmepa

cepun g0 10  pa3 1o

CpPaBHEHUIO c| 1,2,3,4,56 1,4 1A
3aperUCTPUPOBAHHBIM

pa3MepoM

B) H3MCHCHUE TpeOyeT

aHanm3a COIOCTaBUMOCTH

OMOJIOTUYECKOTO

JICKapCTBEHHOIO  TIpernapara
WIA  W3MEHEHHE  pa3Mepa
cepuu Tpedyer HOBOT'O
UCCIICIOBaHUS
OMO3KBUBAJICHTHOCTH

I') I3MEHEHHE 3aTparuBaeT BCe
OCTaJIbHBIE JIEKapCTBEHHBIE
GbopMBI, TPOU3BOJALINECT C — — I
MOMOIIIbIO KOMILJIEKCHBIX
IPOLIECCOB IPOU3BOJICTBA

n) yBenmuenue Oonee 10 pa3
10 CPaBHEHMIO C OJ0OPEHHBIM

pazmepom cepun
JIEKapPCTBEHHBIX dbopm c - 1,2,3,4,56 IB
HEMeEIJIEHHBIM

BBICBOOOKIEHUEM (st

npueMa BHYTPb)

e) MacuTab MIPOU3BOJICTBA
OHMOJIOrMYECKOro
JIeKapCTBEHHOTO  TIpernapara
YBEJIUYHIICS (YMEHBIITHIICS) - 1,2,3,45,6 IB
0e3 UW3MEHEHMs  Ipouecca
IIPOU3BOJCTBA (manpumep,
TyOnMpoBaHUE JIMHUN)

YcnoBug
1. '3meHeHue He BAUSET HA BOCIIPOU3BOAUMOCTD U (MJIM) TMTOCTOSTHCTBO Ka4yeCcTBa




JICKApCTBCHHOTI'O ITpCIiapara.

. I3meHenue 3aTpParuBacT CTAHAAPTHBIC JICKAPCTBCHHBLIC q)OpMBI AJI1 IpueMa

BHYTPh C HEMEJUICHHBIM BBICBOOOXKICHHEM WM HECTEPUIIbHBIC >KUJIKUE
JIeKapCTBEHHBIE (DOPMBI.

. JIroObIe HU3MEHCHUS METOJIOB IPOU3BOICTBA U (nm)

BHYTPUIIPOU3BOJACTBEHHBIX KOHTPOJIEM HEOOXOAMMBI JIMIIb JJii WU3MEHEHHS
pasMepa cepuu, HapuMep, UCTIOIb30BaHNe 000PYIOBAHUS IPYTrOTO pa3Mepa.

. UmeeTcss cxemMa BanmuJalMd WM B COOTBETCTBUHM C TCKYIIUM IIPOTOKOJIOM

YCIICIIHO TPOBCACHA BaluJdanusdga HOpOoU3BOACTBA HC MCHCC UYCM Ha 3
MNPOMBINUJICHHBIX  CCPHUAX C  HOBBIM pasMCpoOoM B  COOTBCTCTBUU C
IMPUMCHUMbIMHU Tpe60BaHI/IHMI/I.

.PaCCManI/IBaeMHﬁ HeKapCTBeHHBIﬁ Inpceriapar HE ABJIACTCA OMOJIOTHYECKUM

JICKApCTBCHHBLIM IIpCIIapaTOM.

. I3aMeHeHrue He OOJKHO OBITH CJIICACTBUCM HCIPCABHUACHHLIX CHTyaHHﬁ,

BO3HHKIIHUX B XOAC IIPOU3BOACTBA, NJIKM U3MCHCHUA CTaOMIILHOCTH.

. Pasmep cepum yxmaneiBaercsa B 10-kpaTHBIM Auana3oH, NPETyCMOTPEHHBIN

Ipu perucTpainvii, WJIK IOCJIC IMOCICAYIOIICTO M3MCHCHUA, HC SIBJIABHICTOCSH
n3MeHenueM IA tuma.

JlokymMeHTauus

1.

2.

[lonpaBka K COOTBETCTBYIOLIEMY pa3feny (pa3aenam) perucTpauuoHHOTO
JI0ChE.

Jannbie ananuza cepuil (B ¢popmare CpaBHUTEIBHOW TAOJUIIBI) IO MEHbIIEH
Mepe OJIHOM MPOMBIIIJIEHHON CEepPUH, MPOU3BEAECHHON B 3apETUCTPUPOBAHHOM
U IpeajaraeMoM pasmepax (B TOM YHCIE TECT CPaBHUTEIBHONW KUHETHKHU
pacTBopeHUss B NpPUMEHHMMbIX ciydasx). Ilo 3ampocy Heobxoaumo
NpEACTaBUTh JIaHHbIE MO CIEAYIOUIUM JIBYM TMOJHBIM MPOMBIILIEHHBIM
cepusiM; JepiKareib PErucTPallMOHHOIO YIOCTOBEPEHUs 00s3aH COOOIIUTH,
€ClId pe3yNbTaThl aHalM3a HE YKIAJAbIBAIOTCA B CHEHUPUKALNIO, U
MPEJI0KUTH TIJIaH JICUCTBUM.

. Konuu ono6pennbpix cnenudukanmii Ha BBITYCK U KOHEIl CPOKa TOJHOCTH (B

BUAC CCBIJIKM Ha COOTBGTCTBy}OHII/Iﬁ JAOKYMCHT B IOCJICAOBATCIIBHOCTU OOCHEC
HJIN ITIPHUIIOKCHUA K COITPOBOAUTCIIBHOMY HI/ICI)My).

. B cooTBeTcTBYyrOmmx cinydasx HeoOXOIMMO yKa3aTh HOMEpa CEpUil ¢ HOBBIM

pa3MepoM Cepuu C JaThl HMX NOPOU3BOACTBA (=3), HCHOJb30BAHHBIX B
BAJIMJAIIMOHHOM HCCIICIOBAHUM, WJIM TPEACTABUTH MPOTOKON (CXeMy)
BAJIMIAIUU.

. HeoOxommMo npecTaBuTh pe3ybTaThl BAIUIAIUH.
. Pesynbratel uccnenoBaHU CTAOMJIBHOCTH 1O 3HAYUMBIM  [MapaMeTpam

CTaOMJIBHOCTH TIO MEHBIIIEH Mepe Ha OJHOW OMBITHOW WU MPOMBIIIJIEHHON
CepuH, OXBaThIBAIOIIEH MO MeHbIIeW Mepe 3 Mecslia; MOATBEPXKJIEHHUE TOTO,
YTO TAKWE UCCIE0BAaHUS OyAyT 3aBEPIICHBI U, UTO €CJIM PE3yJIbTaThl HE OyAyT
YKJIAJbIBATHCA B CHEIM(PUKAIMN WA MOTYT MOTCHIIMATBHO HE YJIOXKHUTHCS B
crienuuKaMy Ha KOHEI[ CPOKa TOAHOCTH, JeprKaTelb PErucTPariOHHOTO
YIOCTOBEpEHUS 0053aH COOOIIUTH YIOJTHOMOYEHHOMY OpTaHy Hapsay cC
npeajiaraéMbiM  TUTAaHOM — JelcTBHL. B OoTHOmIeHMM  OHOJIOTHYECKUX
JICKapCTBEHHBIX CPEACTB: JACKJapalus, YTO OLEHKAa COMOCTaBUMOCTH HE
Tpebyercs.




b.11.6.5. I3menenue Heo6xomumeie | Jlokymentsl u | Ilponeaypa
BHYTPHUIPOU3BOICTBEHHBIX YCIOBHUS JTaHHbIC
WCTIBITAHUM WM  KPUTEPHUEB
IPUEMIIEMOCTH,
UCIIOJIb3YIOLIUXCS npu
MIPOU3BOJCTBE
JIEKapCTBEHHOT0 IIpenapara

a) Y)KeCTOUeHHE
BHYTPHUIIPOU3BOJACTBEHHBIX 1,2,3,4 1,2 1A
KPUTEPHUEB MPUEMIICMOCTH

0) mo6aBieHUE HOBBIX
WCTIBITAHUM WM  KPUTEPHUEB 1,2,56
IPHEMIIEMOCTH

1’ 2’ 3’ 4’
57,8

B) UCKIIIOUCHHUE
HECYII[ECTBEHHOTO
BHYTPHUIIPOU3BOICTBEHHOT'O
UCTIBITAaHUS

1’ 2’ 7 1! 2! 6 IA

T') UCKJIIOUCHHUE
BHYTPHUIIPOU3BOJCTBEHHOTO
UCIBITAHUSA, KOTOPOE MOXKET
CYIIECTBEHHO TMOBJIHUATh Ha
COBOKYITHOE Ka4yecTBO
JIEKapCTBEHHOTO Mpenapara

1) pacliupeHrue  OJ00pEHHBIX
BHYTPHUIIPOU3BOICTBEHHBIX
KpUTEPUECB MIPUEMIIEMOCTH,
KOTOpbIE MOTYT CYHIECTBEHHO — — I
MOBJIUSATH HA  COBOKYITHOE
KaueCTBO JIEKApCTBEHHOTO
npenapara

¢) mobaBjIeHWE WM 3aMEHa
BHYTPUIPOU3BOJICTBEHHOTO 1,2, 3,4,
UCIIBITAHUS M3 COOOpaKCHHI 57,8

0€30IaCHOCTH MJIM Ka4yeCcTBa

’K) HE3HAUUTEIIbHOE
U3MEHEHHUEC aHaAJIUTHYECKOMN
METOIUKHA 4,6,8,9 1, 2, 3, 1A
BHYTPHUIIPOU3BOJCTBEHHOTO
KOHTPOJIA

YcnoBug
1. I3MeHeHue He SBISETCS CIAEACTBHEM KaKOro-TM0O 00s3aTenbCTBa, MPUHSATOTO
Mo pe3ybTaTaM paHee MPOBEICHHBIX SKCIEPTH3 C LETbI0 aHalIM3a KPUTEPUEB




NPUEMJIEMOCTH clienupUKauuu (Hampumep, B XOJE PErUCTpalud WU
BHeceHus u3meHnenuit Il Tumna).
. I3MeHeHne He sABIAETCA  CJIEACTBUEM  HENPEABUACHHBIX  CHUTyaluH,
BO3HUKIIIUX B XOJie MPOU3BOJACTBA, HAPUMEpP, HOBasi HEKBaJIM(UIIMPOBAHHAS
NpUMECh, U3MEHEHHE MPEEIIOB COJIEP KaHUsI CYMMBI IPUMECEH.
. JIto6oe u3MeHeHne JOJKHO YKIIAIbIBAThCS B AUMANA30H TEKYIIUX OJA00PEHHBIX
KPUTEPUEB MPUEMIIEMOCTH.
. Meton ananu3a HE U3MEHMJIICS, a METOJMKA aHalu3a HE WU3MEHWIACh WIIU
M3MEHUJIACh HE3HAYUTEIBHO (HAmpuUMep, M3MEHEHHE JIMHBI KOJOHKH WJIU
TEMIIEPATyphbl, HO HE APYTOM BUJ KOJIOHKH).
.Hu oauH HOBBIM MeTon MCHBITaHUS HE OCHOBAaH Ha HOBOM HECTaHIApPTHOMN
METOJIOJIOTMH UM CTaHIapTHOW METO/I0JIOTHH, UCTIOIb3YeMOU MTO-HOBOMY.
. HoBpIif MeTO/ MCTIBITaHUS HE SIBISIETCSI OMOJIOTUYECKUM (MMMYHOJIOTHYECKUM,
UMMYHOXUMUYECKUM)  WJIM  METOJOM, B  KOTOPOM  HCHOJb3YeTCs
OMOJOTHYECKUI peakTuB Il OMOJOTMYECKOW aKTUBHOW (hapMaleBTUYECKON
cyOcTaHIuu (3a UCKJIIOUEHUEM CTaHJAapTHBIX (bapmakoneHbIX
MHUKPOOHOJIOTHYECKUX METOOB).
. BHyTpUnpou3BOACTBEHHOE  HCIBITAHUWE  HE  3aTparuBaeT  KOHTPOJb
KPUTHYECKOTO IMapaMeTpa, HalpuMmep:

KOJIMYECTBEHHOE OIpe/IeNICHUE;
npuMecu (€ciM TOJBKO OINpEACNICHHbI pPacTBOPUTENh OJHO3HAYHO HE
UCIIOJIb3YETCsl B TPOU3BOJICTBE);
TO0YI0  KPUTHYECKYH0 (DU3WYECKYI0 XapaKTepUCTUKY (pa3Mep 4YacTHIl,
HACBIMHYIO IUIOTHOCTBIO JI0 U NOCIIE YIJIOTHEHUS U T.1.);
UCIBITAHWE Ha MOAJIUHHOCTH (B OTCYTCTBHE MOAXOMSAIIETO aIbTEPHATUBHOTO
KOHTPOJIs);
MUKpPOOHOJIOTHYECKUIT KOHTPOJIb (€CIIU TOJIBKO OH HE TPeOyeTCsl B OTHOLIEHUU
OTIPEJICIICHHON JIEKApCTBEHHON (hOPMBI).
.B  coorBerctBuM ¢ akramu opraHoB Coro3za B chepe oOpameHHs
JIEKapCTBEHHBIX CpEeJICTB MpoBe/IeHa HeoOxoauMast BaJUAALIMs,
MOJITBEP:KIA0IIast, YTO OOHOBJICHHAs aHAJIMTUYECKas METOJMKA MO0 MEHbIIEH
Mepe SKBUBAJIEHTHA MPEABIIYLIEH.
.Ilpenensl conepkaHusg CyMMbl IpUMECEd HE H3MEHWINCh, HOBBIE
HeKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3gesiaM) PperucTpanuoHHOrO
JI0ChE.

2. CpaBHUTENbHAS Tabiuna TEKYIUX U IIpEAJIaraeMbIX

BHYTPHUITPONU3BOJACTBCHHBIX I/ICHI)ITaHI/II‘/JI, KPpUTCPUCB MPHUEMIICMOCTH WA
CpaBHUTCIIbHAA Ta6JII/II_[a W3MEHECHUHN aHATUTHUUYCCKOM MCTOJUKH.

3. [TonpoOHOEe omucaHue HOBOW AaHAIUTUYECKONM METOAMKHA M JIaHHBIE 10

BaJuAalMu (B COOTBETCTBYIOUIMX Cllydasx), C TOJITBEpPXKACHUEM (eciu
NPUMEHUMO) YTO OOHOBJIEHHAs aHAJUTHYECKash METOJIMKa MO MEHbIEeH Mepe
AKBUBAJIEHTHA MPEIBIIYIIEH.

4. JlanHble aHamM3a JABYX MPOMBIIUICHHBIX Cepuil (B OTCYTCTBUE JOJIKHBIX

000CHOBaHM J17151 OMOJOTUYECKUX AKTUBHBIX (papMaleBTUYECKUX CyOCcTaHIIUI
— TpU CEpUH) JIEKapCTBEHHOI'O IIpemapara IO BCEM IapamMeTpam




crienupuKaum.

. B cooTBeTCTBYIOMUX CiTydasiX CpaBHUTEIbHBIC TaHHBIC PO PACTBOPEHUS
JIEKapCTBEHHOTO TIpEIapara HE MEHEEe 4YeM Ha | ONBITHO-IIPOMBIILICHHON
CepuM, TMPOU3BEAECHHOM C  HCHOJb30BAaHMEM TEKYIIMX M  HOBBIX
BHYTPUIIPOU3BOJCTBEHHBIX UCIIBITAHUMN.

. B oTHOmIEHUM JEKApCTBEHHBIX PACTUTENBHBIX MpEnapaToB MOTYT OBITh
JIOCTaTOYHBI JaHHBIE CPAaBHUTEIBHOM paclagaeMOCTH.

. O0ocHoBaHue (otreHKa PHUCKOB), MTOATBEPIKIAOIIIHE, YTO
BHYTPUIIPOU3BOJACTBEHHOE HCIIBITAHUE SIBJISIETCS HECYIIECTBEHHBIM WJIU
ycTaperio.

. O0ocHOBaHKWE HOBOTO BHYTPHUIIPOU3BOACTBCHHOI'O HCIIBITAHUA W KPUTCPUCB
IMPpUCMIICMOCTH.

b.11.B) KoHTposb KayecTBa BCIOMOraTe/IbHbIX BELIECTB

b.11.B.1. U3meHeHue
napaMeTpoB crenudukanum u
(nm) KpUTEPHUEB
MPUEMIIEMOCTH
BCIIOMOTaTEIbHOTO BEIIECTBA

HeoOxoanmeie
YCIIOBUS

JIOKyMEHTBI U
JTaHHbIE

[Ipouenypa

a) y)KECTOUEHHE  KpUTEpPHUEB
NPUEMIIEMOCTH CTIeIU PUKAIN

1,2,3,4

1,2

0) mo6aBieHUE B
crienupuKanuio HOBOT'O
napamerpa crnenupukanuu u
COOTBETCTBYIOIIETO emMy
METO/J1a UCIIBITAHUHN

1,2,56,7

1,2,3,4,6,8

B) UCKIIIOUECHUE
HECYIIIECTBEHHOTO IapameTpa
cnemupukanuu  (Hampumep,
UCKJIIOUEHHE yCTapeBIIEro
napamerpa)

1,2

1,2, 7

') I3MEHEHHE, BBIXOJAIIee 3a
0J100peHHbBIE KpUTEPHUH
NPUEMJIEMOCTH criennpuKanui

1) UCKJIIOUEHHUE napamerpa
cnenudukanuy, KOTOPBIH
MOKET CYIIECTBEHHO
NOBIUSATH HAa  COBOKYITHOE
Ka4eCcTBO JIEKapCTBEHHOTO
npenapara

€) nobaBieHWe WM 3aMEHa
(uckirouas OMOJIOTHYECKUI

1, 2,3, 4,
56,8




JIeKapCTBEHHBIN npernapar)
napaMmerpa creuupukanuu u
COOTBETCTBYIOIIETO emMy
MeToa UCTIBITAHUH u3
cooOpaxxeHuid  6€30MacHOCTH
WA Ka4ecTBa

) €CJIM Ha BCIIOMOTaTeIbHOE
BEIIECTBO OTCYTCTBYET CTaThs
dapmakorien  Corosza  WiH

CTaThu dbapmakornen

rocyapCcTBa-4ICHa,

M3MEHEHNE COOCTBEHHBIX

JAHHBIX  crmenuuKaluyd  Ha B 1,2, 3, 4, B
cneruukanuio  (papmakoren 56,8

COTJIaCHO Konnenmnnu

rapMOHM3AIUH, a pu

OTCYTCTBUM B Hed — Ha

crenudukanuo (hapMakoreu,
He Bxonsamed B Konmeniuio
rapMOHH3AIUU

Yenosus

1. I3meHenue He ABISIETCS CIEACTBUEM KaKOTO-TH00 0053aTeNIbCTBA, TPUHSATOTO
0 pe3yJibTaTaM paHee MPOBEICHHBIX SKCIIEPTHU3 C LIEJbI0 aHAIN3a KPUTEPUEB
MPUEMIIEMOCTH crieluPUKAIUU (HAapUMEp, B X0JI€ PETUCTPALNH
JIEKapCTBEHHOTO Mpernapara Wil BHeceHUH u3MeHnenui Il tuna).

2. I3MeHeHue He SIBISETCS CIAEACTBUEM HEMPEIBUACHHBIX CUTYaIUN,
BO3HUKIIIUX B XOJI¢ TPOU3BO/ICTBA, HAIPUMEP, HOBOM HEKBATU(UIIUPOBAHHON
MIPUMECH, U3MEHEHUS MPEJIEIOB COJIEPHKAHUS CYMMBI TPUMECEH.

3. JIto6oe n3MeHeHue JOJKHO YKIAAbIBATHCS B IMAINA30H TEKYIIUX 0JI00pEHHBIX

KpUTEPHUEB MPUEMIIEMOCTH.

. AHanmuTHYecKas METOANKA HE U3MEHAETCS WM U3MEHSIETCS] HE3HAUUTEIBHO.

5. Hu onviH HOBBIY METO/1 MCIIBITAHUSI HE OCHOBAH Ha HOBOM HECTaHJapTHOM
METOAO0JIOTUH WJIA CTaHIapTHON METOI0JIO0TUH, UCTIOIB3YyEeMOMN MO-HOBOMY.

6. HoBblil MeTO/T MCTIBITAHUS HE SBJISIETCS OMOJIOTHYECKUM (MMMYHOJIOTHUYECKUM,

SN

I/IMMYHOXI/IMI/I‘-IGCKI/IM) NN MCTOA0M, B KOTOpOM HCIIOJIB3YCTCA

OMOJOrMYECKUl peakTHB JJs1 OMOJOrMYeCKOM aKTMBHOW (papManeBTUYECKON
cyOcTaHIuU (3a UCKITIOUEHUEM CTaHAAapTHBIX (dapmaKonenHbIX
MUKPOOHUOJIOTHYECKIX METOJIOB).
. I3MeHeHne He KacaeTcss FEHOTOKCUYHOU IPUMECH.
8. [Mapamerp crnenupukanuyu HE 3aTparuBaeT KOHTPOJb  KPUTUYECKOTO
napameTpa, HanpuMmep:
npuMecd (€ClIM  TOJBKO OIpPENEeJICHHbI pacTBOPUTENb OJHO3HAYHO HE
UCIIOJIB3YETCS B MPOU3BOJICTBE)
T00YI0  KPUTHYECKYI0 (DHU3MYECKYI0 XapakTepUCTUKY (pa3mep 4YacTHil,
HACBITTHYIO TUIOTHOCTHIO JI0 U TOCJIE YIJIOTHEHUS U JIp.)
UCTIBITAaHHE HA MOJIMHHOCTH (B OTCYTCTBHUE MOAXOISAIIETO aIbTEePHATHBHOTO

\‘




KOHTPOJIs1) MUKPOOHOJIOTHYECKUI KOHTPOJIb (€CJIU TOJIBKO OH HE TpeOyeTcs B
OTHOLIEHUH ONPENIETIEHHON JIEKAPCTBEHHOU (POPMBI).

JlokymMeHTanus

1.

2.
3.

[TonpaBka K COOTBETCTBYIOLIEMY pa3zaeny (pa3aenaMm) perucTpalioHHOIO
JIOCBE.

CpaBuuTenbHas Ta0IUIA TEKYIIUX U MPeAsiaraeMbIX CrielU(pUKaIIUN.
[TogpoObHOe omucaHue HOBOW AaHAIUTHUYECKOWM METOJMKH U JaHHBIE 110
BaNIMJAIMHU (B COOTBETCTBYIOIIUX CIyYasx).

4. JlanHple aHaMu3a 2 TPOMBIIUICHHBIX Ccepui (B OTCYTCTBHE JOJKHBIX
000CHOBaHMM J1s1 OMOJIOTUYECKUX aKTUBHBIX (papMalleBTHUECKUX CYOCTaHIUI
— 3 cepuu) BCIIOMOTaTeIbHOIO BEUIECTBA IO BCEM IapamMeTpam
crienupuKaum.

5. B cooTBeTCTByIOIIMX Cly4yasX JaHHbIE TeCTa CPAaBHUTEIBHOM KUHETHKH
pacTBOpEeHUs JIEKapCTBEHHOrO MperapaTa Mo MEHbIIEeH Mepe OJHOM OMbITHO-
NPOMBIIIJIEHHOW  CepUM,  CoOJAep)Kalled  BCIOMOraTelIbHOE  BEIIECTBO,
COOTBETCTBYIOIIET0  TeKyllel U mpemiaraeMoil  cnenuduxanusm. B
OTHOILIEHUM JIEKApCTBEHHBIX PACTUTENBHBIX IPENaparoB MOTYT OBITh
JIOCTATOYHBI IaHHBIE CPABHUTEIBHOM pacnagacMOCTH.

6. OO0ocHOBaHUS ~ HENpEACTaBICHHUSI  PE3yJbTaTOB  HOBOTO  MCCIIEIOBaHUS
OMOSKBUBAJIEHTHOCTH B  cooTBeTcTBUM ¢  IlpaBuimamu  mpoBeneHUs
UCCIIEIOBaHUN OMOAKBUBAJIEHTHOCTH.

7. Ob6ocHOBaHUE (OIIEHKAa PUCKOB) MOATBEPKIAIOLIEE, YTO IMapaMeTp SBISETCS
HECYIIIECTBEHHBIM WM yCTapel.

8. OOocHOBaHWME  HOBOTO  MapaMeTpa  CrhenupuKamud W KPUTEPHEB
PUEMIIEMOCTH.

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

AQHAIMTUYECKON METOJIUKH s yCIIOBUSA JTaHHbIE

BCIIOMOI'aTCJIbHOT'O BEIICCTBA

a) He3HAYMMBbIC W3MEHEHUS
0JIOOPCHHOM  aHAIMTHYECKOM 1,2,3,4 1,2 1A
METOAUKHU

0) UCKITIOUEHHUE
aHAJUTUYECKOMN METOJUKH,
€CIM  aJlbTepHATUBHAs €U
METOJIMKA YKe 0Jj00peHa

B) 3aM€Ha OMOJIOTUYECKOTO
(MMMYHOJIOTHYECKOT0,
UMMYHOXHMHUYECKOT0) METO/a
UCTIBITAHWA WM METONa, B
KOTOpOM UCTIOJIB3YeTCs
OMOJIOTrMYECKHI peaKkTHB

T) IpoYHe M3MEHECHUS
aHAJINTHYECKOM METOUKH
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(Bkrouast  00aBICHUE WM
3aMEHY)

VYcnoBus

1. CornacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBEACHbI

HEOOXOUMBIE

BaJIMJIAL[IOHHBIE HCCIEA0BAaHUs, MOATBEPXKAAIOIIUE TO, YTO OOHOBIIEHHAS
aHAJIMTHYECKas METOJUKA 110 MEHbILIEH Mepe SKBUBAJICHTHA MPEAbIAYIICH.

.Ilpenensl comepkaHus CyYMMBl [pUMECEl HE H3MEHWINCh, HOBBIE
HEKBAJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

. Meron ananu3a He M3MEHWICS (HampuUMep, U3MEHEHHE JJIMHbI KOJOHKH MU
TeMIepaTypsbl, HO HE JPYTroil BUJI KOJIOHKU UJIU METOJ).

. HoBpIi1 MeTO/ MCTIBITaHUS HE SIBISIETCSI OMOJIOTUYECKUM (MMMYHOJIOTHYECKUM,
UMMYHOXUMHUYECKMM)  WJIH  METOAOM, B  KOTOPOM  MCIIOJIb3YyeTCs
OMOJIOTHYECKHI peakTUB (3a HUCKIIOYEHMEM CTaHIAPTHBIX (apMakomeHHbIX
MHUKPOOHOJIIOTHYECKUX METOOB).

. AnbTepHaTUBHAs aHAJUTHYECKash METOJUKA JUIsl MmapameTrpa creuupuxkanuu

yke 0100peHa

JlokymMeHTauus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) perucTpaliOHHOrO
JIOChE, BKJIIOYAsl ONMUCAHUE aHATTUTUYECKOW METOI0JIOTUH, PE3IOME JAHHBIX TI0

BaJlnganuu, MNCPECMOTPCHHELIC

IPUMEHHUMO).

cnenupukanuu  Ha  OpuMecHd  (ecnu

2. CpaBHUTENBHBIC PE3YNBTATHl BAJIWAANWUA WU, TPU HATUYUA OOOCHOBAHUS,
CpPaBHUTEJIbHBIE PE3YJbTATHl aHAIIN3a, MOATBEPKIAAIOIIUE TO, YTO TEKYILEE U

DKBUBAJICHTHBI. JlaHHOe TpeOoBaHHE HE

MIPUMEHSETCS, €CIIU T0OaBISETCs HOBasi aHAIMTHYECKAs METOIUKA.

npeaiaracmMoc HUCIIBITAHUC

b.11.B.3. U3meHeHue
HUCTOYHUKA TOJTYYICHHUS
BCIIOMOTATEILHOTO  BEIIECTBA
WJIM PEAKTUBA ¢ puckom ['D

HeoOxoanmeie
YCIIOBHUS

JIOKyMEHTHI U
JTaHHbIE

[Ipouenypa

a) U3 mMaTepuasia ¢ puckom 19
Ha Marepuan pacTUTEIbHOTO
WIn CUHTETUYECKOTO
MPOUCXOKACHUS

1. ns BCIIOMOTaTEIbHBIX
BEIIIECTB WJIM PEAKTHBOB, HE
HCITOJIb3yEeMBIX B
MIPOU3BOJICTBE
OMOJIOTHYECKON AKTUBHOH
(bapmMareBTHIeCKOI
cyOcTaHIIH 1500051
OMOJIOTHYECKOT0
JIEKapCTBEHHOTO Mpemnapara

2. s BCIIOMOTaTEIbHbBIX

1,2




BCIICCTB nin PCAKTHUBOB,

HCIIOJIb3YEMBIX B
MIPOU3BOJCTBE
OMOJIOTHYECKOH aKTUBHOM
(hapMarieBTHIECKOM
cyOcTaHIIKN WIn
OMOJIOTHYECKOTO

JICKaApCTBCHHOTI'O IIpCIIapara

0) 3MEHEHUE WIH BBEJCHUC
Marepuaia ¢ puckom ['D wm
3aMEHa MaTepuajia C PUCKOM
' na nppyrodi Marepuan c — — I
puckoM I'D, He wuMerOIUA

cepTu(dUKAT COOTBETCTBUS TIO
s

B) U3MECHEHUE HMCTOYHHKA
MOJIyYEHUsI BCIIOMOTATEIbHOTO
BEILIECTBA C HU3KUM PUCKOM
KoHTaMuHanuu I'D

VcnoBus

1. Crenuukanuu Ha BBITYCK W KOHEI[ CPOKAa TOJHOCTH BCIIOMOTATEILHOTO
BEIIIECTBA M JICKAPCTBEHHOTO TIpernapaTa He U3MEHSIOTCS.

2. HeoOxomuMo obGecrnieunTh COOJIOJICHHE YCIOBUM MO0 MHHHMHU3AIMHN PHCKa
KOHTaMuHauu ['D, ykazaHHbIX B akTax opraHoB Coro3a B cdepe oOpaiieHus
JICKaPCTBEHHBIX CPEJICTB.

JoxymeHnTanus

1. [loaTBepkieHNE  MPOU3BOAUTENST WM JIEpXKATENs  Pa3pelIuTEIbHOTO
JIOKYMEHTa Ha UCIOJb3YEMbI MaTepHall, YTO OH IMOJHOCTBHIO PACTUTEIILHOIO
WJIU CUHTETUYECKOTO MPOUCXOKICHUS.

2. UccnenoBanre SKBUBAJEHTHOCTH MaTEpHAIIOB W BIHMSHUE Ha MPOU3BOJICTBO
rOTOBOTO MaTepualla ¢ BIUSHUE Ha XapaKTEPUCTUKU (HAmpHUMep,
XapaKTEPUCTUKHU PACTBOPEHHUS) JIEKAPCTBEHHOTO MIpernapara.

b.11.B.4. I3menenne cunte3a| Heobxomumeie | Jlokymentsl u | Ilpouenypa

WIH TIOJTYYICHHUS YCIIOBHUS JTAaHHBIC
HedapMaKoneitHOTo

BCIIOMOTATEIHHOTO  BEIECTBA

(ecnu omucaH B

PETUCTPAIIMIOHHOM JI0ChE) WIIH

HOBOTO BCIIOMOTATEIHLHOTO

BEIIECTBA

a) HECYLIIECTBEHHOE
W3MEHEHHUE CHUHTE3a WIN 1,2 1,2,3,4 1A
MOJTyYeHUSs




HedapMaKkoneitHoro
BCIIOMOTaTEeJIbHOTO ~ BEILECTBA
WIn HOBOT'O
BCIIOMOTATEJILHOTO BEIIECTBA

0) U3MEHSIOTCS
cnenupuUKalul WUId UMEeTCs
W3MEHECHHUE ¢busuKo-
XAMUYECKUX CBOIICTB
BCIIOMOTaTEJIbHOTO BEILIECTBA,
KOTOpbIE MOTYT MOBJIMATH Ha
KaueCcTBO JIEKapCTBEHHOTO
npenapara

B) BCIIOMOTaTEJIbHOE BEIIECTBO
— OMOJIOTUYECKOE BEIIECTBO

I') yIaJICHHEe OJHOTr0 Ipoliecca

IIPOM3BOJICTBA

HedapMaKkoneitHoro

BCIIOMOTATEILHOTO  BEIIECTBA

(ecnm OH oIMcaH B 3,4 1,45 1A
PETUCTPAIIIOHHOM JIOCHE

JICKapCTBEHHOTO  TIperapara)

158105 HOBOTO

BCIIOMOI'aTCJIIbHOT'O BECIICCTBA

YcnoBus

1. Cnoco6 cunTe3a U cnenudUKad UACHTUYHBI U OTCYTCTBYIOT Kau€CTBEHHBIC
U KOJUYECTBEHHbIC M3MEHEHUs Mpouiis MmpuMecei (MCKIoYasi OCTaTOYHBIE
PacTBOPUTENM, TPU YCIOBUM TOTO, YTO HUX KOHTPOJIb OCYIIECTBISETCS B
COOTBETCTBUU C MpPEAEIbHBIM COJIEp’)KaHUEM, YKa3aHHBIM B aKTaX OpPraHoOB
Coro3a B cdepe oOpamieHusi JIEKApPCTBEHHBIX CPEICTB) WIH (DU3UKO-
XUMHUYECKHUX CBOMCTB.

2. BcnoMorarenbHOE BEIIECTBO HE ABISETCSA abIOBAHTOM.

3. lomkeHn ocrtaTbcsi Kak MHUHUMYM OJWH TPOM3BOJCTBEHHBIM MpOIIECC,
0/I00pEeHHBIN paHee.

4. VIckmoueHne HE JOJDKHO OBITh CBS3aHO C KPUTHYCCKUMH HEIOCTaTKaMHM
MIPOU3BOJICTBA.

JloxymeHnTanus

1. TlompaBka K COOTBETCTBYIOIIEMY pa3zaeny (pas3ieliaM) perucTpaliioOHHOTO
JI0Che.

2. Jlanubie aHanu3a cepuil (B ¢opmare CpaBHUTEIBHOW TaONMIIBI) IO MEHbIICH
Mepe 2 cepuid (MO  MEHbIIEH  Mepe  OMBITHO-NPOMBIILICHHBIX )
BCIIOMOTATEIBHOIO BEIIECTBA, MPOU3BEIEHHBIX C MOMOIIBIO CTAPOTO U HOBOTO
MPOLIECCOB.

3. B cooTBeTcTByIOmUMX Cchy4yasX JaHHbIE TECTa CPABHUTEIBHOM KHHETHKH
pacTBOpeHHsI JICKapCTBEHHOTO TMperapaTa 1Mo MeHbIIed mepe 2 cepwii (1o




MEHBIIICH Mepe ONBITHO-IPOMBINUICHHBIX). B OTHOIICHHH JIeKapCTBEHHBIX
PACTHTENBHBIX MPEMapaToB MOTYT OBITh JOCTATOYHBI IAHHBIC CPAaBHUTEIHHOU
pacmamaeMoCTH.

4, Komust 0omoOpeHHOM ¥ HOBOWM
BCIIOMOTaTEILHOIO BEIIECTBA.

5. [loaTBepxkaeHUE 3asBUTENSA, YTO HCKIIOYCHHE HE CBS3aHO C KPUTUYCCKUMU
HEJ0CTaTKaMHM MTPOM3BOICTBA

(ecmm  mpUMEHHMO)  creruUuKaIui

B.IL.r) KouTpoJub KayecTBa JIEKAPCTBEHHOT0 Mpenapara

bB.IL.r.1. U3menenue
napaMeTpoB clieuuUKanuu u
(wn) KpUTEpHEB
MPUEMIIEMOCTH
JIEKapCTBEHHOTO Mpenapara

HeoOxonumeie
YCIIOBUS

JIOKyMEHTBI U
JTAHHbIE

[Ipouenypa

a) y)KEeCTOUeHHUE KpUTEpPUEB
NPUEMJIEMOCTH ClienrPUKaAUU

1,2,3,4

1,2

0) y’)XKecToueHue
IPUEMIIEMOCTH
UMMYHOJIOTUYECKOTO
JIEKapCTBEHHOTO  Iperapara
WIN TIPETapaToB, MOJTYYEHHBIX
U3 IUTa3Mbl YEJIOBEKa, CEpPHH
KOTOPBIX TOZJIEKAT BBIITYCKY B
oOpaiueHue opuIaNTbHBIM
KOHTPOJIbHBIM OpraHomM
rocyaapcTBa-ujieHa

KpUTEpUEB

1,2,3,4

1,2

[Any

B) 100aBJICHHE B
crienupuKauio HOBOT'O
napamerpa u
COOTBETCTBYIOIIETO emMy
Meroga u (WIM) METOJUKH
HCTIBITAHU T

I') UCKJIFOYEHUE
HECYIIIECTBEHHOTO TapameTpa
cnenudukanuu  (Hampumep,
UCKIIIOUCHHE yCTapeBIIETO
napamerpa)

1,2, 7

1,2, 4

1) ©3MEHEHHUE, BBIXOJAIICE 3a
0J100peHHbIe KpUTEPHUH
NPUEMIIEMOCTH CIISIH (UK

€) UCKJIIOUCHHUE
cnenupuKaimm,

napaMmerpa
KOTOPBIN




MOJKET CYILIECTBEHHO
MOBJIUSATH HA  COBOKYITHOE
Ka4yecTBO JIEKapCTBEHHOTO
npernapara

’K) 1o0aBlieHHE WJIM 3aMeHa
napamMerpa crnenupuKaniu M
COOTBETCTBYIOIIETO emMy
METOoJIa HUCIILITAaHUN u3
cooOpaxkeHuld  0€30MacHOCTH
WJIM KayecTBa

3) OOHOBJICHHE JIOChE, B TOM

YUCJIC HOPMATHUBHOI'O
JOKyMCHTa II0 KadyeCTBYy, C
OCIbIO COOTBCTCTBHUA

MOJIOKEHUSIM  OOHOBJICHHOM
obmeit crarbn  dapmakonen
Coro3a wmmm (B ciyyae
perucTpanuu JeKapCTBEHHOTO
npemnapara B OJTHOM
rocyJIapCTBE-4YJICHE)

dbapmakonen rocyaapcraa-
YJieHa (BKITFOUAS
aKTyaJIu3alli0  CChUIOK) Ha
JIeKapCTBEHHBIN Mpemnapar <*>

1,2

[Any

1) BBEJICHHE UCTIBITAHUS
coriacHo ctathe dapmakomnen
Corosa 2.1.9.14
«OIHOPOTHOCTH
JIO3UPOBAHHBIX SIMHUID)
BMECTO paHee OJ00pEHHOTO
3apEeTUCTPUPOBAHHOTO METOMAA
WIN  UCIBITAaHUSA  COTJIACHO
cratbe 2.1.9.5 «OnHOpOAHOCTD
MaccChl CVHUIIBI
JIO3UPOBAHHOTO
JICKapCTBEHHOTO Mpenapara

1,2,8

1,2,3

K) COKpaIleHue YaCTOTHI
PYTHUHHBIX HCHBITAHUH BILIOTH
70 WCKJIIOYCHUS HWCIBITAaHUSI
17001 MEPUOTUICCKIX
UCIIBITAHUN (Hanmpumep,
MHUKPOOHOIOTHUECKUE
UCTIBITAaHHUST  JIEKAPCTBEHHOTO
npenapara).

1,2,5




J) U3MEHEeHHe TMoKa3zareneld u

(nnn) MPEJETIOB

crenuuKanum

JIEKapCTBEHHOTO  IIpemapara 2 1,2 1A
Juist 60osee TOYHOTO OINHCAHUS

BHEITHETO BHJIA

JIEKapCTBEHHOTO Mpernapara.

VYcnoBus

1. I3MeHeHue He SBISETCS CIEACTBHEM KaKOT0-IN0O0 00s3aTeNlbCTBA, MPUHATOTO
Mo pe3yjbTaTaM paHee IMPOBEACHHBIX OHKCIEPTH3 C IIeNIbI0 MepecMoTpa
KPUTEPUEB NMPUEMIIEMOCTU CleUU(PUKAINU (HAIPUMEDP, B XOJ€ PErUcTpanuu
JIEKapCTBEHHOT'O TIpernapara Wi BHeceHHH u3meHenuit 11 tuma).

2. I3MeHeHHe He ABIAETCA  CJEACTBHEM  HENPEABUACHHBIX  CHUTYaIluH,
BO3HHKIIIUX B X0Ji€ TTPOU3BOJICTBA (HAIIPUMEDP, HOBON HEKBAITU(PUIIUPOBAHHOMN
MpUMECH, H3MEHEHHS TMPEJEJIOB COACPKAHUS CYMMBbl TMpUMEcCEeH) WIu
UCIIBITAHUHN JIEKAPCTBEHHOTO Mpemnapara.

3. JIro6oe u3MeHeHue TOJDKHO YKJIAIbIBAThCS B IMANA30H TEKYIIUX 0JI0OPEHHBIX
KPUTEPHUEB MPUEMIIEMOCTH.

4. Metonuka ocrtaeTcss 0e3  H3MEHEHUW WIM  W3MEHEHHS  SIBISIOTCS
HE3HAYUTEIbHBIMU.

5. I3meneHue He 3aTparuBaeT Kakue-auoo mpuMecH (BKIIOYasi TEHOTOKCUYHBIC)
WJIU pacTBOPEHHUE.

6. I3amenenune  3arparuBaeT  OOHOBJIEHHME  KpPUTEpUEB  MPUEMIIEMOCTH
MUKPOOHOJIOTHYECKUX KOHTPOJIEH B IENAX COOTBETCTBUS JIEUCTBYIOIICH
®apmakonee Corosa, a Mpu OTCYTCTBUU B Hell — B Papmakoriee rocygapcrBa-
YJieHa WIM MPU OTCYTCTBUU B YKa3aHHBIX (apMakoriesx — MHOU (papmakornee
cormacHo KoHIenuuu rapMOHU3AIMKM, a TEKYIUEe 3aperuCTPUPOBAHHBIC
KPUTEPUU TMPUEMIIEMOCTH MHUKPOOMOJIOTHYECKUX KOHTPOJEH HE BKIHOYAIOT
KaKue-I1u00 JIOTOJIHUTENIbHBIC KOHTPOJHM, BKJIIOYCHHBIE B CIEHU(PUKAIHIO,
noMuMo  (papMakornelHbIX TpeOOBaHWNW B  OTHOIIEHUU  OIPEJCICHHON
JeKapCcTBEHHOU (hOpMBbI

7. [Tapamerp cnemudukanuu HE 3aTparuBaeT KPUTHUYECKUU mapameTp,
HaTIpUMep:

KOJIMYECTBEHHOE ONPE/ICIICHHE

npuMecu (€caM TOJBKO OMNPEACNICHHBI PAacTBOPUTENh OJHO3HAYHO HE
UCIIOJIB3YETCS B MPOU3BO/ICTBE JIGKAPCTBEHHOTO Mpernapara)

THO0YI0 KPUTHUECKYIO0 (PU3NYECKYIO XapaKTEPUCTUKY (YCTOMUMBOCTH TaOJIETOK
K pa3IaBIMBAaHUIO M HUCTUPAEMOCTh TaOJIETOK, HE TMOKPBITHIX OOOJOYKOH,
pa3Mepsl, U ap.)

1000 3ampOC Ha MPOMYCK UCIIBITAHUS

8. IlpeanaraeMplii KOHTPOJb MOJHOCTBIO COOTBETCTBYeT Tabmume 2.1.9.14.-1
cratbi DEADC «OaHOpOAHOCTh NO3UPOBAHHBIX €UHMID» U HE BKJIIOYAET B
cebsi anpTepHATUBHBIC TMPEIJIOKECHHUS  UCIBITAHUW  OJHOPOJHOCTH  C
UCTIOJB30BAHUEM DPACYETHO-MACCOBOTO CIOCOOa BMECTO CHocoba MpsSMOro
ompeeNieHUs, €CIU MOCIEeIHNIN YKa3aH B BhINICYKa3aHHOW TaOIHIIE.




JlokymMeHTauus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3zieny (pa3fesaM) perucTparioHHOIO

JOChC.

2. CpaBHUTENbHAS TAOIUIA TEKYIIMUX U MIpeIIaraeMbix crienupukanui.

3. JlaHHble aHanIM3a JBYX IPOMBILUIEHHBIX CepUil (B OTCYTCTBHE JOJKHBIX
000CHOBaHMM JIJ1s1 OMOJOTUYECKUX AKTUBHBIX (PapMaleBTUUYECKUX CYyOCTaHIUI
— 3 cepuu) JEKapCTBEHHOIO IpernapaTa 1o BCeM MapaMeTpaM CHerUpUKAIIH.

4. ObocHOBaHUE (OLIEHKA PUCKOB), MOJATBEP)KIAIOIIEE, YTO MapaMeTp SIBJISETCS

HC3HA4YUMBbIM.

5. O0ocHoOBaHuUE (OLIEHKA PUCKOB), MOATBEPKAAIOIIEE, YTO YACTOTa UCIIBITAHUM
0 IMapaMeTPy MOKET OBITh U3MEHECHA.

<*> [Ipumedanue

€CIM B PETUCTPAIMOHHOM J0Che U (WJIM) HOPMATUBHOM

JIOKYMEHTE o KauyecTBY 3aperucTpUPOBAHHOTO
JIEKapCTBEHHOTO TIpenapaTa yIOMHHAETCS «TEKyIlee u3gaHue
(meiicTByroIIIEE W3/1aHKE B COOTBETCTBUU c

3aKOHOJIATeJIbCTBOM  IOCYJapCTBa-wiIEHAa)»  OTCYTCTBYET
HE00XOIMMOCTh B YBEJIOMJICHUH YIOJHOMOUYEHHBIX OpraHOB
00 oOnoBinenHoit cratbe Dapmakomen Coroza wiIHM
¢dapmakonen TrocygapcTBa-ujieHa (B ciy4yae perucrpanuu
JIeKapCTBEHHOI'O Iperapara B 0JIHOM rocyjnapcrae-wiene). B
CBA3M C OTUM Tako€ M3MEHEHUE TPUMEHSETCS IpHU
OTCYTCTBUM YIIOMUHAHUS OOHOBJIEHHOW (apMakonelHon
CTaTbl B PErHCTPALlMOHHOM J0Che U (WJIM) HOPMAaTHUBHOM
JOKYMEHTE I0 KayecTBY, a M3MEHEHHUE OCYILIECTBIISIETCS B
LEJSX BKJIIOYEHHS] YTOMUHAHUSI OOHOBJIIEHHON BEPCHH.

b.IL.r.2. U3meHeHue Heo6xomumeie | Jlokymentsl u | Ilpomemypa

AHAIIUTAYECKOMI

JICKaApCTBCHHOI'O IIpCIiapara

METOAUKHU YCJIOBHA JaHHBIC

a) HE3HAYUTEIIbHbIE

W3MEHEHHUS YTBEPKJICHHOM 1,2,3 1 IB

aHAJIUTHYECKON METOIUKHU

0) UCKITIOUEHHUE
AHATUTUYECKOU

€CIM  aJlbTepHAaTUBHAs  €H
METOJIMKA YKe 0Jj00peHa

METOJIMKH,

B) U3MEHEHUE
OMOJIOTHYECKOTO

(MMMYHOJIOTHYECKOT0,
UMM YHOXUMHUYECKOTO)

HUCIbITAHUA HWIN

KOTOPOM HCIIOJIb3yeTCs
OMOJIOTUYECKUI pEaKTHB, WU
3aMeHa OMOJIOTHYECKOTO
nmperapata  CpaBHEHHUS, HE

(3ameHa)

METOJia, B — — 1




OXBAQUCHHOI'O YTBCPKACHHLBIM

MIPOTOKOJIOM

T') IpOYHe U3MEHEHUS

aHAJIUTHYECKOM METOIUKH 1
(Bkrouass  0OaBICHUE WU

3aMeHY)

1) OOHOBJICHHE
AaHAJIUTHYECKON METOIUKH B

LEJIIX COOTBETCTBUS
OOHOBJIEHHON OOIIEH CcTaTrhbei
@apmakonien  Coroza  wiH 1,2,3,4 1 1A
dbapmakorien rocyJiapcTBa-

wieHa (Ipu  PErucTpaluu
JIEKapCTBEHHOTO TMpemnapara B
OJIHOM TOCYJIapCTBE-UJICHE)

€)B HeNsIX OTpaXKeHUS
coorBercTBUA  Dapmakoren
Coroza wimm  (dapmakoneu
rocy/iapcTBa-ujieHa (mpu
pErucTpany JeKapCTBEHHOIO
npenapara B OJIHOM 1,2,3,4 1 1A
rocy/apCcTBe-4JICHE) u
UCKITIOUEHUS YIIOMUHAHUS
ycTapeBIIei cOOCTBEHHOM
AHAIMTUYECKON METOJIMKH U €€
HOMEpa <*>

YcnoBus

1. [Ipenensl  coaepkaHWs CYMMBbI TNpPUMECE HE HM3MEHUJIUCh, HOBBIC
HeKBaJIM(UIIMPOBAHHBIE IPUMECH HE OOHAPYKEHBI.

2. OTCYTCTBYIOT CYIIECTBEHHbIE NU3MEHEHHS, BIUSIONIUE HA BOCIIPOU3BOIUMOCTD
aHAJIUTUYECKON METOJ/IUKH.

3. Meton wucnbeiTaHusT HE SBISETCS OHOJOTHMYECKUM (MMMYHOJOTHYECKUM,
WMMYHOXUMHUYECKUM)  WJIM  METOJOM, B  KOTOPOM  HCIOJIb3yeTCs
OMOJIOTHUECKU peakTHB (3a HMCKIFOYCHHUEM CTaHJIAPTHBHIX (papMaKomeHHbIX
MUKPOOHUOJIOTHYECKIX METOJIOB).

4. 3aperucTpupoBaHHAS AHAIMTHYECKAs METOJUKA YXKE€ CChUIaeTCs Ha OOIIYIO
crateto @Dapmakonen Coro3a wid (papmakonen TrocyaapcTBa-ujieHa (Tpu
pEruCTpali JIEKAPCTBEHHOTO TMpernapara B OJHOM TIOCYJapCTBEe-4JICHE), a
J00bIE M3MEHEHHS SIBISIOTCS HE3HAYMMBIMH M TPEOYIOT TEXHHUYECKOTO
OOHOBIICHHSI PETUCTPAIIMOHHOTO JIOChE.

JokymeHTauus

1. ITonmpaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3gesiaM) PperucTpanioOHHOrO
J0CbE, BKJIOYAsl OIMCAaHUE AHAIUTUYECKOM METOIMKH, NEPECMOTPEHHbIE
cnenuuKalui Ha TpUMecH (eCIu MPUMEHHMO).




<*> [Ipumeuanue

Eciu B gocke 3aperucTpupoBaHHOTO  JICKApPCTBEHHOTO
mpernapara YIOMHHACTCS «TEKyIlee W3AaHhe «TEKyIee
u3nanue (IeHCTByOIIee W3JaHHE B COOTBETCTBHUH  C
3aKOHOJIATEILCTBOM TOCYJapCTBA-UICHA)», HEOOXOIUMOCTh B
YBEJIOMJICHUH YIIOJTHOMOUYCHHBIX OPTaHOB 00 OOHOBIICHHOU
cratbe @apmakornen Coro3a win gapmakorneu rocygapcrna-
YJieHa OTCYTCTBYET.

B.I1.n1) Cucrema ynakoBku (YKYNOPKH)

b.1l.x.1. U3Mmeuenue Heo6xomumeie | lokymentsl | Ilpouemypa

IIEPBUYHOMN

JICKaApCTBCHHOTI'O ITpCIiapara

YIIaKOBKH YCJI0BHA U JaHHBIC

a) Ka4eCTBCHHBIM
KOJIMUECTBEHHBIN

MaTcpurajla CUCTCMbI YIIAKOBKH

(ykymopkn)
YIIAKOBKH

u ()
COCTaB

IIEpBUYHOMN

1. TBepapie  nE€KapCTBEHHBIE

bopMbI

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

2. Markue u HCCTCPUJIbHBIC

JKUIKUE JIEKapCTBCHHBIC — 1,2,3,56 IB

(bopMbI

3. CrepuiibHbIE

JIeKapCTBEHHbIE MpenapaTbl U

OUOJIOTHYECKUE

JIEKapCTBEHHBIC MTPETapaTh

4. NIsmeueHdue

YIIaKOBKY, o0J1aatonIyIo

MEHBILUMHA
CBOICTBaM

OJIHOBPEMEHHBIX HM3MEHEHUSIX
YCJIOBUM XpaHeHUs U (WJIN)
COKpAILIEHUU CPOKA FOJTHOCTH

3aTparuBacT

3aIIUTHBIMU
npu — — 1

0) U3MeHeHue

IIEPBUYHOM  YIAKOBKH  WIH
no0aBiieHHME  HOBOIO  BHJIA
NEPBUYHOMN YIaKOBKHU

BHIA

1. Trepasie,
HECTEepPHUJIbHbIE

JIeKapCTBEHHbIE (POPMBI

MAT'KHE u

L
N
w

JKUJIKUE — IB

o
o
\‘

2. CtepunibHble




JICKapCTBEHHBIC Ipenaparbl U
OMOJIOTUYECKUE
JIEKapCTBEHHBIC MTPETIapaThI

3. Ucxirouenue BHIA
HIEPBUYHOM YITaKOBKH,
KOTOpPOE HE IPUBOAHMT K
MOJTHOMY HUCKJIFOYEHUIO
JO3UPOBKH AN

JIEKapCTBEHHOU (POpPMBI

1,8

VYcnoBus

1. U3meHenue 3aTparuBacT TOJIbKO OJWMH H TOT 7K€ BHUI YIIAKOBKH (HaanMep,

onucrep Ha OiHCTeD).

2.1lo 3HAYMMBIM CBOWMCTBaM TpEIJIaraeMblii yIMAaKOBOUHBIA MaTepHall JTOJDKECH
OBITH 10 MEHBLIEH Mepe SKBUBAJIEHTHBIM OJJOOPEHHOMY.
3. HauaTel COOTBETCTBYIOIIME HWCCIICOBAHUS CTAOWIBHOCTH W 3asBHUTEIEM Ha

MOMCHT BBCACHUA W3MCHCHUMN

MMpOaHaJIN3UPOBAHBI

COOTBCTCTBYIOIIHC

napaMeTpsl CTa0MIBHOCTH HE MEHEE YeM Ha 2 OMBITHO-TIPOMBIIUICHHBIX HIIN
MPOMBIIIJIEHHBIX cepusix, B ero pacnopsKeHUU HaXOoJATCs
YAOBJIETBOPUTEIIBHBIE PE3YIBTATHI 10 MEHBIIEH MEpPE 3-MECAYHOTO U3yUCHUS
crabunpHocTH. OHAKO, €CM IMpejasiaraemMasl yrakoBka 0Ooljiee ycTOHYMBa 110
CpPaBHEHHIO C OJOOpPEHHOW, TO 3-MecsuHble IaHHBIE MO CTAOMIBHOCTH HE
TpeOyroTcs. VccnenoBanusi JOMKHBI ObITh 3aBEPIIEHBI, €CITU UX PE3YIbTaThl
HE YKJIAJIBIBAIOTCS B CHEIU(UKAIMN WIH MOTEHIMAIBHO MOTYT HE YJIOXKHUTHCA
B creluduKalud Ha KOHEIl CPOKa TOJHOCTH, AEpKaTeslb PErUCTPAIlMIOHHOTO
yIOCTOBEpEHUS 0053aH COOOIIUTH YIOJTHOMOYEHHOMY OpraHy Hapsay cC
npearacMbIM IUIAHOM JICHCTBUM.

4. OcraBwasics popma (PopMbl) BBIITYCKa JIEKaPCTBEHHOI'O Ipenapara J0JKHA

OBITH JO0CTaTO4YHa [JId BbIIIOJTHCHUA peKOMeH,Z[aL[I/Iﬁ II0 JO3UPOBAHUIO H
MNPpOAOJDKUTCIBHOCTH  JICHCHHA, YKAa3aHHBIX B O6IH€I>'I XapaKTCPHUCTUKE
JICKApCTBCHHOTI'O IIpriapara.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) perucTpalioOHHOrO

JOChC.

2. HeoOxomuMple JaHHBIE O HOBOM yMaKOBKE (HampuMep, CpPaBHUTEIbHBIC

JAaHHBIE TI0 MPOHUIIAEMOCTH, HarpuMep, 1 O,, CO,, Biaru u T.1.).

3. B cooTBeTcTByOmMX ciaydasx HEOOXOIUMO MPEICTABUTH TOITBEPKICHUE

TOTO, YTO B3aUMOJICUCTBUE
MaTepuajioM HE MPOUCXOIUT

(mampumep,

COZIEPKUMBIM
OTCYTCTBYET

YIaKOBOYHBIM
nepeMeIeHue

KOMIIOHEHTOB TIpeJjIaraéMoro marepuana B €ro COACPKUMOE, KOMIOHEHTHI
JIEKapCTBEHHOIO0 Ipernapara HE MepexoAsT B  YNAKOBKY), BKIOYas
NOJTBEPKJACHUE TOr0, YTO MaTephall COOTBETCTBYET COOTBETCTBYIOUIUM
dbapMakoneHpIM TpeOOBaHUAM WM akTaMm opraHoB Coroza 0 6€30macHOCTH
MaTepuaaoB KOHTAKTUPYIOIIMX ¢ MUIIEBON TPOLYKIIUEH.

4. [lexnapauus JepkKaTeis PEerucTPaliOHHOTO YIOCTOBEPEHHUs, YTO HayaThbl

TpeOyeMble UCCIEAOBaHUs CTAaOMJIBHOCTU (C yKa3aHHEM HOMEpOB Cepuil) U




4yTO (B COOTBETCTBYIOIIMX CJIy4asiX) Ha MOMEHT BBEJEHHUS H3MEHEHHIl B
pacTiOpsOKEHUH  3asBHTENS]  HAXOAMIUCh  TpeOyeMble  MUHUMAaJbHBIC
YIIOBJIETBOPUTEIbHBIE JAHHBIE 110 CTAOMJIBHOCTH; M YTO MMEIOLIUECS TAHHbIE
HE CBHJETEILCTBOBAIM O Kakoh-mubo mnpobireme. Heobxoammo Takxke
MPEJICTaBUTh MOATBEPKIEHUE TOTO, YTO HMCCIEIOBaHUs OYIyT 3aBEpIICHbI, U
YTO €CJIM pe3yibTaThl HE OYyIyT YKIaAbIBaThCAd B ClEUU(DHUKATUU WU
MOTEHIIMAILHO MOTYT HE YJIOXHUThCS B cHelUUKAIMM Ha KOHEI[ CpoKa
TOJHOCTH, JepKaTellb PErUCTPAIMOHHOTO YIOCTOBEPEHUSI 00s3aH COOOLIUTH
YIOJTHOMOYEHHOMY OpraHy Hapsiiy C MpejiaraéMbIM IJIAHOM JI€UCTBHIA.

5. Pe3ynbTaTel uccienoBaHUN CTAOMJIBHOCTH IO 3HAYMMBIM — IapaMeTpam
CTaOMJILHOCTH HE MEHee YeM Ha 2 ONbITHO-NPOMBIIUICHHBIX WU
NPOMBIIIJIEHHBIX ~CEPUSAX, OXBaThIBAIOIIMX HE MeEHee 3 MecsleB, U
NOJATBEPKICHUE TOTO, YTO YKAa3aHHBIE HCCIEAOBAaHHUS OynyT 3aBEpLIEHBbI U
€Clid pe3ylnbTaThl He OyAyT yKJIaAblBaTbcd B CHEHU(PUKALUUA WU
MOTEHIIMAILHO MOTYT HE YJIOXHUThCS B CHEIUUKAIMM Ha KOHEI[ CpOoKa
TOJTHOCTH, AEpXKaTellb PErMCTPALMOHHOIO YIOCTOBEpEHHUs 00s3aH COOOIIUTH
YIIOJTHOMOYEHHOMY OpraHy Hapsiiy C MpeuiaraéMbIM IJIaHOM JE€HCTBHIA.

6. CpaBHEHHE TEKYIIUX M MpeJjiaraeMbIX crelupuKaluid MepBUYHON YIaKOBKU
(ecnu TPUMEHUMO).

7. ITpu HeoOxonuMocTH GOTO U (WIN) CXEMAaTUYECKUH PUCYHOK HOBOM CHCTEMBI
YIAKOBKH (YKYIIOPKH).

8. llexmaparus aepkateliss peruCTPallMOHHOTO YAOCTOBEPEHHUSI, YTO OCTABIIUICS
pasMmep (pa3mepbl) YHAKOBKH COOTBETCTBYET PEXKHMY JO3UPOBAHUS W
OPOJOJDKUTENIBHOCTH ~ JIEYEHUS] M JIOCTATOYHBI  JUIsl  BBIMOJHEHUS
pPEKOMEH/IAIMi 10 JTO3UPOBAHUIO, MPUBEICHHBIX B OOIIEH XapaKTepUCTUKE
JIEKapCTBEHHOTO Mpernapara.

[Tpumeuanue |ms B.ILLJI.1.6) — ecnmm u3MeHeHne MPUBOIUT K «0Opa30BaHUIO
HOBOMW JIeKapCTBEHHOW (hOPMBI», TO TaKO€ M3MEHEHHE TpeOyeT
10J1a4 M 3asBJICHUS O PACIIMPEHUN PETUCTPALIHH.

b.1l.n.2. U3MeHenue Heo6xomumeie | loxymentsi | Ilpouenypa
napaMmeTpoB crienuduKanu u YCIIOBUS U JaHHbIE

(nm) KPUTEPUEB

IIPUEMIIEMOCTH MIEPBUYHOMN

YIaKOBKHU JIEKapCTBEHHOTO

npenapara

a) y)KEeCTOUeHHe KpUTEPUEB

MPUEMIIEMOCTH CclienuPUKaIuu 12,34 1.2 IA
0) moGaBicHUE B

crienuuKanuio HOBOTO

napaMmeTpa u 1,25 1,2,3,4,6 1A
COOTBETCTBYIOIIEH eMy

aHAJIUTHYECKON METOIUKHU

B) UCKIIIOUCHUE 1,2 1,2.5 IA

HECYHICCTBCHHOI'0 I1apaMcETpa




cnenudukanuu  (HaIpUMep,
UCKITIOUCHHE yCTapeBIIero
napamerpa)

r) 1o0aBjieHUE WM 3aMeHa
napaMeTpa CHeIU(QUKAIIA W3

. — 1,2,3,4,6 IB
cooOpakeHud  0e30MacHOCTH
WJIH Ka4eCcTBa
1) paciIpeHue KpUTEPUEB
MPUEMIIEMOCTH TSI TTapameTpa
«obmast TOJILIITHAY
onucTepHOi dbonbru
(TOKpPBIBHOM ATIOMUHHUEBOU 6.7 1,24, IA
(oJIbrM) MEPBUYHON YIIaKOBKHU ’ 56,7
TBEPABIX JIEKapCTBEHHBIX
¢bopmM, BBI3BAaHHOE pa3HULICH B
KOJIMYECTBE HAaHOCHMOTO

MaTepuasa TPyHTOBKH

VcaoBug

1.

(G2l

H3meHeHue He SBISETCS CIEACTBHEM KaKOTO-IH00 00s3aTeNIbCTBA, MIPUHATOTO
10 pe3yJibTaTaM paHee MPOBEAEHHBIX SKCIEPTU3 C LIENbI0 aHAIN3a KPUTEPHUEB
OpUeMJIEMOCTH  cneuupukanuu  (Hampumep, B XOJE€  perucTpanuu
JIEKapCTBEHHOTO Mpernapara Wil BHeceHH u3MeHnenuit Il tuna).

. I3ameHeHue HC ABJIACTCA CIICACTBUCM HCIIPCABUACHHBIX CI/ITyaHI/Iﬁ,

BO3HHUKIIHX B XOJ€ ITPOU3BOACTBA.

. JIto6oe u3MeHeHne JOKHO YKIIAIbIBATHCS B JUAMA30H TEKYIIUX OJ00PEHHBIX

KPUTEPUEB NMPUEMIIEMOCTH.

. AHanmAuTHYECKAasA METOINKA HE U3MEHSAETCS WA U3MEHIETCS HE3HAUUTEIBHO.
. HoBasg MeToamka WCHBITAaHHS OCHOBaHa Ha OOIMMX METOJaxX aHajn3a,

onucanHbix B @apmakonee Coroza mnu dapmakonee rocynapcrBa-uieHa (B
Cllydae pETHCTpaluM JIEKapCTBEHHOIO IIpenapara B OJHOM TIOCYJapCTBe-
unene) (Hanpumep, BOXKX, cnekrpodoromeTpust, THTpUMETPUS U TIP.).

. Marepuan rpyHTOBKH HE U3MEHSETCS.
. HauaTpel cOOTBETCTBYIOIIME HCCIIEOBAHUSI CTAaOMJIBHOCTU B COOTBETCTBUHU C

aktamu opraHoB Coro3a B cdepe oOpaleHus JIeKapCTBEHHBIX CPEJICTB HE
MEHEee YeM JBYX ONBITHO-TIPOMBINIJICHHBIX WM MPOMBIIIICHHBIX CEpHil. DTH
UCCIICIOBAHUSl  JOJDKHBI  OBITh  3aBEpIICHBI, a JaHHbIE HEMEJICHHO
MPE/ICTABICHBl YIOJTHOMOYEHHBIM OpraHaM, €CJIM OHU BBIXOMST 3a TPEEIIbl
cnenupUKaIMi WM TMOTCHIIMAIBLHO BBIAIYT 3a Tpeeibl crernuduKanui B
KOHIIE 0I0OOPEHHOTO CPOKa TOAHOCTH.




JlokymMeHTauus

1. ITonpaBka K COOTBETCTBYIOLIEMY paszeny (pas3aenaMm) pPEerucTpariOHHOTO
JI0ChE.

2. CpaBHuTeNbHAs TaOIUIA TEKYIIUX U MPEJIaraeMbIX CHEIU(PUKAIIHA.

3. [logpoOHOE omnucaHWe HOBOW aHAIMTUYECKOW METOJUKH W JaHHbIE IO
BaJIMIAINH (B COOTBETCTBYIOUINX CIIYYasix).

4. JlanHble aHaM3a ABYX CEpU YMAaKOBOYHOI'O MaTepuaja Mo BCeM MapameTrpam
(mokazarensam) crierupuKaIum.

5. O6ocHOBaHuE (OLEHKA PUCKOB), MOATBEPKIAIOLIUE, YTO MapameTp SBISAETCS
HE3HAYHMBIM.

6. O6ocHOBaHME  HOBOrO  MmapaMerpa  crnenupuKaluu U KpUTEpHUEB
IPUEMIIEMOCTH.

7. IlogTBepxk/IeHNEe Hadajla COOTBETCTBYIOIIMX HCCIEIOBAaHHA CTaOMIBHOCTH B
COOTBETCTBUU ¢ akTamu opranoB Coro3a B chepe oOpalieHus JIeKapCTBEHHbBIX
CPEIICTB HE MEHEE YeM JIBYX OMBITHO-TIPOMBIIIIEHHBIX WM MPOMBIIUICHHBIX
CEpHHU.

b.11.1.3. U3MmeHenue Heo6xomumeie | lokymentsl | Ilpomemypa
AHAJINTHYECKON METOIUKH IS YCIOBHUS U JaHHBIC
MePBUYHOMN YIIaKOBKH
JIEKapCTBEHHOTO Ipernapara

a) He3HAYMMBIC WU3MCHCHUS
0IO0OpPEHHON  aHAIUTUYECKOU 1,2,3 1,2 1A
METOTUKH

0) mpouue M3MEHEHUS
aHAJIUTHYECKOU METOJIUKH
(BKITIOUAs 3aMEHYy 158105
J00aBJICHHE)

1,3,4 1,2 1A

B) UCKIIIOUECHUE
aHAJUTUYECKOMN METOIUKH,
€Cau  aJlbTepHATHUBHAs  €H
METOJIMKA YKe 0JJ00peHa

YenoBus

1. CornacHo cooTBeTCTBYIOIIMM akTaM opraHoB Coro3a B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJCTB, pOBE/ICHA HeoOXxoauMmas BalIUIAINS,
MOATBEPIKIAIOIIAs, YTO OOHOBJICHHAS aHATUTUYECKAsi METOJAMKA M0 MEHbIIIEH
Mepe SKBUBAJICHTHA IIPEAbIIYIICH.

2. Metop aHanu3a HE U3MEHWJICS (HampuMmep, U3MEHEHWE JJIMHBI KOJOHKHU WU
TEeMIIepaTyphbl, HO HE APyTasi KOJIOHKA WJIH METON).

3. Hu oguH HOBBIM MeTON HMCTBITAaHWS HE OCHOBAaH HAa HOBOM HeCTaHIapTHOM
METOJIMKE WUJIM CTAHAAPTHON METOJIUKE, UCIIOIb3YEMOM ITO-HOBOMY.

4. AxtuBHas (apMmaiieBTHUYECKasi cyOcTaHius (JICKAPCTBEHHBIN TMpemnapar) He
SBJISIFOTCSI OMOJIOTHYECKUMU.

5. AnpTepHaTUBHAs aHATUTHYECKash METOJIUKA JUIsl mapameTrpa crenuduranuu
yKe 0J100peHa.




JlokymMeHTauus

1. [TonpaBka K COOTBETCTBYIOILEMY pa3eny (paszienaM) perucTpalluoOHHOIO
JIOCheE.

2. CpaBHUTEIBHBIC PE3YNbTaThl BATHAANNK WM, TPH HATHYUM OOOCHOBAHUSA,
CpPaBHUTEJbHbBIC PE3YJbTAThl aHAIN3a, MOATBEPKIAIONIME TO, YTO TEKYIIEE U
npeasiaraéMoe HCHbITaHUE SKBUBAJICHTHBL. HacTosimee TpeboBaHue He
MIPUMEHSETCS, €CIIA T00aBIsAETCsS HOBasl aHAIMTHYECKAs METOUKA.

b.Il.n.4. Usmenenne  dopmei| Heobxomumbie |dokymentsi | Ilpouenypa
WIM  pa3MEpoOB  CHUCTEMBI YCJIOBUS Y JJaHHbIE
YIaKOBKHU (YKymopkw)
IIEPBUYHOMN yIIAKOBKHU

a) HECTEpUIIbHbIE

1,23 1,2,4 IA
JIEKapCTBEHHBIE MTPENapaThl

0) u3mMeHenue (Gopmbl WU
pa3MepoB 3aTparuBacT
KITIOUEBBIC MoKa3aTenu
YIIaKOBOYHOTO Martepuana,
KOTOPBbIE MOTYT CYIIECTBEHHO — — I
MOBJIUSATH HAa  JIOCTaBKY,
NpUMEHEHHe,  Oe30MaCHOCTh
158107 CTaOUJIBHOCTh
JIEeKapCTBEHHOTO Mpemnapara

B) CTEpUJIbHbBIE

— 1,2,3,4 IB
JeKapCTBEHHbIE IPENapaThl

Yenosus

1. KauecTBeHHBI U KOJWYECTBEHHbI COCTaB MaTepuaia MEPBUYHONU yIaKOBKHU
HE U3MEHUJICS.

2. I3MeHeHHe He 3aTparuBaeT KJIIOYeBBbIE MOKa3aTeld KauyecTBa YMaKOBOYHOI'O
MaTepuana, KOTOpble MOTYyT IOBIMATH Ha JOCTaBKy, IPUMEHEHHE,
0€30MacCHOCTh WK CTAOMIIBHOCTh JIEKAPCTBEHHOI'O IIpernapara.

3. [Ipn u3MeHeHHHn CBOOOJHOTO MPOCTPAHCTBA WM OTHOIIEHUS MOBEPXHOCTH
(oObeM)  HauaThl  COOTBETCTBYIOIIME  MCCIENOBaHHS  CTaOMIBHOCTH;
NpOaHATU3UPOBAaHbl COOTBETCTBYIOIIUE MapaMeTphl CTAOMIBHOCTH HE MEHee
YyeM Ha 2 ONBITHO-NPOMBILUICHHBIX (ISl OMOJIOrMYECKHX JIEKapCTBEHHBIX
npernapaToB — 3 cepusiX) WIM NPOMBILUICHHBIX CEpUsX; B pacHnoOpsKEHUU
3asBUTEII HAXOAATCA YAOBIETBOPUTEIBHBIE PE3YJIbTaThl 10 MEHBLIEH Mepe 3-
MECSYHOTO H3Y4YEHHUSI CTaOWIBHOCTU (/11 OMOJOTMYECKUX JIEKapCTBEHHBIX
npenapaToB — 6-MecsauHoro). IloaTBepkaeHue TOTro, 4TO UCCe10BaHus OyayT
3aBEPILEHBI U €CITU Pe3yNbTaThl HE OYAYT YKIaAbIBAThCS B CIICIIU(UKAIIIH UITH
MOTYT TOTEHLUATBHO HE YIOXKUTHCS B ClNEUM(UKAIUU HA KOHEI CpoKa
TOJHOCTH, JepKaTellb PEeruCTPAIlMOHHOIO YJIOCTOBEpEHUsl 00s3aH COOOILIUTh
YIOJTHOMOYEHHOMY OpTraHy Hapsiiy C MpeuiaraéMbIM IJIAHOM JIEHCTBUM.




JlokymMeHTauus
1. [lonpaBka K COOTBETCTBYIOLIEMY pa3feny (pa3aenam) perucTpaluoOHHOTO

J0Cb€, BKJIIOYAs OMNMCaHWe, NOAPOOHBIM YEpTeX M COCTaB MaTepuaia
NEPBUYHON YIMAaKOBKU WM YKYNOPKH, a Takke MepecMoTp HHbopmaruu o
JIEeKapCTBEHHOM Ipernapare.

2. Ilpn HeoOxoauMOCTH GOTO U (MIIH) CXEeMAaTUIECKHA PUCYHOK HOBOW YITaKOBKH

(YyKymopkm)

3. HpOBeI[eHBI ITOBTOPHBLIC BaJIMJAITMUOHHBIC HCCIICIJOBaAHUA CTCPUJIbHBIX

[Iperaparos, IIOJBEPraroUXCs (UHUITHOM CTEPUIU3ALUH. B
COOTBETCTBYIOIIMX  CIydasiX HEOOXOAMMO  YyKa3aTb HOMEpa  CEpHH,
VCIIOJIb30BAHHBIX B BAJINJJALIMOHHBIX HUCCIEAOBAHMSIX.

4, HpI/I N3MCHCHHUH CBO60Z[HOFO IIPOCTPAHCTBA WJIM OTHOIICHUSA IMTOBCPXHOCTU K

o0peMy JeKiIapanusi JepKaTeisl PEerucTPallMOHHOTO YJIOCTOBEPEHUS, 4YTO
HavyaThl TpeOyemble HCCIEeNOBaHUs CTAOWIBHOCTH (C YKa3aHHEM HOMEpPOB
cepuil); U 4YTo (B COOTBETCTBYIOLIMX CIIy4yasix) Ha MOMEHT peaju3aluu
yBeoMIIeHUST 00 u3MeHeHuu [A tumna u mogauu yBegomMieHus: 00 U3MEHEHUHU
IB Tuna B ero pacnopspK€HUH HAXOIATCS YJIOBIETBOPUTEIbHbBIE PE3YJIbTAThI
U3YYCHHs CTAOMIBHOCTH; U YTO UMEIOIIIMECS JaHHbIC HE YKA3bIBAIOT HAa KaKUe-
6o mpobiemsl. HeoOXxoauMo Takke MpeCcTaBUTh MOATBEPKIEHUE TOTO, YTO
UccleoBaHusl OyIyT 3aBepIICHbl, M €CIIH pe3yibTaThl HE OyayT
YKJIQIbIBAThCSA B CHEUU(PUKAIMN WM MOTYT TMOTEHIUAIBHO HE YJIOXKHUTHCA B
cnenuuUKalMi Ha KOHEI[ CpoKa TOJHOCTH, Jep’KaTeilb PETUCTPAIMOHHOTO
yIOCTOBEpEHUs 00513aH COOOUIUTH YIOJIHOMOYEHHOMY OpraHy Hapsay c
npeyiaracMbpIM IUIAHOM JICHCTBUM.

B.ILn.5. U3menenne  dopmbl
BBIITYCKa JI€KapCTBEHHOTO
npenapara

HeoOxoanmeie
YCIIOBUS

JloKkyMeHTBI
U JIaHHbIE

[Ipouenypa

a) U3BMEHEHHE KOJINYECTBA
eINHAL] JIEKapCTBEHHOMN
dbopmbl (Hampumep, TaOJIETOK,
aMITyJd U T. 1I.) B yIIAaKOBKE

1. U3meHeHune yKIaabIiBaeTCs
B OJIOOpPCHHBIM  JHaNa3oH
KOJIMYECTBA  JIEKAPCTBEHHOM
dbopmbl  (umcrna  1103) B
yIaKOBKE

1,2

1,3

[Any

2. U3menenue HE
VKJIa/IbIBACTCSA B OJ0O0PECHHBIN
auana3zoH KOJIM4YECTBa
JIEKapCTBEHHOMN bopMbI
(uncna 103) B ynmakoBKe

1,2,3

0) uckioueHue GopM BbITycKa

1,2

B) U3MEHEHUE  HOMHHAJIbHON




MaCChbl (HOMI/IHEU'II)HOFO

o0bema) CTEPUIIBHBIX
MHOTOJIO3HBIX (v
OJTHOJIO3HBIX €  YaCTUYHBIM
W3BJICUCHHUEM )
napeHTePaTbHbBIX

JIEKapCTBEHHBIX IpPEnapaToB U
OMOJIOTMYECKMX MHOI'0JJO3HBIX
HNapeHTePaIbHbIX
JIEKapCTBEHHBIX MPENapaToB

I) UI3BMEHEHHE  HOMUHAJILHOU

MacChl (HOMHHAIILHOTO
o0beMa)  HeMmapeHTEePaATbHBIX
MHOT'O103HBIX (mmm - 1,2,3 IB

OJHOMO3HBIX C YaCTHUYHBIM
W3BJICYEHHUEM) JICKAPCTBEHHBIX
MpernapaToB

Ycenosus

1. HoBblii pa3mep YIaKOBKH JOJIKEH COOTBETCTBOBATH PEKUMY JO3UPOBAHUS U
NPOJOJKUTEIBHOCTH  JICUYEHUS, YKa3aHHBIM B OOIIEW XapaKTEepUCTHUKE
JIEKapCTBEHHOTO Ipenapara.

2. Marepuan nepBUYHON YIAaKOBKU HE H3MEHSIECTCS.

3. OctaBmmecst (GOpMBI BBHITYCKa MO3BOJSIOT BBHIMOJIHATH PEKOMEHIAINH 10
JO3UPOBAHMIO M JUIMTENILHOCTH  JICYEHHUs, yKa3aHHble B  oOImel
XapaKTEpUCTUKE JIEKAPCTBEHHOTO IIpenapara.

JlokyMeHTauus

1. IlompaBka K COOTBETCTBYyIOIIEMY pa3fen (pas3aenaM) perucTpalvioHHOrO
JI0Che, BKIIIOYas epecMoTp HHPOpPMaIIUU O JIEKAPCTBEHHOM Ipenapare.

2. O60ocHOBaHUE, YTO HOBBIE (OCTAIOIIMECS) pa3Mephbl YIIaKOBOK COOTBETCTBYIOT
PEXUMY JO3UPOBAHUS U MPOJOKUTEILHOCTH JICYEHHS], YKa3aHHBIM B 00IIeH
XapaKTepUCTUKE JIEKAPCTBEHHOTO Mpernapara.

3. exnapanus, 4To €CIl 0XKHUAAECTCA BIUSIHUE HA CTAOMIIbHOCTD, COTJIACHO aKTaM
opranoB Coro3a B chepe oOparieHus JIeKapCTBEHHBIX CPEACTB OyayT Ha4aThl
UCCIEeIOBaHUsl  CTa0MIbHOCTU. J[aHHbIE HEOOXOIMMO NpPENCTaBUTh (C
npeajaraeMbIM IJIAHOM JEHCTBUI), B cllydyae €clid OHU HE YKIJIAJbIBAIOTCSA B
crienupuKaum.

[Ipumeuanue: |lns b.Il.p.5.B u b.ILa.5.r — ecnum u3MeHeHHWE NTPUBOAUT K
M3MEHEHUIO «I03UPOBKM» JIEKAPCTBEHHOTO IIpernapara, TO TaKoe
HU3MEHEHNe TpeOyeT Mojauu 3asBJICHUS O PACIIUPEHUH.

b.I1.1.6. U3menenne xakoil-nubo| Heobxomumeie |Jloxkymentsi | [Iponemypa

COCTaBISIOMIEH YITaKOBKH YCIIOBHSI U TaHHBIC
(YnakoBOYHOTO MaTepuana),
HETIOCPE/ICTBEHHO HE

COIPUKACAIOLIEUCS Cc




JIEKapCTBEHHBIM IIpernapaTom
(Hampumep,  LBET  ChEMHBIX
KOJITAYKOB, IIBETHBIE KOJOBBIE
KOJIblIa Ha aMIlyJax, U3MEHEHHE
KOJI[TauKa, 3allUIAoIIero Wriy

(ucosib30BaHUE JIPyroro
IUTACTUKA), W3MEHEHHWE Iu3aiiHa
(BeTa) MaKeTOB

MIPOMEKYTOYHON WM BTOPUYHOMN
VIIAKOBKH, HAHECCHHE IITPUX
koga (2D, 3D), mHaHecenue
mpudTa bpaiins)

a) UI3MEHEHHUe,  3aTparuBarolee
MH(OPMALIUIO O JEKAPCTBEHHOM
npernapare, yKa3aHHYI0 B ITYHKTE
1.6.1 mnpunoxenuss Ne 19 «k
[TpaBunam peructpaiumu.

|Any

0) u3MeHeHue, HE
3aTparuBarouiee MHGOpPMALHIO O
JIEKapCTBEHHOM npemnapare,
yKazaHHylo B nyHkre 1.6.1
npunoxennss Ne 19 k IIpasunam
perucrpanuu.

VYcaoBug

1. I3MeHeHue He 3aTparuBaeT 4acTU YIaKOBOYHOTO MarepHalia, KOTOpble MOTYT
NOBIUATh Ha JOCTaBKY, NpPUMEHEHHE, Oe30MacHOCTh WM CTaOUIBHOCTH

JICKApCTBCHHOTI'O IIpriapara.

JlokyMeHTauus

1. ITonpaBka K COOTBETCTBYIOLEMY paszeny (pas3aenaMm) perHCTPAIliOHHOTO
J0Che, BKITFOYast IEpecMOTp HH(POPMAILINHU O JEKapCTBEHHOM Iperapare.

b.Il.n.7. I3menenune
IIPOU3BOIUTEIS KOMIIOHEHTOB
CHUCTEMBbl YNAKOBKU (YKYIIOPKH)
NEePBUYHOMN YIaKOBKH WIH
JOTIOTHUTENbHON MNPOAYKIMH (B
TOM 4ucie YCTPOMCTBA,
KOMIUIEKTYIOIIETO Cpe/ICTBa),
(ecnu yKa3aHo B
PETUCTPALIMIOHHOM JIOChE)

HeoOxoanmeie
YCIIOBHS

JIoKyMeHTBI
U JJaHHBIE

[Ipouenypa

a) UCKJIFOUEHUE MTPOU3BOAUTENS

0)3amena wiu  Jg00aBICHUE
TIPOU3BOTUTEIS

1,2,3,4

1,2,3




B) JTr000€ U3MEHEHNE
MIPOU3BOAUTENS CIIelicepoB — — ]
JIO3UPOBAHHBIX WHTAISTOPOB

') U3MEHEHHE HAauMEHOBaHUS
MIPOU3BOTUTEIS KOMITOHEHTa
CHUCTEMBbI YIAaKOBKH (YKYIOPKH)
NEPBUYHOM YIAaKOBKU <*>,

Ycenosus

1. UcknroueHne KOMIOHEHTa YIIAKOBKU WM U3ENINs HE TPOUCXOIUT.

2. KauecTBeHHBI M (MJIM) KOJIMYECTBEHHBIM COCTaB MaTepHajoB KOMIIOHEHTOB
CUCTEMBI YNAaKOBKH (YKYIOPKH) MEPBUYHON YNAaKOBKH WM JOTOJIHUTEJIBHOM
OPOAYKIMU (B TOM 4YHCIE YCTPOMCTBAa, KOMIUIEKTYIOIIETO CpEACTBa) U
cnenu(pUKaluK 3CKU3a HE U3MEHSIOTCA.

3. Cnenudukanu M METOAbl KOHTPOJIA KadyecTBa 10 MEHbIIEeH Mepe
HKBHUBAJICHTHBI.

4. MeTo1 CTEpUIIM3ALIMY U €€ YCIOBUS HE U3MEHSIOTCS (€CIM PUMEHUMO).

5. I3mMeHeHHe NpPOM3BOAUTENS KOMIIOHEHTa CUCTEMBbl YHAKOBKU (YKYIIOPKH)
NEpBUYHON YIMAKOBKM WJIM JIOTIOJIHUTEIBHOM NPOAYKIUH (B TOM 4YHCIIE
YCTPOICTBA, KOMIUIEKTYIOILLETO CPEICTBA) HE MTPOUCXOIUT.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pa3fesiaM) perucTpallMOHHOrO
JI0Che.

2. IOKyMEHTBI ¥ CBEICHHUSA O MEAWIMHCKOM W3JIEINH, TpuilaraemMble K
JIEKapCTBEHHOMY IpenapaTy, B COOTBETCTBUM C NYHKTOM 187 HacTosmmx
[IpaBui.

3. CpaBHuTenbHAs TAONMIA TEKYIIMX M TMpeJiaraeMbIX crernuukanmii (eciu
IPUMEHHUMO).

<*>[Ipumeuanue |[Ipu HeoOXxomumocTH maHHas uUHMOpPMAIUS TMOJJICKUT
YIAICHUI0O W3 PETUCTPAIMOHHOTO JO0ChE JICKApCTBEHHOTO
mpernapara.

B.Il.e) CtaduabHOCTH

b.Il.e.1. U3meHeHue cpoka| Heoboxomumbie | [lokymentsl u | [Ipouenypa
TOJTHOCTH WJTM YCIIOBUU XPAHCHHUS YCIIOBHUS JTaHHBIC
JICKapCTBEHHOTO TIperapara

a) COKpalleHHe CpoKa T'OJHOCTU
JIEKapCTBEHHOT0 Ipenapara

1. YakoBauHoOTrOo BO 1 1,2.3 Ay
BTOPUYHYIO yITAKOBKY
2. Ilocie mepBOro BCKPHITHS 1 1,2,3 1Ay

3.Ilocne  pasBeneHuss  WiH 1 1,2,3 1ALy




BOCCTAaHOBJICHUA

0) yBeM4YeHHE CpOKa TOTHOCTH
JICKapCTBEHHOTO TIperapara

1. YmakoBaHHOTO BO
BTOPHUYHYIO YIIAKOBKY
(mOITBEpPXKIEHHOE JTaHHBIMU B
pEaIbHOM BPEMEHH )

1,2,3

2.Ilocne mepBOro BCKPBITHUS
(moaTBepKIeHHOE JaHHBIMU B
peaIbHOM BPEMEHU)

1,23

3.Ilocie  pa3BenacHWS WU
BOCCTAHOBJICHUS
(ToATBEpXKICHHOE JTaHHBIMH B
peabHOM BPEMEHH )

1,2,3

4, YBenu4eHne cpoka TOTHOCTH
MyTeM DKCTPATOJISAIUN JTaHHBIX
10  CTAaOMIBHOCTH, HE B
COOTBETCTBUH c aKTaMu
opranoB Coro3a B  cdepe
oOpaileHus JIEKapCTBEHHBIX
cpeact <*>

5. YBenuueHue cpoka XpaHeHUs
OHMOJIOTUYECKOTO
JIEKapCTBEHHOTO TIperapara B
COOTBETCTBUU C 0J00pEHHOMN
MpOrpamMMon HA3Y4YEHUS
CTaOUITLHOCTH

1,2,3

B) U3MEHEHHUE YCIIOBUN XPaHECHUS
OMOJOTUYECKNX JIEKapCTBEHHBIX
MperapaToB, €CIU UCCIICIOBAHUS
CTaOMIILHOCTH TPOBEACHBI HE B
COOTBETCTBUU C  OJ0OpEHHOMU
MPOTPaMMOK M3Y4YECHUS
CTaOMIBLHOCTH

') UI3MEHEHHUE YCIIOBUH XpaHCHHUS
JIEKapCTBEHHOTO Tpernapara HiIu
JIEKapCTBEHHOTO npemnapara
nocie pa3BecHUs
(BOCCTaHOBIJICHHUS)

1,2,3

1) ”3BMECHEHUE 0/100peHHOM
POrPaMMBbI U3YYCHHUS

1,2

1,4




CTa0MJIBHOCTH

YcnoBus

1. I3meHenrne He AOKHO OBITH CIEICTBHEM HENPEABUIACHHBIX CHUTYaIlUH,
BO3ZHUKIIIUX B XOJI€ TPOU3BO/ICTBA, UM U3MEHEHHUS CTAOUILHOCTH.

2. I3MeHeHHsT HE TMPHUBOAAT K PACHIMPEHHUIO KPUTEPUEB MPHUEMIIEMOCTH
HCIIBITYEMBIX TMapaMeTpoOB, HCKIIOUYCHHIO TapaMeTpa CTaOWIBHOCTH, WU
CHIM>KEHUIO YaCTOTHI UCIIBITAHUM.

JloxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) PperucTpalioHHOrO
nocke. OHa  JOMKHA ~ COIEpXkKaTh  PE3ylbTaThl  COOTBETCTBYIOIIMX
UCCJIEIOBAaHUN CTAOMJIBHOCTH B peajJbHOM BpeMEeHHM (OXBaThIBAIOIIUX BECh
CPOK TOJHOCTH), IPOBEIECHHBIX B COOTBETCTBUM C akTaMu opraHoB Coro3a B
chepe oOpalieHHs: JEKAPCTBEHHBIX CPEJCTB MO MEHBIIEH Mepe Ha JABYX
OTBITHO-TIPOMBIIIUIGHHBIX ~ cepusix  <1>  jekapcTBEHHOro  mpemapara,
YIIaKOBAaHHOT'O C MOMOIIBIO 3apErMCTPUPOBAHHOIO YIIAaKOBOYHOTO MaTepuaja
U (UIM) COOTBETCTBEHHO IIOCIE MEPBOIO BCKPBITHS WM pa3BelCHUS; B
COOTBETCTBYIOUIUX  Cily4yasXx HEOOXOJMMO  MPEACTaBUTh  PE3YIbTAThI
MUKPOOHUOIOTMYECKUX UCTIBITAHHM.

2. IlepecmoTtpenHas nHGOpMAIHS O JIEKAPCTBEHHOM TIperapare.

3. Kommu yTBepkIeHHBIX CcrenupUKaii Ha KOHEN CpPOKa TOJAHOCTH H, €CIH
NPUMEHUMO, CTIelU(UKAIIUU TTOCIIe pa3BeeHUsI (BOCCTAHOBIICHUS) WM TIOCTIE
NEPBOTO BCKPBHITHS (B BUAE CCHUIKM Ha COOTBETCTBYIOIIMA JOKYMEHT B
MOCJIEIOBATEIbHOCTH  JI0OCh€ WJIM TPUJIOKEHUS K COMNPOBOJUTEIHHOMY
MMCHEMY).

4. OGocHOBaHUE TIpeIaraéMbIX U3MEHEHUH.

<*>[Ipumeuanue |B oTHOIIEHWH OMOIOTUYECKOTO JICKAPCTBEHHOIO Ipernapara
AKCTPAINOJIAIM HEMPUMEHUMA.

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

B.11.:x) IIpoekTHOE MOJIe U MPOTOKOJ MOCTPErUCTPALMOHHBIX H3MEHEHU

b.11.x.3. UckitoueHnue Heobxonumeie | lokymentsl u | [Ipoueaypa
YTBEPKICHHOTO MPOTOKOJIA YCIOBUS JTAHHbIE

yIpaBIICHUS U3MEHECHUSIMU,

3aTparuBarOIUMH

JIEKapCTBEHHBIN Ipernapar

1 1,2 1Ay

YcnoBus

1. UckiroyeHue MOCTPEruCTPAIIMOHHOTO TIPOTOKOJIA YIIPaBICHUS U3MECHCHUSIMU,
3aTparuBalOIIMMU JIEKAPCTBEHHBIN TIpenapaT, HE SBJSETCS CIEICTBUEM
HEMPEIBUICHHBIX CUTYyallud WA HECOOTBETCTBUS CHEIU(PUKAINH B XOEC




BBCJICHUA HSMGHCHHﬁ, OIMHUCAHHBIX B IIPOTOKOJIC, MU HHUKAK HC BJIMACT Ha
YTBCPKACHHBIC CBCACHM S, BKIIFOUCHHBIC B PETUCTPATUOHHOC JOCHC.

JloxymeHnTanus

1. OGocHOBaHUE TIpeAIaraeMoro UCKIIOUEHHUS.
2. IlompaBka K COOTBETCTBYIOIIEMY pa3ieiy (pasieiiaM) pEerucTpalliOHHOTO

TOCBE.
b.11.x.4. I3menenus Heo6xomumeie | Jlokymentsl u | [Iponemypa
YTBEPKACHHOTO IIPOTOKOJIA YCJIOBUSA JAHHBIE

yIpaBJICHUSI U3MEHEHUSIMU

a) 3HAYMMBbIC W3MEHCHUSA

IIPOTOKOJIA YIPaBJICHUS — — ]
U3MEHEHUAMU

0) HEe3HAYUMBIE U3MEHEHUS

MPOTOKOJIA yIpaBJiI€HUs

U3MEHEHUsMHM,  KOTOpBIE  HE — 1 1B
WU3MEHSIOT CTpaTeTHIo,

OIIMCAaHHYIO B IIPOTOKOJIC

JlokymMeHTauus

1. IlonTBepkaeHUEe AepsKaTelisl pPEerucTPallMOHHOTO YAOCTOBEPEHHsSI, UYTO JH000e

M3MEHEHUE JOJIKHO YKJIAJIBIBATHCA B JUANA30H JEHCTBYIOIINX YTBEPKICHHBIX
MOATBEPKICHUE, UYTO B
OTHONIICHHH OWOJIOTMUECKHUX JICKAPCTBEHHBIX TMpEnaparoB He Tpedyercs

KPUTEPUEB MPUEMIIEMOCTH.

OIICHKAa COIIOCTaBUMOCTH.

TTomumo

9TOTO,

Bb.I1.x.5. Peanu3anus n3MeHEeHHUH,
MPEIYCMOTPEHHBIX
YTBEPKICHHBIM MPOTOKOJIOM
YIIPABJICHUSI U3MEHECHUSIMU

HeoOxoanMmeie
YCIIOBHUS

JloKyMeHTBI 1
JTAaHHBIE

IIpouenypa

a) peanu3anusi U3MEHEHUs He
Tpedyer JIOTIOJTHUTEITbHBIX
BCIIOMOTaTEIbHBIX JAHHBIX

1,2,4

|Any

0) peanuzanus W3MEHEHUS
TpeOyer JIOTIOTHUTEIIbHBIX
BCIIOMOTATEIBHBIX JIAHHBIX

1,2,3,4

B) peasin3anus M3MEHEHUSA
OMOJIOTUUECKOTO JIEKapCTBEHHOTO
npenapara

1,2,3,4,5




YcnoBus

1. [IpenyioxkeHHOE M3MEHEHUE OCYIIECTBICHO B TIOJHOM COOTBETCTBUU C
YTBEPKJACHHBIM  MPOTOKOJIOM  YINPABJICHHUS HU3MEHEHUAMH, TpeOyroliee
HEMEJICHHOTO YBEJIOMJICHUS MOCJIE€ €T0 PeaTu3alii.

JloxymeHnTanus

1. Cchuika Ha yTBEPKIECHHBIN MPOTOKOJ YIPABICHUS U3MEHEHUSIMHU.

2. [lonTBepxaeHue Jepkareisi PErucTPallMOHHOTO  YIOCTOBEPEHHUS, 4YTO
U3MEHEHHUE COOTBETCTBYET  YTBEPXKICHHOMY TMPOTOKONY  yIPABICHUS
U3MEHEHUSMH U YTO PE3YJIbTAaThl UCCICAOBAHUS YAOBICTBOPAIOT KPUTEPHUIM
MPUEMIIEMOCTH, OTOBOPEHHBIE B MpoTOKoJe. [ToMruMoO 3TOr0, MOATBEpKIACHUE
TOTO, YTO B OTHOUIEHWU OWOJIOTHYECKUX JIEKAPCTBEHHBIX IMpernapaToB He
TpeOyeTCs OLIEHKAa CONTOCTABUMOCTH.

3. Pe3ynbpTaThl MccneaoBaHM, MPOBEACHHBIX B COOTBETCTBHH C YTBEPKIACHHBIM
MIPOTOKOJIOM YIIPaBICHUS U3MEHEHUSIMHU.

4. [lonpaBka K COOTBETCTBYIOLEMY pa3jieny (pa3zesiaM) perucTpaliiOHHOTO
JI0Che.

5. Konust yTBepskJIeHHBIX crienu(uKanuil Ha JEKapCTBEHHBIN mpemnapat (B BUIE
CCBUIKM Ha COOTBETCTBYIOIIUN JOKYMEHT B MOCIEIOBATEILHOCTH JOCHE WUIIU
MIPUJIOKEHUSI K COMPOBOIUTEILHOMY MUCHEMY).

Bb.11.3) be3onacHOCTH B OTHOIIEHUH MOCTOPOHHUX AT€HTOB

b.I1.3.1. O6HOBNEHUE Heobxonumeie | lokymentsl u | [Ipouenypa
uHpopManuu «OneHka YCJIOBHSA JTAHHBIE

0€30MacCHOCTH  JIEKapCTBEHHBIX

npenaparon OTHOCHUTEIIBHO

HaJU4Us TMOCTOPOHHUX areHTOB»

(paznmen 32.A2

PETUCTPAIIMIOHHOTO 10CHE)

a) UCCJIeIOBaHMUS,
3aTparuBaroIye
MIPOU3BOJICTBEHHBIC JTaIbl,
W3YYCHHBIC BIICPBBIC HA MPEIMET
OJIHOTO WJIK 0OJiee MOCTOPOHHUX
areHTOB

0) 3ameHa yCTapeBIINX
WCCIICIOBAHUM, 3aTPAaruBarOIIUX
MPOU3BOACTBEHHBIE  JTallbl |
IIOCTOPOHHUE  areHThl, paHee
BKJIIOUEHHBIE B PETMCTPALIMIOHHOE
JIOChE

1.C usMeHeHHEM  OIEHKH
PHUCKOB




2.be3 wu3MeHeHHS  OLIEHKH

- 1,23 IB
PHUCKOB

JlokymMeHTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pas3fesiaM) PperucTpalioHHOrO
JI0Che, BKJIIOYasl BBEJIEHUE HOBBIX MCCIIE0BAaHU, HAIIPABIEHHBIX HA U3Y4YEHUE
CHOCOOHOCTH MPOU3BOJCTBEHHBIX 3TAllOB MHAKTHUBHPOBATH (3JIMMHHHUPOBATH)
MOCTOPOHHUE areHTHI.

. O6ocHOBaHUE TOTO, YTO UCCIIETOBAHUS HE U3MEHSIIOT OLIEHKY PUCKOB.

3. IlonpaBka k HHGOpPMAIMH O JIEKAPCTBEHHOM Ipenapate (€ciid IPUMEHUMO).

N

B.I11. Cepruduxar coorsercrBusi EBponeiickoii ®@apmakonee (CEP) (mpu
Hajuuuu), U (wim) I'D, m (Mam) H3MeHeHUs] AKTHBHOH (apManeBTHYECKON
cyOCcTaHIIMM W BCIOMOraTeJbHBIX BelleCTB B LesiX cooTBeTcTBHS Papmakonee
Coro3a, ¢papmakomnee rocyrapcrBa-4jieHa HJIHM JAPYruM ¢apMakomesiMm COIJIACHO
Konnenuuu rapMoHu3anuu

B.III.1. [Togaua  HOBoro  wmmu| HeobOxomumele | JlokymeHnts! u | [Ipomemypa

O0OHOBJIEHHOT'O ceprudukara yCIIOBUSA JTaHHbIE
COOTBETCTBUSA EBponerickoin
dapMakornee WIH HCKIIOUYEHUE
ceprudukara COOTBETCTBHSI
EBponeinckon @apmakornee Ha:
(bapMaleBTHIECKYIO
CcyOCTaHIHIO;

UCXOJHBIA Marepuan (peakTus,
IIPOMEKYTOUHBIN OPOIYKT),
WCIIOJIb3YEMBIN B rporecce
IIPOU3BOJICTBA

bapmareBTH4YECKOI CyOCTaHIINY;
BCIIOMOTaTENIbHOE BELIECTBO

a) ceptudukat COOTBETCTBUS
EBporneiickoin @apmakonee

1. HoBeblit cepTudukar ot panee 1,234,

0/100pPEHHOTO MPOM3BOUTES 5,6,9 12,345 Any
2. O6GHOBIIGHHBIN  cepTUduKaT
oT paHee omobpennoro| 1,2,3,4,6 1,2,3,4,5 1A
TIPOU3BOIUTEIISI
3. HoBeiit  ceptuduxar ot

1,2,3,4,
HOBOTO MPOU3BOAMUTENS (3aMeHA 5 6.9 1,2,3,4,5 1Apy

WU 100aBIICHHE)

4. UckiroueHne cepTU(UKaTOB
(ecn K MaTepHuany 8 3 1A
MIpUJIarairnch HECKOJIbKO




cepTU(HUKATOB)

5. HoBeiti  cepruduxar  Ha

HECTEPHIIbHYIO AKTUBHYIO
(hapMareBTHYECKYIO
CyOCTaHIIHIO, TIOJITeIKATITYIO

UCIOJIb30BAHNUIO B CTEPUIIBHOM
JIEKapCTBEHHOM IIpenapare, mpu
UCIOJIb30BAaHMM ~ BOJABI  Ha
HOCJIEHEM JTale CHHTEe3a, a B
OTHOLIEHUM  MaTepuana  He
3asiBJICHO OTCYTCTBHE B HEM
9H/IOTOKCHHOB

1,2,3,4,5,6

0) ceptuduxar COOTBETCTBHUS
EBponerickoii ®apmakorien 1Mo
IS Ha AKTUBHYIO
(dbapMaleBTHYECKYIO0 CYyOCTaHIINIO
(ucxonHbIi MaTepuan (peakTuB,
MPOMEXYTOUHBIN POIYKT),
BCTIOMOTATEILHOE BEIIECTBO)

1. HoBblii  cepTudukar  Ha
aKTUBHYIO (hapMaleBTUUYECKYIO
CyOCTaHLMIO OT HOBOIO WU
paHee 0JI00pEHHOTO
MIPOU3BOIUTENS

3,59

1,2,3,4,5

|Any

2. HoBwiit  cepruduxar  Ha
(hapMareBTHYECKYIO
cyOcTaHIIIO (ucxomHbIN
MaTtepual, pEaKTuB,
MIPOMEKYTOUHBIN MPOJIYKT,
BCIIOMOTAaTEIHHOE BEIIECTBO) OT
HOBOT'O WIH paHee
0JI00pPEHHOTO TIPOU3BOIUTEINS

3,6, 7

1,2,3,4,5

3. O6HOBIIEHHBIN  cepTUdUKaAT
oT paHee 0/100pEHHOTO
TIPOU3BOTUTEIISI

1,2,3,4,5

4. VckmoueHue cepTu(UKaToB
(ecnu K Marepuany
MpUjIarajuch HECKOJIBKO
cepTu(uKaToB)

5. HoBwrit (OOHOBIIEHHBII)
ceptudukat oT paHee
0J100pEHHOTO (HOBOTrO)




IIPOU3BOUTENS,
WCIIONB3YIOIIETO  MaTepualbl
YEJIOBEUECKOTO UIIU KMBOTHOTO
IPOUCXO0KICHUS, B OTHOLIEHUU
KOTOPBIX TpeOyeTcsl OlleHKa Ha
MpeAMET PUCKA MOTEHIIUATBHOM
KOHTAMHUHAIIUM TTOCTOPOHHUMU
areHTamMu

VYcnoBus

1

2.

.CHCI_II/I(bI/IKaHI/II/I Ha BBIIIYCK W Ha KOHCH CpPOKa I'OAHOCTHU JICKAPCTBCHHOI'O

npenapara He U3MEHSIOTCSL.

HewusmeneHnnpie (MCKITIOYAs y)KECTOUCHHUE) JOMOTHUTENbHBIC (K EBporeiickoit
dapmakoniee) cnermudUKaMM HAa TOpUMECH  (MCKJIOYas  OCTaTOYHBIE
PacTBOPHUTENH, MPU YCIOBUU HX COOTBETCTBHUS TPEOOBAHHUSIM PYKOBOJCTB
MexIyHapoaHOTO COBETa MO TapMOHHU3AIMH TEXHUYECKHUX TpeOOBaHUH K
pEeTHUCTpalK JIEKAPCTBEHHBIX IMPENapaToB s MEAMIIMHCKOTO MPUMEHEHUS)
MPONYKT-CIIelUpUIHBIC TpeOOBaHMs (Hampumep, MPOoGUIN pa3MepoOB YaCTHIIL,
nosuMopdubie (OpMBI), €CITU TPUMEHHUMO.

.IIpoutlecc  mpowu3BojACTBa  aKTHBHOW  (papMalleBTHUECKOW  CyOCTaHIuH,

HCXOJHOTO MaTepuana (peakTuBa, MPOMEKYTOYHOTO MPOAYKTa) HE BKIIOUYAET
UCIIOJIb30BAHUE MaTepHalioB YEeJIOBEUYECKOTO WJIn KUBOTHOTO
MPOUCXOKACHUS, JJISI KOTOPBIX TpeOyeTcs MNpOoaHaTu3UupOBaTh [aHHBIE O
BHUPYCHOM 0€301MacCHOCTH.

. UcximrounTenbHO 71 aKTUBHOM (papmarieBTUUeCKol CyOCTaHIMU: OHA OyneT

UCIIBITAHA HEMOCPEACTBEHHO TMEpPEI  HCIOJb30BAaHUEM, €CIH  IEPUOI
MOBTOPHOTO HUCHBITAHUS HE BKIIOYEH B CEePTHU(PUKAT COOTBETCTBUS
EBpormeiickoii  ®@apmakornee WM JIaHHbIE, OOOCHOBBIBAIOIIUE TEPHO]T
MMOBTOPHOI'O UCIIBITAHHUS, YK€ HE BKIIOUEHBI B JOCHE.

. AkTUBHas (apmalieBTHUECKasi cyOCTaHLMs (MCXOIHBIM Marepuan (peakTus,

MIPOMEKYTOYHBIN TPOIYKT), BCIIOMOTATEJIbHOE BEIIECTBO) HECTEPUIIbHBI.

. PactutenbHble ¢apmanieBTHUECKHE CYOCTaHIIMM: CIOCOO MPOU3BOJCTBA,

¢du3nueckoe COCTOSHUE, SKCTPArupyroUIUil pacTBOPUTENb U KO3PPUIUEHT
AKCTPAKLMU JIEKAPCTBEHHOI'O CPEICTBA HE U3MEHSIOTCS.

. Ecu B cocTaBe JekapCTBEHHOro Ipemnapara Jyuisl apeHTEepalbHOrO BBEACHUS

HCIIOJIB3YCTCA IKCIIATUH, HpOHSBGI[GHHBIﬁ nus3 KOCTCﬁ, €ro Ipou3BOJACTBO
JOJDKHO OCYHICCTBIIATHCA MCKIIOYUTCIBHO B COOTBECTCTBHU C Tp€6OBaHI/I$IMI/I
CTpaHbl IIPOU3BOAUTCIIA.

.B PETUCTPALNMOHHOM AOCHE OCTACTCA IO MCHBIIICH MCPEC OAWH IMPOU3BOJUTECIIb

ATOM CYOCTaHIIUM.

.Ecnu axktuBHas (QapmaneBTuueckas CcyOCTaHIUS HeCTepHibHA, HO OyaeT

HCIIOJIB30BATHCS B COCTABE CTEPUIILHOTO JIEKAPCTBEHHOTO Iperapara, Toraa, B
coorBerctBun ¢ CEP, Ha mocimegHem drane CHHTE3a HEINb3sl HCIONIb30BaTh
BOJlYy WJIM, €CIM TaKO€ IMPOUCXOAUT, HEOOXOAUMO O0ECNneYuTh OTCYTCTBHE
OaKkTepHaTbHBIX YHJOTOKCUHOB B aKTUBHOM (papmarieBTHuecKoi cyOCTaHIIHH.




JlokymMeHTauus

1. Komus  pmeiictByromero (OOHOBIEHHOTro) cepTu(duKara  COOTBETCTBHSA
EBponenckon Papmakoree.

2. Ilpn noGaBieHUH MPOU3BOJCTBEHHOM IUIOLIAJKU — B 3asBICHUU O BHECEHUH
U3MEHEHHH, a TaKKe JONOJHUTEIbHO B COINPOBOJUTENIBHOM IIHCBHME,
HEO0OXO0IMMO Y€TKO 0003HAaYUTh TEKYILUX U MPEAJIaraéMbIX IPOU3BOIUTEIEH.

3. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (paszenaM) perucTpanroHHOrO
JI0ChE

4. Ecnu nmpuMeHUMoO, JOKYMEHT, COJEp)KAIlUi CBEJEHUS O BCEX MaTepuaiax,
BXOJIAMX B cdepy mnpumeHeHuss crtatbu Papmaxonen Coro3a WU
EBponerickoii ®dapMmakornen N0 MUHUMH3AIMUA PHUCKA TMEpeJayd arcHTOB
ryouaTol  sHIeQalonaTUd  JKUBOTHBIX  IOCPEACTBOM  JIEKapCTBEHHBIX
[IpenapaToB Uil MEIULIHUHCKOTO M BETEPUHAPHOIO NPHUMEHEHUS, BKIIIOYAs
UCMOJIb3yEeMbl€ B NPOM3BOJICTBE AKTHBHBIE (hapMalleBTUUYECKON CyOCTaHIUU
(BcmoMoraTrenpHOro BelecTBa). /[l Kakooro Takoro poaa marepuaia
HEO0OXOJIMMO MPEICTaBUTh CIIEAYIOIINE CBEACHUS: HAa3BaHUE MPOU3BOJUTEINS;
BUJ JKMBOTHBIX M TKAaHM, M3 KOTOPBIX TMOJy4YyeH MaTepuan; cTpaHa
IIPOUCXOKIEHUS )KUBOTHBIX U €r0 UCIIOJIb30BAHME.

5.B oTHOomleHMHM aKTUBHOW (hapMaleBTUUYECKOM CyOCTaHIMM: JeKiIaparius
YIOJHOMOYEHHOTO JIMIA KaXJO0ro JIMLEH3UPOBAHHOTO IPOU3BOIUTEIS,
YKa3aHHOTO B 3asBJICHHUM, HCIIOJB3YIOIIETO AKTHBHYIO (apMalieBTHUECKYIO
CyOCTaHLIMIO B KauyecTBE MCXOJHOTO Marepualia, ¥ YIMOJHOMOYEHHOTO JIUIa
KKJIOTO JIMIEH3UPOBAHHOTO IPOM3BOAUTENS, YKAa3aHHOTO B 3asBICHUH B
KayecTBE OTBETCTBEHHOI'O 3a BBINYCK cepuil. B nexnmapauusx HeoOXoaumo
yKa3aTh, 4TO IPOU3BOJAUTENh AKTHBHOM (apMalieBTHUECKON CcyOcTaHLIUH,
YKa3aHHBIN B 3asBJICHUH, OCYILECTBIISET CBOIO ACSITEIBHOCTh B COOTBETCTBUU
¢ IlpaBumamMu nPOU3BOJACTBEHHON TMPAKTUKHM B OTHOLIEHUU HMCXOAHBIX
matepuasioB.  [Ipm  ompeneneHHBIX — OOCTOSTENBCTBAX  JOIYCKaeTCs
NPEJICTABIATh OJHY JeKiapanuio (cM. mpuMmedanue Kk u3Menenuto b.I1.6.1).
Ecnu 3aTparuBarorcst kakue-nub0 OOHOBIIEHHS CepTU(UKATOB Ha aKTUBHBIE
dapmalieBTHUECKHE CYOCTaHIIMM W MPOMEXKYTOYHbIE TMPOAYKTBI, OT
NPOU3BOANUTENEH MPOMEKYTOUHBIX MPOJAYKTOB TakKe TpeOyeTcs NeKapanus
YIOJHOMOYEHHOTO JIMIA; JEKJapalus YIOJIHOMOYEHHOIO JIMLA HYXKHa,
TOJIKO €CIM 10 CPAaBHEHUIO C paHee 3aperucTpUpPOBAHHOW Bepcuen
cepTuduKaTa UMEETCs] U3MEHEHHE JICHCTBYIOIINX, BKIIOYCHHBIX B MEPEUYCHb
IIPOU3BOJICTBEHHBIX IIIOMIA0K.

6. Hagnexariee moaTBepKIAeHHE, CBUIETENbCTBYIOIIEE O COOTBETCTBHM BOJIbI,
UCIIOJIb3yeMON Ha TOCIIETHEM JTare CHUHTE3a aKTUBHOM (papMaleBTHUYECKON
CyOCTaHLIMM, COOTBETCTBYIOUIMM TpeOOBaHUSAM KauecTBa I BOJBI JUIA
dbapmaleBTH4eCKOro MpUMEHEHUSI.

B.I11.2. U3menenus aktuBHOM | HeoOxonumele | JlokymeHnTsl 1 | ITpouenypa
(apManeBTHYECKON CcyOCTaHIUH yCIIOBUS JTaHHbIE
U BCIIOMOTAaTEJIbHOTO BEIIECTBA B
LEJsIX COOTBETCTBHUSA
dapmakornee Coro3a,
(apMakonee rocynapcrBa-ujieHa
WM JIpyruM  ¢apMakonesm




COTJIACHO Konuemnmmun
rapMOHM3aLUU

a) UI3MCHECHHUE crienupuKanum
(cneruuxanuii) paHee
HedapMakoneitHOM cyOCTaHITUN B
EIISAX COOTBETCTBHUSA
dapmakoriee Coroza W
dapmaxornee rocyaapcTBa-4ieHa

1. AkTuBHOM
(hapMarieBTHIECKOMN
cyOcTaHIu

1,2,3,4,5

1,2,3,4

|Any

2. BcriomorareapHOTro
BEIIECTBA (mcxomaHOTO
MaTepuana) aKTUBHOMN
(hapmarieBTHIECKOM
cyOcTaHIIHN

1,2,4

1,2,3,4

0) U3MEHEHHUS B HEeJAX
COOTBETCTBUSA O0OHOBJICHHOMU
COOTBETCTBYIOILIEH CTaThe
®dapmakonen Coro3za,
dapmakoriee rocyaapcTBa-diieHa
WU IPYrux dapmaxkomneit
COIJIaCHO Konuenmuun
rapMOHU3ALUN

1,2,4,5

1,2,3,4

B) U3MEHEHUEe crenudukanuii ¢
(dapmakonen rocyaapcTBa-ujieHa
Ha @apmakornero Corosa

1,4,5

1,2,3,4

T') UI3MEHEHHE C IIeJIbI0 3aMEHBI
METOINKHU UCTIBITAHUN
NPOU3BOJUTENSI HA  METOJIUKU
®dapmakonen Coro3za,
dapmakonen TrocymapcTBa-diIeHa
u (umm) apyrux Qapmakornen
COIIACHO Konuenmuu
TapMOHM3AIlMA B  OTHOIICHUH
aAKTUBHO (dapmMareBTHIecKoi
cyOCTaHLIMM, BCIOMOTATEIBHOTO
BEIIIECTBA, MCXOIHOTO MaTepHasa
u (WiIM) maTtepuana TMEepBUYHOU
YIIaKOBKH

1,2,3,4

1) UI3MEHEHUE  KIlacCcU(UKaIIU
BCIIOMOTATEIbHOTO BEIIECTBA C

6,7,8,9,10

1,2




«HOBOTO BCIIOMOTATEIHHOTO
BEIIIECTBAY (3.2.P.4.6) Ha
«BCTIOMOTATEIILHOE BEILECTBO
cornacHo ®dapmakonee Corosa u
(wmu)  gpyrux  (dapmakomnei
COIUIACHO Konuenmuun
rapmoHuzanumn» (3.2.P.4.1)

YcnoBus

1. I3MeHeHune OCyIIeCTBISETCS UCKIIOUUTEIBHO B LIETSAX MOJHOTO COOTBETCTBUS
dapmakonee. Bce ucnbiTaHus B crnenu(pUKaludyd JOJKHBI COOTBETCTBOBATH
dbapMakoneHOMy CTaHAApTy IOCJAE HU3MEHEHHMs, 32 HUCKIIOUCHHEM JFOOBIX
JIOTIOJIHUTEIIbHBIX BCIIOMOTATENIbHBIX UCIIBITAHUI

2. JlononHUTEbHBIE K (papMakoriee cneruduKanui Ha TPOAYKT-CHeHU(PUIHbIE
CBOICTBA HE W3MEHAIOTCS (Hampumep, MNpoQuin pa3MepoB YaCTUII,
nosmmmopdHas hopma WK, K IpUMEPY, OMOJIOTHIECKUE METOUKH, arperarhl).

3. 3HauMMble HM3MEHEHHUsT KAauyeCTBEHHOTO U KOJMYECTBEHHOTO mpodumeit
pUMeceil OTCYTCTBYIOT (32 UCKITIOUEHUEM Y)KECTOUCHUS CIIEITU(BUKAIIHI).

4. lononHUTeNbHAS BajduJallusi HOBOM WJIM W3MEHEHHOW ¢apMaKoneHou
METOJIMKH HE TpeOyeTcsl.

5. PactutenbHple  ¢apmaneBTHUYECKHE CYOCTaHIIMM: CIOCOO TMPOU3BOJICTBA,
¢u3znueckoe COCTOSIHUE, OKCTPareHT U KO3(PQPUIUEHT  3KCTPAKIHMU
JIEKapCTBEHHOTO CPEACTBA HE U3MEHSIOTCS.

6. BcmomorarenpbHOe BEIIECTBO TMOJIHOCTBIO COOTBETCTBYIOT —TpPEOOBAHHSIM
MoHOTpaduu  COOTBETCTBYIOIIEH  ¢dapMakomen, ¢ BCE  HUCIBITAaHUS
COOTBETCTBYIOT (hapMaKONEHHBIM CTaHJapTaM

7. JlonoJIHUTEIbHBIE TTapaMeTphl crielu(UKaIy, Kacamluecs CrnenuduyecKux
CBOMCTB, HE M3MEHSIOTCS (HampHUMeEp, pacHpeesieHue YacTUll M0 pa3Mepam,
nosmMmopdHas ¢dopma WM, HAOPUMEP, KOJIUUYECTBEHHOE OIpe/ecHue
OMOJOTrMYECKMM METOJIOM, arperaThl)

8. BcriomorarenbHOE BEIIECTBO JI0JKHO OCTABAThCs HEM3MEHHBIM

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

10. BcnomorarensHoe BEIIECTBO YXKE OBLJIO OJO0OPEHO  YIMOJIHOMOYEHHBIM
OpraHoOM [iJIsl IPUMEHEHHUSI B JIEKAPCTBEHHOM IIpenapaTe ¢ KOHKPETHBIM ITyTeEM
BBE/ICHUSI.

JoxymeHnTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3aeny (pa3gesiaM) PperucTpalnoHHOrO
JI0ChE.

2. CpaBHHTENbHAS TAOMUIA TEKYIIUX U MIPEAaraeMbIx crienuuKanui.

3. lannbpie ananu3a cepuii (B hopmaTe CpaBHUTEIHHOW TaOIMIIBI) IO MEHBIIICH
Mepe 2 TPOMBIIIJIEHHBIX CEPUI COOTBETCTBYIOIIEH CyOCcTaHIIMU (BEIIecTBa) 1o
BCEM HCIBITAaHUSM HOBOW cHenudukanmuu ¥, JAOMOJHUTENBHO, €CIU
NPUMEHUMO, PE3YNIbTaThl TeCTa CPABHUTEIHHOW KUHETHKH DPAaCTBOPEHUS IO
MEHBIIIEH Mepe OJHOW OIBITHO-TIPOMBIIIICHHOH CEpUH JIEKAPCTBEHHOTO
npemnapara. B oTHOIIEHNH JIEKapCTBEHHBIX PACTUTEIBHBIX MPENapaToB MOTYT
OBITh TOCTATOYHBI JAHHBIE CPABHUTEIHHON PaclagaeMOCTH.




4. JlaHHbBIE, TIOITBEPKIAIOIINE TMPUTOJHOCTh CTAaThU JJISI KOHTPOJS KauyecTBa
cyOCTaHIMU, HANpHUMEp, CPABHEHHE IOTEHIIMAIBHBIX MPUMECEeH C WHBIMHU
crieuuPUIUPOBaHHBIMU U onpeaensieMbiMu npumecsiMu B ADC, ucxomHom
MaTepuase WIH BCIIOMOTaTeIbHOM BEIIIECTRE.

[TIpumeuanue: |He TpeOyercss yBeIOMISTH YIOJIHOMOYEHHBIE Opranbl 00
oOHoBieHnun cratbu Papmakonen Cors3a win (papMakoreu
rocyJapcTBa-wieHa B Cjlydae BHEIpPEHUsA crenudukanuu
COOTBETCTBYIOIIEH OOHOBJIICHHOW CTaTbe B TE€UEHUE 6 MECSIEB
nociie ee OnyOJMKOBaHMS M HAJIUYUU CCBUIKM Ha «TEKyIlee
u3aHue  (JelcTByrollee  U3JaHWEe B COOTBETCTBUU €
3aKOHOJIaTE€JIbCTBOM T'OCY/IapCTBA-UJIEHA)» B PErUCTPALIMOHHOM
JTIOChE 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara.

B.IV. MeqnuuHckue wM3aeJuss WIM UHAsg  Opoaykmusi  (yCTPOMCTBO,
KOMILIEKTYI0Illee CPeICTBO), BXOASAIIAA B KOMILUIEKT YNAKOBKH JIEKAPCTBEHHOI'O
npenapara

B.IV.1. U3meHeHue Heo6xomumeie | Jlokymentsl u | [Iponemypa
KOMILIEKTYIOIIETO CPEACTBa IS YCIOBHUS JTAHHbIE

JIO3UPOBAHUS BKJIFOYAst

MEIUIMHCKOE  M3AeNue s

BBEJICHUS

a) nobaBieHne  WIM  3aMeHa
YCTPOWCTBA,  KOMIUIEKTYIOLIETO
CpPEACTBa, BKJIIOYasi MEIULIMHCKOE
u3lenue,  HE  SBISIOLIErOCs
YaCThIO EPBUYHON YITAKOBKH

1. MemuuuHckue U3,
3apeTruCTPUPOBAHHBIE B
COOTBETCTBUU [IpaBuiiamu

perucTpaiii U AKCIEPTHU3BI
0e30IMacHOCTH,  KadecTBa U
3O (PEKTUBHOCTH METUIIUHCKUX
W3J1eNni, YTBEPKJICHHBIMU
Pemenuem Cosera| 1,2,3,5,6 1,2,3 1ALy
EBpaszuiickoli  3KOHOMHYECKOM
komuccuu ot 12 ¢espansa 2016
r. Ne 46 unu B COOTBETCTBUU C
3aKOHO/IaTEJIbCTBOM
rocyJaapcTBa-4ieHa WIn
paspelieHHble K OOpallleHUuI0 B
TPEThUX CTPAHAX

2. MenuuuHCKUe M3ACTUs WIH
WHas TpoAayKuus (ycTpoucTBo,




KOMIUIEKTYIOIIIEe CPEJICTBO),

KOTOpBbIE MOTYT OKa3aThb
CYLIECTBEHHOE  BJIMSHUE Ha
JOCTaBKY NeMCTBYIOLIETO
BEIIECTBA JI€KapCTBEHHOI'O
npenapara (manpumep,
crericepbl J03UPYIOIIUX

HUHTAISITOPOB, HEOya3ep)

0) UCKJIFOYEHHWE WM  3aMeHa
MEIUIIMHCKOIO  H3IEIUs  WIH
MHOM mpoaykuuu (yCTpoHcCTBa,
KOMILJICKTYIOIIIETO CpeJlICTBa),
BXOJISIIIIEH B KOMIUICKT yITAaKOBKH
JICKapCTBEHHOTO Ipernapara

B) J00aBliecHME WX  3aMeHa

YCTpOMCTBA 7M1
KOMILJICKTYFOIIIETO Cpe/ICTBa, — — 1
SIBIIFOIIUXCS. YaCThIO MEPBUYHOM
YIIaKOBKH
YcnoBus
1. [Ipenyaraemoe wu3nenue ¢ wusMepstomend QyHkuuend (yCTpOWCTBO ISt

SN

NO3UPOBaHUSA)  JOKHO  TOYHO  OTMEpPUBATh  HEOOXOAMMYKO  JI03Y
paccMaTpuBaeMoro JIEKapCTBEHHOTO TMpemnapara COrJIacHO OJ0OpEHHOMY
crioco0y mnpuMeHeHus. Pe3ynpTaThl TaKuX HCCICIOBAHUNA UMEIOTCS B
HaJTUYHUH.
. HoBoe m3nenue c usmepsronieid GyHKimend (yCTpOHCTBO IS JAO3UPOBAHUS)
COBMECTHUMO C JIEKAPCTBEHHBIM MPETIApaTOM.
. I3meHeHue He AOMKHO MPUBOJIUTH K 3HAUMMOMY U3MEHEHUIO UHPOPMAITUHU O
JIEKAapCTBEHHOM Mpemnapare.
. JlekapcTBEHHBIN MpenapaT MOKHO MPOAOIKAThH TOYHO JO3UPOBATh.
. MenuuuHCcKOe W3JENHEe HE UCIONb3YeTCS B KAauyeCTBE PAaCTBOPUTENS
JIEKapCTBEHHOTO Mpernapara.
. Eciiu mpengycMmoTpena ¢GyHKIMST TOYHOTO TO3UpPOBaHUsA, MHPOpMAIUs O Hel
JIOJDKHAa OBITh BKJIIOYEHA B PETUCTPAIMOHHOE JOChE JIEKAPCTBEHHOTO
npernapara.

JoxymeHnTanus

1

2.

3

. IlompaBka K COOTBETCTBYIOIEMY pa3ieny (pasaesiaM) perucTpaluoHHOTO
JI0CbE, BKIJIIOYAsl CXEMY KOMIUIEKTYIOIErO0 CpEeACcTBa WM MEJULUHCKOIO
U3Jenus, a TakKe COCTaB MX MaTepUaoB, MH(MOPMALUIO O MPOU3BOJUTEIIE,
€clii MPUMEHUMO, a TakKe COOTBETCTBYIOLIUN MEpecMOTp HMH(OpMAIUU O
JIEKapCTBEHHOM IIpenapare.

JIOKyMEHT, NOATBEPKIAIOIUNA PErUCTPALUI0 MEIUIUHCKOTO W3IENns B
Coro3e WM B COOTBETCTBUU C 3aKOHOJATEJILCTBOM TOCYAAPCTBA-YjI€HA WU
paspelieHne K 00palleHuIo B TPEThUX CTpaHax (eciii MPUMEHUMO)

. JIOKyMEeHTBl M CBEIOCHHUs, MOATBEPXKAAIOIMIKNE TOYHOCTh JO3UPOBAHUS U




COBMECTHUMOCTh KOMIUICKTYIOIIETO CPEJACTBA WM MEIAMIIMHCKOTO HW3JICIHS C
JICKaPCTBEHHBIM ITPETIAPATOM.

4. O0oCHOBaHHE UCKIIOUEHHS WJINM 3aMEHBI MEIUIIMHCKOTO HM3ACIINS WIA WHOU
IPOAYKIMH (YCTPOHCTBA, KOMILUICKTYIOIIETO CPEICTBA).

[Ipumeuanue: |[na B.IV.1.B — ecniu u3MeHeHWE NPHUBOAMT K 0Opa30BaHUIO
HOBOMW JIEKQpCTBEHHOW (OPMBI, TO TaKOe HU3MEHEHHE TpedyeT
MOJaY¥ 3asIBJICHUS O PACIIUPEHUH PETUCTPALUU.

b.V BHeceHusi usMeHeHHUil B perncTpauoOHHOE 10Che, 00yCJI0BJIEHHbIE HHBIMU
PeryJjsiTOpHbIMH NPOLEeAyPAMH

b.V.a) M®II (M®BA)
b.V.a.l. Bxitouenue HoBOTrO, | HeoOxonumeie | Jlokymentsl u | [Iponemypa
O0OHOBJIEHHOT'O 1581051 YCIOBHUS JTAHHbIE

UCIIPaBJIEHHOTO  MacTtep-daiina
IUIa3MBl B PETUCTPAIMOHHOC

J0Che JICKapCTBEHHOTO
npenapata (mpomeaypa MOII
2-T0 JTara)

a) MepBO€  BKIIIOYEHHE HOBOIO
Macrep-gaiina TUIa3MBI,
BJIUSIOLIETO Ha CBOHCTBa
JIEKapCTBEHHOT'O TpernapaTa

0) mepBoe BKJIIOYEHHE HOBOTO

Mactep-¢aiiia  TIa3MBbl, _He i 1,23 4 B
BJIMSIFOIIETO Ha CBOIiCTBa

JIEKapCTBEHHOTO TIpernapara

B) BKJIIOUCHHUE OOHOBJIEHHOT'O

(uctpaBiieHHOT0) MacTep-daiina

IUIa3MBl. U3MEHEHUSI BIMUSIIOT Ha - 1,2,3,4 IB
CBOMCTBA JIEKapCTBEHHOI'O

npenapara

I') BKJIIFOYEHUE OOHOBJIEHHOT'O

(uctpaBiieHHOT0) MacTep-daiina

IUIa3Mbl. U3MEHEHUSI HE BIIUSIOT 1 1,2,3,4 1Apy
HAa CBOICTBa JIEKQPCTBEHHOTO

npermnapara

YcnoBus

1. Ha oGHoBieHHBIN nnu u3MmeHeHHbd M®II Boiano 3akmoueHue (ceprudukar,
cunerenscTBo) Coroza Ha M®II, B cooTrBeTcTBUU ¢ TipmiioxkeHuem Ne 1 k
[IpaBunamM perucTpauu 1 SKCIEePTU3bIL.




JlokymMeHTauus
1. IlonTBepkneHMe, 4TO 3aKiOveHHue (cepTudukar, cBuaeTenbeTBo) Coro3a Ha

M®II u 3kcnepTHBIN OTYET MOJHOCTHIO TPUMEHUMBI K 3aPETUCTPUPOBAHHOMY
JeKapcTBeHHOMY Tipenapary. Jepxkarens MO®II npencraBun AepxkaTesto
PETHCTPAIMOHHOTO YAOCTOBEPEHUs (eCiu JAepaTellb PErucTparuoHHOro
ynoctoBepenust u nepxarenb M®II He SBASIOTCS OJHUM U TEM XKE JIUIIOM)
sakmroueHne (ceprtudukar, cBuaeTenbcTBO) Coroza Ha MODII, skcmepTHBIN
otueT U nocke Ha M®IIL. 3akmiouenue (ceprudukar, cBuaeTenbeTBo) Corosza
Ha M®II u 3KkCnepTHBIA OTYET 3aMEHSIOT MPEABIAYIIYI0 JOKYMEHTALMI Ha
M®II it AaHHOTO JIEKAPCTBEHHOTO MIPENapara.

2. 3axmouenne (ceptudukar, ceuaerenbcTBo) Coroza Ha MO®II u skcnepTHBIN

OTYCT.

3. Jleknmapamusi yImoJTHOMOYEHHOTO JIMIA, XapaKTepU3yIoas BCE BBOJUMBIC C

nomoItpio cepTudunupoBanHoro M®PII u3MeHeHUS M OIEHHUBAIOIIAS HX
MOTEHIIMAIbHOE BIIMSHUE Ha JICKAPCTBEHHBIC MpenapaThl, BKIIOYAs OLICHKU
MPOYKT-CIIEIIU(UIHBIX PUCKOB.

4. B ¢opme 3adBiIeHHS O BHECEHUM HM3MEHEHUN HEOOXOJMMO YETKO OTPa3uTh

«IEUCTBYIOIIEE» U «IpeyiaraeMoe»  3aKiioveHue  (cepThdukar,
cBunetenbetBo) Coroza Ha MO®II (Homep koia) B PETUCTPAIIMOHHOM JIOCHE.
Ecin npumenumo, B ¢dopme 3adBICHHS O BHECEHWU HW3MEHEHUM TaKxkKe
CIelyeT 4YeTKO mepeuucnuTh Bce mpoune MOII, Ha KOTOpBIE copepKaTcs
CCBUIKM B PETHUCTPAllMOHHOM JIOChE JICKAPCTBEHHOTO Ipemnapara, Jaxke eciu

5t MOII He ABIAIOTCA MPEAMETOM 3asIBICHUS.

b.V.a.2. Bkitouenue HOBoOrO, | HeoOxonumsie | Jlokymentst u | [Ipouenypa
0OHOBIIEHHOTO WA YCIIOBHUS JTaHHBIC
UCIIPABICHHOTO  MacTtep-(daiina

BaKIIMHHOTO aHTHUTCHA B

PETUCTPAITMOHHOE J0Che

JICKapCTBEHHOTO npernapara

(mpouenypa MO@BA 2-ro sTama)

a) IepBO€  BKJIIOYEHHUE HOBOTO

mactep-daiina BAKI[MHHOT'O - - ]
AHTUTCHA

0) BKJIIOUEHUE OOHOBJICHHOTO

(uctpaBiieHHOT0) MacTep-daiina

BaKIIMHHOT'O aHTHUICHA: - 1,234 IB
W3MEHEHHUS BIIUSIOT HA CBOWCTBA

JICKapCTBEHHOTO TIperapara

B) BKJIFOUCHHUE 0OHOBJICHHOT'O

(uctpaBiieHHOT0) MacTtep-daiina

BaKIIMHHOTO aAHTHUTCHA! 1 1,234 Ay
U3MECHCHHUS HE  BIUSIOT Ha

CBOWCTBa JIEKapCTBEHHOTO

npernapara




YcnoBus

1. Ha oOHOBieHHBIT win wu3MeHeHHBIH M®PBA  BbIIaHO 3aKIIOUYEHHE
(ceptudukar, cugerensctBo) Coro3a Ha M®BA B cooTBeTCTBUM C
npunoxeHuem Ne 1 k [IpaBuiaM peructpanuiu U SKCIEPTU3BI

JlokymMeHTanus

1. lexnapamusi, 4to 3akitodeHue (ceptudukar, cuaerensctBo) Coroza Ha
M®BA u JKCIEPTHBIN OTYET IIOJTHOCTBIO IIPUMECHUMBI K
3apErUCTPUPOBAHHOMY JIEKapCTBEHHOMY mnpenapary. [epxarens M®OBA
MPEACTaBUI AEPHKATENI0 PETUCTPALIMOHHOIO YIOCTOBEPEHUS (E€CIIN IepKATEIh
PErUCTPAIIMOHHOTO YAOCTOBEpeHHUs U aepxarenb MOBA He ABISIOTCS OTHUM
U TEeM XK€ JIMIOM) 3akitoueHue (ceptuduxar, cBuaerensctBo) Coro3a Ha
M®BA, skcnepTHbIii 0oT4eT U Aochbe Ha M®PBA. 3akmouenue (ceprudukar,
ceunerenscTBo) Coroza Ha M®PBA u  3KCHEpTHBIM OTYET 3aMEHSIOT
NpEapIAYIYI0 AOoKyMeHTauuro Ha M®BA 118 gaHHOro JIEKapCTBEHHOIO
npenapara.

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

3. Jleknmaparusi yImoJTHOMOYEHHOTO JIAIA, XapaKTePU3YIOMIas BCE BBOIMMBIE C
nomonipio ceprudunrpoBanHoro MOBA u3MeHeHHs U OILIGHHUBAIOMIAs WX
MOTEHIIMAJIbHOE BJIMSHUE Ha JIEKAPCTBEHHBIE IpENapaThbl, BKJIIOUYas OLEHKHU
MPOYKT-CIIEIIU(UIHBIX PUCKOB.

4. B ¢opme 3asdBiIE€HHS O BHECEHWU HM3MEHEHUU HEOOXOAMMO YETKO OTpa3UTh
NEHCTBYIOIIEe U MpejsiaraeMoe 3akitoueHue (cepTUdUKaT, CBUIETEIHCTBO)
Coroza Ha MO®OBA (HOMEp KoJa) B pErucTpallMOHHOM Jocke. Ecmu
OPUMEHUMO, B (QopMe 3asBICHHMS O BHECEHMHM HM3MEHEHUH TaKke ClenyeT
YeTKO nepeyuciuTs Bce npoune MOBA, Ha KOTOpbIE COJIEpKATCSA CCHUIKH B
PErUCTPALIMOHHOM JIOChE JIEKAPCTBEHHOTO Ipenapara, gaxe eciu 3Tu MOBA
HE SIBJIAIOTCS IPEAMETOM 3asIBICHUS.

B.V.0) O0HoB/IeHUs1 B pe3yJabTaTe 3amnpocoB YINOJHOMOYEHHBIX OPraHOB
(3KCNMEePTHBIX OPraHM3anuii), B TOM 4HCJe MO0 HWTOraM PacCMOTPeHHSI BOIPOCOB
IJKCHEePTHBIM KOMHUTETOM

b.V.6.1. O6noBnenue nocre mo| Heoboxomumbie | [Joxymentsl u | [Ipouenypa

KauecTBy, HalpaBJI€HHOE  Ha YCIIOBUS JTAHHBIE
peanusanuio 3aKITIOUYCHUS
3amnpoca YIOJIHOMOYEHHOT'O
oprasa (axcniepTHOM

opraHuzanuu)  (peKoMeHAaluu
DKCMEePTHOTO KOMUTETA)

a) U3MCHEHUE peanuzyer
3aKIIIOYCHHE 170101 3aIpoc
YIOJTHOMOYEHHOIO oprasa 1 1,2 1Ay
(axcnepTHOM OpraHu3aIuun)

(pexomeHaau DKCIEPTHOTO




KOMHUTETA)

0) rapMOHHU3AIHS JIOChE 1o
KayecTBY HE SABIIAJIACH YAaCThIO
3aKJTFOUCHHUS WA 3ampoca
YIOJIHOMOYEHHOT'O opraHa
(3KCTIepTHOM OpraHu3aIn) - - ]
(pexoMeHaauu DKCHepTHOTO
KOMHUTETA), u OOHOBJICHHE
HaIPaBJICHO Ha ero
rapMOHH3AIUIO

VYcenosus

1. Pezynbrar He TpeOyeT nanbHeHen SKCepTH3bI.

JoxymeHnTanus

1. IlpunoxkeHHOE K CONPOBOAMTEIHHOMY IHCbMY 3asBJICHUS O BHECECHUH
U3MEHEHUN: CChUIKA Ha paccMaTpUBaeMOE€ 3aKIIOUEHHWE WM Ha 3ampoc
YIIOJTHOMOYEHHOTO oOpraHa (PKCHEpTHOM opraHu3anuu) (peKOMEHAAINIO
DKCIEpTHOTO KOMHUTETA).

2. B nmoche HEOOXOAWMO YEeTKO O0O3HAYNTh W3MEHEHUS, BHECEHHBIE B XOJC
npoueaypsl  oOpamieHuss B YIOJHOMOYEHHBIH oOpraH  (9KCIEPTHYIO
OpraHU3aIuIo).

B) B pazzaene B Tabnuiip:

noapaszaensl B.l.1- B.1.8 u3noxuts B ciienyromen peaakiuu:

«B.I. JlekapcTBeHHBIE NpenapaThbl 1 MeIULUHCKOI0 PUMEHEHHS

B.1.1 N3menenue obmreti | Heooxonumsie | Jlokymentst u | [Iponenypa
XapaKTEPUCTUKH JIEKAPCTBEHHOTO YCIIOBUS JTAHHBIE

npenapara, MaKETOB YHMaKOBOK

WIn UHCTPYKIIUU o

MEIUIIUHCKOMY MIPUMEHEHUIO

(JIucTKa-BKIIAIbIIIA),
HaIpaBJICHHbIE Ha pealn3aluio

TpeOOBaHUM,  yKa3aHHbIX B
3aKIIIOYCHUU 17031 3ampoce
YIIOJTHOMOUYEHHOTO opraHa

(9KCTIEpTHOM OpraHU3aIiN)

a) peruCTPaluOHHOe J0Che
JIEKapCTBEHHOT'O npenapara
IPOXOJUT AKCIIEPTU3Y B 1 1,2,3 1Ay
YIIOJTHOMOYEHHOM opraHe

(9KCTIEpTHOM OpraHU3aIiN)

0) perucTpalroHHOe JI0ChE 1 1,2,3 IA

»;



JIEKapCTBEHHOIO IIpernapara He
N0JIaBAJIOCh HA JKCIEPTU3Y B

YIOJIHOMOYEHHBIN opra’
(3KCTIEpTHYIO OpTraHU3aIMio), HO
U3MEHEHHUS peanu3yoT
TpeOoBaHuUs, yKa3aHHbIE B
3aKJIIOUYEHUHU WIH 3arpoce
YIOJIHOMOYEHHOT'O opraHa
(axcniepTHOM OpraHu3aIun),

HOBBIC AOIIOJTHUTCIBHBIC JAHHBIC
ACPIKATCIICM PCTUCTPAIMOHHOIO
YAOCTOBCPCHUA HE IIPCIACTABIICHBI

B) U3MEHEHUS peanu3yroT
TpeOoBaHus, yKa3aHHbIE B
3aKITI0YEHUH WIH 3arpoce
YIIOJTHOMOYEHHOT'O opraHa
(aKCTIEpTHOM OpTaHu3allvn),
JepKaTenb  PErUCTPallMOHHOTO
yIOCTOBEPEHUS MpeICTaBUI

HOBBIC JOITIOJHHUTCIIBHBIC JaHHBIC

VYcinoBug

1. Usmenenue peanusyeT GOpMYyIHUPOBKY, 3aTpeOOBAHHYIO YIOJIHOMOYEHHBIM
OpraHoM, #W He TpeOyeT TMOoJa4Yul JIOMOJIHUTEIbHBIX CBEACHUNW H (WJIN)

JIAJIbHEUIIIEN SKCIIEPTHU3BI.

JlokyMeHTauus

1. IlpunoxkeHHOE K CONPOBOAMUTENIILHOMY IHCHbMY 3asBJICHUS O BHECEHUU

M3MEHEHUM: CChUIKA Ha 3aKJII0YEHUE WM 3aMpOC YIOJIHOMOYEHHOIO OpraHa
(3KCTIEpTHOM oOpraHu3aIy) ¢ MPUOOIICHHOW oOmeld XapaKTepPUCTHKON
JIEKapCTBEHHOTO IpernapaTa, MakeTaMHu YIIaKOBOK HWJIHM JIMCTKOM-BKJIA IbIIIIEM.

2. Jlexnapanusi, 4YTO COOTBETCTBYIOIIME pa3lenbl MpeuiaraeMbix oOmei

XapaKTePUCTUKH  JICKQPCTBEHHOTO  Mpernapara, MaKeTOB yIIAKOBOK U
WHCTPYKIIMA 1O  MEIUIIMHCKOMY  TNPUMEHEHWI0  (JMCTKa-BKIJIAJIbIIIIA)
UJCHTHYHBI MPUOOIICHHBIM K 3aKJIFOUCHHUIO WJIM 3aIlpPOCy YIOJIHOMOUYECHHOTO
opraHa (dPKCIEepTHON OpraHu3aIun).

3. [lepecmoTrpenHast uHpopMaIus 0 JIEKapCTBEHHOM Ipernapare.

B.1.2. I3menenue oomIein
XapaKTEPUCTUKHU JICKAPCTBECHHOTO
npernapara, MaKETOB YIaKOBOK

WJIH HHCTPYKIIUH o
MEIUIIUHCKOMY MPUMEHEHUIO
(JIMcTKa-BKJIA bIIIIA)

BOCITPOM3BEICHHOTO, WJIN
TUOPUIHOTO, WU

OMOaHATIOTUYHOTO

HeobOxoanMeie
YCIIOBUS

JIoKyMeHTBI 1
JTAaHHbIE

IIpouenypa




JIEKapCTBEHHOTO npernapara
Mocjie  OLEHKH  TOTO  XKe
M3MEHECHUS pedepeHTHOrO
JIEKapCTBEHHOTO Mpemnapara

a) peamu3anus WU3MCHEHUS
(u3MeHeHHi), B  OTHOIICHUHU
KOTOPOTO oT JepKaTens
PETUCTPAIIIOHHOTO

yIIOCTOBEpEeHUsT He Tpedyercs
NIPE/ICTABIISATh HOBBIC

JOITIOJIHUTCIIbHBIC JaHHBIC

1,2

0) peanuzanus U3MEHEHUS

(u3mMeHeHul), TpeOyoLUX

MpeICTaBICHUS JepKaTeneM

PETUCTPALIMIOHHOTO

YIOCTOBEPEHHUS HOBBIX — — ]
JTOTIOTHUTENbHBIX JTAaHHBIX,

000CHOBBIBAIOIINX TaKue

M3MEHECHUS (Hampumep,

COTIOCTaBUMOCTb)

JoxymeHnTanus

1. IlpunoxkeHHOE K CONMPOBOAMTEILHOMY IHMCHMY 3asBJICHHUS O BHECCHHH
M3MEHEHHUIA: 3aMpOoC YITOJIHOMOYEHHOTO OpraHa (eciau MPUMEHUMO).
2. IlepecmoTtpenHas nHGOpMAIHS O JIEKAPCTBEHHOM TIperapare.

B.I.3. U3menenne  (M3MEHEHHUS)
oOmen XapaKTePUCTUKU
JIEKapCTBEHHOTO nperapara,
MaKETOB YIaKOBOK WA
WHCTPYKIIMA TI0O MEIUIIMHCKOMY
IIPUMEHEHHIO (JtucTka-
BKJIQ/IbIIIIA) JIEKapCTBEHHOT'O
mpenapara il MEIUIIMHCKOTO
MPUMEHEHHUsI, HaIpaBJICHHOE Ha
peanuzaluo pe3yJbTaTOB
MOCTPETUCTPALIMOHHOTO

HCCJIeI0BaHus 0€30IIaCHOCTH MIIH
3aKJTIOUEHUS W TpeJjiaraeMbIxX
[IOCJIEIYIOLINX EUCTBUN
MEPUOIUUECKOTO  OOHOBIISIEMOTO
OoTYeTa Mo OE30ITaCHOCTH

HeoOxonumeie
YCIIOBUS

JIoKyMeHTHI u
JTaHHbIE

[Ipouenypa

a) BHECEHHE bopMyIHpPOBKH,
COIIACOBAaHHOU
YIIOJTHOMOYEHHBIM OPTaHOM

1,2

|Any




0) BHECEHHUE W3MEHEHUH,

TpeOyromux PEICTaBICHUS

JepKaTeIeM PETUCTPALUOHHOTO

YIOCTOBEPCHHS HOBBIX — — ]
JIOTTOJTHUTEITLHBIX JTAHHBIX,

000CHOBBIBAIOIINX TaKue

U3MCHCHHUSI

VYcnoBus

1. I3meHenne HampaBiIeHO Ha BHeceHHE (OPMYIUPOBKH, COTJIACOBAHHOMN
VIOJHOMOYEHHBIM OpTaHOM, M He TpeOyeT TMoJauu JOMOTHUTEIbHBIX
CBEJICHUM U (WMJIN) HalbHEHIIeH SKCIIePTU3HI.

JloxymeHnTanus

1. Ccoinka Ha cornacue (OLICHKY) YIOJHOMOYEHHOro opra€Ha B ¢dopme
NPWIOKEHUST K CONPOBOJAMTENLHOMY TIMCBMY 3asBICHHS O BHECECHUU
W3MEHECHUM.

2. [lepecmoTperHast HHGOPMAITUS O JIESKAPCTBEHHOM Ipernapare.

B.1.4. U3meHenus, Heo6xomumeie | [lokymentsl u | [Ipouemypa
3aKJIIOYAIOIINECS B 3HAYMMOM YCIOBHUS JTAHHbIE
U3MEHECHUU oOomei

XapaKTEPUCTUKH JIEKAPCTBEHHOTO
mpenapara BCJIEACTBHE HOBBIX
JTAHHBIX o KauyecTRBY,
JTOKIMHUYECKUM, KIMHHYECKUM
JTAHHBIM WIn JTAHHBIM
dbapmakoHa3opa

[Tpumeuanue: OTO HW3MEHEHUE He TMPHUMEHSETCs, €CJIM HOBBbIE JIaHHBIE
nogaHbl B coOoTBeTcTBMM ¢ u3MeHeHueM B.[.13. B Ttakux
cllydasix M3MEHEeHHe oOIIel XapaKTepUCTHKHU JIEKaPCTBEHHOTO
npernapara, MaKeTOB VYMAKOBOK M (WJIM) HMHCTPYKIHUH IO
MEJIULIUHCKOMY IIPUMEHEHHIO (JIMcTKa-BKIIA IbIINIA)
knaccuduiupyercs kogom nsmeHenus B.1.13.

B.1.5. U3menenue ycnoBuit | Heobxonumeie | Jlokymentst u | [Iponieaypa
OTIIyCKa JIEKapCTBEHHOTO YCIOBUS JTaHHBIE
npenapara

a) BOCIIPOU3BEICHHBIX WIH
TUOPUIHBIX UITU
OMOaHaJIOTMYHbIX
JIEKapCTBEHHBIX MPENapaToB — 1,2 IB
II0CJIE U3MEHEHUS YCIOBUU
oTIycka pedepeHTHOTO
JIeKapCTBEHHOTO TIpernapara




0) “HBIE TPUYMHBI U3MEHCHHUSI
YCJIOBUM OTITyCKa

JlokymMeHTanus

1. [loaTBepxkACHNE M3MEHEHUS YCIOBUI OTITyCKa pedepeHTHOTO
JIEKapCTBEHHOTO TperapaTta (Hampumep, CChbUIKa Ha COOTBETCTBYIOIEE
pelieHre yMoJIHOMOYEHHOTO0 opraHa rocyAapcTBa-ujieHa), MPUIIOKEHHOE K
COMPOBOAUTEIILHOMY MUCHbMY 3asBJIEHUSA O BHECECHUU U3MEHECHUM.

2. [lepecmoTrperHast mHGOpPMAITUS O JIEKAPCTBEHHOM TIperapare.

B.1.6. U3meneHue nokazanusi| HeoOxoaumseie | loxkymentsl u | [Iponeaypa

(mokazaHuil) K TPUMEHEHUIO U yCIIOBUS JTaHHBIE
(unn) pexuma J103UpOBaHUS

a) BKJIFOYEHHE HOBOTO MTOKA3aHUS
K PUMEHEHUIO U (UJIN) peKUMa
JIO3UPOBAHUS UK U3MEHEHNE
paHee 0JJ00pPEHHBIX

0) UCKITIOUCHUE TTOKa3aHUS K

MIPUMEHEHHUIO U (HJIH) peKuMa — — IB
JO3UPOBAHUS
[Mpumeyanne |Ecau y  BOCHPOM3BENCHHOTO, WJIU  THOPUAHOTO,  HJIH

OMOaHAJIOTMYHOTO JIEKapCTBEHHOrO IMpernapaTa J100aBlIeHUE WU
U3MEHEHHE TIOKa3aHMs K MpPUMEHEHHI0 U (WIH) pexuMma
JIO3UPOBAHUS MPOUCXOIUT BCIEACTBUE peaTn3alui TpeOOBaHUil,
YKa3aHHbIX B 3aKIIOUYEHUU WIM 3alpoce YIMOJIHOMOYEHHOIO
opraHa (dKCIepTHON OpraHu3aIliy) Wi U3MEHEHUN nHpopManuu
0 JIEKapCTBEHHOM IIpemnapare Mocje 3KCHEPTU3bl aHAJIOTMYHBIX
U3MEHEHHH y peepeHTHOro JeKapCTBEHHOro NIpernapara, Takue
u3MeHeHus knaccupunupyrorcs komamu Bl w  B.1.2
COOTBETCTBEHHO.

B.1.7. UckmroueHue: Heo6xomumeie | [lokymentsl u | [Ipouemypa
YCJIOBUS TTaHHBIC
a) IEKapCTBEHHOU (POPMBI — 1,2 1B

0) 103UPOBKU

- 1,2 IB

JoxymeHnTanus

1. lexnapamus, yro ocraBmasicsi (opma (popmbl) BeIMycKa goCTaTOYHA IS
BBINIOJTHEHUSI PEKOMEHJAlMK IO JIO3UPOBAHUIO U JJIUTEIBHOCTH JIEUEHUS,
OMMCAHHBIX B 001N XapaKTepUCTUKE JIEKAPCTBEHHOTO Mpernapara.

2. [lepecmoTpeHHast HH(pOpMaIuUs 0 JIEKapCTBEHHOM Ipernapare.

IIpumeyanue

Eciu  paccmatpuBaemas  JIeKapCcTBEHHas  (opma WM
J03UpOBKa OblIa 3aperucTpupoBaHa B BHUAE OTAEIHHOTO
JEKapCTBEHHOrO0  IIpemapara, TO  HCKIIOYEHHE  Takol




«

JeKapcTBEHHOW (HOpPMBI WM JO3UPOBKH OYyJIET CUUTATHCA HE
BHECEHHEM M3MEHEHUM, & OTMEHOM €€ pETUCTPaLUH.

B.1.8. Beenenue wim u3MeHeHUE
KpaTKOU XapaKTEPUCTUKU
CUCTEMBI dbapmakoHaazopa
JepKaTeisl — PerucTpallioOHHOTO
YIIOCTOBEPEHUS JICKAPCTBEHHOTO
npermapara Uil MEIUIIUHCKOTO
MpUMEHEHHS <*>

HeoOxonumeie
YCIIOBUS

JIOKyMEHTHI 1
JTAHHbBIE

IIpouenypa

a) BBEJICHHE KpaTKOH
XapaKTePUCTUKU CUCTEMBI
¢dapmakoHam3opa JepKaTess
PETUCTPAIIIOHHOTO
YIIOCTOBEPEHUS JIEKaPCTBEHHOTO
rpenapara, U3MEHECHUH
YIIOJTHOMOYEHHOTO  JIULA  TI0
dbapMakoHaI30py (BKITFOUAS
KOHTaKTHYI0 UWHGOpMALUIO) U
(nnn) M3MEHEHHUE
MECTOPACIIOIOKEHHUS Macrep-
datina cuctemsl (papmakoHag30pa
(MDCD)

1,2

1Ay

JlokymMeHTauus
1. Kpatkass  XapakTepucCTHKa

PEruCcTPpaiuOHHOTO YAOCTOBECPCHUA

cucteMbl  (hapMakoHaa30pa

JIEKapCTBEHHOTO

OOHOBJICHHE 3HAYUMBIX 3JIEMEHTOB (COOTBETCTBEHHO):

JepIKaTeIs

npenapara  WIH

MOATBEPXKJICHUE TOTO, YTO 3asABUTEIh HMMEET B CBOEM paCHOPSHKEHUU
YIOJHOMOYEHHOE JIMI0, OTBETCTBEHHOE 3a (papMaKOHaJI30p, U YTBEPKACHUE,
MOJIMUCAHHOE 3asBUTENIEM, UTO 3asBUTENh o00JanaeT HeoOXOIUMBIMU
crioco0amu BBITIONTHEHUS 3a/1a4 U 00s13aHHOCTEM, nepeunciieHHbIX B [IpaBumax
HaJJIeXkaIle MpakTuKu papMaKkoHaI30pa;

KOHTakTHasi mHGopmalus 00 yHOJTHOMOYEHHOM JHIle TO (hapMakoHAA30PY,
rocyJapcTBa-4JieHa, B KOTOPOM PacloJiaraeTcs U BBIIIOIHSIET CBOU 3aJlayu 3TO
YIOJIHOMOYEHHOE JIUIIO;

Mectopacnoiioxenne MOCO.

2. Homep MOC® (nipu Hanmauun)

noapasznen B.1.9 npusHaTe yTpaTUBIINM CUITY;

moapaszaensl B.1.10 — B.1.13 u3moxuTh B cneayroomiei peaakiuu:

B.1.10. smenenne wuactotel u| HeoOxomumeie | Jlokymentst u | [Iporieaypa
(unn) JaThI oaun YCJIOBUS JAHHbIE
NEPUOJUYECKOT0 OOHOBIIIEMOIO
otdera o 6e3omacuoctu (IIOOB)



consultantplus://offline/ref=1A1712976E1CEAE30AFDA0E0C296636D669A27F1D04AE84D95F7F4CCE20BA78259711895D64C23D34B099CED8C874642DC777B9DD94246BFpDXFK

JICKaApCTBCHHOTI'O ITpCIiapara

1 1,2 |Any

YcnoBus

1. I3smenenne 4acToThl U (MJIM) JIAThl TOJAYU MEPHOAUYECKOTO OOHOBIISIEMOTO
oTdyeTa 1O OE30MaCHOCTH COTJIACOBAHO  YIMOJHOMOYEHHBIM  OpPraHoOM
roCy1apCcTBa-4JIeHa.

JlokymMeHTanus

1. Ccbuika Ha OTBET YNOJIHOMOYEHHOIO OpraHa, B (opMe MNpUIIOKEHUS K
COTNPOBOJIUTEILHOMY MTUCHEMY 3asIBJICHUS O BHECCHUH H3MCHECHUH.

2. [lepecmoTpenHnass dyactora U (WJOW) Jara MOJAa4Yd  MEPHOTUYECKOTO
OOHOBJIIEMOTO OTYETA IO OC30ITACHOCTH.

[Tpumeuanue |J/laHHOE W3MEHEHHWE TMPUMEHSACTCSA, B CiIydae €CIM dYacToTa
OOHOBJICHHMSI ~ TIEPUOJMYECKOIO0  OOHOBISEMOT0 OTYETa IO
0€30MMacHOCTH yKa3aHa B PETUCTPAIIMOHHOM JIOChE CITOCOOaMH,
OTJIMYHBIMU OT YKa3aHUSA CCBUIKM Ha IIEPEUYCHb OTYETHBIX JaT B
COOTBETCTBUU ¢ akTamMu opraHoB Coro3a B cdepe oOparieHus
JICKapCTBEHHBIX CPEJICTB, W TMPU HEOOXOIUMOCTH TIOJAYH
MEPUOINYECKOT0 OOHOBIIIEMOTO OTYETa MO0 O€30MaCHOCTH.

B.1.11. Beenenue unu nzmenenusi| Heooxonumsie | Jlokyments: u | [Iponenypa
00s13aTeNbCTB u YCIIOBUI YCJIOBUS JTAHHbIE
perucTpanuy, BKIOYas IUJIaH
YIPaBIICHUSI PUCKAMU

a) peanuzauusi  (HOPMYIHPOBKH,
COrJIaCOBaHHOM c 1 1,2 1Apy
YIIOJIHOMOYEHHBIM OPraHOM

0) peanuzanus W3MEHEHUH,
TPEOYIOIIHMX MpeACTaBICHUS
JiepKaTeleM PerucTpalioOHHOrO
YIOCTOBEPEHHUS HOBBIX — — ]
JOTIOTHUTEIBHBIX JAHHBIX,
HYKJAIOIUXCSI B JKCIIEPTU3E
YIOJTHOMOYEHHBIM OPraHoM <*>

YcnoBus

1. 3menenue peanusyeT IeWCTBUE, 3aTPeO0OBAaHHOE YITOJIHOMOYEHHBIM OPTaHOM,
U He TpeOyeT momayu JOMOJHHUTEIbHBIX CBEIACHUNW W (WUIU) JalbHEHIICH
DKCHEPTHU3BL.

JloxymeHnTanus

1. [IpunoxxeHHOE K COMPOBOJUTEILHOMY TIHUCBMY 3asBJICHHS O BHECCHUU
U3MEHEHUI: CChUIKA Ha COOTBETCTBYIOLEE pEIICHHE YHNOJIHOMOYEHHOTO
oprasa.




«

2. [lepecmoTpeHHast “H(pOpPMAaIUs O JIEKAapCTBEHHOM Ipernapare.

[Ipumedanue |ITO HM3MEHEHHE OXBATHIBAET TOJBKO CHUTYaI[Ml0, B KOTOpPOH
BBOJIMMOE M3MEHEHHME 3aTParuBaeT HCKIIOYUTENIBHO YCIOBHUS M
(unn) oOsA3aTeNnbCTBAa pErucTpaluy, BKIIIOYas IJIaH YNpPaBICHUS
pUCKaMU H YyCIOBHS W (WJIHM) 00s3aTeNbCTBA PETUCTpaIuii B
HCKJTIOUUTENIBHBIX CIIy4YasX U YCJIOBHOM PETHUCTPALIUH.

<*> BBenenune 1utama  ympaBieHUsS — pUCKaMH, 3aTpeOOBaHHOE
YIOJIHOMOYEHHBIM OPraHOM, BCEr/ia TPeOyeT IKCIEPTHUHI.

B.1.12. Bxirouenue win | Heooxomumeie | Jlokymentsl u | [Iponemypa

WCKIIIOYCHHE CHMBOJIa YEpHOTO yCJIOBUS JTaHHBIE

TPEyroJbHUKA TN

MOSICHUTEIbHBIX  YKa3aHUW B

OTHOIIICHUH JIEKapCTBEHHBIX

MPEINaparos, O JICKAIIAX

JIOTIOJIHUTENIbHOMY MOHHUTOPUHTY
B COOTBETCTBUU C
pEKOMEHIanue  DKCIIEPTHOTO

KOMUTCTA

1 1,2 1Ay

VcaoBug

1. JlekapcTBEeHHBIN mpenapar MOMAJIEKUT TONOJHUTEIBHOMY MOHUTOPUHTY B
COOTBETCTBUHU C PEKOMEH1aluel DKCIEPTHOTO KOMUTETA.

JlokyMeHTauus

1. Cchuika Ha PeKOMEHAANNIO DKCIEPTHOTO KOMUTETA B (OopMe MPUIOKEHUS K
COMPOBOJIUTEILHOMY TUCHMY 3asIBJICHUSI O BHECEHUU N3MEHEHUI.
2. [lepecmoTpeHHast HUH(pOpMaIUs O JIEKapCTBEHHOM Ipernapare.

[Ipumeuanne

JlanHO€ W3MEHEHUE OTHOCUTCS K CHUTyallUd, MpH KOTOPOM
BKJIFOUEHUE WJIM HUCKJIIOYEHHE CHMBOJA YEPHOI'O TPEYroJbHUKA
WIM TOSCHUTENBbHBIX YyKa3aHUH HE IPOU3BOJUTCA B paMKax
JIpyroi NpoueAyphl, CBA3aHHOW C perucTpauuend (Hampumep,
IpoLEayphl MOATBEPKACHUS pErucTpauuu (MepeperucTparnn)
WIM TIpOLEAypbl BHECEHUS W3MEHEHHH, 3aTparuBaroIIMX
MH(POPMALMIO O JIEKAPCTBEHHOM IIpenapare).

JTOTOJIHUTH TioApaszaenaom B.1.14. ciemyroiiero coaepxaHus:

B.1.14. YTouHenue ycnoBuil | HeoOxonumele | lokymenTsl 1 | [Tpouenypa

XpaHCHUA

paznene

XapaKTEPUCTUKH JIEKAPCTBEHHOTO
u  pasgene 3

npernapara

pu IMPUMCHCHUHU YCJIOBUA JaHHBIC
JICKAQpCTBCHHOI'0  Ipfrapara B

4.2 oomen

»;



UHCTPYKIMU 10 MEIUIMHCKOMY
IIPUMEHEHHIO (JtucTke-
BKIIQJbINIE) Ul OOECIeUCHHUs
IOPaBUIBHOIO  OOpamieHus ¢
JIeKapCTBEHHBIM IPENapaTom

- 1,2,3 IB

JlokymMeHTanus

1. IlompaBka K COOTBETCTBYIOIIEMY pa3jaeny (pas3fesiaM) PperucTpanioHHOrO
nocee. llompaBka [opkHA comep)KaTh  peE3yJIbTATBl  COOTBETCTBYIOIIMX
UCCIIEZIOBaHUI CTAaOMJIBHOCTU B pEaJIbHOM BpPEMEHM (OXBATHIBAIOLINX BECH
CPOK T'OJTHOCTH, €CJIM NPUMEHUMO), TIPOBEJCHHBIX B COOTBETCTBUU C AKTAMMU
opranoB Coro3a B chepe oOpallieHUs JTEKAPCTBEHHBIX CPEACTB MO KpailHel
ME€pe Ha OJHOM ONBITHO-IIPOMBIIIJIEHHON CEPUU JIEKAPCTBEHHOI'O IpeIapara,
YIIAKOBAaHHOT'O C IOMOUIBIO 3aPETUCTPUPOBAHHOIO YIIAKOBOYHOI'O MaTepuasia u
(MTM) COOTBETCTBEHHO IIOCJIE TIEPBOTO BCKPHITUS WJIHM pa3BeleHus. B
COOTBETCTBYIOLUIMX  CIIy4asX  HEOOXOAMMO  MNpEACTaBUTb  PE3YJIbTAThI
MHUKPOOHOJIOIMUECKUX UCIIBITAHUH.

. IlepecmoTpenHas nHpopMaIys o JIEKAPCTBEHHOM Ipenapare.

. Konuu yTBepxkaeHHbIX crnenu@uKanuii Ha KOHEIL CpoKa TOAHOCTU M, €CIU
NPUMEHHUMO, CTIeU(HUKALIUYU TTOCIE pa3BeAeHUs (BOCCTAHOBIICHUS) WIH TIOCTIE
IIEPBOTO BCKPBHITHSA (B BHUIE CCBUIKM Ha COOTBETCTBYIOIIMM JOKYMEHT B
IIOCJIEIOBATENIBHOCTA  J1I0ChE€ WJIM TNPWIOKEHUS K COINPOBOJUTEIBHOMY

UCHMY).

r) pazaen ' TaGiauibl U3JI0KUTh B CIEAYIOIIEH peaaKIuu:

«T. M®IT (M®BA)

['.1. Usmenenune Ha3Banus u| HeoOxomumbie | [Joxymentsl u | [Ipouemnypa
(nnn) aapeca JiepKaTeIs YCIOBUS JTaHHBIE
ceptudpukata MOBA
1 1 l1Agy

YenoBus
1. lepxxarens ceptuduxkara MOBA nomkeH ocTaBaThCs TEM ke IOPUAHMUECKUM

JIULIOM.
JlokymMeHTanus

1. OpuumanbHBI TOKYMEHT OT COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO OpraHa
(HampuMep, HAJIOTOBOTO OpraHa), B KOTOPOM YyKa3aHO HOBOE Ha3BaHUE WIIU

azpec.
['.2. Usmenenne Ha3Banus u| HeoOxomumsie | Jlokymentsi u | [Iponemypa
(vn) azpeca JepKaTes YCJIOBHS JTAaHHBIE

ceprudukara MOII

»;



1 1 |Any

VYcenosus
1. lepxarens ceptudukara MOPII momKkeH oCcTaBaThCS TEM Ke HOPHINYCCKUM
JIULIOM.

JloxymeHnTanus

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

I'.3. Usmenenne wmm Tpanchep | Heooxomumeie | Jlokymentsl u | [Iponemypa
ceptudpukata MOII ot Texyuiero YCIIOBUSA JTaHHbIE
JiepKaTelsi HOBOMY JIEpPXKATENI0
(IpyroMy HOpUINIECKOMY JIHITY)

- 1,23, |Any

JlokymMeHTauus

1. loxymenT, BKIOYas wWACHTHGUKAIMIO (Ha3BaHUE U aApec) TEKYIIEero
nepxarenst M®II (mpaBooTuyxkpaarens) ¥ uaeHTU(UKAIMIO (Ha3BaHHE U
azpec) Juia, TpUHUMaroniero TpaHcdep (mpaBompuoOpeTaress), a TakkKe
npeiaraeMyro JaTy CIeNKH, MOAMMCAHHONW 00eMU KOMITAaHUSIMHU.

2. Konust mocnemnedt crpaHuIpl 3akiarodeHHs (cepTtudukaTa, CBUACTEIHCTBA)
Coroza na MOII.

3. [lonTBepxaeHne perucTpalid HOBOTO JeprkaTens (BBIIMCKA M3 peecTpa
IOpUIMYECKUX JIUI[ U TIEPEBOJ €€ Ha PYCCKHUH S3BIK), MOJNHUCAHHOE 00CUMU
KOMITaHHSIMHU.

4. TlontBepxkaenue TpaHcdepa Beeir gokymeHtanmu MOII ¢ mepBoit
ceprudpukarun  MOPII  mpaBompuoOperarento, MOANUCAHHOE  OOEUMU
KOMITaHHSIMHU.

5. JloBepeHHOCTh, BKJIIOUasi KOHTAKTHBIC CBEICHUS JIHIA, OTBETCTBEHHOIO 3a
CBSI3U MEX]ly YIIOJIHOMOYEHHBIM OopraHoM u zepxarenem M®II, noanucannas
npaBonpuoOpeTaTeneM.

6. [I1chbM0-0053aTENHCTBO  BHITIOJIHEHUS BCEX OTKPBITHIX W OCTaBIIUXCSA
00s13aTeNnbCTB (TP HATTUYHH ), TIOJIITMCAHHOE MTPABONIPUOOpETATEIEM.

['4. Usmenenune Ha3Banus u| HeoOxomumbie | [Joxymentsl u | [Ipouemypa
() anpeca YUYpexXACHHH IO YCIOBUS JTaHHBIE
3a00py  (mpoBepke) KpPOBHU,
BKJIFOYAsT IEHTPHI JJIs 3aTrOTOBKHU
KpOBU (T71a3Mbl)

1,2 1,2,3 1A

VYenosus
1. Yupexnenue mo 3abopy (mpoBepke) KPOBH JOKHO OCTAaBAThCA TEM IKe




IOPUANYECKUM JIUIIOM.

2. I3mMeHeHHne [OMKHO OBITh AIMHHHCTPATUBHBIM (HallpuMep, CIHUSHUE,
NOTJIOLIEHHUE); U3MEHEHUE Ha3BaHMsI YUPEKIEHUS 10 3a00py (IpoBEpKe) KPOBU
(meHTpa 1T  3arOTOBKM  KpOBH  (TUTa3Mbl)), TIPH  COXPAaHEHHH  €T0
OpraHu3alMOHHO-TIPaBOBON (HOPMBI COOCTBEHHOCTH M MECTA HAXOXKICHUSI.

JlokymMeHTanus

1. IlonmucanHas AeKjiIapanus TOTO, YTO W3MEHCHHE HE BKIIIOYACT W3MCHCHHE
CUCTEMBI KauecTBa yUpeKIECHHU 110 3a00py (IPOBEPKE) KPOBHU.

2. [lognucanHas JAekiapams TOTO, YTO H3MEHEHMs TEpEeYHsl IICHTPOB s
3arOTOBKH KPOBH (ILJIa3Mbl) HE MPOUCXOIUT.

3. OOHOBIIEHHBIE COOTBETCTBYIOIIHE PA3CIIbl M TOTIOTHEHUS K Jochbe MDIT.

[''5.3amena wmm  ngob6ainenue | HeoOxonumsie | Jlokymentsi u | [Ipouenypa
IEHTpa [UIsl 3aroTOBKH KpPOBHU yCIIOBUS JTaHHbBIE
(T1a3Mbl) B paMKax Y4YpexKACHUS
no 3abopy (IpoBepKe) KpOBH,
BKJII0OUeHHOTO B MOII

- 1,2,3 IB
JoxymeHnTanus
1. DnuaemMuonoruyeckrue JaHHBIE O BUPYCHBIX MapKepax, 3aTParuBaoIiue eHTp
JUIs  3arOTOBKM  KpoBM  (IJIa3Mbl),  OXBaThlBalolmue 3 roja.

B oTHoOIeHUM BHOBBH OTKPBITOrO IEHTpa (ILEHTPOB) ISl 3arOTOBKH KPOBHU
(m1a3Mbl) WKW B CIydae OTCYTCTBUS JAHHBIX, MOJTBEPXKICHUE TOr0, UYTO
AMHUIEMHUOJIOTUYECKUE JaHHbIE OYAyT MPEACTABICHBI B OUYEPETHOM €KETOTHOM
OOHOBJICHHH.

2. YKazaHue, 4yTO IIEHTp JJIS 3aTOTOBKU KpOBHU (IJIa3Mbl) (PYHKIIMOHUPYET B TeX
K€ YCIOBUSIX, YTO WU JIpyTrMe€ LEHTPbI, MPUHAMIEKANIUE YUPEKICHUIO IO
3a00py (IpOBEpKE) KPOBH, COTJIACHO TMOJOKEHHUSM CTaHAApTHOTO JOTOBOpa
MEXIy yupekJeHueM 1o 3abopy (mpoBepke) KpoBH u aepxkareiaem MOII.

3. OOHOBIIEHHBIE COOTBETCTBYIOIINE Pa3/Iebl U TOMOTHEHUS K 1ocke MDII.

I'.6. Ucknrouenue win | Heooxomumelie | Jlokyments! u | [Ipouemypa
U3MEHEHHE craTyca YCIIOBUS JTAHHBIE
(pyHKIHOHUPYOIIHA W

HEe(DYHKITUOHUPYIOTIIHIN)

yUpexXIeHUN o 3a0opy

(mpoBepke) KpoBH, (ILIEHTPOB MJIS
3arOTOBKM  KPOBH  (TJIa3Mbl)),
UCIOJIb3YyEeMBIX AJi1 cOopa KpOoBU
(ma3mMbl) WM JJIs UCTBITAHUS
KpOBO- U IIJIa3MojJlad U MYJIOB
TJ1a3MBbl




Ycnosus

1. IlpuuuHBl WCKIIOYCHWS WJIM W3MEHEHUs CTaTyca HE JIOJDKHBI OBITh
o0yCJIOBIIEHBI TIPOOJIEMaMH, CBSI3aHHBIMH C COOJIOJIeHUEM TpeOoBaHUI
[TpaBui Mpou3BOACTBEHHON MPAKTUKU.

2. Yupexaenust mo 3abopy (mpoBepke) KpoBU (LIEHTPHI AJisi 3aTOTOBKH KPOBU
(1a3mMbl)) ODKHBI COOTBETCTBOBAaThH akTam opraHoB Coroza B cdepe
npoBefieHUsT  (papMalleBTUYECKUX  WHCHEKIMA W 3aKOHOJATEIhCTBY
rocy/iapcTBa-ujieHa B 4acTH, HE yperyjiupoBaHHON aktamu opranHoB Corosa,
IpY U3MEHEHHUH cTaTyca ¢ He)yHKIIMOHUPYIOMIHUX Ha (PYHKITHOHUPYIOIIIHE.

JlokymMeHTanus
1. OGHOBIEHHBIE COOTBETCTBYIOLIUE Pa3/Ieibl U JOMOJHEeHUS K Jocke MOII.

I'.8.3amena wnm  BrmodeHue | Heo6xonumeie | Jlokymentsl u | [Iponemypa
HOBOTO II€HTpa ISl 3aroTOBKHU YCJIOBUS JAHHBIE
KpoBu  (TIa3Mbl) B IEIAX
WCTIBITAHUSL JIOHAIIMM KPOBU U
MJ1a3Mbl U (WJIN) MYJI0B IIJIa3Mbl B
pamMKax ydpexaeHus 1o 3a0opy
(mpoBepke) KPOBH, BKIFOUEHHOTO
B MOII

- 1,2 1B

JoxymeHnTanus

1. YkazaHue, 4TO HCIBITAHHUS TPOBOMIITCS COTVIACHO TEM K€ YTBEPKISHHBIM
CTaHJIAPTHBIMU OTNIEPAIIMOHHBIMU TIPOIEAYPaMU U (WJIM) METOAaM UCIIBITAaHUH.

2. OOHOBJICHHBIC COOTBETCTBYIOIIHE PA3ICIIbl M TOTOJHEHUS K Jochbe MDIT.

['.10. 3amena wnu  Brimouenue | Heooxomumbie | JJoxymentst u | [Ipouenypa
HOBOTO YYpeXJEeHHUs 1o 3abopy yCIIOBUSA JaHHbIE
(mpoBepke) KpOBU WM LIEHTpa B
KOTOPOM XpaHHUTCs Mia3ma

- 1,2 IB

JoxymeHnTanus

1. Vka3aHue, 4TO MEHTP XPaHCHHsI IIa3Mbl (PYHKIIMOHUPYET B COOTBETCTBUU C
TEMH K€ CTaHJAPTHBIMH OINEPAIMOHHBIMU TMPOLEypPaMU, YTBEPKICHHBIMHA B
yUpexXJIeHUH 10 3a060py (IpoBepKe) KPOBH.

2. OOHOBJICHHBIC COOTBETCTBYIOIIIHME Pa3/Ie/Ibl U IONOJHEHUS K Joche MDIT.

['.11. Uckmrouenne yupexaenus| Heooxonumeie | Jlokymentsl u |[Iporenypa

o 3a60py (IpoBepKe) KPOBH WU YCJIOBUS JTAaHHBIE
IIEHTpa B KOTOPOM XPaHHUTCS
Tia3ma




VYcnosue

1. IlpyunHa WHCKIIOYEHUS HE JOJDKHA ObITh OO0ycCHOBJIEHA MpobieMaMu,
CBSI3aHHBIMU C coOmtofieHueM TpeboBanuit IlpaBun npous3BoACTBEHHOM
MIPaKTUKHU.

JlokymMeHTanus
1. O6HOBNIEHHBIE COOTBETCTBYIOIINE Pa3AeIbl U JOMOIHEHHS K Jocbe MOIIL.
[.12.3amena wmm BrmodeHue | Heooxonumeie | Jlokymentsl u | [Iponemypa
YUpEKIACHUS, MIPUHUMABIIIETO YCJIOBUS JAHHBIE
y4acTU€ B  TPAHCIIOPTUPOBKE
J1a3Mbl

— 1 IB
JoxymeHnTanus

1. OOGHOBNIEHHBIE COOTBETCTBYIOIIME pa3lieibl U JOMOJHEHUS K nocke MOII,
BKJIIOUasi BCE yUpekJeHus 1o 3abopy (mpoBepke) KpOBHU, UCIOIB3YIOIINAE 3TO
yupexKJIeHne, MPUHUMAIOIIEE y4yacThe B TPAHCIOPTHUPOBKE IIa3MbI, PE3lOMeE
JIEUCTBYIOIIEH CUCTEMBI, 00ECIIEUNBAIOIIEH TPAHCIIOPTUPOBKY B HAJISKAIIUX
YCIIOBUSX (Bpems, TEeMIepaTypa u COOTBETCTBHUE [TpaBunam
MPOU3BOJICTBEHHON TMPAaKTUKU) U TOATBEPXKICHHE TOTO, YTO YCJIOBHS
TPAHCIIOPTUPOBKHU BaJIUUPOBAHBI.

['.13. Uckmrouenue yupexzaeHus,| Heooxomumeie | Jlokymentst u |[Iponenypa
MIPUHUMABILIETO y4acTue B YCIOBHUS JTAHHbIE
TPAaHCIOPTUPOBKE TLIIA3MBbI

1 1 IA

Ycnosue
1. llpyunHa WCKIIOYEHUS HE [OJDKHA OBbITh OO0yCIOBJIEHAa MpoliIemMamu,
CBSA3aHHBIMU ¢ coOitofeHreM [IpaBui npon3BoICTBEHHOMN MPAKTUKY.

JlokyMeHTauus
1. OGHOBIEHHBIE COOTBETCTBYIOIIUE Pa3/ieibl U JOMOJHEeHUS K Jocke MOII.

I'.14. Bxmrouenue tect-cuctemsl,| HeoOxonumsie | Jlokymentsi u | [Ipouenypa
3apeructpupoBaHHoil B Coro3e B YCIOBUS JTaHHBIE
Ka4yeCTBE MEJIUIIUHCKOTO
M3ACNUsl, B MEJNSIX MCIBITAHUS
OTAENBHBIX JIOHAIMA KPOBU U
IJ1a3Mbl B KQUECTBE HOBOW TECT-
CHUCTEMBI

1 1,2 IA

VYcnoBug
1. HoBas Tect-cucteMa 3apeructpupoBana B Corw3e B KauyeCTBE MEIUIIMHCKOTO
A30EIUSL.




JlokymMeHTauus

1. IlepeueHb UCHBITATENBHBIX IUIOMAAO0K, B KOTOPBIX HCIOJB3YeTCS TEeCT-
cucrema.

2. OOHOBIIEHHBIE COOTBETCTBYIOIIME pa3ieibl M JOMOJNHEHUs K jaocke MOII,
BKJIIOYasi OOHOBJIGHHBIE CBEJCHUSI 00 MCTIBITAHUSX B COOTBETCTBUU C aKTaMU
opranoB Coro3a B cepe oOpalnieHus JeKapCTBEHHBIX CPEICTB.

I'.15. Bximrouenune tect-cuctemsl,| HeoOxonumsie | Jlokymentst u | [Iponenypa
He 3apeructpupoBaHHoii B Coroze YCIOBHUS JTAHHbBIE
B KauecTBe MEJULUHCKOTO
U3JeNusa, B LENAX MCHBITAaHUS
OTACIBHBIX JIOHAIMA KPOBH H
I1a3Mbl B KQYECTBE HOBOW TECT-
CHUCTEMBI

a) HOBas TECT-CUCTEMa paHee He
obima omobpena B MOII uvu s
OJIHOTO LIEHTpa MJisi 3aroTOBKU
KpoBM  (TIa3Mbl) B IENAX
UCIBITAHUSA JIOHAIUH KpPOBU U
TJ1a3MBbl

0) HOBasi  TecT-cucTemMa  Oblia
onobpena B MOII mia npyrux
IIEHTPOB JUIsI 3arOTOBKH KPOBH - 1,2 1A
(a3mbl) B LENAX MCHBITAHUS
JIOHAIIMIA KPOBH U TUIA3MbI

JoxymeHnTanus

1. [lepevyeHb UCTIBITATENBHBIX IIEHTPOB, B KOTOPHIX MCIOJIB3YETCSl TECT-CUCTEMA,
U TIepeUYeHb UCTIBITATEIHHBIX IIEHTPOB, B KOTOPBIX OHA OYJIET UCTOIb30BATHCH.

2. OOHOBIIEHHBIE COOTBETCTBYIOIIME pa3Aeiibl U JOMOJHEHUS K gocbe MODII,
BKJIFOYasi OOHOBJICHHBIE CBEJIEHUS 00 MCTBITAHUSIX B COOTBETCTBUM C aKTaMH
opranoB Coro3a B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB.

['.17. Beenenue nnu pacmmpenue | Heooxonumeie | Tpebyemas Bun
POLETYPHI KapaHTUHHOTO yCIIOBUSA JOKYMEHTaIUs | TPOIEAYPhI
XpaHCHHUS

1 1 1A
Ycnosue

1. Ilpoueaypa KapaHTMHHOTO XpaHEHMs sBJsETCS Oojee cTporoi (Hampumep,
BBIINYCK JIMIIb MOCJIE€ OBTOPHON MPOBEPKU JOHOPOB).

JlokymMeHTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIIME pa3felibl U JOMONHEHUs: K jgocke MOII,
BKJIFOYAsi OCHOBAHUSI BBEACHUS WIM PACLIMPEHUS MPOLEAYPhl KapaHTUHHOTO
XpaHEeHUs, IJIOMIAIKH, B KOTOPHIX OCYIIECTBIISIETCS KApAaHTUHHOE XpaHEHUE, U




HU3MCHCHHUA IPOUCAYPEL, ACPEBO pemeHm”I, BKJIFOYas HOBBIC YCJIOBUA.

['.19. 3amena wiu nob6asnenue| Heobxonumsie | Jlokymentst u | [Ipouenypa
KOHTEHHEPOB VTS KPOBU YCIIOBUS TTaHHBIC
(HampuMep, MEIIKOB, (hJIaKOHOB)

a) HOBBIC KOHTEHHEPHI ISl KPOBH
3apeructpupoBadbl B Coro3e B 1,2 1 1A
KauyeCTBE MEAUIIMHCKUX H3CITUN

0) HOBbIE KOHTEMHEPHI ISl KPOBU
He 3aperucTpupoBansl B Corose B - - ]
Ka4ecTBE MEAMLIMHCKUX U3/1ETHH

Ycnosus
1. Konreitnep 3apeructpupoBa B Coro3e B Ka4eCTBE MEAULIMHCKOTO U3/1ETHSL.
2. Kputepun kauecTBa KpOBH, 3aKIIOUEHHON B KOHTEHHED, HE H3MEHSIOTCSI.

JlokymMeHTauus

1. OGHOBJICHHBIE COOTBETCTBYIOIIHME pa3Aeiibl M JIOMONHEHUS K jgocke MODII,
BKJIFOYAasi HAaWUMEHOBaHWE KOHTEWHEpa, MPOU3BOAUTENSI, CHEU(UKALINIO
pacTBOpa aHTHUKOAryJsiHTa, NOATBepXkJeHue peructpauuu B Coro3e uWiu
rocyJapcTBe-4JICHE W Ha3BaHHE YUPEKJICHHS 10 3a00py (MpOBEpKe) KPOBH, B
KOTOPOM HCIIOJIb3YETCA KOHTEUHED.

['.20. U3meneHune xpanenusi| Heo6xonumsie | Jlokymentst u | [Iponenypa
(TpaHCTIOPTUPOBKHM) YCJIOBHSA JAHHBIE

a) yCIOBUM XpaHeHUs U (WJIM) 1 1 IA
TPaHCIIOPTUPOBKH

0) MaKCUMaJIbHOTO CpoKa 1,2 1 IA

XpaHCHHUA I1JIa3MbI

YcnoBust

1. I3MeHeHre JOJIKHO YXKECTOYaTh YCIOBUSL U COOTBETCTBOBATH TPEOOBAHUSIM
®dapmakorien Coro3a, a IpH OTCYTCTBUU B Hel — TpeOOBaHMSIM (apmakonei
FOCYyIapCTB-WIEHOB, TMPEABbABISIEMbIM K IUIa3ME€ KpPOBHU 4YEJIOBEKA ISt
bpaKImOHUPOBAHUSI.

2. MakcuMaabHBIN CPOK XpaHEHHsI KOPOUe TPEABIIYIIETO.

JloxymeHnTanus

1. OGHOBJIEHHBIE COOTBETCTBYIOIIHUE pa3feibl U JOMONMHEHUs K jgocke MODII,
BKJIFOYAsT TTOJAPOOHOE OMHMCAaHUE HOBBIX YCIOBHUH, MOATBEPKICHUE BaIUAAIIUU
YCIIOBUW XpaHEHUs (TPAHCIOPTUPOBKH) W HA3BaHHUE YUPEKIEHUS O 3a00py
(mpoBepke) KpOBH, B KOTOPBIX TPOUCXOIUT U3MEHEHHUE (ECIIM TPUMEHUMO).




