I[TPUJTOKEHUE

K Pexomennarmmu Komterum

EBpa3zuickoi 53KOHOMHUYECKOW KOMUCCUU
ot 25 nrons 2024 1. Ne 13

PYKOBOJACTBO
10 3aII0JIHEHUIO CepTH(HUKATA COOTBETCTBUSA NMPOU3BOACTBA
TpedoBanusam IlpaBui HaaIeskaned NPoON3BOJACTBEHHON NPAKTHKHA
EBpa3uiickoro YdKOHOMHU4€CKOIro cox3a

|. Onpenenenus

Jlna uenen Hacrosimero PykoBoACTBa UCTIOIB3YIOTCS TMTOHATHS, KOTOPBIE
O3HAYaroT CIEAYIOLIEE:

«OuoNoruYecKasl JIeKapCTBEHHAs TMPOAYKIUS» —  JIEKAPCTBEHHBIC
npenaparsl, ACHCTBYIONIEE BEIIECTBO KOTOPBIX MPOU3BEICHO WM BbIJICIICHO
13 OHOJIOTMYECKOTO0 WCTOYHUKA W JJIs ONpEJeeHUs CBOMCTB W KauecTBa
KOTOPBIX HEOOXOAUMO MPUMEHEHHE KOMOWHAITMN OMOJOTHYECKUX U (PHU3UKO-
XMMHUYECKUX METOJIOB;

«OMOTEXHOJIOTHYECKUN JIEKApCTBEHHBIN Tpenapary» — JIEKapCTBEHHBIN
npemnapar, npou3Be/ICHHBIM TTPU MOMOITYM OUOTEXHOJIOTUUYECKUX MPOIECCOB U
MPUMEHEHUS METOJOB C UCIIOJIb30BAHUEM TEXHOJIOTUM PEKOMOMHAHTHOMN
JIHK, koHTpommpyemMoil 5SKCIPECCHU TEHOB, KOJIUPYIONIUX BBIPAOOTKY
OMOJIOTUYECKU AKTUBHBIX O€JKOB, THOPUTOMHBIX TEXHOJIOTUH,
MOHOKJIOHAJIBHBIX aHTUTEN WU APYTUX OMOTEXHOJIOTHUECKUX MPOIIECCOB,;

«BTOpPUYHAS YIAKOBKAa» — IMPOU3BOJICTBEHHBIE OINEpallid IO YIaKOBKE

HaxogAmerocsa B HepBHqHOﬁ YIAKOBKE JICKAPCTBCHHOI'O CpPCACTBA BO
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BTOPUYHYIO (ITOTPEOUTEIHCKYIO) YIAKOBKY. JTO TaKXKE BKIIIOYAET OINEpaIuu
110 MapKUPOBKE WK COOPKY MHBIX KOMIIOHEHTOB (KOMILICKT);

«BBIITYCKAIOIUNA KOHTPOJIb (CcepTU(dUKAIMS CEpUHU)» — BBINYCK CEpUU
rOTOBOIO  JIEKAPCTBEHHOrO Ipemnapara yHOJHOMOYEHHBIM JIMLIIOM Ha
JULEH3UPOBAHHOW MPOU3BOJCTBEHHON IUIOLIAJKE IE€pel BBIIYCKOM €€ B
000pOT HAa BHYTPEHHUI PBIHOK UJIM HA SKCIIOPT;

«KOHTPOJIb KauecTBa» — BUJI JAOOPATOPHOIO KOHTPOJS, HAa KOTOPBIN
MPOUHCIIEKTUPOBAHA MPOU3BOICTBEHHAS ILIOIIAKA;

«HepacdacoBaHHas MPOIYKLUs» — JII00as MPOAYKLMs, MPOIIEaIIast BCe
CTaJIMM TEXHOJIOTMYECKOTO Mpoliecca MPOU3BOJCTBA JEKAPCTBEHHOU (HOPMBI,
32 UCKJIIOUYEHHUEM MEPBUYHON U BTOPUUHOM (IMOTPEOUTENHCKOM) YITAKOBKH WM
BTOPUYHOU (MOTPEOUTETHCKON) YITAaKOBKNY;

«TEpBUYHAS YIIAKOBKA» — IPOU3BOJICTBEHHBIE OIlEpallMy 1O IIEPBUYHON
yIaKkOBKE TOTOBOM JekapcTBeHHOUW (opmbl. [lepBuuHas ymakoBKa HMEET
HEIMOCPEICTBEHHBIM KOHTAKT C MPOAYKTOM, TO €CTb C JIEKapCTBEHHBIM
npenaparoM. Ui CTEpUIIBHOM JIEKAPCTBEHHOM NPOAYKLMH IE€PBUYHAs
yIaKoOBKa SIBJSIETCS YAacThblO NPOU3BOACTBA JIEKAPCTBEHHON (QOpMBI U
OTJIEJIHO HE pacCMaTpUBAETCS;

«IPOU3BOJICTBEHHBIE OIEpaliu» — OJIHA WU BCE IPOU3BOICTBEHHBIC
CTaJM NP MPOU3BOJCTBE TOTOBOM JIEKAPCTBEHHOU (popMe (JIE€KapCTBEHHOTO
cpencrBa) (IPOM3BOACTBO TOTOBBIX JIEKAPCTBEHHBIX (HOpPM, YIAaKOBKa
NepBUYHAsA, YMAKOBKAa BTOpPUYHAs (MOTpeOUTENbCKasi), KOHTPOJIb KadecTBa,
BBITTYCKAIOIINN KOHTPOJIb (CepTUUKALNS CEpUn ), TTpoUee);

«MPOMEKYTOUHAsI MPOAYKLHS» — YaCTUYHO 0OpaboTaHHOE HCXOIHOE
ChIpbE, KOTOpPOE JOJDKHO MPONTH MOCIEAyIoIUe CTaJAuu MPOU3BOJCTBA,
pexae 4YeM OHO CTaHeT HepachacoBaHHOW Tpoaykiuend. B oTHomeHuun
dbapmaneBTHUEeCKUX CyOCTaHIIMI — Marepuai, KOTOPbIM MOIy4yaloT B XOJI€

CTaJAWi TEXHOJOTUYECKOTO TMpoIllecca MPOU3BOJACTBA (PapMarieBTUYECKUX
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cyOCTaHIIMA U  KOTOpPBIA TMpETEepreBacT JaJdbHEUIIINE MOJICKYJISIPHBIC
MPEBpAIICHUST WM IIOJBEPracTcsi OYUCTKE, MPEXKIE YEM OH CTaHET
dbapmarnieBTHUECKOM cyOcTanmuei. [IpoMexxyTouHast MpoyKIKs B OTHOIICHUH
(dhapManeBTUUECKON CyOCTaHIIMM B XOJE€ TEXHOJIOTHYECKOTO IMPOIecca MOXKET
MOJIBEPTATHCS WM HE MOJIBEPraThCs BBIJICICHUIO;

«ceptudUKaT COOTBETCTBHS MPOU3BOJCTBA TpeOoBaHusM [IpaBun
HAJIEKAIIEH MPOU3BOJICTBEHHON MPAaKTUKKA EBPa3uMHCKOro 3KOHOMHYECKOIO
COI03a» — JIOKYMEHT, BBIJAHHBIA YIIOJJHOMOYEHHBIM OPraHOM TOCYyJapCTBa —
yjeHa EBpa3uicKOro 3KOHOMHYECKOIO COK03a HAa OCHOBAaHUHU PE3yJIbTaTOB
(dbapMalleBTUUECKUX HMHCHEKIIUN TMPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB Ha
cooTBeTCTBUE TpeOoBanusiM IIpaBun Hajexamieil MpoU3BOJACTBEHHOMN
MPAKTUKNA EBPa3zuicKOro 3KOHOMUYECKOTO COH03a;

«TUN TPOAYKIHMH» — BHUJ AaKTUBHOMW (apMarieBTHUECKON CyOCTaHIUU
WA, COJCpKAIIEro €€ JICKAPCTBEHHOrO Mperapara, ONpeaesisieMblil
WCKJIIOUUTEIbHO  MCTOYHMKAMHU  TOJYYEHHSI  OCHOBHOW  CTPYKTYPHOMU
COCTABJISIIOLIEH MOJIEKYJbl aKTHMBHOM  (papMalleBTUYECKONW CyOCcTaHUIUU
(chippeM) W MeETOJaMU €€ MPOU3BOJCTBA. TUN TPOAYKIMUU aAKTUBHOU
(dhapManeBTUUECKON CyOCTaHIIMU HE 3aBUCUT (HE MEHSICTCS B 3aBUCUMOCTH) OT
CTauy MPOU3BOJCTBA AKTHBHOW (papMalleBTHUCCKOM CyOCTaHIIUH, KOTOPYIO
OCYIIECTBIISIET TJIOMIAJIKA;

«XpaHEHHUE» — TMPOU3BOJICTBCHHBIE  OINEpAMM WJIM  yIAaKOBKa
JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIEMbIE Ha JIOOOW MPOU3BOJICTBEHHOM
IJIONIA/IKe, MPOIIEANICH OIEHKY Ha COOTBETCTBHE TpeboBaHusMm IlpaBui
HAJICKAIIEH MPOU3BOJICTBEHHOM MPAKTUKA EBPa3zuiCcKOro 3KOHOMHYECKOIO
Coro3a B OTHOIIIEHUH OPTraHU3AIMU U BBITTOJIHEHUS MPOLIECCa XPaHCHMUS.

[TonsiTUe «iekapCTBEHHBIN IpenapaT Ha OCHOBE COMAaTUYECKUX KIIETOK»
MPUMEHSAETCSd B 3HAYEHWUM, oOIlpeacieHHoM B I[IpaBuiax perucrtpauviu u

OKCIICPTHU3bl JICKAPCTBCHHLIX CPCACTB I MCIUIHUHCKOI'O IIPUMCHCHMA,
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yTBepxkAeHHbIX Pemennem CoBera EBpa3nilckol 3KOHOMHUYECKOM KOMUCCHHU

ot 3 Hos10ps 2016 1. Ne 78.

I1. Ykazanus no 3anoiHeHuto Oyanka cepTudukara

1. Ceptuduxar cooTBeTcTBUS TPOU3BOACTBA TpeboBaHusiM [IpaBui
HAJJIEXKAILEH HTPOU3BOJICTBEHHOM MPAKTUKUA EBPa3suucKOro 3KOHOMHYECKOIO
coro3a (masee — cepTu(UKar) 3aMONHIETCS HA PYCCKOM S3BIKE C
MCIIOJIb30BAHUEM 3JICKTPOHHBIX TM€UATAIONIUX YCTPOUCTB U B Clydyae HAJIUYUS
COOTBETCTBYIOIIETO TpeOOBaHUA B 3aKOHOJATEIHCTBE TOCYJIAPCTB — YJICHOB
EBpa3uiickoro  3KOHOMHYECKOTO  COr03a  (Jajiee  COOTBETCTBEHHO  —
rocyaapcrBa-uiieHbl, Cor03) — Ha TOCYAapCTBEHHOM SI3bIKE TOCyAapCTBa-
4jieHa, B KOTOPOM HaXOJIUTCS YIOJHOMOYEHHBIA OpraH, BBIJIABIIUN
ceprudukar. B ciydyae cocTtaBieHusi CEpTUPUKATOB HA PYCCKOM S3BIKE HU
rOCyJapCTBEHHOM $I3bIKE OJIHOTO M3 TOCYJapCTB-WJICHOB TaKHUE CEPTUDUKATHI
3aMOJHSIOTCS HAa JBYCTOPOHHUX OJaHKaX, KaxJas CTOpPOHa KOTOPBIX
COOTBETCTBYET OJHOMY U3 SI3bIKOB.

2. Ceprudukar OTHOCUTCS K JIOKYMEHTaM CTPOrOd OTYETHOCTH, OJaHK
JIOJDKEH OBITh M3TOTOBJIEH TUIOTPAPCKUM CIIOCOOOM, UMETh CTETICHU 3alUThI
B COOTBETCTBHM C 3aKOHOJIaTE€JIbCTBOM COOTBETCTBYIOIIETO TOCYIapCTBa-
YJieHa.

3. B mnone «YdeTHblii HOMep OjaHKa» yKa3bIlBaeTcsi HOMeEp OjaHka
CTPOTrOi OTYETHOCTH B CUCTEME yueTa rocyJapcTBa-wieHa.

4. B mnone «YyerHwlii HOMEp cepTU(dUKATa» YKa3bIBa€TCd HOMEP
ceprudukara, cHoOpMUPOBAHHBIN B CICAYIOMIEM MOPSIKE:

Ne GMP/EAEU/ZZ/000XX-20XX rxe:

nosuriust  «GMP» — npunHamiexHocth ceptudukara Kk - chepe
HaJIexkanen npousBojictBeHHON npaktuku (GMP). Tlocne nanHo# no3uiuu

CTAaBUTCA 3HAK «KOCag UCpTa» — «/ »,



5

nosurusas  «EAEU» —  Tepputopust pacnmpocTpaHEHUsI JICHCTBUS
ceprudukara — EBpasuiickuii sxonHomuueckuit coro3 (EADC). [locne nannou
MO3UIIUK CTABUTCS 3HAK «KOCasi 4yepTay — «/»;

nosunust  «ZZ» —  JIBYXOYKBEHHBIH  KOJ|  TOCYJapCTBa-dJIeHA
(B COOTBETCTBUMU ¢ MEXayHapoaHbiM ctaHmapToMm ISO 3166-1-2013 «Komsr
IJIs TIPEACTABIICHUSI HA3BAHUW CTpaH U ux noapasaencHuil. Yacte 1. Kogpr
ctpan»: Pecnybmuka Apmenus — AM; Pecnybnuka bemapycs — BY;
Pecniyonuka Kazaxcran — KZ; Kuprusckas Pecnybnuka — KG; Poccuiickast
denepanusa — RU):

no3uiusa  «000XX» — enuHbld NATU3HAYHBIA TOPSIKOBBIM HOMEpP
cepTuduKara, TPUCBOCHHBIN YIIOJTHOMOYEHHBIM OPraHOM TOCYJapCTBA-UJICHA,
IPOBOJMUBIIMM  (hapMalEBTUUECKYI0 HMHCHEKIHIO (M3 0a3pl JaHHBIX O
(hapMaIieBTHYECKUX MHCIICKIIHSX);

no3unus «20XX» — rog BegauM cepTUdUKATA.

5. B mone «Cpok AEUCTBUS C MO _ » YKa3bIBAECTCA JlaTa MOCJIEIHETO
JTHA TIOCJICAHEr0 HWHCIEKTUPOBAHUS IUIKOC CPOK, YCTAHOBJICHHBIM I10
pe3yibTaraM aHajdu3a PUCKOB, HO He OoJjiee yeM 3 roja (Hampumep, CpPoK
nevictBus ceprudukara ¢ 01 uromnst 2022 1. mo 30 urons 2025 r.)

6. B mosie «momHOE M COKpallleHHOE€ HAMMEHOBAHUE YIOJTHOMOYEHHOTO
OpraHa» yKa3blBaeTCsA TIOJIHOC HAMMEHOBAaHHUE YIOJHOMOYEHHOTO OpraHa
rocyJIapCcTBa-ujieHa, BhIIABIIET0 CepTU(GHUKAT HA PYCCKOM SI3bIKE.

7. B mone «mojHOe HaMMEHOBAHUE MPOU3BOJAUTENSY YKa3bIBACTCS IS
MPOU3BOJCTBEHHBIX  IUIOMIAJIOK,  PACIOJIOKEHHBIX  HAa  TaMOXXEHHOU
tepputopun  Coro3a, TMOJHOE HAUMEHOBAHWE MPOU3BOJUTEINS, a s
MIPOM3BOJICTBEHHBIX IUIONIAJIOK, PACIOJOKEHHBIX Ha TEPPUTOPUSIX TPETHUX
CTpaH — YKa3blBAIOT HAWUMEHOBAHHWE TIPOU3BOJMUTENSI M HAUMEHOBAHHE

HpOI/I3BOI[CTBeHHOﬁ IIomaaKu  IMPUBCACHHBLIC B Cro y4pCIAUTCIIbHBIX
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JOKYMEHTaX (MX HOTApUAJIbHO 3aBEPEHHBIX MEPEBOJAAX HA aHTJIMIUCKUM SI3bIK),
C UCIOJIb30BaHNEM OYKB JJATHHCKOTO ajipaBUTa U TUAKPUTUUECKUX CHMBOJIOB.

8. B mosne «aapec npon3BOACTBEHHOM IIIOMIAAKNAY YKA3bIBACTCS TOTHBIM
agpec MeCTa OCYILIECTBICHHUS  IMPOU3BOJCTBEHHOMW  JIESITEILHOCTH B
COOTBETCTBHUM C aJpECcOM, VYKa3aHHbIM B CICHUAIBHOM pPa3pelICHUN
(JiulleH3uM) HA  OCYUIIECTBICGHHE  JEATEIbHOCTH 1O  MNPOU3BOACTBY
JIEKapCTBEHHBIX CPEJICTB.

I[Ipy  HEoOXOAUMOCTH  HAMMEHOBAaHWE  IPOM3BOJMTEINS,  aApPeEC
MPOM3BOJICTBEHHON  IUIOMIAAKM W  HAWMMEHOBAHHUE  IPOM3BOJCTBEHHOU
IUTOIIAIKK  yKa3bIBalOTCsA  (AyONHMpYyrOTCSA) C  MCIOJIb30BaHHEM  OYKB
JaTUHCKOro andaBuTa.

9. B mogpasnmene ceprudukara «Ha OCHOBaHMH (yKa3aTh OJHO U3
CIIEAYIOIIETr0)» CclieayeT BBIOpaTh OAWH W3 BapHMAHTOB M yKa3aTb B HEM
UCXOAAIIUIA HOMEp 3asBJICHUSA JHOO HOMEP M JaTy YTBEPXKICHUS IUIaHa
(dbapMalleBTUUECKUX  WHCHEKIUI (dhapMaIeBTUUECKOTO WHCIIEKTOpaTa
MPOBOJMUBILIETO HMHCIEKIMIO JIMOO HUCXOASAIIMA HOMEp M JaTy IMojayud B
YIIOJJHOMOYEHHBIM OpraH 3asiBJI€HUS] Ha PErUCTPAlMI0 JIEKapCTBEHHBIX
npenapaToB B ClAy4ae €CJIM HWHCIEKIUS WHUIMUPYETCS YHNOJTHOMOYEHHBIM
OpraHoM B  paMKaX DJKCIEPTU3bl  PETUCTPAIMOHHOTO  JOChE  MpH
PErUCTPAIMOHHBIX Tpoleaypax JHOO WHBIE OCHOBaHUS (HAMpUMEp, IO
TpEOOBAHUIO  YIOJHOMOYEHHOrO opraHa (DKCIEpTHOr0O KOMHUTETa IO
JIEKApCTBEHHBIM CPEJICTBAM, JaTa W HOMEp TpeOOBaHMSs, JaTa U HOMEpP
3asIBJICHHUS]).

10. B mone «Ha ocHOBaHWM CBENEHM, MOTYyYCHHBIX TPH MPOBEICHUU

HHCIICKTUPOBAHUA, ITOCIICAHEC U3 KOTOPHBIX OBLI10 MMpOBCACHO »

YKa3bIBAE€TCSl JaTa WM MEPHUOJ MNPOBEACHUS HHCIEKUUHN «C o
» (mampumep, ¢ 10.12.2022 no 12.12.2022, wiu yepe3 3amsTylo,

€CJIM HECKOJIBKO JaT).
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11. B none «AyTEeHTHYHOCTH (MOJJIMHHOCTH) HACTOSIIET0 cepTU(dUKATa
MOXHO TIpOBepUTh B 0a3e JaHHBIX (HAMMEHOBAHUE YMOJHOMOYEHHOIO
opraHa)» yKa3bIBalOTCSI IOJHOE HAMMEHOBAaHUE YMOJHOMOYEHHOTO OpraHa
rocyJapcTBa-ujieHa M NyThb K 0Oa3e JaHHBIX (Hampumep, B 0a3e JaHHBIX
MunuctepcTBa 31paBooxpanenust Pecnyonuku benapych, pacnonoXeHHOH 1Mo
ajpecy: http://minzdrav.gov.by/dlya-spetsialistov/lekarstvennaya-politika/
index.php», mas 0a3el JaHHBIX O (DapMAICBTUYCCKUX HHCICKIHIX CIECIyeT
yKkazaTh myTh B opmare: «Cait Komuccuu — JlenmapraMeHT TEXHHYECKOTO
perynupoBaHusi W akkpeautanuu — @DopMupoBaHue OOIUX PBHIHKOB
JIEKAPCTBEHHBIX CPEJCTB W MEAMUIIMHCKUX u3Aenauii — JlekapcTBEHHbIE
cpencrBa — Enunble peecTpsl U MHGOpPMAMOHHBIE 0a3bl JaHHBIX — 0aza
JaHHBIX O (papmarieBTHYECKUX HHCHEKIusaX. Jlo BBeaeHUs 0a3pl JAHHBIX O

dbapmaneBTUUeCKUX HMHCTIEKIMIX YKa3bIBAETCS HAIIMOHATIBLHBIN peecTp.

1. Yka3zanus 1o 3anoJIHeHUI0 JOIOJIHUTEIBHOTO
aucTa cepTudukara

B nononHuTenbHBIM JUCT cepTUdUKATAa BKIIOYAKOTCS TOJIBKO TeE
MO3UIMH (pa3zielibl, UMEIOIKE OJIHO-, IBYX- U TPEXYPOBHEBYIO HyMEpallUi0) U
MOANO3UIMK  (TTOJpa3Aeibl, HMEIOIINE YETHIPEXYPOBHEBYIO HYMEPAIIHUIO)
MIPOM3BOJICTBEHHOMN JEATEIBHOCTH, B OTHOUICHUH KOTOPBIX OCYIIECTBIISETCS
OIIEHKA JIeSITEILHOCTH TIJIOMIAJIKU 1 MPOBEJAECHO HHCIIEKTUPOBAHUE,

B nosie, mpuBeieHHOM HUXE, YKa3bIBAECTCS BUJ TPOUHCIIEKTUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB:

[1 JIekapcTBEHHBIEC CPEACTBA TSI MEAMITUHCKOTO IIPUMCHECHUS

[1 JlekapcTBeHHBIC Mpemaparbl I KIMHUYCCKHX  HMCCICIOBAaHUN

(ucnpITaHUM ).
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Pazpen 1. IIPOU3BOACTBEHHBIE OIIEPALINN —
JIEKAPCTBEHHAA ITPOJAY KA

ITonpaznen 1.1. CrepunbHast TpoAYKLIMS

B noapaznene 1.1.1 yka3piBaeTcs BHJ CTEPUIBHON JIEKApPCTBEHHOM
IPOJIYKIIMKM, B OTHOLIEHWHW KOTOPOM MPOBENCHO HMHCIEKTUPOBAHUE, IMyTEM

BbIOOpA COOTBETCTBYIOLIETO MOAPA3EIA:
1.1.1.1. XKunkue nekapcTBEHHbIE POPMBI OOIBIIOTO 00bEMA,;
1.1.1.2. ’Kunkue nekapcTBeHHBIE (OPMBI MAJIOT0 00BbEMa,
1.1.1.3. JInodunuzarsr;
1.1.1.4. Teepapie nekapcTBEHHbIE (HOPMBI U UMILIAHTATHI,
1.1.1.5. Msrkue nekapcTBEHHbIE ()OPMBI;

1.1.1.6. Ilpoyas nmpoaykuusi, NPOU3BOAUMAS B ACENTUYECKUX YCIOBUAX

(Ykazats).

B moppaznene 1.1.1.6 yka3piBalOTCS B TOM 4YHCIE CIydau, Korja
OCYIIIECTBJISIETCS] TIPOU3BOJICTBO CTEPWIIBHBIX MPOMEKYTOUYHBIX MPOAYKTOB B
ACENTUYECKUX YCIOBUSIX.

B nonpazaene 1.1.2 ykaspiBaeTcs CTepUJIbHAs JIEKapCTBEHHAs
MPOAYKITUS, B OTHOIIIEHUM KOTOPOM MPOBEAECHO MHCIIEKTUPOBAHKE.

B caydae ecnu ¢uHMIIHAS cTepHIM3alMs MPOAYKIMH OCYIIECTBIISCTCS
HE Ha HWHCHEKTUPYEMOW NPOM3BOJACTBEHHOM TIUIONMIAAKE, a IepelaeTcs IO
KOHTPAKTy Ha JpYryl0 TPOU3BOJICTBEHHYIO IUIONIAAKY, KOMMEHTapUi
«(puHUIIIHAS CTEpUIU3AIUS FaMMa-U3JIydeHUEeM MEePeaacTCs M0 KOHTPAKTY Ha
JIPYTyI0 TPOU3BOJCTBEHHYIO IUIOMIAAKY» CIEAyeT M00aBUTh B OTHOIICHUU
roroBoi GopMbl B mojie «OTrpaHHYCHHUS WM IIOSCHHUTCIBHBIC 3aMETKH,
Kacaromyecss o0yiacTu  mpuUMeHeHus cepTtudukaray (maiee —  mose

«Orpanunuenus») (mocie paszaena 4).



9

B nompazgene 1.1.2 yka3plBaeTCsi TakkKe BHJ JIEKAPCTBEHHOM
OPOIYKIIMK, TMOJABEpracMol (UHMUIIHONW CTEPUIM3alUM, B OTHOIICHHUU
KOTOpOW TPOBEACHO WHCIEKTUPOBAHUE, MYTEM BBIOOpPA COOTBETCTBYIOIIETO
nojpasjena:

1.1.2.1. )Xunakue nexapcTBeHHBIE (HOPMBI OOJIBIIIOTO 00bEMa,

1.1.2.2. )Kunkue nexapcTBeHHBIC (DOPMBI MAJIOTO 00bEMa,

1.1.2.3. TBeppie JeKapCcTBEHHBIC (DOPMBI U UMILTAHTATHI,

1.1.2.4. Msrkue nexkapcTBEHHbBIC (POPMBI;

1.1.2.5. Tlpoyass mpoaykiusi, mojasepraecmasi (UHUIITHON CTEepUIH3AIUU

(ykazath) (1pu HEOOXOAUMOCTU MPUBOAUTCS MPUMEYaHUE

O HAJIWYUMU OTACIBHOM  IUIOMIAJIKH, OCYIIECTBISIONIEH  (PUHHUIIHYIO
CTePHIIN3ALINIO).

B none «OrpanuyeHus» Mg JAHHBIX BUJOB MPOAYKIMU MPUBOIATCS
MOSICHEHUS O HAJIMYUU OTIETBHOMN TUIOMIAJKH, OCYIIECTBISAIOMECH (QUHHUIITHYIO
CTEPUIIU3ALIUIO.

Hanpumep, npu 3anosiHEeHUM JaUCTa cepTuduKara JJs TUIOIMIAJIKH,
KOTOpasi MPOU3BOAUT HECTEPUIIBHYIO MNPOAYKIMIO, IIepelaeT ee s
CTCpWIIM3alMM HA JPYTYK IUIOMIAJKY W B TOCIEAYIOIIEM IPOU3BOIUT
BBIITYCKAOIIAN KOHTPOJIb KA4E€CTBA CTEPUIIBHOM NPOAYKLHH, 3aNOTHCHHBIN

JUCT cepTU(UKATa BRITISAUT CIECIYIOIUM 00pa3oMm:

1. TIPOM3BOJCTBEHHBIE OITEPALINH — JIEKAPCTBEHHASI
[TPOJIYKIMS

1.1 |CrepunbHas NpoayKLIus

1.1.3. Beimyckaronuii KOHTPOJIb KauecTBa (BBIIYCK CEPUH)

1.2 |HecrepunbHast mpoayKIUs

1.2.1. HectepunbHasgs  nOpoAyKiusi  (TEXHOJOTMYECKHE  Omepauud s
MOJTYYEHHUSI CJICAYIONIMNX JIEKApCTBEHHBIX (OPM):
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1.2.1.15. IIpouast HeCTEpUIbHAS IPOAYKIIUS: NPOMENHCYMOUHDBIL NPOOYKM —
uMnaaumam, nooueHcawuli PUHUWHOU CMEePUIU3AYUY NO KOHMPAKMY HA
0py20u NPOU3800CMBEHHOU NIOWAOKE

1.5 | YmakoBka

1.5.1. [lepBryHas ymakoBKa:

1.5.1.15. Tlpoyas HECTEPUIIbHAS JIEKapCTBEHHAs MPOAYKIIUS:
NPOMEINCYMOYHBIUL NPOOYKM — UMHIAHMAM, NOONeHCaujull QUHUWHOU
cmepunu3ayuy no KOHMpakmy Ha 0py20u npou3800CmMEeHHOU NI0uA0Ke

1.5.2. BropuuHas ynakoBka

OrpaHudeHus WK MOSCHUTEIbHBIC 3aMETKH,
Kacarolyecs: 00JacT IPUMEHEHUS cepTUuduKara:
«Cmepunuzayus ocywecmensiemcs no opyeomy aopecy: <yKazvleaemcs aopec
NAOUAOKU™> Y

B mnoapaznene 1.1.2.5 ykaspiBaeTCs BHUJ TOTOBOM MPOJYKIIMH B TOM
cilydae, €CJIM OCYIIECTBIISIETCS (DUHUIIHAS CTEpUIM3alusi B OTHOIICHUHU
NPOAYKTA, HE MOJIXOASIIEr0 MO/l PAHEE ONPEACIICHHBIE KATErOpUHU (HaIpuMep,
ry0OKka ieKkapCTBEHHAas, TIJICHKA).

Taxke B JaHHOM TIOApas3fiefie  yKa3bIBAIOTCA  Clydyau, Korja
OCYILIECTBIISIETCSI TTPOU3BOJICTBO CTEPUJIBHBIX MPOMEKYTOUHBIX MPOJYKTOB,
nojBepraeMbix  (UHUITHON  cTepuiv3anuu  (CleayeT yTOYHUTb  BUJT
MMPOMEXKYTOUHOTO  MPOJAYKTa, HANPUMEpP, pACTBOP JJsA  JaJIbHEUIIECH
00paboTKM).

B mompazmene 1.1.3 ykaswpiBaeTCcs BHJ TOTOBOM MPOJIYKIIMHU, B
OTHOILIEHUH KOTOPOM OCYHIECTBJISIETCS BBINYCK (CepTUPUKALMSI) CEpUH
rOTOBOM TMPOAYKIIMU YIOJHOMOYECHHBIM JIMIIOM Ha HMHCIEKTUPYEMOU
MPOU3BOJACTBCHHON IUIOMIAJAKE. ITO OTHOCUTCS KO BCEM CTECPUIbHBIM
JIEKapCTBEHHBIM (popMam.

B nompazmene 1.2 yka3piBaeTcsi HECTEpWJIbHAsA JIEKApCTBECHHAs

npoaAyKnusAa, B OTHOIICHHUUN KOTOpOfI OCYHICCTBIIATOTCA ITPOU3BOACTBCHHBIC
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oTeparuu Ha cepTuduIupyemoi IJIOIIAAKE, IIyTEM BBIOOpA
COOTBETCTBYIOIIETO MOApa3ena:

1.2.1.1. Kancynsl B TBepA0i1 000JI0UKE;

1.2.1.2. Kancynbpl B MSTKOM 000JIOUKE;

1.2.1.3. XKeBaTenbHble JIEKapCTBEHHBIE (POPMBI,

1.2.1.4. UmnperHupoBaHHbIE JIEKAPCTBEHHBIE (POPMBI,

1.2.1.5. ’Kunkue nekapcTBEHHBIE (POPMBI JIJIsI HAPYKHOTO MPUMEHEHHS,

1.2.1.6. Kunkue  nekapcTBeHHbIE  (OpPMBI  JJII  BHYTPEHHETO
PUMEHEHUS;

1.2.1.7. MenuumHCKHE Ta3bl,

1.2.1.8. IIpoune TBepAbIE JEKAPCTBEHHbIE (DOPMBI,

1.2.1.9. [Ipemapatel, HaXOAAIIUECS ITO]T JABJICHUEM;

1.2.1.10. PanuonyKkaugHbIe T€HEPATOPHI,

1.2.1.11. Msarkue nekapcTBEHHbIE (POPMBI;

1.2.1.12. CBeun (CyIImo3uTopun);

1.2.1.13. TaGneTky;

1.2.1.14. TpancaepMalibHbIE TIACTBIPH;

1.2.1.15. [Ipoyast HECTepUIIbHAS POLYKITUS (ykasatn).

B mnompasmene 1.2.1.9 yka3pIBarOTCsA JIeKapCTBEHHBIE Mpemaparsl,
KOTOpbIE HAXOATCS MO/ JABJICHUEM MPOTEIJICHTa B TEPMETHYHOMN YIIaKOBKE.

[Ipu 3anosHeHMM TYHKTOB mnojpasnena 1.2 pgomyckaercss mocie
HAaUMEHOBAHMS 3aIOJIHAEMOTO MTyHKTa yKa3aTh HAMMEHOBAHUE JICKAPCTBEHHOMN
dbopMbl B COOTBeTCTBMHM ¢ HoMmeHKIaTypol JeKapCTBEHHBIX  (opM,
yrBepxkaenHoi Pemennem Kommernn Komwmccmm ot 22 mexabps 2015 r.
Ne 172, oTmenuB ee OT HaMMEHOBAHHUS TYHKTa JBoeTourMeM. Hampumep:
«1.2.1.11. Mszckue nexapcmeerntvie popmvl: Ma3b, KPeM, 2€jiby.

[Tonpaznen 1.2.1.15 3anoaHs€TCs B TOM YUCHIE B cllydae, eCiu:
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OCYIIECTBISIETCS MPOU3BOJCTBO MPOMEKYTOUHBIX MPOTYKTOB (CiIeayeT
YTOUYHUTHh BHUJ TMPOMEKYTOYHOTO TMPOJYKTA, HANpUMEp, MOPOIIKU IS
TagbHEUIIe 00paboTKH);

OLICHMBAE€MbIN BUJI MPOAYKIIMU HE MOAXOAUT O] PaHee ONpeeIeHHbIC
Kateropuu (Harmpumep, CHCTeMa BHYTPUMATOYHAS TEPANICBTUICCKAS).

B moapaznene 1.2.2 yka3piBaeTcs BHUJ BBITYCKaeMOMl MPOAYKIIHUU, B
OTHOIIICHUU KOTOPOM OCYIIECTBISCTCS BBIMYCK (CepTU(HUKAIUL) CEpPUU
TOTOBOM  MPOAYKIMU  YHOJHOMOYEHHBIM  JIMLIIOM  HMHCHEKTUPYEMOM
IPOU3BOACTBEHHON IUIOIIAJKH. JTO OTHOCUTCS KO BCEM HECTEPUIbHBIM
JIEKapCTBEHHBIM (pOpMaM.

B nogpaznene 1.3 ykaspiBaeTcs BHUJI OMOJIOTMYECKON JIEKapCTBEHHOM
IPOIYKIUHU B COOTBETCTBUU C MOATPYNIAMH, YKa3aHHBIMU B JAaHHOM pa3/elie.

OIHOBPEMEHHO C ATUM clieyeT 3anoiHuTh noapazgen 1.1 wnum 1.2,
4TOOBI OTpPa3uTh BUJ NMPOAYKIUHU (CTEpUIIbHAS, HECTEPUIIbHASI) U TOTOBYIO
JEKapCTBEHHYIO (QOopMy B cilyyae, €CJIM OCYLIECTBIISIETCS MPOU3BOACTBO

TOTOBOM JIEGKAPCTBEHHON (DOPMBI, MPOMEKYTOYHOTO MPOIYKTA.

[Toapazaen 1.3.1. buonoruyeckas iekapcTBEHHAs MPOAYKIIHUS

VYkazanue BuAa NOPOAYKIMM  TPOU3BOJUTCS  IMYTEM  BbIOOpa
COOTBETCTBYIOIIETO MOJIpa3/ieia:

1.3.1.1. IlpoaykThl KpOBH;

1.3.1.2. UmmyHOOUMONOrNYecKas NpoayKIus;

1.3.1.3. [Ipoaykiiust HA OCHOBE COMaTUYECKUX KJIETOK (MPOTYKIIUS JJIs
Tepanuy COMaTUYECKUMU KJIETKaAMH);

1.3.1.4. T'enoTepaneBTHYECKAs MPOTYKITHS;

1.3.1.5. buorexHosoru4yeckasi mpoayKITus;

1.3.1.6. [Ipoaykuusi, BbIFEICHHAS W3 J>XUBOTHBIX HWCTOYHUKOB WU

OpraHoB (TKaHel) YelloBeKa,
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1.3.1.7. TkaneunxeHepHass  OpOAyKius  (TIPOXYKIHMsI  TKaHEBOU
WHXCHEPHUH );
1.3.1.8. [Ipoyass ~ Ouosjoruueckas  JIGKAPCTBEHHass  MPOIYKIIHS

(Ykazarn).

Pemrenre o BHeCeHMN OMOJIOTMYECKON JIEKAPCTBEHHOM MPOIYKIIMU B TOT
WJIM MHOM pa3fien AOMOJHUTENBHOIO JUCTa cCepTU(HUKATa IPU OCYIIECTBICHUH
Ha WHCIEKTUPYEMOM TMPOU3BOJACTBEHHON IUIONIAAKE ITPOU3BOJICTBEHHBIX
ofepanuii, OTHOCSIIUXCS K TMOJYYEHHUIO OHMOJIOTMYECKOTO JIEKapCTBEHHOTO
npernapara, IpUHUMAETCA UCXO/IS U3 CIEAYIOLIETO:

€CJIM TPOU3BOJICTBO OHOJIOTUYECKON CYOCTaHUHUHM MOXKET SIBISATHCS
YacThl0 HEMPEPBIBHOTO IMPOIECca MPOU3BOACTBA TOTOBOTO OHMOJIOTHYECKOIrO
IPOJIyKTa, TO TaKWe OMepaluu cleayeT Bkiwodarh B pazgen 1.3.1, rme srto
MPUMEHHUMO;

€CJIM YMOJHOMOYEHHBI OPraH HE paccMaTpUBAET IMPOU3BOACTBEHHBIC
omepalMy Kak 4YacTh IPOM3BOJCTBA OHOJIOTMYECKOTO JIEKAPCTBEHHOIO
npenapara, TO TakKH€ IPOU3BOJICTBEHHBIE OIEpaluu CJIEAYeT OTMETUTh B
paznenax 3 u 4 ceprudukara, KOTOPbIE OTHOCSITCS K IMPOU3BOJCTBEHHBIM
OTIepalusIiM C AaKTUBHBIMU (PapMarieBTUYECKUMH CyOCTaHIIHSIMHU.

Tam, rae nuUUEH3UpyEeMble MPOU3BOJCTBEHHBIE OIEpPAlUN TaKXKe
BKJIFOYAIOT MPOU3BOJCTBO FOTOBOM (POPMBI OMOJIOTMYECKOTO JIEKAPCTBEHHOTO
npenapara, B cepTU(UKaTe CIEAYEeT OTMETUTh COOTBETCTBYIOUIYIO T'OTOBYIO
dbopmy (Hanmpumep, «1.1.1.3. JInodunuzarer»).

[Togpazgen 1.3.1.1 3amomHsieTcs B ciy4ae, €Clid TPOU3BOACTBEHHBIE
onepanuy MPOU3BOAATCS C OHOJIOTMYECKUMHU MPOIYKTAMU, COACPKAIIUMHU
AKTUBHBIC KOMIIOHEHTBI, BBIJCICHHBIE W3 KPOBU (HAMpUMEp, albOyMUH,
(baKkTOpBI CBEPTHIBAEMOCTH HJIM UMMYHOTJIOOYJIMHBI, BBIZCIICHHBIC U3 KPOBH).

[Mompaznen 1.3.1.2 3amonHsieTcs B cllydae, €CJIM MPOU3BOJICTBEHHBIE

orcpaun IIPOU3BOLAATCA B OTHOINICHHU OMOJIOTHYECKHUX JICKAPpCTBCHHBIX
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mpenaparoB, OOJagaONUX WMMYHOJIOTHYECKUM JeHCTBHEeM (Hampumep,
BaKIIUHBI, aJIJICPTeHbI, AHATOKCHUHBI, TOKCUHBI, CBIBOPOTKH, OakTepuodaru).

[Mompaznen 1.3.1.3 3amonHsieTcs B cliydae, €CIM MPOU3BOJICTBEHHBIE
OTepaliy MPOU3BOJATCS B OTHOIICHUU IIPENapaToB JIJIsl KIIETOYHOU Teparuu.

[Toapazaen 1.3.1.4 3amonHseTCSs B Ciydae, €CIU TPOU3BOACTBEHHBIC
OTIepallii OCYIIECTBIISIOTCS B OTHOIICHHWH IpenapaTroB, (hapMaleBTHUECKas
CyOCTaHIIMS KOTOPBIX SBISAETCS PEKOMOWHAHTHOW HYKJIEWHOBOM KHCIIOTOM
WIM BKJIIOYaeT B ce0s PEKOMOMHAHTHYIO HYKJIEHMHOBYIO  KHCIOTY,
MO3BOJISIIONIYI0  OCYIIECTBJISITh  PEryJIUPOBaHUE, peHapaiuio, 3aMeHy,
n00aBJICHHE WX yAAJICHUE TeHETHIECKON MTOCIIEeI0BATEILHOCTH.

[Tompaznen 1.3.1.5 3anonHsieTcss B cliy4ae, €CJIM MPOU3BOJICTBEHHBIE
OTepaliy MPOU3BOJATCA B OTHOIICHUM MPOU3BOJICTBA OMOTEXHOJOTUYECKHUX
JIEKapCTBEHHBIX MPEMapaToB.

[Toapazgen 1.3.1.6 3amonHsieTcs B ciy4ae, €Clid IPOU3BOACTBEHHBIE
OTepallii TPOU3BOJATCSA B OTHOIICHUH OHWOJIOTHYECKUX JIEKAPCTBEHHBIX
IpenaparoB, COACpPKAIINX aKTUBHBIE KOMITOHCHTHI, ITOTyYEHHBIE OT YeJIOBEKa
WIM OSKUBOTHBIX (KJIETKH, TKaHMW, JKUAKOCTH), C YyKa3aHHEM B IIOJC
«OrpaHuveHusD» HCTOYHHKA ITOJydeHHs (32 HCKIFOYEHHEM 4YeJIOBEYECKOM
KpOBU, KIETOK WM TKaHEeW, Uil KOTOPBIX TMpemnaparbl  CIEIyeT
KJIaCCU(PUITUPOBATh KaK «IPOIYKTHI KPOBH», «KJICTOYHO-TEPACBTHUCCKAS
IPOIYKITUS WIH IIPOTYKINS TKAHEBOW HHKCHEPUI).

IMompaznen 1.3.1.7 3anonHsieTcss B cllydae, €CIM MPOU3BOJICTBEHHBIE
OTEpalii  OCYIIECTBISIOTCS B  OTHOIIEHWU TMPOMU3BOJCTBA MPOIYKIIUU
TKaHEBOW MHKECHEPHHU.

[Tompaznen 1.3.1.8 3amonHsieTcs B ciiydae, €CJIM MPOU3BOJICTBEHHBIE
ONepalii  OCYIIECTBIISIOTCS  C  HMCIOJIb30BAaHUEM  OHMOJOTHYECKHX

JICKAPCTBCHHBIX IIPCIIAPATOB, KOTOPLIC BKJIHOYAKOT B ce0s1 OMoJIorMYecKue
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CyOCTaHIIMK, KOTOphIE HE MOTYyT OBITh MHpHUBEACHbI B moxapasaene 1.3.1.7
JTOTIOJTHUTEIBLHOTO JINCTA cepTU(UKATA.
Taxke  JaHHBIM  TOApa3fesl  3alloJIHSAETCS B ClIydae, €Cld
OCYILIECTBIISAETCS TMPOU3BOJCTBO IPOMEKYTOUHBIX IPOJYKTOB (HAIpUMED,
OMOJIOTUYECKOT0  MPOMEXYTOYHOTO  MOJYyNpOAyKTa g  JaJbHEHIIen

00paboTKM).

[Hoapaznen 1.3.2. Beimyckaromiuii KOHTPOJIb (cepTUUKALINS CepU)
(mepeyeHb BUIOB MPOAYKIIUH)

JlaHHBI TIOApA3/IeN 3aMoJIHIETCS B Ciydyae BBIMycka (cepTU(dUKAIUN)
CepUM TOTOBOM TPOIYKIUU YIOJTHOMOYEHHBIM JIMIIOM HMHCIEKTUPYEMOM
MIPOW3BOJCTBEHHON IUIOMIAJKHA. DTO OTHOCHTCS KO BCEM JIEKapCTBCHHBIM
dbopmam OMOJIOTHYECKHUX JICKAPCTBEHHBIX IpenapaTroB. Takke B COOTBETCTBUU
C TIPOUHCTIEKTUPOBAHHON MPOIYKIMEH clieqyeT 3amoiaHuTh moapasaen 1.1.3
win 1.2.2 ceprudukara, 9yToObl YKa3aTh BHJA CEePTUOUIHMPYEMON TOTOBOM
JIEKapCTBEHHOU (POPMBI, IyTeM BHIOOPA COOTBETCTBYIOIIETO MOIpa3iena;

1.3.2.1. IIpoayKThl KpOBH;

1.3.2.2. ImmyHOOMONOTHYECKAs POAYKIUS;

1.3.2.3. Ilpoaykuusi Ha OCHOBE COMATHYECKUX KJIETOK (TIPOIYKIIUS s
Tepanuu COMaTUHIECKUMHU KICTKAMH);

1.3.2.4. T'enoTepaneBTHYECKAs MPOTYKITHS;

1.3.2.5. buotexHonornyeckasi mpoOayKIIUs;

1.3.2.6. [Ipoaykuiusi, BbIJCJICHHAsT U3 JKUBOTHBIX MCTOYHHKOB WJIU
OpraHoB (TKaHel) 4elloBeKa,

1.3.2.7. TkanennxeHnepHass  OPOAYKIWA  (MPOAYKIMS  TKAaHEBOU
UHXEHEPUH);

1.3.2.8. Tlpoyas Guonornueckas JeKapCTBEHHAS MPOIYKIIHS.
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[Tonpaznen 1.4. [Ipouas nekapcTBEHHAs! MPOAYKIIUS
WTH TIPOM3BOJICTBEHHAS JACATEIHHOCTD
B nmamHoM  moxpasmene  yka3plBaeTCS — IPOMHCIIEKTHPOBAHHAs

JIeKapCTBEHHAs IIPOAYKIIMS, HE Momaaaromas B moapasaens 1.1 — 1.3.

[Tonpaznen 1.4.1. IIpon3BoaCTBO

VYkazanue BuJla HOPOAYKUIHMM  TMPOUZBOAUTCA  IMYTEM  BbIOOpa
COOTBETCTBYIOIIETO MOApa3iena:

1.4.1.1. PactuTtenbHasi NpoOyKIKs,

1.4.1.2. TomeonaTudeckas mMpoayKIus;

1.4.1.3. Tlpoyast mpoyKIust

B nonpasnene 1.4.1.1 npu onpeneneHnn TMna NpOAYKUMN YKa3bIBA€TCS
XapakTep MPOU3BOJCTBEHHBIX MPOIIECCOB U UCTOYHUKOB MOJYYEHHUS TOW WU
WHOW (papMaleBTUYECKON CyOCTaHIIMM, YTO HEOOXOAWMO JJisS BBISBIICHHS
OPUCYIIUX UM MOTEHUHAIbHBIX PHUCKOB, BIUAKOIIMX HA KAd4eCTBO U
0€30MacHOCTh JIEKAapCTBEHHOTO Tpemapara, a TakKe PUCKOB KOHTaMUHAIIUU
JIPYyTUX  JICKAPCTBEHHBIX  CPEJCTB,  MNPOU3BOAUMBIX  HAa  JAHHOU
MIPOU3BOJACTBEHHOM JINHUU.

Onpenenenyde TUMA MOPOIYKIIMU OCYIIECTBISETCS B COOTBETCTBUU C
tabmumeit 1 rmaBer 9 IlpaBunm Hammexarieil MPOM3BOJICTBEHHOM MPAKTHUKH
EBpa3uiickoro 3KOHOMHYECKOr0 COr03a, YTBEpkAeHHbIX Pemennem Coeta
EBpa3uiickoit 3xoHOMUYeCcKO koMuccuu oT 3 Hos0pst 2016 r. Ne 77:

aKTUBHbBIC (PapMalleBTUYECKUE CYOCTaHIIMHU, IOJIy4aeMbl€ U3 ChIPbs
PACTUTEIIBHOTO TTPOUCXOXKICHHUS;

pacCTUTENIbHBIE 3KCTPAKThI, MCIOJIb3yEMbIE B KAUE€CTBE AKTHUBHBIX
dbapmareBTHUeCKuX CyOCTaHIINH;

akTUBHbIC  (hapMalleBTUUECKHE  CYOCTaHIMHM,  COCTOSAIIME U3

PasMCIIBYCHHBIX WJIN PACTCPTHIX B ITOPOIIOK paCTeHHfI.
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Tam, rTHE mNpPOM3BOAUTENIEM OCYIICCTBISIOTCS IPOM3BOIACTBCHHBIC
Olepallii OTHOCUTEIBHO PACTUTCIBHBIX MM TOMEOIATHYECKUX TOTOBBIX
dbopM  JIEKapCTBEHHBIX IIpernaparoB (Hampumep, TaOJETOK), CIeayeT
3alOJTHUTh TOAPA3/CNbl, OTHOCAIIMECS K JAaHHBIM TOTOBBIM (opMam
(moapasmensr 1.1 —1.2, 1.5.1), B omoyiHeHHE K MyHKTaM nojapaszena 1.4.

B caydae ecnmm mpeampusaTHe cepTUDHUIMPYETCS HCKIIOYUTEIHRHO Ha
IPOM3BOJCTBO  PACTUTCIBHBIX WM TOMCOIATHYECCKUX  JICKAPCTBEHHBIX
IpernaparoB, B OTHOIICHHH UX JIGKAPCTBEHHBIX (OpM cCieayeT BHECTH
MOSICHSIIOIIYI0 3aMETKy (Hampumep, TOIbKO JIEKapCTBEHHBIC PACTUTEIbHBIC
npenaparsl WK TOJBKO TOMEOTAaTHYECKHE JICKaPCTBEHHBIC MTPEnapaThl).

B noapaznene 1.4.1.3 ykas3piBaroTCsl NMPOMHCIEKTHUPOBAHHBIE IMPOYME
BHUJIBI MIPOIYKIIMH. MMPOMEXKYTOUHBIC MTPOAYKTHI, IIMTOCTATUKU, [TUTOTOKCHKH,
TOPMOHBI, aHTUOMOTUKH O€Ta-JaKTaMHOI'O psja, Iperaparbl, CoaepKarue
CUJILHOJCHCTBYIOIIME BEIECTBA, HAPKOTHYECKHUE JICKAPCTBEHHBIC CPEJICTBA,
TICHXOTPOIHBIC JIEKAPCTBEHHBIC CPEACTBA, MPOYHE TPYIIIBI JICKAPCTBEHHBIX
pernaparos.

Takoke 3amOJHSIOTCS TOJPa3Iebl, OTHOCAIINECS K JaHHBIM TOTOBBIM
dopmam (mmogpazaensl 1.1 — 1.2, 1.5.1), B qomosiHeHre K MyHKTaM HOapa3zieia

1.4.

[Toapaznen 1.4.2. Crepunu3zauus GapmalieBTUYECKUX CyOCTaHIUH,
BCIIOMOTaTeJIbHBIX BEIIECTB, TOTOBOM MPOIYyKIUN
B nanHoM mnopapaszaene ykasplBaeTcs MH(pOpMaLus B TOM Cllydae, €ciiu
IPOLIECCHl CTEPWIM3ALMN IPOBOAITCS KaK 4YacTh IPOU3BOJCTBA TOTOBOM
¢bopMbI Ha MHCHEKTUPYEMOH IUIOMIAJIKE M KakK 3Tall MPOU3BOJACTBA TOTOBOM
dopmbl (HampuMep, €CiH BIAJENell CepTHU(HUKATa SBISETCS KOHTPAKTHBIM

HUCIIOJIHUTCIICM CTCPUIIM3alluH, HAIIPpUMCED, paHHaHHOHHOﬁ (1'[0 3dKa3zy Apyrux
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TIPOU3BOIUTENICH)). Ykazanue TIPOU3BOIUTCS yTeM BHIOOpA
COOTBETCTBYIOIIETO MOpa3iena;

1.4.2.1. ®unprpanus,

1.4.2.2. CyxoxapoBas CTepUiIn3aius;

1.4.2.3. Crepunmsars mapow,

1.4.2.4. Xumudeckas CTepuIn3aIus,

1.4.2.5. Crepunnzanus raMMa-u3iydYeHUueM,;

1.4.2.6. Crepunuzanus 371€KTPOHHBIM U3TYyYEHHUEM.

[Tompasnen 1.4.3. [Ipouee

B nmanHOM monpa3zgene yKasbpIBalOTCS MpouYue BUABI pabor (mpu
HeoOxoauMocTH). Hampumep, XpaHeHwe oTmedaercs B mojapasaene 1.4.3 B
cllydae, €CITi B pa3penieHuH (JTUICH3MH) Ha OCYIICCTBICHHUE JIEATSIILHOCTH T10
IIPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJCTB YKAa3aHO HECKOJIBKO aJPECOB: CKJak
XpPaHEHUS CBIPbS, MATEpPUAJIOB W TOTOBOM NPOAYKLUHH, APYrod anpec, IO
KOTOPOMY OCYILECTBIISIFOTCSl ATalbl MPOU3BOJCTBA JICKAPCTBEHHBIX CPEJICTB
(Hanpumep, 1a00paTOPHBIN KOHTPOJIb KaueCTBa).

Taxke 311ech 10MyCKaeTcs yKa3bIBaTh:

AESTeNIbHOCTh MO0  XPaHEHUI0  Oo0pa3uoB Ui MCCIEIOBaHUS
CTaOWJIBHOCTH, €CIIM Takas JIeATEeIbHOCTb  SIBIISIETCS  CIeUU(PUUECKU
POBOJIMMON HA MHCIIEKTUPYEMOH TIJIOIAJIKE;

azpec (bhaKkTHYeCKOro OCYILIECTBJICHUS  KaKOro-jauodo JTana
IPOU3BOJACTBEHHOM  JESTENbHOCTH, MPOUMHCIEKTUPOBAHHOIO B  IEPUOA
OCyIIeCTBIICHUSI (hapMaleBTUUECKON HMHCIEKIIMH, €CIM YKa3aHHBIA aapec He
OTpaKEH B pa3pelieHUu (JUICH3UHM) HA OCYIIECCTBICHUE ACATEIHHOCTH IO
POU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB MJIM B MHOM BHUJE CIEHUAIBHOTO

paspenieHusl.
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[Toxpazaen 1.5. YnakoBka

B naHHOM moppaszene yka3plBae€TCs BHJ BBINOJIHSEMBIX OIEpalui 1o
VIIAKOBKE  MPOUHCIEKTUPOBAHHOM  JICKAPCTBEHHOM TPOAYKUMHU W  HE
yKa3bIBa€TCs TMEpBUYHAS YIMAKOBKAa CTEPWIHHOM MPOIYKIIMH, KOTOpas
CUMTAETCS] YaCThIO IPOU3BOACTBEHHBIX ONEpalNii, ONMMCAHHBIX B MOAPA3EIIEC
1.1.

Jns noapazgena 1.5.1 ykazaHue mNpPOU3BOAUTCSA IyTeM BbIOOpa
COOTBETCTBYIOIIETO MO/Apa3ena:

1.5.1.1. Kancynbl B TBep10i 000JI0UKE;

1.5.1.2. Kancynbl B MSTKOUM 000JIOYUKE;

1.5.1.3. ’)KeBaTenbHble JIEKapCTBEHHBIE (POPMBI;

1.5.1.4. ImnperuupoBaHHbIE JIEKAPCTBEHHBIE ()OPMBI;

1.5.1.5. XKuakue nexapcTBeHHbIEC (DOPMBI JIJIs1 HAPYKHOTO MPUMEHEHHS,

1.5.1.6. )Kuakue  nekapcTBeHHble  (QOpMBI  1AJii  BHYTPEHHETO
IPUMEHEHNS,

1.5.1.7. MeauumHCKHE Ta3bl;

1.5.1.8. Ilpoune TBepAbIE JEKAPCTBEHHbIE (DOPMBI,

1.5.1.9. [Ipemapatel, HaXOAAIIUECS ITO]T JABJICHUEM,;

1.5.1.10. PanuonykinuaHbie T€HEPATOPHI;

1.5.1.11. Msrkue siekapcTBEHHbIE (POPMBI;

1.5.1.12. CBeun (Cymnmno3uTopun);

1.5.1.13. TaGneTky;

1.5.1.14. TpancaepmaibHbIE MIACTHIPH;

1.5.1.15. ITpouas HecTepuUIIbHAS JICKAPCTBEHHAS MPOTYKIIUSI.

[Togpazmen 1.5.1.15 3anonHsieTcs B TOM 4YHCJIE B Ciydyae, €cCJIu

OCYHICCTBIIACTCA IIPOU3BOACTBO HCCTCPUIIBHBIX ITPOMCIKYTOYHBIX IIPOJAYKTOB,
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JIEKapCTBEHHOM MPOAYKIIMK, HE yKa3aHHOUW B moxapaznaenax 1.5.1.1 — 1.5.1.14
(aHajmoru4yHO MpHMEpPY 3amoJHeHus moapasaena 1.1.2).

IIpu 3amojsHeHWM TIYHKTOB mojapaszaena 1.5 Jomyckaercs Ioche
HAaMMEHOBAHMS 3aMOJHAEMOro MyHKTa YKa3aTh HAMMEHOBAHHUE JIEKaPCTBEHHOU
(dbopMbI B COOTBETCTBUU ¢ HOMEHKIIaTypoil JieKapCTBEHHBIX (OPM, OTACIIUB €€
OT HAaWMMEHOBaHUsA MyHKTa aBoerouneM. Hampumep: «1.5.1.11. Msaekue
JIeKAPCMEEHHbIe POPMbL. 2€/b).

[Toapazgen 1.5.2. «BropuuHasi yrakoBKay» 3aroJIHAETCS B Cilydyae, eciu
BTOPUYHAsA YMNAaKOBKAa MPOMHCIEKTUPOBAHA. IJTO MPUMEHUMO KO BCEM

I'OTOBLIM JICKAPCTBCHHLIM Q)OpMaM, CCJIM MHOC HC YKa3aHO B ITOACHCHUSX.

[Toapasznen 1.6. Koutponb kauecTBa

VYka3zaHue  OpPOM3BOAUTCA  NyTeEM  BhIOOpa  COOTBETCTBYIOIIETO
nojapasjena:

1.6.1. MukpoOHOIOrM4e€CKUE UCTIBITAHUS: CTEPUIHLHOCTD,

1.6.2. MukpoOuosoruueckue VICTIBITAHUSL: MUKpPOOHOJIOTHYeCKas
YHUCTOTA,;

1.6.3. Xumuueckue (hu3znueckue) UCIbITAaHUS;

1.6.4. buonoruyeckue UCTIBITAHMUS .

JlaHHBIN MOJpa3aen 3aloiHsAETCs B Cly4yae, €Clid KOHTPOJIb KauecTBa,
MPOBOJAUMBIA B paMKax WHCIEKTHUPOBAHUS IMPOU3BOJCTBEHHOMN ILIONIAIKH,
OCYILIECTBIISIETCS O KaTeropusiM mnoxapaszzaeno 1.6.1 — 1.6.4. YkassiBarorcs
BUJIbl JCSATEILHOCTH, B OTHOIIEHUM KOTOPBIX MMEETCS pa3pelieHue Ha
IPOBEJACHUE KOHTPOJI KAYECTBA HEMOCPEACTBEHHO HA MPOUHCIIEKTUPOBAHHOM
momanke. Ecaum gaHHBIA BUI JIEATEIBHOCTH BBIMIOIHSETCS KOHTPAKTHBIMU

J'Ia60paTOpI/I$IMI/I, JAAaHHBIC KATCTOPHUH HC YKA3bIBAKOTCHI.
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Kommentapum x pazneny 1. [IPOM3BOJJICTBEHHBIE OITEPAILINUN —

JIEKAPCTBEHHAA ITPOAYKIUA

B caywae ecnum yTouHsIONlee MNPUMEYAHME OTHOCHUTEIBHO JIHOOBIX
OTpaHUYEHUHN WIN MOSICHEHUI YKa3bIBAa€TCsl B KAYECTBE OOIIET0 KOMMEHTApHS,
KacarlIlerocs JeATeIbHOCTH HA IPOU3BOJACTBEHHOM IUIOIIAJKE OHO
IpUBOAUTCS B 10JIe «OrpaHUYEHUS.

B caywae ecnm yTodHsIONIEE NPUMEYAHME OTHOCHUTEIBHO JHOOBIX
OTPAaHMYEHUN WJIM TIOSCHEHMH HE YKa3blBaeTCsi B KadecTBe OOIIEro
KOMMEHTApHsl,  KacalIlerocs  JEATEIbHOCTH Ha  MPOU3BOJICTBEHHOMU
IUIONIaIKe, TO YTOYHSIOLIEE TMpUMEYaHHe WM orpaHudyeHue (ocoboe
TpeOboBaHue), NpUBOAUTCSI B moje «OrpaHuyeHus’» U COMPOBOKIACTCS

CCBUIKOM Ha COOTBETCTBYIOIIUN pa3en cepTudukara.

Pasnen 2. UMITOPT JIEKAPCTBEHHO! ITPOYKIIUN

Paznen 2.1. «KoHTposnb KayecTBa HMMIIOPTUPYEMOM JIEKAPCTBEHHOM
NPOAYKIMW» — 3alOJIHSETCA B CiIy4dae, €CIIM HCIHBITaHUS MO KOHTPOJIIO
KauyecTBa IMPOBOJATCS HAa TEPPUTOPUU TOCYAAPCTB-WICHOB B OTHOIICHUU
MMIIOPTUPYEMOU JIEKAPCTBEHHOM NMPOAYKUMU. [aHHBIN pa3aen 3amoJiHseTcs,
JlaXKe eCli ObUIM BHECEHBI OTMETKHU B ToApazzen 1.6 (mpu HeoOX0IUMOCTH).

2.1.1. MukpoOunoIornaecKkue UCIbITaHus: CTEPUIHLHOCTD,

2.1.2. MukpoOuosiorunaeckue UCTIBITAHUSL: MHUKPOOHOJIOTHYECKas
YUCTOTA,;

2.1.3. Xumuueckue (puznueckre) uCIbITaHUS;

2.1.4. buonorudeckrue UCTIbITaHUS.

Pazpen 2.2. «Ceptudukanus cepud UMIOPTUPYEMOU JIEKapCTBEHHOM
NPOAYKIMW» 3aloJHSETCS B Cllydyae €CJId MPOM3BOJICTBEHHAs IUIOIIAJIKA
pacriojaraeTcs Ha TEPPUTOPUM TOCYJIAPCTB-WICHOB M  OCYIIECTBIISET

MMOATBCPIKACHUC YIIOJIHOMOYCHHBIM JIMTITIOM C O CJIbIO BBIITYCKa
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(cepTudukanum) UMIIOPTUPYEMOU TOTOBOU MPOAYKIUU oo
MIPOMEXKYTOUYHOTO MPOayKTa (HepacacoBaHHOU MPOAYKIIUN), KOTOPBIM OyAeT
pacdacoBan mociue uMIopTa.

JIisi mpou3BoAMTENEeH JIEKAPCTBEHHBIX MpEnapaToB A KIMHUYECKUX
UCCJIEI0BaHMUI BBINYCK (CepTU(UKALNS) NapTUH UMIIOPTUPYEMBIX IPENapaToB
CpPaBHEHHUSI JTOJDKEH OBITh WACHTU(DHUIIMPOBAH MyTEeM yKa3aHWs MOSCHEHUS U
BBIOOpA COOTBETCTBYIOIIEH KATETOPUH MPOTYKIIUU.

Pa3penienHble BUIIBI WCIBITAHUM YyKa3bpIBaloOTCs B moxapaszaene 2.2.1.
«CtepuibHas NpOAYKIH IMIyTEM BIOOpa COOTBETCTBYIOLLIETO MOApa3iena:

2.2.1.1. IlpousBoanMas B aCENTUYECKUX YCIOBUSX;

2.2.1.2. lloasepraromascst GUHULIHON CTEpUIIU3AIIY.

Jnst cepTudukanuu cepuid HECTEPWIBHOW NPOIYKIMH TPUBOIUTCS
TOJIbKO YKa3aHHE caMmoro mojpasena «2.2.2. HectepuibHas POy KM .

B nonpasznene 2.2.3 «buonorudeckas gekapcTBEHHas MPOAYKLU» — B
JOTIOJIHEHWE K YKa3aHHMIO KAaTeropuu OHOJOTHYECKOW JIEKapCTBEHHOM
OPOAYKLIMH CIEAYeT yKa3aTh THUI TOTOBOTO JIEKAPCTBEHHOI'O MPOJIYKTa
yTeM BbIOOpaA COOTBETCTBYIOIIETO MOApa3ena:

2.2.3.1. IIpoayKThl KPOBH;

2.2.3.2. iImmyHOOMOTIOTHYECKAS] TIPOIYKITHS;

2.2.3.3. Tlpoaykiinst HA OCHOBE COMAaTUUYECKUX KIIETOK (MPOYKIMS TS
TEparnuu COMaTHIECKUMU KIETKaMH);

2.2.3.4. I'eHoTepaneBTUYECKAS] MPOIYKIINS;

2.2.3.5. buoTtexHomornueckast mpoyKIus,

2.2.3.6. [Iponykums, BBIACICHHAS W3 JKUBOTHBIX HCTOYHUKOB WIIH
OpraHoB (TKaHel) 4elloBeKa,

2.2.3.7. TkaHeuH)xeHepHas  OPoOAyKUMs  (MPOAYKIMST  TKaHEBOMU
WUHXEHEPUH);

2.2.3.8. Ilpouas 6Gmosornyeckas JeKapCTBEHHAS MPOIYKITHS.
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[Tonpaznen 2.3. [Ipoyas neATeNbHOCTH IO UMIIOPTY (BBO3Y)

VkazaHue BuAa Tpouyeld JIEATENbHOCTH 10 HUMIOPTY (BBO3Y)
IPOU3BOUTCS TyTEM BbIOOPA COOTBETCTBYIONIETO MOApa3ea:

2.3.1. IInomanka ¢pusznyeckoro uMmnopra (BB03a);

2.3.2. UMmmopT  TIPOMEXYTOYHOM  TPOAYKIIUH,  IIOJBEPraroIieics
JajbHenie oopadoTke;

2.3.3. [Ipouee.

B moapazgene 2.3.1 ykaspIBaeTCs, YTO IPOM3BOJICTBEHHAS IUIOMIAIKA
Ipollljla HWHCIEKTUPOBAaHUE HAa COOTBETCTBUE TpeOoBaHusiM [IpaBun
HAJJIEXKAILEH [POU3BOJICTBEHHON MPAKTUKUA EBPa3zuuiCKOro 3KOHOMHYECKOIO
COI03a MW HWCHOJB3YyeTCs JUIsl TpUeMa M XpaHEHUS HWMIIOPTHPOBAHHOTO
MPOAYKTa, OXHJAAIOIIEr0 BbIMycKa (cepTUdUKAIUKM) YIIOTHOMOYEHHBIM
JUIOM.

B moapazgene 2.3.2 yka3pIBaeTCsl THUI MPOMEKYTOYHOTO TMPOIYKTa
(HarmpuMmep, TPaHyJIAT, CTEPUIIbHAS aKTHBHAS (hapMalleBTHUECKas CyOCTaHITHS,
HOJYIPOAYKT OHOJIOTMYECKOTO JICKApCTBEHHOTO ITperapara).

B noapazaene 2.3.3 yka3bIBatOTCs Jt00bI€ OrpaHUYEHUS UJIH TIOSICHEHUS,
OTHOCAIIIMECS K OMNEeparusM MO UMIIOPTY, 3a MCKIIOYEHHUEM CIydaeB, KOTHa
MOSICHEHHWE  fABJISIETCS  OOIMM ~ KOMMEHTapueM K  MpoleccaM — Ha
IPOM3BOACTBEHHON TUIOMaAKe. B mepBoM ciydae HEOOXOAMMO yKas3aTh
CCBIIKY Ha COOTBETCTBYIOIINN pa3ie] cepTudurKara.

B ciywae ecnm yTouHsOIIEe NpUMEYaHWE HE TMPETHA3HAYCHO B
KauecTBe  OOIIEro KOMMEHTApHWs, KacaloIllerocss  JeATeTbHOCTH  Ha
MPOU3BOACTBEHHON TIUIOMIAAKE, TO TaMm, TJe NPUMEHSETCS YTOYHSIOIIEE
pUMEUaHhe WIK orpaHudeHue (ocoboe TpeOdoBaHME), CIEAyeT YKaszaTh

CCBIJIKY Ha COOTBGTCTBYIOH.II/Iﬁ pa3acii CepTI/I(bI/IKaTa.
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Paznen 3. [IPOM3BOJACTBEHHBIE OITEPALIMN —
OAPMAILEBTUYECKHUE CYBCTAHILIMA

B  ngamHoM pa3zgene  yKa3bIBalOTCA ~ HAaMMEHOBAHUS  aKTHUBHBIX
dbapManieBTUUECKUX CyOCTaHIIMM, TPOU3BOAUMBIX Ha MPOU3BOJCTBEHHOMN
mwiomanke. IlpuMeHUMbIE  TPOU3BOJICTBEHHBIC  OMNEpalldh,  KOTOPHIE
MPOUHCTICKTUPOBAHBI T10 JTAaHHBIM cyOcTaHIusAM, YKa3bIBAKOTCS
B moApazaenax 3.1 — 3.6.

DT0 HEOOXOAUMO cleNaTh IS KaKJIOW aKTMBHOW (hapMaleBTUUECKOM
cyOcTaHIIMK, TPOU3BOAMMON Ha JaHHON MPOW3BOJICTBEHHOM IuTomaake. Ecim
NPEANPUATHE TPOU3BOJUT TOJBKO TMPOMEXKYTOUHBIH TMPOAYKT aKTUBHOMU
dbapMalleBTUUECKON CyOCTaHIIMKM, HEOOXO0IUMO B TOJIE€ pa3jieia 3 BBECTU TEKCT
«IPOMEKYTOYHBIN MPOAYKT dbapMaiieBTUUECKON cyOCcTaHIIUNY.
COOTBETCTBYIOIIME MPOU3BOJCTBEHHBIE ONEpAllMU  CIEAYEeT OTMETHUTh
COTJIACHO TPHUHIIMITY, OMHCAaHHOMY HWXe. KOHKpeTHbie HanmMEHOBAaHUS
MIPOMEXYTOYHBIX IPOJAYKTOB aKTUBHOM (papMalleBTHYECKOW CyOCTaHITUU

BHOCATCA B (I)OpMC ITOSAACHCHMUA B IIOJIC ((OFpaHquHHH)).

[Tompaznen 3.1. [IpousBoacTBO (hapmareBTUYECKUX CyOCTaHIINI
METOJI0M XUMHUUYECKOTO CHHTE3a

VYkazaHve  TPOW3BOAUTCA  MyTeM  BbIOOpAa  COOTBETCTBYIOIIETO
nojpasjena:

3.1.1. ITpon3BOACTBO MPOMEKYTOYHBIX MPOAYKTOB (papMaleBTUUECKOM
cyOcTaHIuy;

3.1.2. ITpou3B0oACTBO HEOUMIIICHHOM (hapMaIleBTUUECKON CyOCTaHIIUH,

3.1.3. Conmeobpa3oBaHue/OUNCTKA:

3.1.4. TIpouee.

B nogpasnene 3.1.1 yka3biBaroTcs t00ble JACHCTBHS. OT IMPOU3BOJICTBA

OIIPCACIICHHOTO HCXOJHOI'0O MaTcpHajla JO IIOCIICAHCIO JTalla IICpe/
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MIPOU3BOJICTBOM HeoOpaboTaHHOU (HEOUHIIIEHHOM) AKTUBHOMN
(dhapMareBTUUECKOM CyOCTaHIIUH.
B monpaznene 3.1.3 crnenyer yka3zaTh BUIbI MPUMEHHMBIX OIEparuit

(Hampumep, MepeKprUCTAIUTN3ALINS).

[Toapaznen 3.2. [Ipon3BoacTBO (hapMaleBTHUECKUX CyOCTaHIUN
METOJaMU BBIICIICHUSI U3 TTPUPOTHBIX HCTOYHUKOB

VYkazaHnue npou3BOJAUTCS TyTEM BbIOOpPA COOTBETCTBYIONIETO pa3jena:

3.2.1. Beinenenue ¢GapMarneBTUUECKUX CYOCTaHIIMH W3 HCTOYHUKOB
PACTUTEIBHOTO TPOUCXOKICHHUS,

3.2.2. Beinenenue QapmareBTUYeCKnuX CyOCTaHIUM U3 HCTOYHUKOB
YKUBOTHOTO TTPOUCXOXKICHHUS,

3.2.3. Beinenenue papmaleBTUYECKUX CyOCTaHIIMIA U3 OPTraHoOB (TKAHEH)
YeJI0BEKa,

3.2.4. Beinenenue QapmareBTUYECKX CyOCTaHIUM U3 HCTOYHUKOB
MUHEPaIbHOTO TPOUCXOXKICHHUS,

3.2.5. Moauduxanus BeIAeICHHON (hapMaIleBTUUECKON CyOCTaHIINH,

3.2.6. OuncTKa BbIICIEHHON (hapMalleBTUYECKON CyOCTaHIINH;

3.2.7. Ilpouee.

[Mogpazmgenst  3.2.1 w 3.2.3 BolOupatoTcs B clydae, €cCiH
dbapmaleBTHUEeCKU HMHCTIEKTOpaT HE paccMaTpuBaeT JesATEIbHOCTh Ha
MIPOM3BOJCTBEHHON TUIOMIAJKEe KaK dYacTh IIPOM3BOJCTBA JICKAPCTBEHHBIX
npernaparoB M, TakKUM 00pa3oM, OHA HE MOAMNAJAeT MO JEHCTBUE TMoapa3/iena
1.3.

[Togpazgen 3.2.5 BwIOWpaeTcs C YYETOM TOTO, K KAKOMY BHIY
(pusmueckoMy WM XUMHUYECKOMY) OTHOCHTCS MOIW(DHUKAINS BBIACICHHON
aKTUBHOM (papmarieBTHUYECKON cyOcTaHmuu. Takue AEHCTBUSA, KaK CyIIKa WA

pasMoOJI, OTHOCATCA K IOAPA3ACITY 3.5.
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TepMuUH  «BBIICIICHUE», UCIOJIB3YEMBI B  3arojoBKax JaHHBIX
MO/IPA3/ICNIOB, SIBJISETCS OOIIUM TEPMHHOM, OXBATBIBAIOIIUM Pl METOJIOB, C
MTOMOIITBI0 KOTOPBIX aKTHMBHas (papmalieBTHUYECKass CyOCTaHIIMS MOXET OBbITh
BbIJICJICHA U3 IPUPOIHOTO UCTOUHUKA. Hampumep:

BBIICJICHUE PACTUTEIbHON CyOCTaHLIMU U3 PACTEHUM CIIEIyeT yKa3aTh B
noapazaene 3.2.1;

OYHUCTKY TpPaBSIHOTO DJKCTPaKTa TOCPEACTBOM JAUCTHWUISALUA WIH
bpakImoOHUPOBaHMS CIEAYET yKazaTh B mojpasjaene 3.2.6, mpu 3TOM ClIeyeT
yKa3aTh UCTOUYHUK MOJIYYCHHS IKCTpaKTa (pacteHue) B moapazaene 3.2.1;

IIPOU3BOICTBO razoo0pa3zHoi AKTUBHOM (apmaneBTUYECKON

CyOCTaHIIMU MpU TIOMOIIM ITHEBMOCEIMApAlMK YKa3bIBACTCS B MOApa3jeie

3.2.7.

[Moapaznen 3.3. [Ipon3BoacTBO (hapMaleBTHUECKUX CyOCTaHIIUN
C UCTOJIb30BaHUEM OMOJIOTHYECKUX MTPOLIECCOB

JlaHHBI ~ TOApa3meN  3amoJHIETCI B TEX  CiOydasx, Korjaa
IIPOM3BOJCTBEHHBIEC IPOIECCHI B OTHOIICHWH OHWOJIOTHYECKOW aKTHBHOM
dapmareBTHUeCKOW CyOCTaHIIMM He yKas3aHbl B mojapasaene 1.3. Ykazanwe
MIPOU3BOUTCS TyTEM BbIOOPA COOTBETCTBYIONIETO MOApPA3ea;

3.3.1. depmeHTanus;

3.3.2. [Ipou3BOICTBO C UCMOIB30BAHUEM KJIETOUHBIX KYJIbTYD;

3.3.3. Beigenenue (ouncTka);

3.3.4. Moauduxanus,

3.3.5. [Ipouee.
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[Toapaznen 3.4. IIpou3BOACTBO CTEPUIBHBIX
dbapMaileBTUUECKUX CyOCTaHIIUI

[Ipu 3amonmnenuu mojapasnena 3.4. TakKe JOKHBI OBITh 3alOJHEHBI
noapazaenst 3.1, 3.2, 3.3, rae npuMeHuMo. J{aHHBIN 1OIpa3aes 3anoIHsIeTCs B
paMkax (apManeBTUYECKUX WHCIEKIUNA MJis 3TanoB MPOU3BOJCTBEHHOTO
Ipollecca, CBSI3aHHBIX CO CTEPUIIM3ALMEN aKTUBHOW (hapMaleBTHUECKOM
cyocraniuu. Eciy yrnogHOMOYEHHBIM OpraH NPUMET pElIeHUEe, YTO ATallbl
IIPOU3BOJICTBEHHOI'O0 TIpoOIlecca, CBSI3aHHBIE CO CTEpHJIM3AlMEld aKTUBHOM
CyOCTaHIIUM, SIBJSIOTCS YacThIO MPOM3BOJCTBA JIEKAPCTBEHHBIX IPENapaTos,
TOr/Ia CJIEIyET BHECTU COOTBETCTBYIOIIME 3aMicH B moApazaen 1.1.

VYkazanue Bu1a NPOU3BOJIUMBIX CTEPUIIbHBIX CYOCTAaHIIMM TPOU3BOIUTCS
yTeM BbIOOpa COOTBETCTBYIOIIETO MOJIpa3/ieiia:

3.4.1. ®apmarnieBTHUECKUE CYOCTaHIINHU, TPOU3BOJUMBIC B aCEITUUECKUX
YCIOBUSX;

3.4.2. ®apMmanieBTHUECKUE CyOCTaHIIMU, TMOABEpraeMble (PUHUITHOM

CTEPUIN3ALINY.

[Togpaznen 3.5. 3aBepiaroniue CTauu MPOU3BOJICTBA
dbapMaleBTUUECKUX CyOCTaHIIUM
VYkazaHve  TPOW3BOAUTCA  MyTeM  BbIOOpAa  COOTBETCTBYIOIIETO
noapasJena:
3.5.1. Craguu pusnueckoit 06padbOTKH
3.5.2. IlepBuuHas ynakoBKa;
3.5.3. BropuuHas ymnakoBKa,;
3.5.4. IIpouee.
B mogpasznene 3.5.1 yka3pIBaloTCs KOHKPETHBIC onepanuu (HampuMmep,

CyIlIKa, pa3mMoJi (TOHKOE U3MENbYCHHUE), IPOCCUBAHUE).
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B mompaznmene 3.5.2 ykaseiBaeTcs pasMmemieHne u (WIK) 3alaika
aKTUBHOW (papMalleBTUYECKOW CyOCTaHIIUM B YIAKOBOYHBIA MaTepual,
HAXOJIAIIUNCS B HEMOCPEICTBEHHOM KOHTAKTE C BELIECTBOM.

B moapaznene 3.5.3 ykasblBaeTCs  pa3MEIICHUE 3areyaTaHHOMU
MEPBUYHOM YITAKOBKHU B HAPYKHOM YIIAKOBOYHOM MaTepualie Uiu yIaKOBKeE.

Taxxke B JaHHOM TOJpa3jiesie MOTYT OTPa)KaThbCsl Kakue-mudo ACHCTBUS
0  MapKUpPOBKE, HEOOXOAMMBIE B  MEdIX  HUIACHTU(DUKAUIUU  WUITU
MIPOCIICKMBAEMOCTH (HyMepalusi cepuil) aKTHUBHOW apMalieBTUUECKOM
cyOcTaHIuy.

[Tongpaznen 3.5.4 cneayer BbIOMpaATh B OTHOIICHUU ONEpaIyid, KOTOpPbIE

HE MOTYT OBITh yKa3aHbl B ojapasaenax 3.5.1 —3.5.3.

[Toxpaznen 3.6. KonTposb kauecTBa

VYkazaHue Mpou3BOUTCS IMTyTEM BBIOOpA COOTBETCTBYIOIIETO pa3iena:

3.6.1. ®dusnveckre (XMMUYECKUE) UCTIBITAHUS;

3.6.2. MUKpOOHONIOTUYECKME UCIIbITaHUs (BKJIIOYAsl MCIBITAHWE HA
CTEPUIIBHOCTB);

3.6.3. MUKpOOHONIOrMYeCKNE HCHBbITaHUS (UCKIIIOYasl UCIbITAHUE Ha
CTEPUIBHOCTB);

3.6.4. buonornueckue UCOBITAHUS,

B nmanHoM  moapasziene  yKa3blBaeTCsd ~— OCYLIECTBIsieMass  Ha
MPOU3BOJICTBEHHOM IUJIOMIAAKE JEATEJIbHOCTh IO KOHTPOJI KadyecTBa
aKTUBHOW (hapMalleBTUUECKON CyOCTaHIIMM WA MPOMEXYTOUYHBIX MPOJTYKTOB
dbapmareBTHIeCKO CyOCTaHIIN.

JlaHHbBIN TOApAa3en 3amoJHAETCA JaXe B Cllydyae, €Clid ObUIM BHECEHBI
3anucH B moapaszneinbl 1.6 u 2.1 B OTHOILIIEHUHU JIEKAPCTBEHHBIX MPENapaTos,

MPOM3BOJIUMBIX Ha TOM K€ IUIOLIAJIKE.
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[IpousBoACTBEHHasT  IUIONIAJIKA,  MOJyYHUBIIAs  cepTU(dUKAT  TIO
noapazaeny 3.6.3 Takke CUMTaeTcs IpoIIeAmieii  (papmMaleBTHICCKYIO
WHCIIEKIIMI0O IO  MpoIleccaM  «MHUKPOOMOJOTUYECKHE  HWCIBITAaHUA 32
UCKJIFOUCHUEM HCIBITAHUA Ha CTEPWIBHOCTH» (TO €CTh IPOIECCOB,
NoANaJAIIMX oA nojapasaen 3.6.2), eciii MHOE HE MPOIMUCAHO OTACIbHBIM

KOMMCHTApHUEM B I10JIC ((OI‘paHI/I‘-IeHI/IH».

Paznen 4. ITIPOYUE OITEPAIIMU —
OAPMALIEBTUYECKHWE CYBCTAHIIUUA
JlaHHBI pa3zgen cleayeT 3amojHATh MPUMEHHUTENBHO K IMpoIieccam,
KOTOpble HEe ObIM omucaHbl B moapaszaenax 1 — 3. Omnucanue mporecca

JIOJKHO OBITh MPUBEACHO B 3TOM TOApa3eIe.

[Tone «OrpannveHus WM MOSCHUTEIBHBIN 3aMETKH,

Kacaromuecs: 00J1acT IPUMEHEHHUsI cepTUduKaTar
B cnydae ecnu yTouHsAOIIEe MPUMEUYAaHUE HE MPUBOJUTCA B Ka4eCTBE
o0IIero KOMMEHTapHsi, Kacarollerocsi NeSTebHOCTH Ha TPOU3BOACTBEHHOMN
IJIOMIAKe, TO TaMm, TJ¢ MPUMEHSCTCS YTOUYHSIOIIEE IpPUMEUYaHUE WIIN
orpannueHue (ocoboe TpeboBaHUE), CIEAYET BKIIOYUTH CCBHUIKY Ha
COOTBETCTBYIOIIMIM TMOJpa3Aes AOMOJHUTEIbHO JNucTa ceptuduxarta. Ecim
npUMEYaHUs OTHOCSTCS K KOHKPETHOW (hapMaleBTUYECKON CyOCTaHIINH, B
ITUX TPUMEYAHHUSX CJIeAyeT YyKa3zaTb Ha3BaHue (papmarieBTUYECKOU
CyOCTaHIIMM B  JOTOJHEHHE K TMOJpa3AeNny JOMOJHUTENBHO JIUCTA

cepTudukara.
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3aBepHIarOIINE OIS

B none « (®.1.0., 10mKHOCTB) (MOJMKCH)» — YKa3bIBAKOTCS
dbaMunus, uMsi, OTYECTBO (IIPU HAIMYKU) JUIA UMEIOIIET0 MOJHOMOYHS Ha
MOJINCH

B mnone «(mara mnoanucaHusA, AA.MM.ITIT)» — YKa3bIBaeTcs Jara
noanucaHus ceprudukara B (opmare «IAeHb, MecCSl, Toa» (Hampumep,
04.03.2020).

B none «M.IL.» cienyer moctaBuTh Mnevyarh YIIOJIHOMOYEHHOTO OPraHa,
BBIJIABIIIETO CepTU(UKAT.

[Ipu 3amojgHeHUM pa3aenoB JAOMOJHUTENBHOTO JIMCTa cepTU(dUKaTa,
JOMYCKAeTCsi BHOCHUTH JOMOJHUTEIbHYI0 HH(POPMALMIO, YTOUYHSIONIYIO

CBEJICHMS, YKa3aHHbIE B cepTU(HUKATE.




