PekomeHpauua Konnerun EBpasunimckon akoHomm4yeckon kommccum ot 12 cheBpans 2019 roga Ne 6
O PykoBoacTBe Mo BbIGOPY TECTOB U KpUTEPUEB NPUEMITIEMOCTU OISl COCTaBIieHUs cneumnduKkaumn Ha
JNleKapCTBEHHOE pacTUTENIbHOE Cbipbe, pacTuTenbHble papMaLeBTUYECKUE CyOCcTaHLuM (NpenapaTbl Ha
OCHOBe J1IeKapCTBEHHOro pacTUTENIbHOIO CbIPbsl) U NleKapCTBEeHHbIe pacTUTerNbHbIe npenapaTbl
(r. MockBa)

Konnerns EBpasniickon a3KOHOMMWYECKOW KOMUCCUM B cooTBeTCTBMM co cTaTben 30 [loroBopa o EBpasuiickom
3KOHOMUYEeckoM coto3e oT 29 masa 2014 roga, nyHkTom 3 ctaTbu 3 CornaweHus 0 eguHbIX NpuHUMNax 1 npasunax
obpalleHnsa nekapCcTBEHHbIX CpeacTB B pamkax EBpasuiickoro akoHommnuyeckoro cotosa ot 23 aekabpsa 2014 roga, B
Lensax rapMoOHM3aLMn 3aKkoHOAaTeNnbCTBa rOCyaapCTB - YneHoB EBpasniickoro 3KOHOMWYECKOro cok3a B cdepe
obpalleHns nekapCTBEHHbIX CPEACTB ANl YCTPaHeHUs: pasnuyunii B TpeboBaHusaX, NpeabsaBrisieMblx kK 06ecneyeHmnto n
KOHTPOJI0 Ka4eCTBa JIEKAPCTBEHHbIX PAaCTUTENbHbLIX NPenapaTos,

pekomeHAyeT rocygapctsam - YrieHaMm EBpasvincKoro 3KoHOMMYECKOro cor3a no nctevyeHumn 6 Mmecsues C aarhbl
onybnukoBaHus HacToswen PekomeHgauuu Ha odumumansHOM canTe EBpasvMicKkoro 3KOHOMMYECKOro cok3a mnpu
COCTaBneHuu cneuudumkaumii Ha InekapCTBEHHOE pacTUTENnbHOE Cblpbe, pacTUTenbHble hapMaueBTUYEeCKMe
cybcTaHumMm (nNpenapaTtbl Ha OCHOBE NEKapCTBEHHOIO PACTUTENbHOIO CbIPpbs) U NEKAPCTBEHHbIE pacTUTErbHbIE
npenapatbl MNpUMeEHATb PykoBOACTBO NO BbIGOPY TECTOB W KpUTEpUMEB MpUMEeMNeMOCTU [Afis COCTaBrneHus
cneundvkauMin Ha NeKkapCcTBEHHOE pacTUTENbHOE Cbipbe, pacTuTenbHble dapmaueBTuyeckme cybcrtaHumm
(npenapaTbl Ha OCHOBE IEKAPCTBEHHOIrO PACTUTENbHOIO Chbipbs) W NEKAPCTBEHHbIE PACTUTENbHbLIE MpenapaTobl
cornacHo npunoxeHuto. MNpyu 3TOM UCXOQMTb M3 TOrO, YTO B Clyvae, €crnv peanv3aunsi MONOXEeHWUA yKasaHHOro
PykoBoacTBa ocyllecTBnseTcss B COOTBETCTBUM C akTamu EBpasuiicko 3KOHOMMYECKOW KOMUCCUW, MPUMEHEHUS
Takux NONOXEHUIN OCYLLECTBISETCS C AaTbl BCTYNNEHWs B cuny (C AaTbl Hayana npMMEHEeHUs1) COOTBETCTBYOLLNX
aKToB.

MpencepaTtens Konnerun
EBpa3nmnckomn aKOHOMUYECKOM KOMUCCUU T. CapkucsiH
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MPUNOXEHNE

Kk PekomeHnpgauum Konnerun
EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUN
oT 12 cpeBpanda 2019 r. Ne 6

PYKOBOACTBO
no BbIGOPY TECTOB M KpUTEpPUEB NPUEMIIEMOCTU ANsi COCTaBNeHus cneundunkauun Ha nekapcTBEHHoOe
pacTuTenbHoe cbipbe, pacTuTenbHble dhapmMaLeBTUYeCKne cybcTaHuMm (NpenapaTbl HA OCHOBE
neKkapcTBeHHOro pacTUTENbLHOrO Cbipbsl) M NIeKapCTBEHHbIe pacTUTeNbHbIE NpenapaTbl

|. O6LwKre nonoxeHus

1. HacTosiwiee PykoBoACTBO coaepxuT obLime npuHUMMbl MO COCTaBMEHMO cneuudurkaumni Ha nekapcTBeHHoe
pacTuTenbHoOe Cbipbe, pacTuTenbHble dapmaueBTudeckme cybcTtaHumm (npenapatbl HA OCHOBE feKapCTBEHHOro
pacTUTENbHOMO Cbipbs) U NEeKapCTBEHHbIE pacTUTelNbHble NpenapaTtbl B LEensx X peructpauum B COOTBETCTBUM C
[MpaBunamu permcTpaumm n SKCNepTU3bl NEKapCTBEHHbLIX CPEACTB ANS MeAULMHCKOro NPUMEHEHWs, YTBEPXAEHHbIMU
Pewennem CoBeTta EBpasvickon 3koHOMUYECKOM Komuccum oT 3 Hosibpst 2016 r. Ne 78 (manee - [lMpaBuna
permcTpauum n aKkcnepTusbl).

2. Hacrtosiwee PykoBoACTBO MPUMEHSIETCH BO B3aMMOCBA3M C PykOBOACTBOM MO KayecTBY feKapCTBEHHbIX
pacTuTenbHbIX NpenapaTtoB, npunoxeHne k Pekomengaumm Konnerun EBpasniickoli akoHoMu4deckon kommceun ot 10
Mas 2018 r. Ne 6 (ganee - PykoBoACTBO NO Ka4eCTBY NeKapCTBEHHbIX paCTUTENbHbLIX MpenapaTos).

3. B oTHoweHun onpegeneHHom KaTeropum neKapCTBEHHbIX PacTUTEmNbHbIX npenapaTtos, 3ddeKTMBHOCTb
KOTOpbIX YyCTaHaBNUBAETCS Ha OCHOBAHUWU WCKITHOYUTENbHO WX ANUTENbHOrO MPUMEHEHWS, BBeAeHa npouenypa
YNPOLUEHHON perncrTpaumMm B cooTBeTcTBUMM C pasgenom 15.2 npunoxernus Ne 1 k [MpaBunam peructpaumm wm
akcneptusbl. KayecTBO nekapCTBEHHOro pacTUTENbHOrO Mpenapata He rapaHTupyeTcs ero  AnuTeribHbIM
3MMMPUYECKUM NPUMEHEHUEM, MO3TOMY 0bLLME NMPUHUMMBI 06ecnevyeHns KavyecTBa NEeKapCTBEHHbLIX PaCTUTENbHBbIX
npenapaTtoB MPUMEHVMbl W B OTHOLIEHWU NEeKapCTBEHHbIX pPacTUTENbHbIX MpenapaTtoB C  YMAPOLUEHHbIM
perncTpauuoHHbIM JOCbke.

4. InA nekapCTBEHHbIX pacTUTENbHbIX NPenapaToB C YMNPOLLEHHbIM PerncTpaumMoHHbIM [OCbe, CoAaepXallumx
BUTaMWHbI M (UNW) MUHepanbl, B HacToswem PykoBoAcTBe npuBedeHbl cneumanbHble ykasaHus, Kacarolmecs
CMeceln NneKapCTBEHHOrO PacTUTENbHOMO Cbipbsi, pacTUTENbHbIX hapmaueBTUYecknx cybcTaHumin (npenapatoB Ha
OCHOBE IIEKAPCTBEHHOIO PacCTUTENBHOrO Cbipbsi) C BUTaMuHamu u (unu) muHepanamu. Kpome TOro, kavectso,
cneunukaumm M OOKYMEHTaUMs Ha Kaxabli BUTAMUH WM MUHepan OOSbKHbl COOTBETCTBOBATb akTam OpraHoB
EBpasuiickoro akoHommnyeckoro cotosa (ganee - Cotos) B cdepe obpalleHus nekapcTBEHHbIX CPEACTB.

5. Cneuundukaumm SBNSIOTCS YacTbio OOLLEN CTpaTerMm KOHTPOMS KayecTBa NEeKapCTBEHHONO pacTUTENbHOIO
Cblpbs, pacTuTenbHoON hapmaleBTuyeckon cybcTaHumm (mMpenapaToB Ha OCHOBE MEeKapCTBEHHOrO pPacTUTENbHOro
Cblpbd), HanpaBneHHoN Ha obecneyeHne KayecTBa NeKapCTBEHHOrO pacTMTENbHOro npenapaTta U NOCTOAHCTBA €ro
CBOWCTB, KOTOpas BKoyaeT B cebs:

KOHTPOIb MCXOAHOrO ChIPbSA U BCMOMOraTernbHbIX BELLECTB;

BHYTPUNPOU3BOACTBEHHbIN KOHTPOIb;

Banuaaumio;

nccnenoBaHne ctabunbHOCTY;

KOHTPOINb NOCTOSIHCTBA KayecTBa Cepui.

Opyrmmn anemeHTaMu aTon cTpaternm SBnATCS:

a) ornpegeneHve XxapakTepuCTUK, Ha OCHOBE KOTOPbIX COCTaBNSAlTCHA crneumdukaumm, B Xoae paspaboTku
npoayKTa;

0) cobniogenune [paBun Hagnexaiwlen nNpPou3BOACTBEHHOW MPaKTUKM EBPasuCKOro 3KOHOMUYECKOrO COH3a,
yTBepxaeHHbix PeweHnem CoBeTa EBpasvmnckon aKOHOMUYECKON Komuccumn OoT 3 Hosibpst 2016 r. Ne 77 (gnanee -
MpaBuna Hagnexallel NpPovM3BOACTBEHHOW MpakTuku), U [paBun Hagnexallen NpakTUKWM BbipaluBaHus, cbopa,
06paboTkn M XpaHEHWs] UCXOOHOMO Chlpbs PACTUTENBHONO MPOUCXOXAEHWS, yTBepXaeHHbIXx Pewenvem CoseTa
EBpasuiickon aKoHOMU4eCckon kommccum ot 26 siueapsa 2018 r. Ne 15;

B) BanuAMpoBaHHbIN NPOLLECC NPOM3BOACTBA (HanpuMmep, UCTbITaHWUS CbIpbs);

r) BHYyTPMNPOU3BOACTBEHHbIN KOHTPOSb, UCCNEA0BaHNe CTabunbHOCTM U T.4.

6. Crneundmkaumm, Kak npaBumo, COCTaBMAOTCA Ha IEKapCTBEHHOE pacTUTENbHOE Cbipbe, PacTUTErbHbIE
hapmMaueBTHyeckne cybcTaHumm (NpenapaTbl Ha OCHOBE JTIEKAPCTBEHHOTO PaCTUTENBHOMO ChIPbs) U NEKAPCTBEHHbBIN
pactuTenbHbii  npenapaT. Cneumdukaumn npegHas3HaveHbl, npexane BCero, Ans onpedeneHns Kayectsa
NeKapCcTBEHHOIO PacTUTENBbHOIO Chipbsl, pacTUTENbHOW hapMaleBTUYECKOM cyOGcTaHuuM (NpenapaTtoB Ha OCHOBE
NEeKapCTBEHHOr0 pPacTUTENbHOTO Cbipbs) UMW MEeKapCTBEHHbIX pacTUTErNbHbIX MNpenapaTtoB, a He Ans MOSiHOW
XapaKkTepucTuKM 3TuX papMaLeBTUYECKMX MNPOAYKTOB W AOMXKHbl aKkLeHTUpoBaTb BHUMaHWE Ha MnokasaTensx
KayecTBa, noaTBepXaarLmx 6e3onacHOCTb U 3hPEKTUBHOCTD.

7. KayecTBO nekapCTBEHHOro pacTUTENbHOrO Cbipbs, pacTUTenbHOW apmaueBTUYeckon cybcTaHuum
(npenapaToB Ha OCHOBE IEKAPCTBEHHOIO PAaCTUTENbLHOTO Chipbs) ONPeAenseTcs Ka4yeCTBOM MCXOOHOrO CbIpbsi
pacTUTENbHOIO MPOUNCXOXOEHWSA, Pa3paboTKoW, BHYTPUNPOU3BOACTBEHHLIM KOHTPONIEM, KOHTPONIEM COOTBETCTBUS
[MpaBvnam Hagnexawen npon3BOACTBEHHOW MNpPakTUKM W Banuvjauuen npouecca MpoM3BOACTBA, a TakKke
cneumgukaunsaMm, NPUMEHSIEMbIMIN K TeKapCTBEHHOMY pacTUTENbHOMY CbIPblO, PACTUTENBHON hapMaLeBTUYECKON
cybcTaHuMu (npenapaTaMm Ha OCHOBE JIEKAPCTBEHHOIO PAaCTUTENBHOIO Cbipbsi) U FIEKAPCTBEHHLIM PACTUTENbHBLIM
npenapartam Ha NpPOTsPKEHMU NPOLLECCOB pa3paboTkM 1 Npon3BoaCcTBa.
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8. B HacTosiem PykoBoacTBe paccmaTpuBaloTCsl OonucbiBaemble B crieLmmrkaLmum NcnbiTaHusl, aHanutuieckme
METOAMKM U KpUTEPUM NPUEMIIEMOCTU, UCTIONb3yeMble Ans obecnevyeHns KayecTBa NIekapCTBEHHOIO pacTUTENbHOMO
CbIpbs, pacTUTenbHbIX hapMaLeBTU4ecKkMx cybcTaHuui (MpenapaToB Ha OCHOBE NEKapCTBEHHOIO pacTUTENbHOro
Cbipb) W NEKAPCTBEHHbLIX PaCTUTENbHbIX MpenapaTtoB Ha MOMEHT Bbilycka W B TeYeHUe Cpoka TOOHOCTW.
Creundukaumm ABRAOTCA BaXKHbIM, HO HE €AMHCTBEHHBIM KOMMOHEHTOM obecneyeHnst kayecTsa. [ins obecneveHns
NMOCTOSIHHOrO  MPOW3BOACTBA J1€KAPCTBEHHOrO  PaCTUTENbHOIMO  Chipbsi, pPacTUTENbHbIX apMaLeBTUYECKNX
cybcTaHumi (npenapaToB Ha OCHOBE NEKApPCTBEHHOrO PaCTUTENbHOrO CbIPpbs) U JNEKAapCTBEHHbIX PacTUTENbHbIX
npenapaToB BbICOKOro kayecTBa He06XoauMO y4nTbIBaTb NONOXEHUs HAacTosLero PykosoacTtaa.

9. TllonoxeHus HacTosiwero PykoBoacTBa NpUMMEHUMbI K HaxOAsLWMMCA Ha 3Tane perucrTpauum u
3aperncTpupoBaHHbIM NEKAPCTBEHHBLIM PacTUTENbHBIM Npenapartam.

10. MNonoxeHnsa HacTosiwero PykoBOACTBa He KacalTCA HaxOOALUMXCS Ha 3Tane KIMHWYeCKoW paspaboTku
NeKapCTBEHHbIX PacTUTENbHbIX NpenapaToB, O4HAKO UX crieayeT yuuTbiBaTb B LENsX MocrneayoLwen perncrpaumm
TaKMX NPOJYKTOB.

11. B HacTosilem PykoBoacTBe NpuBOAATCS peKOMEHAALMK, Kacalolwmnecs Kputepmes NnpMemMnemMocTu, KoTopble
Heobxoammo paspaboTtaTb ANS NEKapCTBEHHOrO pPacTUTENbHOrO Cbipbsi, PaCTUTENbHBLIX apMaleBTUYECKUX
cybcTaHuMi (npenapaTtoB Ha OCHOBE NEKApCTBEHHOIO PaCTUTENbHOrO CbipbsA) U FOTOBbIX NEKapCTBEHHbIX hOpM
NEeKapCTBEHHbIX PaCTUTENbHbIX MpenapaTtoB, TO €CTb YHMBEpPCarbHbIX KPUTEpPUEB NPUEMMEMOCTU, a Takke
crneumanbHbIX KpUTEPUEB, NPEAYCMOTPEHHbIX ANA OTAENbHbIX BUAOB IEKAPCTBEHHOrO PaCTUTENbLHOMO Chipbs,
pacTuTenbHbIX hapMaueBTUYECKNX CyOCTaHLmMi (MpenapaToB Ha OCHOBE NEKAPCTBEHHOIO PacTUTENbHOMO ChIPbsi) U
(Mnn) roToBbIX NEKapCTBEHHbLIX (DOPM FTEKAapPCTBEHHbBIX PACTUTENbHBLIX MPENapaToB.

12. HacTosuee PykoBoACTBO COAEPXKMT CBEAEHUS O NEPEAOBbIX AOCTUXKEHNSIX HA MOMEHT €ro COCTaBMNEHNs!, HO
He sBnsieTcAa BCceoObemniowmM. HenpepbiBHO BO3HMKAKOT HOBbIE aHaNUTUYECKME METOAMKM W Moaudukaumum
CyLLeCTBYyHOLLMX MeToauK. [1pn gocTaToyHOM 060CHOBaHMM MX Takke cregyeTt UCNoNb30BaThb.

13. lMonoxeHus HacToswero PykoBoacTBa Heo6GXoAMMO yuuTbiBaTb Mpwu paspabotke M 06GOCHOBaHWU
cneumndumkaunn. OHU He ABMAITCHA YHUBEPCANbHbIMU, HO KaXXdoe U3 HUX OOIMKHO YYUTbIBATbLCSA B OnpeaeneHHbIX
obcToATENLCTBAX.

14. HacTosiwee PykoBOACTBO COAEPXKUT OMNMUCAHWE CUTYaLUA, MPU KOTOPbIX OHO MOXET ObITb NPUMEHUMO, Npn
3TOM [eTanusauusi NoaxodoB M MpeanioXeHWn Mo peanu3auun 3TUX MONOXEHWA [OMKHbl ObiTb 0OOCHOBaHbI
3asBUTENEM U O0J0OpEHbI YMONHOMOYEHHLIM OpraHoM (3KCMepTHOW opraHu3auuei) rocyaapctea - uneHa Cotosa
(banee - rocynapcTBO-UneH).

Il. OnpepeneHus

15. Ansa uenewn HacToswero PykoBoacTBa MCMOMb3YHOTCA NOHATUSA, KOTOPbIE O3HaYaloT cregyloLuee:

«pactuteneHble Yan» (herbal teas) - cBexenpuroToBneHHble BOAHbIE U3BMEYEHNS U3 OJHOIO MMM HECKOMbKUNX
BMOOB JTIEKAPCTBEHHOIO PacTUTENbHOIO Cbipbs, MOMyYeHHblE MyTeM 3aBapuBaHUs, HacTanBaHWA UMW BbIMaYMBaHUS.
PactutenbHble Yaum, kak MpaBumo, NoCcTaBnATCA B HepacdacoBaHHON dopme unm pacacoBaHHbIMM B CaLLe;

«cneunduyeckoe ucnoitaHue» (specific test) - nenbiTaHne, NnpuMeHsemMoe K KOHKPETHOMY feKapCTBEHHOMY
pacTMTenbHOMY CbIpblo (pacTutenbHoW dapMaueBTUYeckon CybCTaHUMM) Mnu nekapCTBEHHOMY pacTUTENbHOMY
npenapary B 3aBUCUMOCTM OT UX CreundunyecKkmx CBOMCTB U (MNK) Ha3HaYeHWs;

«yHMBepcarnbHoe ucnbiTaHue» (universal test) - wcnbiTaHue, MOTEHUMANbHO MPUMEHMMOE KO BCEMY
neKapcTBEHHOMY pPacTUTENbHOMY CbipblOo, BCEM pacTuTenbHbIM hapMaLleBTUnieckum cybctaHumam (npenapaTtam Ha
OCHOBE J1eKapCTBEHHOIO PacTUTENbHOrO ChIPbsl) WU NEKapCTBEHHbIM pacTUTenbHbIM Mpenapatam (Hanpumep,
onucaHune, NOANMHHOCTb, KONMYECTBEHHOE ONpeAerieHne N UCTbITaHNe Ha NMPUMECH).

WHble MoHATMSA, ncnomb3yemble B HacTosilem PykoBoAcTBe, NMPUMEHSIIOTCA B 3HAYEHWsX, OMpeaerieHHbIX
PyKoBOACTBOM MO COCTaBMEHWIO HOPMAaTMBHOIO [OKYMEHTA MO KavecTBy JIeKapCTBEHHbIX Mpenapartos,
yTBepxaeHHbIM Pewenvem Konnerun EBpasniickori akOHOMMYECKOM komuccun oT 7 ceHTsops 2018 r. Ne 151 n
PykoBOACTBOM MO Ka4eCTBY NEKapCTBEHHbIX PACTUTENbHBLIX MPenapaTos.

lll. YkazaHus no BbIGOpPY TeCTOB U KpUTEpUEB NPUEMIIEMOCTU B crneundmrKaumsax Ha riekapcTBeHHoe
pacTuTenbHoe cbipbe, pacTUTeNbHble hapMaleBTUYeckue cy6cTaHUmMm (NpenapaTbl HA OCHOBe
rneKapCTBEHHOro pacTUTENbLHOrO Chipbsl) U NleKapCTBeHHbIe pacTUTeNbHble NpenapaTbl

1. YcTaHOBREeHMe xapakTepucTuk

16. MNocTOAHCTBO KavecTBa NPOAYKLMM PacTUTENBHOrO MPOUCXOXOAEHUS MOXHO rapaHTMpoBaTb TOMbKO B TeX
crnyyasix, Korga TOYHO OnpeferneH CoCTaB IeKapCTBEHHOrO0 pacTUTENBHOrO Chipbs. [1o3ToMy ycTaHoBneHue
XapaKTepUCTMK NeKapCTBEHHOro  pacTUTENbHOMO  Cblpbsi, pacTUTeNbHbIX dapmaueBTU4eckux cybctaHuuin
(npenapaToB Ha OCHOBE JI€KAapCTBEHHOrO pacTUTENbHOMO Cbipbsl), B TOM 4ucrne nogpobHbIM  aHanu3
MOPAONOrM4ecknx N UTOXMMUYECKMX CBOWCTB pacTeHWN W [eTanbHoe OnucaHwe mnpoLuecca MNpou3BOACTBa
neKkapCcTBEHHbIX pPacTUTENbHbIX NpenapaToB, SBMSETCS HeoOXoAMMbIM YCIOBMEM, MO3BONSAWMM paspabaTbiBaTe
cneundukaummn.

17. KpuTepun npvemnemoctu B MepByl oyepedb AOMKHbl ObiTb YCTAHOBMEHbl M OOOCHOBaHbI Ha OCHOBE
AaHHbIX U pe3ynbTaToB, MOSTyYEHHbIX NPW aHanuM3e Cepuvi, UCMONb3yeMblX ANS AOKMMHUYECKUX (KITMHUYECKMX)
UCCreaoBaHU UM Ha OCHOBE MHMOPMaLUM M3 COOTBETCTBYIOLUMX NUTEPATYPHbIX MCTOYHUKOB, @ TaKKe OOIDKHbI
ObiTe NPUHATBI BO BHUMaHwe Apyrve [faHHble O Ccepusix (Mcrnonb3yembiX Ans BanugauvMum nNpousBOACTBA,
nccnepoBaHuii cTabunbHOCTH) M O NPOU3BEOEHHbIX PaHee cepusix.
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18. MopgpoGHOe YCTaHOBMEHWE XapaKTepUCTUK OBbIYHO BbIMOSHSETCA TOMbKO Ha 3Tanax pa3paboTku W npu
HEOOXOAMMOCTN BHECEHUSI CYLLECTBEHHBIX M3MEHEHUI B TEXHONOMMYECKUA npouecc. Ecnv npumMeHUMO Ha MOMEHT
nofjayv 3asiBMEHWs HA PErucTpaumio NeKapcTBEHHOrO PacTUTENbHOTO MNpenaparta NpousBOAWUTEN0 HeoGXOoAMMO
MMeTb COBCTBEHHble COOTBETCTBYHLUME CTaHAapTHble 06pasubl (NepBUYHble U paboune) Ans onpefeneHvst
NOANMHHOCTU U KOJIMYECTBEHHOTO OMNpeerieHUst KOMMOHEHTOB COCTaBa NPOU3BOLACTBEHHbIX CEPUIA.

Maxpocxonuqecxue U MUKPOCKONUYeCKUe XxapaktepucTtukun

19. Makpockonmyeckne ¥ MUKPOCKOMMYECKNE XapakKTepUCTUKM [OMKHbI BKNoYaTb B CebsA XxapakTepHble
CBOICTBA (MpWU3HaKW), NO3BONSAIOLLME OTMYUTL JIeKapCTBEHHOE pacTUTENlbHOE Chipbe OT MOTEeHLManbHbIX NpUMecein
(cypporaTos).

PUToXMMUYECKNE XapaKTepUCTUKN

20. K utoXxummnyeckum xapakTepucTukam OTHOCHATCA aHanuTUYeckne [aHHble O KOMMOHEeHTax cocTaBa
(BKMOYasA KOMMOHEHTbLI C U3BECTHOWM TepaneBTUYECKON akTUBHOCTLIO Y COEANHEHNS, NMPUTOAHbIE ANA NCNONb30BaHUS
B Ka4eCTBE aKTVBHbLIX MapKepoB UMW aHanUTUYeCcKnX MapkepoB). PUTOXMMUYECKNE XapaKTEPUCTUKM onpeaensoTcs
C UCMOSIb30BaHNEM XapaKTEPUCTUYECKON XpoMaTorpammbl.

Mpumecu

21. NpvMmecun nogpasnenstoTcs Ha:

a) npumecu, oByCnoBreHHbIE WCXOAHbIM MaTepuanom (erCTBYHLWMMM BellecTBamu, BCMOMOraTeribHbIMU
BeLLleCcTBaMm) 1 yNakoBOYHLIMW MaTepuanamu;

0) TexHonornyeckne npumecu, obpasyroLimecs B npouecce NponM3BOACTBA.

22. lMpw cocTaBneHnn cneumukaumin Ha nekapcTBeHHbIe pacTUTenbHble npenapatbl MO Mepe BO3MOXHOCTU C
y4yeToM cocTaBa MOMMMO MpUMeceln yKa3aHHbIX B MyHkTe 21 HacTosiwero PykoBoacTBa HeEOOXOAUMO y4uTbiBaTb
crepyoLme rpynnbl NpUMeceii:

a) KOHTaMWHaHTbl, K KOTOPbIM OTHOCHATCS TOKCWMYHble 3fEMEHTbl, OCTaTKM MecTMUMAoB W hymMuraHTos,
MUKOTOKCUHbI (adriaToKCHHbI, OXpaTOKCUH A 1 T.M.), @ Takke MUKpobronormyeckne 3arpsisHeHus;

0) pagnoHyknNuabl;

B) npoadykTbl Aerpagjaumu, obpasyllwmecsa npu  gerpagauum  nekapCcTBEHHOrO PacTUTENbHOrO  Cbipbs
(pacTuTenbHbIX thapMaueBTUYeCKnx cybcTaHumi). B cuny cneumdumyeckon npupoabl nekapcTBEHHbIX pacTUTENbHbIX
npenapaTtoB B MepByl oO4vepedb criegyeT ykasaTb MPOAYKTbl Aerpagauun, KOTopble SBMASIOTCH TOKCUYHBLIMM
(oKka3blBalOT TOKCUYECKOe BO3AENCTBYE);

) oCTaToyHble pPacTBOPWUTENM, MOSBNEHME KOTOPbIX CBSI3aHO C MPWMEHeHWeM pacTBopuTenen B npouecce
npon3BoacTBa.

Buonoruyeckas M3MeH4YUNBOCTb

23. OueHka GMOMOrMYeckor M3MEeHYMBOCTM BKMOYaeT B Ce0S MCMONb30BaHWE PEeTPOCNEKTUBHBLIX AaHHbIX,
OTHOCSALLMXCSA K MPOW3BOACTBEHHLIM CEPUAM, W NUTEPaTYpPHbIX AaHHbIX MO BGMONOrMYeckoin M3MEeHYMBOCTU Ans
o6ocHOBaHUS cneuundmrKkauun.

2. MpuHUMNbI pa3paboTKn U cocTaBreHUs cneundukaumnin

24. OcHoBOWM ANst yCTaHOBNEHUS TpeboBaHui cneumndukaumin AOMKHbI CITYXXWUTb OMbIT U AaHHbIE, HAKOMMEHHbIE
B npouecce paspaboTku NeKapCTBEHHOrNO0 pPacTUTENbHOro npenapata. [donyckaeTcs OrpaHu4MTbCs MPOBEPKOW
NEKApPCTBEHHOrO pacTUTENbHOrO npenapata Ha COOTBETCTBME TEM XapaKTepUCTUKaM KadecTBa, KOTopble
OOHO3HAYHO CBA3aHbl C KOHKPETHOW IeKapCTBEHHOM (POPMON, NeKapCTBEHHbIM pPacTUTENbHLIM CbIPbEM WU
pacTuTenbHon hapmaLeBTUYECKON cybCcTaHUmMen (NpenapaTtom Ha OCHOBE NEKapCTBEHHOIO PaCTUTENBHOIO CbIpbsi) U
WCKINIOYNTb, COKPATUTb UM 3aMEHUTb TaKkne UCTbITaHWs, Kak:

UCMbITaHNSA Ha OCTaTKM NecTUuMaoB. [lonyckaeTcs UX COKpalleHue B Criyvae ecrnu:

ONs BblpallyBaHUSA NEKapCTBEHHOIO PacTUTENbHOMO CbIpbsi UCMONb3YOTCA TOMbKO OpraHnyeckue yaobpeHusi
(BblpawuBaHne 6e3 NecTMUMOoB U T. M.) U [OKA3aHO OTCYTCTBUE MOTEHUUANBbHOIO 3arpsi3HEHWs OT COCEeOHUX
nnaHTauun);

ans cbopa AMKOpacCTyLero fnekapCTBEHHOr0 PacTUTENbHOIO CbipbA AOKA3aHO OTCYTCTBME MOTEHLUMAnbHOro
3arpsisHeHMS;

UCMbITaHNE Ha MUKPOOUOMOMMYECKYID YMCTOTY (OOMycKaeTCs €ro WCKMHYEHVWEe Wy cokpalleHne obbema
UCMbITaHUSt ANS TakMx pacTUTENbHbIX papMaueBTUYECKUX CyOCTaHUMA (NpenapaTtoB Ha OCHOBE IEKAPCTBEHHOIO
pacTUTENbHOIO Cbipbsl), KaKk 3KCTPaKTbl UMM HACTOWKU C BbICOKUM COOEPXAHWEM STWUMOBOro CnupTa, €crv Takoe
UCKMIOYEHNE WNWU COKpalleHMe oO0bemMa WUCMbITaHUs MOATBEPXKAEHO HayYHbIMW OaHHbIMW U JonyckaeTcs
PYKOBOACTBOM MO KOHTPOSIO PUCKOB MMUKPOOHOM KOHTaMMHAUUW JEKAPCTBEHHOTO PACTUTENbHOIO  Chipbs,
pacTUTenbHbIX hapMaLeBTUYeCKMX cybcTaHLumui (NpenapaToB Ha OCHOBE JIEKAapCTBEHHOIO PaCTUTENbHOIO Cbipbs) U
JNIEKapPCTBEHHbIX PaCTUTENbHBIX MpPenapaTtoB, YyTBEpXAaeMbiM EBpasviicKkon SKOHOMWYECKOW KOMUCCUEW (panee -
Komuccns)).

3. ®apmakoneitHble MeTOAUKU UCNbITaHUMI U KpUTEPUU NPUEMITIEMOCTH



25. CnegyeT NpuMMeHsiTb METOOMKU UCTIbITAaHUIA U KPUTEPUM MPUEMIIEMOCTH, cofepxalimecs B dapmakonee
Coto3a, a Npu OTCYTCTBUM B Heil - B (hapMaKonesix rocy4apCTB-4YIIeHOB.

4. NMepuopunyeckne (BbIOOPOUHbIE) UCMIbITAHUSA

26. MMepuoanyeckne (BbIOOPOYHbIE WUCMBLITAHWA) - OMNPeAeneHHble BbiNycKallme WCMbITaHus, KoTopble
NPOBOAATCA Ha NpeaBapuTenbHO BbIOpaHHbIX CepusAX U (MnK) Yepes 3apaHee YCTaHOBMEHHble UHTepBarbl. Takon
noaxon MoxeT OblTb MNPUMEHMM K MWCNbITAHUAM Ha pacTBOPEHMe, Ha OcCTaTOYHble pacTBOpUTENU W
MUKPOBMONOrM4YeckMM UCMbITaHNAM ONS TBEpAbIX NekapcTBeHHbIX opM (mpunoxeHve Ne 1 k PykoBoactsy no
COCTaBMEHNI0O HOPMATMBHOIO [OKYMEHTa MO KayecTBy JlekapCTBEHHOro Mpenaparta) nocrne perncrpaumm
NeKapCTBEHHOro pacTUTENbHOro npenapata B CooTBeTcTBMM C [lpaBunammn Hagnexaluen npou3BOACTBEHHON
NPaKTUKN 1 0406PEHNS YNONTHOMOYEHHBLIM OPraHOM (3KCMEPTHOWN OpraHn3auuen) rocygapcrea-yneHa.

5. prrepvm npuemMmnemMmocTu nokasaTernen KauecTtBa Ha MOMEHT BbiNyCKa npoAykuun n B Te4eHue
YCTaHOBJIEHHOIo Cpoka rogHOCTU

27. B OTHOWEHWM neKapCTBEHHbIX PacTUTENbHbLIX NpenapaToB, a Takke B WUCKIIOYUTENbHLIX CrydYasx U
pacTuTenbHbIX hapmaueBTUYecknx cybcTaHumi (NnpenapaToB Ha OCHOBE TEKAPCTBEHHOIO PacTUTENbHOMO Cbipbs)
(ecnn aTO onpaBAaHO) MOXET MPUMEHATLCS MOAXOM, 3aK/YalOLMINCA B YCTaHOBMEHUWN Pas3NUYHbIX KpUTEpUeB
npueMneMocTun: B cneundyrKaumm Ha MOMEHT BbiNycka MPOAYKUMM 1 B cneundurKaunm B TeYeHNe yCTaHOBIEHHOMo
cpoka rogHocTu. Takon nogxod ycTaHaBnueaeT Bonee XecTkve Kputepum NpremnemMocTu nokasaTenen kavectsa B
cneumduKaumMnm Ha MOMEHT BbIMyCka, YeMm B cneumdukauum, nNprMeHSemMon B TeYeHMe YCTaHOBIIEHHOro cpoka
rOAHOCTU. DTO MOXET ObITb MPUMEHUMO AN KONMYECTBEHHOIO ONpeaerneHns akTMBHbIX (aHanMTUYeCcKMX) Mapkepos
W onpegeneHns coaepXaHna npumecen (NpoayKkToB Aerpagaumn).

6. BHyTpMﬂpOVI3BOACTBeHHbIe ncnbiTaHUA

28. BHYTpMNpon3BoACTBEHHbIE UCMbITAHNS - UCTIbITAHWSA, KOTOPble MOTyT NPOBOAUTLECHA BO BPEMSsi NPOU3BOACTBA
pacTuTenbHoOW dapmaLeBTMYeckon cybcTaHumm (MpenapaTta Ha OCHOBE NEKapCTBEHHOIO PacTUTENbHOMO Cbipbs) UMK
NeKapcTBEHHOro pacTUTenbHOro npenaparta (K HUM He OTHOCATCS WCMbITaHWSA, BbINOMHAEMbIE Nepen BblMyCKOM
cepuv NpogyKummn).

29. BHyTpUNpPOW3BOACTBEHHbIE WCMbITAHWS, MPOBOAMMbIE C LENbl  KOPPEKTUPOBKM  TEXHONOrMYECKMX
napameTpoB B pamkax paboyero guanasoHa (Hanpumep, KOHTPOMb TBEPAOCTU U UCTMPAEeMOCTV TabneTok, KoTopble
6yayT nokpbIBaTbCA 060M04KON), B CeLUnduKaLmio He BKITIOYaoTCS.

30. HekoTopble BHYTPMNPOM3BOACTBEHHbIE WCMbITAHNA (Hanpumep, onpeaeneHve pH pacTtBopa) MoryT
NpoBOAMTLCS ANA MNOATBEPXOEHWS COOTBETCTBMSA TpeboBaHWAM crneumduKkaumm Ha roTOBYK NPOAYKUMIO Mpu
YCMOBUW, YTO 3TO WCMbITaHME BKMYEHO B cCrleundurKaumio U KpUTepun MpUeMIIeMoCcT 3TOr0 UCMbITaHWA
aHanoruyHble nnu 6onee xecTkue.

7. AnbTepHaTUBHbIE METOAUNKMN

31. MNoa anbTepHaTUBHLIMW METOAMKAMW NOHNMAIOT METOANKN UCTbITAHWIA, KOTOpble MOTYT BbITb MCMOMNBE30BaHbI
ANa n3MepeHus (onpeaeneHns) kakoro-nnmbo nokasarens (MpusHaka) 1 No3BonsoT obecneynTb KOHTPOMb KavecTBa
neKapCcTBEHHOro pacTUTENbHOrO Chipbs, pacTUTenbHbIX hapmaueBTuyeckux cybctaHumii (npenapaToB Ha OCHOBE
NeKapCTBEHHOro PacTUTENbHOMO Chipbs) UMW NeKapCTBEHHbIX PacTUTENbHBIX NpenapaToB Ha TOM Xe YPOBHe Win B
fonbluen cTeneHn MO CPaBHEHWIO C dapmakonenHelMn MeTogmkamu. Hanpumep, ana Tabnetok, ecnu
NOATBEPXAEHO, YTO B MpoLiecce NPOn3BOACTBA YPOBEHb NPOAYKTOB Aerpagauun He yBennunBaeTcs, A4oNyCcTUMO Ans
BbIXOAHOIO KOHTPOMNS B3amMeH oduumanbHO MPUHATOrO Xpomatorpadmyeckoro MeToAa WUCMbITaHWA UCMONb3oBaTh
CMNeKTpohOTOMETPUYECKUA MeToA. TeM He MeHee Ans MOATBEPXAEHWs COOTBETCTBMA KayecTBa NeKapCTBEHHOro
pacTUTenbHOro npenapara KpUTepusM MNPUEMIIEMOCTM B TeYeHMe YCTaHOBIEHHOro Cpoka FoAHOCTW crneayeT
NPUMEHSITb XpomaTorpaduyeckuii MeToa.

8. CoBpeMeHHbIe MmeToAabl

32. CyuwecTtBylOWnMe aHanUTUYeckne MeTodbl HEMNPEepbIBHO COBEPLUEHCTBYIOTCH, B TOXE BpeMs,
pa3pabaTbiBaloTCs HOBblE aHanMTU4eckme metoabl. Heo6XxoaMmo BHeApPSTb COBPEMEHHbIE aHaNUTUYECKUE MeToabI,
€crnM WX UCronb3oBaHuMe 0o6GecneynT AOMONHUTENbHbIE TApaHTUM KavyecTBa NEKApCTBEHHOIO PacTUTENbHOIo
npenapata unM 060CHOBaHO UHBIMW NPUYMHAMM.

9. CtaHpapTHbIN o6pa3el ANns NeKapCTBEHHOro pacTUTesIbHOro npenapara

33. CtaHpgapTHbIN 06paseL, (hapMakonemnHbI CTaHAapTHBIN 06pasel, CTaH4apTHBIN MaTepuan) npegHasHayeH
ANs UCMONb30BaHMA B KayecTBe CTaHAapTa B MCMbITAHUM HA MOANMHHOCTE WM WCMBITAHUW Ha CcopepXaHue
npumecei. [Ons nekapCTBEHHOrO pacTUTENbLHOrO Mpenapata CcTaHg4apTHeiM  ob6pasuoM  (hapmakonenHbim
CTaHAapTHbIM 06pa3uoMm, cTaHAAPTHBIM MaTepUanom) MoXeT ObiTb:

a) repbapHbIn 06paseL, NekapCcTBEHHOrO PaCTUTENBHOIO CbIpbS;

6) o6paseL, pacTuTenbHOM hapmaLeBTUYECKON CyBCTaHLMK (HanpUMep, 3KCTPAKT UK HAcToMKa);
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B) BELLECTBO C M3BECTHbIM XMMWYECKMM COCTABOM (Hanmpumep, KOMMOHEHT C M3BECTHOW (hapmakoiormiyeckomn
3PP EKTMBHOCTLIO);

r) aKTUBHBIA UMM aHaNUTUYECKUI MapKep;

[) u3BecTHasi npumech (NpMMech, BCTpevaroLlascsa B JaHHOM npenapare).

34. dapmakoneriHoe Ka4ecTBO CTaHZapTHoOro obpasua [OMKHO COOTBETCTBOBATb MpeAHA3HAYEeHMI0 3TOro
cTaHgapTHoro obpasua. HeobxogMmo KOHTponMpoBaTb COCTaB CTaHOAPTHbIX 00pasuoB  NekapCTBEHHOMO
pacTUTENbHOrO Cbipbs, pPacTUTENbHbLIX apMaLeBTUYeckuX cybcTaHumi (MpenapaToB Ha OCHOBE NeKapCTBEHHOrO
pacTUTENBLHOIO Cbipbsl), NPeAHa3HAYEHHbIX AN KONMMYECTBEHHBIX UCMbITaHUA, @ UX YUCTOTa OOMKHa onpeaensTbes
TOJBKO C NOMOLLbI0 BanuaMpOBaHHbIX KONMYECTBEHHbIX aHaNUTUYECKUX METOONK.

Fep6apHbI o6pasel

35. B cnyyae ecnu nekapcTBeHHOe pacTUTENbHOE Chipbe, pacTutenbHas dapmaueBTideckas cybcTaHumus He
onucaHbl B Papmakonee Coro3a u chapmakonesix rocyaapcrs-4neHoB, Heobxoaumo Hanuume repbapHoro obpasua
pacTeHns 1nu ero CbipbEBON YacTu (Hanpumep, ecnu pacTeHve - AepeBo).

10. CtatucTuyeckun aHanums

36. TlpeacTtaBneHHble B OTYeTe [aHHble KONUYECTBEHHbIX WCMNbITAHUA MNpyU  HEeOOXOAMMOCTU  OOJDKHbI
COMPOBOXAATbCSl COOTBETCTBYIOLLUM CTAaTUCTUYECKAM aHaNMU30M.

37. MeToabl CTaTUCTUYECKOrO aHanu3a, BkrYyasi ux o60cHoBaHMe 1 noaTeepxaeHne, Heobxoanmo onuncbiBaTb
NonHocTbio. OnucaHve AOMKHO ObiTb SICHLIM, YTOObI OblNla BO3MOXHOCTb MPOBOAWTL HE3ABUCUMOE BblYMUCIIEHME
npeAcTaBneHHbIX pe3yrnbTaToB.

IV. Cneuundomkaummn

1. OnpeaeneHune n o6ocHoBaHue cneundukaLmumn

38. Cneuundhvkaums npeacrtaBnaeT cobon nepeyveHb UCMbITAHUIA, CCbINIOK Ha aHanuTuyeckme u Guonormdeckue
METOAMKM, a TakkKe COOTBETCTBYIOLLUME KPUTEPUM MPUEMIEMOCTU (JOMYCTUMbIE HOPMbI), NpeacTaBnsowme cobown
YNCMEHHble (KONNMYECTBEHHbIE) NpeAenbl, AnanasoHbl, N NPoYne KpUTepun Ans ONUCaHHbIX UCTbITaHWUNA.

Kpome Toro, B cneuudukauum 3agaeTcsd KOMMIEKC KPUTEPMEB, KOTOPbIM [OOMMKHO COOTBETCTBOBATH
neKkapCcTBEHHOE pacTUTENbHOE CbIpbe, pacTUTenbHasi dapMaueBTMyeckas cybcTaHumsa (npenapaT Ha OCHOBE
NEeKapCTBEHHOIO PaCTUTENBHOIO Chbipbs) U (MM) NEKapCTBEHHbIA PacTUTENbHLIA Npenapart, 4Tobbl cuMTaThes
NPUroaHbIM AN CBOErO LIENEeBOro Ha3Ha4YeHus.

39. CootBeTcTBME cneuMdmUKaLum 03Ha4yaeT, YTO JIEKAPCTBEHHOE pacTUTENbHOE Cbipbe, pacTUTenbHas
dapmaueBTuyeckass cybctaHuusa (npenapat Ha OCHOBE FEKApCTBEHHOTO pPacTUTENBHOTO Cbipbsl) U (Mnn)
NeKapCTBEHHbIV pacTUTENbHbIN NpenapaTt COOTBETCTBYIOT KpUTEPUAM NMPUEMNEMOCTH, YKadaHHbIM B crnieundukaumm,
€CInn nekapCcTBEHHOE pacTUTENbHOE Cbipbe, pacTutenbHas dapmMaueBTnyeckas cybctaHums (mpenapaTt Ha OCHOBe
NEeKapCTBEHHOrO pacTUTENbHOrO CbipbA) W (MNM) NEeKapCTBEHHbLIA pacTUTENbHbIM NpenapaT  BblAepXusBaroT
UCMbITaHWUSI C MOMOLLLbIO NPeanMCaHHbIX aHaNUTUYECKUX U BUONOrMYECKUX METOAUK.

40. Cneumndmkaumn npegnaratotcs M1 060CHOBLIBAOTCA NMPOU3BOAUTENEM U YTBEPXKAAKTCS YNONHOMOYEHHbLIM
opraHoMm (3KCnepTHOW opraHu3aumeit) rocyaapcTBa-yneHa.

41. B [pononmHeHMe K WCMbITAHWAM Ha BbIMNYCK cneuudukaums MOXeT coaepxaTb MNepedeHb
BHYTPMNPOM3BOACTBEHHbIX UCMbITAHWUIN, NEPUOANYECKNX (MPOMYCKaeMbIX) UCTIbITaHUIA U MPOYNX UCTIbITAHWIA, KOTOPbIE
He Bcerga NpoBOASTCH NOCEPUNHO. 3aABUTENb AOIMKEH yKasaTb, Kakne UCNbITaHA MPOBOASTCA MOCEPUINHO, a Kakne
HeT, 1 000CHOBAaTb (PAKTUYECKYHO YAaCTOTY TaKMX UCMbITaHUA. B 3TOM cnyyae nekapcTBEHHOE pacTUTENbHOE Chipbe,
pacTutenbHasi papmaueBTnyeckas cybctaHumsa (mpenapaT Ha OCHOBE NEKAPCTBEHHOrO PACTUTENBbHOMO Chipbsi) U
(Mnn) nekapcTBEHHBIA pacTUTENbHbLIM NpenapaT, AOMKHbI YAOBMNETBOPSTE KPUTEPUSAM NPUEMIIEMOCTM, €CNU OHU
NoABepPratTCs UCNbITAHUSAM.

42. [Ins BHeceHus1 n3MeHeHns B cneumduKkaumio nocne yTBEpPXAeHUs 3asBku TpebyeTcs npenBapuTeribHoe
onobpeHne ynornHOMOYEHHOro opraHa (3KCnepTHOW opraHu3aLmmn) rocyaapctea-yrneHa.

43. Pagpabotka cneuudmkauum  Ond  NEKapCTBEHHOr0  PacTUTENbHOrO  Cbipbsl,  PACTUTENbHbIX
hapmMaueBTMyecknx cybctaHuuin (npenapaToB Ha OCHOBE IEKApCTBEHHOrO pPaCTUTENbHOIO CbipbA) W (Mnn)
NeKapcTBEHHOro pacTUTENbHOrO NpenapaTa ABNAeTCA YacTbio ObLel cTpaTermm yrnpasneHns KayecTBOM.

B COBOKYNHOCTM 3TW MpOLECChl rapaHTUPYT MNOAAepXKaHWe Haanexalwero KayecTBa IleKapCTBEHHOro
pacTMTENbHOIO Chipbsl, pacTUTENbHbLIX hapMaLeBTUYeCKMX CcybCcTaHUuiA (MpenapaTtoB Ha OCHOBE fIEKAPCTBEHHOMO
pacTUTENbHOrO ChIpbsi) U (MN) NEKAPCTBEHHbLIX PAaCTUTENbHbIX NpenapaTos.

44. TlockonbKy HasHayeHve cneuuguKauMnm SBNSETCS MNOATBEPXKAEHWEM KayecTBa NeKapCTBEHHOro
pacTMTenbHOro npenapaTta, a He KOHKPETHbIX XapaKTepPWUCTMK FeKapCTBEHHOIO pacTUTENbHOrO npenaparta,
npousBoanTenb AOMMKEH npeacTaBuTb OOOCHOBaHWE Ans BKIOYEHUS W (MM) UCKMKYEeHWs n3 cneuudmkauum
KOHKpETHbIX NoKasaTenen kavyecTsa.

2. Cneundpmkaums Ha nekapcTBeHHOe pacTUTeNbHOEe Cbipbe

45, Cneuundunkaums Ha NekapcTBEHHOE pacTUTENbHOE Cbipbe JOMKHA CoaepXKaTb:



a) 6oTaHM4ecKylo xapakTepuCTUKy NeKapCTBEHHOrO pacTeHusi (YacTu pacTeHus) (pod, BWA, COPT, XemoTwun,
NCMorb3oBaHNe reHeTUYeckn MoaNULIMPOBaHHbBIX OPraHN3MOoB);

6) Makpo- W MUKPOCKOMMYECKME XapaKTepuCTUKKM, (PUTOXMMUYECKME XapakTepuUCTUKM  (MOASTMHHOCTb,
KONMYeCcTBEHHOE oOnpedeneHne, MUCMbITaHUA Ha MpefefibHoe codepXaHue AN KOMMOHEHTOB C  W3BECTHOW
TepaneBTUYECKON aKTUBHOCTbLIO, MapKepOoB, TOKCUYHbLIX KOMMOHEHTOB);

B) AaHHble 0 Buonornyeckomn (reorpauyeckon) N3MeH4YMBOCTY;

r) ceegeHus 06 ycnosusix BbipalumBaHus, cbopa, CyLkm (Mukpobuonormdeckas KOHTammHaums, adnaTtoKCuHbI,
TOKCUYHbIE 3NeMEHTbI, PaAVMOHYKNUABI U AP.);

A) BaHHble 0 xmmu4deckomn obpaboTke 4o 1 nocne cbopa (NecTumAabl, PyMUraHThbI);

€) onuncaHune Npodunns KOMMNOHEHTOB COCTaBa NlekapCTBEHHOIO PacTUTENMBHOIO Cbipbs U UX CTABUIBHOCTK.

3. Cneumdbmkaums Ha pacTuTenbHble hapmaleBTMUYeCKue cy6cTaHLmMM (NpenapaTbl HA OCHOBe
NleKapCcTBEHHOro PacTUTENLHOrO ChIpbsl)

46. Cneundukaumsa Ha pacTUTeNbHYO dhapMaLeBTUYECKy0 cybCcTaHUMo (NpenapaTt Ha OCHOBE NeKapCTBEHHOro
pacTUTENbHOrO Chipbs) AOMMKHA COAepXaTb:

a) TpeboBaHVA K Ka4eCTBY JIeKapCTBEHHOTO PacTUTENBHOIO CbIpbS;

6) cBedeHNss O COOTHOLUEHUN WCXOAHOTO Chipbs W MOSYHYEHHOro 3KCTPakTa, COoAepXaHWU 3SKCTPaKLMOHHOIO
pacTBopuTens (pactBoputenen);

B) onucaHve meTtoda NPUroTOBMEHWS pacTUTENbHON dhapMaLeBTUYecKon cybcTaHumm (npenapata Ha OCHOBe
NeKapCcTBEHHOro pacTUTENbHOMO Cbipbs);

r) NnepeyeHb KOMMOHEHTOB COCTaBa pacTUTeNnbHON hapMaLeBTUYeCcKon cybcTaHuumn (KOMMOHEHTbI C M3BECTHOW
TepaneBTUYECKON aKTUBHOCTbLIO, aKTUBHbIE (aHanUTUYeCcKne) Mmapkepbl, ApyrMe KOMMNOHEHTbI COCTaBa) C yKasaHuem
METOAMK onpeaerneHns ux NoANMHHOCTU, KONMMYECTBEHHOTO ONpeaeneHns, UCMbITaHUa Ha NpeaenbHoe coaepXaHue
AaHHbIX KOMMOHEHTOB;

A) cBedeHns 06 yCnoBUsIX CYLLKM, a Takke O CBA3aHHbIX C NPOLECCOM CYLLKW NoKasaTensx kavectsa (Hanpumep,
MWKPOBMONOrMYECKON KOHTaMUHALIMKN, OCTATOMHbIX PACTBOPUTENSAX B SKCTPAKTax v T. Nn.);

e) onvcaHne nNpodunsa KOMMNOHEHTOB COCTaBa pacTUTENbHbIX (hapMaLeBTUYECKNX CyOCTaHUMM U CTabunbHOCTK
3TUX KOMMOHEHTOB;

) nokasaTenu MMKpoGUoNornYecKkom YNCTOTbI MPU XPaHEHWN;

3) yKasaHue cepuvi, UCMOMb30BaHHbLIX B OOKIMUHUYECKUX (KNMHUYECKMX) UCTbITaHNAX (oueHKy 6e3onacHOCTU 1
onpeaeneHne adEKTUBHOCTIN) (€CNWN MPUMEHUMO).

4. Cneuudsuxauuﬂ Ha roToBble JieKapCTBeHHble (POPMbI NIeKaPCTBEHHbIX pacTUTeNbHbIX NpenapaToB

47. Cneumndukaums Ha rotoBble NEKapCTBEHHbIE POPMbI NTIEKAPCTBEHHBIX PACTUTENbHbLIX NpenapaToB AOJHKHA
copepxaTb:

a) AaHHbIe O Ka4yecTBe JIEKAapCTBEHHOIO PACTUTENbHOrO Chipbsi U (MNN) pacTUTENbHbLIX (apMaLeBTUYECKUX
cybcTaHumMn (NpenapaTtoB Ha OCHOBE NeKapCTBEHHOTO PaCTUTENBHOMO Chipbs);

0) onmcaHne TEXHONOrMYeCcKoro npolecca (BrnvsiHAe TemnepaTypbl, OCTaTOYHbIE PACTBOPUTENM U T. 1.);

B) Npodunb 1 cTabnnbHOCTb aKTUBHBIX KOMMOHEHTOB (COCTaBa) Npu YNaKkoBKe;

r) ykazaHue Cepui, UCMONb30BaHHbIX B AOKIMHUYECKMX (KIMHUYECKMX) UCMbITAaHUAX (oueHka GesonacHocTu 1
onpeneneHne adeKTUBHOCTIN) (ECNY MPUMEHUMO).

48. Cneuudukauus gomkHa 6biTb OCHOBaHa Ha AaHHbIX pa3paboTku (JOKMUHUYECKUX, KITMHUYECKMX UCTIBITAaHWNA,
NCCNeAoBaHUAX CTabWUMbHOCTM, BanuAAUUOHHBLIX MCMbITAHUAX), NUTEPATYPHbIX UCTOYHWKOB W [AaHHbIX O paHee
Npou3BeAeHHbIX cepusax (Mpu Hanuuum).

49. Cneumndmkauun criegyeT paspabatbiBaTb C Y4ETOM TEXHOJOMMYECKUX MPOLLECCOB, OCOBEHHO MpY HanM4mMm
NpoAyKToB Aerpagauuun (npMmecen) KOMMOHEHTOB JIEKAPCTBEHHOrO PacTUTENbHOrO npenaparta U TEXHONOMMYECKMX
npumecen. MameHeHne TexXHOMOrMYeckoro mnpouecca U NPOAyKTbl Aerpagjauuu, KoTopble obpasyloTcs BO BpeMsi
XpaHEeHWsi, MOTYT MPUBECTM K TOMY, YTO NpoAayKuusa ByaeT oTnmMyaTbcsl OT CEPUNA, UCMONBb30BaHHbIX B JOKMUHUYECKUX
(kNUHMYecKknx) ncnbiTaHMsaX. 3HAYMMOCTb NOAO0OHBIX UBMEHEHUI HEOOXOOUMO OLEHUTD.

50. BBuAy CROXHOrO CcOCTaBa Il€KApCTBEHHbIX PacTUTENbHbIX MNPEenapaToB Hemnb3si OnupaTbCs Ha
€[MHCTBEHHbI METO KONMYECTBEHHOIO onpeaeneHus (nokasartens Ansg KOHTPons) cTabunbHOCTN NeKapCTBEHHOIo
pacTUTENbHOIO CbIpbH, pacTUTENbHbLIX dapMaLeBTUYeCcKuX cybcTaHumi (MpenapaTtoB Ha OCHOBE NEKapCTBEHHOrO
pPacTUTENbHOrO ChIpbsl) U NEKAPCTBEHHOIO PacTUTENbHOrO npenapata. [MosToMy 3asBuTENb AOMKEH NPEeAnoXuTb
psa  cneumduyHbIX UCMbITAHUA W UCCNEeAOBaHWMM CTabMIIBHOCTU, C MOMOLLBK KOTOPbIX MOXHO [OCTOBEPHO
onpenennTb M3MEHEHMUS! KAYECTBA NEKAapCTBEHHOIO Npenapara Ha NPOTSKEHUN ero Cpoka rogHOCTU.

51. lMepeyeHb BkMNOYaeMbIX B cneumduKkaLmio UCMbITaHUA 3aBUCMT OT BMAa WM COCTaBa JIEKAPCTBEHHOIO
pacTuTenbHOro npenapara.

52. 3asiBuTenu fomkHel cobnogatb nonoxeHus TpeboBaHWi K UCCreaoBaHU0 CTabunbHOCTU NEKapCTBEHHbIX
npenapaToB u hapMaLeBTUYECKUX CYOCTaHUMIA, YyTBEPXAEHHbIX PelueHnem EBpasminckon 3KOHOMUYECKON KOMUCCUN
ot 10 mast 2018 r. Ne 69.

5.YHuBepcanbHble UCNbITaHUA U KPUTEPUMN NPUEMITIEMOCTHU
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53. Mpwu pa3paboTke NPOEKTOB YHWBEPCASbHbIX UCMbITAHUA U KPUTEPUEB NPUEMIIEMOCTU CriedyeT Yy4UTbiBaTb
nonoxeHnsa PykoBoacTBa no Banvaaumny aHanuTu4ecknx MeToAMK NPOBEAEHNS UCTbITAHWIA NIEKapCTBEHHBIX CPEACTB,
yTBEpXaeHHoro PeweHvem Konnerun EBpa3swniickon skoHomMu4eckon kommccum oT 17 uronsa 2018 r. Ne 113.

UcnbiTaHua u Kputepun npuemMmnemMocTu Ansa fieKapCTBeHHOro pactuTeNibHOro CbipbA

54. IlekapcTBeHHOE pacTUTENbHOE Chipbe NpeacTaBnseT cobo Kak LenbHOe pacTeHue, Tak U ero 4acTtu, B TOM
yucne NUCTbs, Tpasy, KOPHW, LBETKM, CeMeHa, kopy v T.n. Chneuundwukaums, BKMOYalLas BCE XapakTepuUcTUKu
NeKapCcTBEHHOIO pPacTUTENBHOrO Cbipbsi, AOIKHA OblTb paspaboTaHa Ans Kaxgoro BuAa IEKapCTBEHHOro
pacTUTENbHOIO CbIpbsl, AaXe €CNU UCXOOHbIM MaTepuanoMm AN NPOM3BOACTBA JIEKAPCTBEHHOIO PacTUTENbHOMO
npenaparta SBNSETCA pacTuTenbHas dapmaueBTudeckass cybcTaHuusa (npenapaT Ha OCHOBE IeKapCTBEHHOro
pacTUTENbHOTO ChIPbS).

55. Ecnu pgencteyownmn BeleCcTBaMu B fieKapCTBEHHOM pacTUTENbHOM npenapaTte SABNATCA XUPHbIE Unn
adupHble Macna, TpebyeTca cneuudukaums Ha nekapcTBEHHOE PacTUTENbHOE Cbipbe (MpU OTCYTCTBUM WHbIX
o6ocHOBaHWUI).

56. Cneundmkauma pomkHa ObiTb padpaboTaHa Ha OCHOBE akTyaribHbIX Hay4HbIX [AaHHbIX W OOMKHa
COOTBETCTBOBAaTL TpeboBaHMAM cTaTben (MoHorpadun) dapmakonenm Coro3a, a npu otcytcTBum B Papmakonee
Coto3a - TpeboBaHusIM cTaTben (MoHorpadwuin) hapmMakonen rocygapCTB-UeHOB.

57. B cneundmkaumio Ha BCce BUAbl NTEKaPCTBEHHOIO PacTUTENBHOIO ChIPbsi BKMOYAKOT CriedytoLlmne UCnbiTaHus
W KPUTEPUW NPUEMIIEMOCTH:

a) KayeCTBEHHas XapakTepucTuka 60TaHMYeCKoro MCTOYHMKA, MCMONb30BAHHOW YacTWU PacTEHUst U COCTOSHME
pacTeHus (Lenoe pacTeHue, 4YacTb pacTeHus, NopoLUKOOOpasHoe, cBexee, Cyxoe), reorpaduU4eckuin MCTOYHMK
(MCTOYHMKN) 1 YCNOBUSA NONYYEHUSA NEKAPCTBEHHOIO PaCTUTENBHOMO ChIPbS;

0) xapakTepHble nNpu3HaKM B BUOE KAYECTBEHHOW XapaKTePUCTUKM  OpraHonenTU4ecKkux CBOWCTB
NEeKapCTBEHHOTO PaCTUTENbHOTO CbIpbs C  YKa3aHWEM OTIMYUTENbHbIX MPU3HAKOB, MaKpOCKOMMYeckne u
MUKpOcCKonuyeckne 6otaHn4Yeckne ocobEHHOCTU NEKAapCTBEHHOIO PACTUTENbHOMO ChIPbS;

B) NMOAMWHHOCTb B BWAE MWCMNbITAHUA Ha uaeHTUdUKauuio (NOLAMMHHOCTL) NEKAPCTBEHHOINO pacTUTENbHOIO
CbIpbs, KOTOPbIE OOMMKHBI MO3BOMATL pasnuyaTe POACTBEHHbIE BUAbI NIEKAPCTBEHHOIO PacTUTENBHOIO Chipbs U (M)
BbISIBMSITb BO3MOXHOE MNPUCYTCTBME B IIE€KAPCTBEHHOM pPACTUTENbHOM CbIpb€ HeXenaTemnbHbIX MpuMecen
(cypporaToB). cnbiTaHnsa NOANIMHHOCTM NIEKAPCTBEHHOMO PacTUTENBHOTO Chipbsi 4OIMKHbI ObITh CNELNUYHBIMA, OHU,
Kak npaBuno, BkMo4alT B cebsa kombuHaumio u3 3 u Bonee wCMbITaHUN (MAKPOCKOMMYECKME MNPU3HaKW,
MUWKPOCKOMNMUYECKNE Npu3Haku, XxpomaTorpadunyeckme metoabl, XMMUYeckne peakumm);

r) dapMaKkorHOCTUYECKME UCTbITAHWSA, BKIoYasi onpeaerneHne NoCTOPOHHUX BKITKOYEHWUI, UCTbITaHWE Ha obLLyto
30/ly U WUCMbITaHWE Ha 305y, HEpPacTBOPMMYK B XJIOPOBOLOPOLHOW KUCMOTE, WUCMbITAHWE Ha 3KCTPaKTUBHbIE
BELLECTBA U 3KCTPAKTVBHbIE BELLECTBA, PACTBOPUMbIE B BOAE;

[) ucnbiTaHne Ha pasmep YacTuul. B cnydasix nekapCcTBEHHOrO pacTUTENBHOMO Cbipbsl, MPeAHAa3HAYEHHOro ANns
Npou3BOACTBa TPaBsiHbIX YAEB UMW TBEPAbIX NEKAPCTBEHHbLIX pacTUTENbHbIX MpenapaToB, pasMep YacTul, MOXeT
OKasblBaTb CYLIECTBEHHOE BIIMAHME HA CKOPOCTb pacTBOpeHus, ©OuogocTynHoCTb W (Mnu) cTabunbHOCTb
NeKapCcTBEHHOro pacTUTENbHOro npenapata. B Takux cnyyasx, JOMKHO NPOBOAUTBLCA OnpeaeneHue AMCnepcHOro
coctaBa (pacrpefeneHve 4YacTuy Mo pasmepy) JeKapCTBEHHOrO0 pacTUTENbHOMO CbipbS C  WMCMONb30BaHUEM
COOTBETCTBYIOLLENA METOAMKWA, U OOMKHbI ObITb YCTAHOBMEHbI KPUTEPUM MPUEMIIEMOCTM WCMbITAHUSA Ha pasmMep
YacTuUL, NeKapCTBEHHOrO PacTUTENbHOMO Cbipbs. Pa3mep YacTuy, MOXeT Takke BMUSATb Ha Bpems pacnagaemMocTu
TBEpPAbIX NTeKapCTBEHHbIX hOpM;

€) UcnbiTaHe Ha coepXaHue Bnaru. VicnbiTaHne HeobxoauMOo BKIMOYMTE B cneumdurKaLmio Ha nekapcTBEHHOe
pacTuTenbHOE Cbipbe, pacTUTENbHY apMaueBTUYECKyl0 CYOCTaHUMIO, NPEACTaBMEHHYH W3MENbYeHHbIM U1
NMOPOLUKOOOPAa3HbIM PaCTUTENbHBIM CbIPbEM, @ TakKke TyCTbIMA U CYXUMW SKCTpakTamu. [aHHble O BAUSHUU
MOrMoLWeHNst Brarn neKapCTBEHHbIM PacCTUTENbHbIM CbiPbEM [OOJDKHbI  CIYXWUTb OOOCHOBaHWEM KpUTEPUEB
npvemMneMocTu B cneuudurkaumm Ha 3To nekapCTBEHHOE pacTUTENbHOE Chipbe. AN nekapCTBEHHOro pacTUTENbHOMO
cbipbd, He onucaHHoro B $Papmakonee Cow3a n B hapMakonesx rocyaapCTB-YreHOB, KpUTEPUW MPUEMIEeMOCTU
OOMKHbl ObITb 0BOCHOBaHbI C Y4E€TOM 3KCMEPUMEHTamNbHbIX [AaHHbIX O MOrMOLWEHUN BRnaru NeKkapCTBEHHbLIM
pacTuTenbHbiM  cbipbeM. [lpuemnemMbiMM MeTodamMu  OMpeferneHvust MOrMoWEeHUs  Bnarm  NekapCTBEHHbIM
pacTuTenbHbIM CbipbeM siBNsieTcs TecT «[loTepst B mMacce npu BbICYLUMBaHUW» UMW UHOW crneuuduyecknin metoq
onpeneneHust cogepxaHusa Bnarn (B criydae ecnv coepxxaHue Bnaru onpefenseTcs B pacTeHWsiX, CoaepXallumx
adupHbIe Macna);

X) MCMbITaHWE Ha MNPUMECK, BKIOYAA MUHEpParibHble TMPUMECU U  TOKCUYHbIE (TSHKEnble) MeTansbl.
HeobxoaumocCTb BKMIOYEHMS B cneumMdurKaumio UCNbITaHUIA Ha NMPUMECH N YCTAHOBIEHNS KpUTEPUEB MPUEMITEMOCTMU
ANS MUHeparnbHbIX NMpUMecer AOIMKHblI ObITb M3yyYeHbl B Mpouecce pa3paboTku NeKapCTBEHHOro pacTUTENbHOro
npenaparta U OCHOBaHbl Ha AaHHbIX O BUAOBOW CneundUYHOCTN pacTeHUs], YCIOBUSIX €ro BblpallMBaHUsa U npoLecce
npoussoacTea. MNpu ycTaHOBMNEHWUU KPUTEPMEB MPUEMIIEMOCTM B NEPBYIO 0vepeab HEO6X0AMMO PYKOBOACTBOBATLCS
coobpaxeHusimn 6e3onacHocTu. Tam, rae 9To 060CHOBaHO, METOAMKM U KPUTEPMU NPUEMIIEMOCTMN Aflsi noKasaTens
«cynbartHas 3ona (ocTaTok nocre npokanuBaHWs)» OONXHbI COOTBETCTBOBATL TpeboBaHusam dapmakoneun Coto3a,
a npu otcytctBum B Papmakornee Cow3a COOTBETCTBYHOLMX TpeboBaHWMIi - COOTBETCTBOBATb TpeboBaHWsM
drapmakoner rocyaapcTB-4neHos;

3) WUCMbITaHWS Ha MUKPOOMOMOrMYecKyld YMCTOTY C  YyKasaHvem oOLliero KomuuyecTBa adpoOHbIX
MUKPOOPraHM3MOB [POXOKEN W MNnecHeBbiX TIpuboOB, a Takke cBeAeHMn 00 OTCyTCTBMM crneunduydeckmx
MUKpoopraHuamoB. [py paccMOTpeHMM BoOMpoca O HeOOXOOUMOCTM BKIKOYEHMSI B 3Ty rpynny wucnbiTaHui (B
JOMNOrHEeHre K TeM, KoTopble yka3aHbl B ®apmakonee Coto3a, unv B hapmakonesix rocyapcTB-YreHoB) UCTbITaHUiA
Ha onpefeneHve Apyrmx BO3MOXHbIX naToreHoB (Hanpumep, Campylobacter spp. u Listeria spp.) cneayet yuntblBaTth
WCTOYHUK MOMyYeHUss NEKAPCTBEHHOIO PacTUTENbHOro cbipbs. OnpegeneHve MUKPOOMONOrMYEeCcKoW YUCTOTbI
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NPOBOAMTCS C MCMONb30BaHWEM hapMakonewHblX WM WHbIX BanMAUPOBaHHbIX METOdOB. YKasauus Mo
YCTaHOBMNEHUIO KpUTEpues npuemnemocTn npusogdatca B ®apmakonee Cotosa, a npu otcytcteun B Papmakonee
Coto3a COOTBETCTBYIOLMX CBEAEHUN - B (hapmakonesx rocyaapCTB-4reHOB;

1) UCMbITAHNS HA8 MUKOTOKCUHBI (adNaToOKCUHbBI, OXPATOKCUH A) - NPY BKMIOYEHUN 3TUX UCTbITAHUIA HEeO0B6XoaAMMO
YyUYUTbIBaTb BO3MOXHOCTb KOHTaMUHALIMWN NIEKAPCTBEHHOTO PAaCTUTENBHOMO ChiPpbS MUKOTOKCMHAMM, B COOTBETCTBUN C
ykazaHnsamMmn nyHkta 23 PyKkOBOACTBa MO KayecCTBY MEKapCTBEHHbIX pacTUTENbHbIX npenapaTtoB. [ns KOHTpons
COoAepXaHnsa MMKOTOKCUHOB CriedyeT UCMOonb3oBaTb COOTBETCTBYIOLLUME BanuManpoBaHHble MeToankun n obocHoBaTb
KpuTepun NpuemnemocTu;

K) uCnblTaHWs Ha nectuumabl, ymuraHTbel - MpU BKIKOYEHUW 3TUX WUCMbITAHUA HeobXoAMMO TLlaTernbHO
npoaHannanpoBaTb MOTEHLMAmNbHY0 BO3MOXHOCTb MPUCYTCTBMA OCTATKOB NecTuumaos, PYMUraHToB U T.M. B
KyNbTUBMPYEMOM M AMKOPacTyLleM feKapCTBEHHOM pacTWTenbHOM cbipbe. [pn Heo6XoAMMOCTW, ANs KOHTPOMA
coAepXaHus BO3MOXHbIX OCTaTKOB MNecTMuMgoB, YMUraHToB criegyeT WCMoMb3oBaTb COOTBETCTBYHOLLME
BannaMpoBaHHble METOAMKN U 06OCHOBaTL YCTAHOBIEHHbIE KPUTEPUMN NPUEMITIEMOCTY;

1) UCMbITaHNA Ha PafMOaKTUBHOCTb AOMKHO BKIOYaTb MPOBEPKY NEKApCTBEHHOMO PacTUTENbHOro ChipbsA Ha
cofepxaHvne paguoHyKnnaos;

M) ApyrMe wucnbiTaHus (HanpuMmep, KoaduuMeHT HabyxaHus) BKMYalTCa B cneuudukaumio  Ha
neKkapcTBEHHOE pacTUTENbHOE Cbipbe, €CNW Takne WCMbITaHWUA MNPUMEHWMbl K AaHHOMY BWAy IeKapCTBEHHOro
pacTUTENbHOIO ChIpbS.

UcnbiTaHne «KonuyectBeHHOEe onpeaeneHne» AN NeKapcTBEHHOro pacTUTENbHOro Chipbs

58. [ns nekapCTBEHHOro PacTUTENbHOIO Cblpbs, B COCTaB KOTOPOrO BXOAAT KOMMOHEHTbl C W3BECTHOW
TepaneBTUYECKON aKTUBHOCTBLIO UMM aKTUBHbIE MapKepbl, HEOBXOAMMO NpMBECTM NOAPOGHOE onncaHne MeToAMKU
KONMMYECTBEHHOTO onpefeneHns 3TMX KOMMOHEHTOB MM MapkepoB. 10 BO3MOXHOCTW ANs KOHTPONs CTabunbHOCTU
pacTutenbHon chapmaueBTU4eckon cybcTaHummn (Npenapata Ha OCHOBE JEKapCTBEHHOrO PacTUTENbHOMO Chipbsl) B
cneunduKaumio crieqyeT BKMIOYUMTb METOL, KONMMYECTBEHHOIO ONpeaeneHunsl, CBMOETENbCTBYOWMIA O CTabunbHOCTH
pacTuTenbHON hapMaLeBTUYECKOW CyOCTaHLMK (NpenapaTta Ha OCHOBE NEKAPCTBEHHOIO PacTUTENBHOIO Chipbs).

59. B Tex cnyyasx, Korga MCNonb3oBaHWE Hecneuumguyeckoro MeTofa KONMYECTBEHHOrO ornpeaeneHus
060CHOBaHO, AN AOCTUXEHUS NOMHOW cneundUYHOCT KONMYECTBEHHOIO ONpeaeneHnst 4onyckaeTcs NCnonb3oBaTh
BCMoOMoraTefbHble METOOUKM UCTIBITAHWUNA.

60. [ns nekapCTBEHHOro pacTUTENbHOrMO CbipbA, B OTHOLUEHWM KOTOPOro OTCYTCTBYeT MWHopmauusa o
COCTaBMALWNX KOMMOHEHTax, OTBETCTBEHHbIX 3a TepaneBTUYECKYld aKTUBHOCTb, Heo6XoAuMMO MpoBOAUTL
KONMMYeCTBEHHOE onpefeneHne akTUBHbIX (aHanuMTuyeckux) MapkepoB. LlenecoobpasHocTb Bbibopa MapkepoB
JOomkHa 6biTb 060CHOBaHa 3KCMEPUMEHTarNbHLIMU U HayYHbIMU AaHHbIMU. TakMM 0BOCHOBaHMEM MOXET CMYXUTb
HanuM4ve mMeToa KONMYECTBEHHOrO onpeaeneHnst Ansg BelbpaHHOro Mapkepa B ctaTbe (MoHorpadum) Papmakonemn
Coto3a, a npu otcytctBum B ®Papmakonee Colo3a COOTBETCTBYHLUMX CBEOEHUIM - B COOTBETCTBYHOLLUMX CTaTbAX
(MoHorpadusix) dhapmakoner rocyaapcTB-4reHoB.

UcnbiTaHusa 1 KpUTEepUM NPUEMNEMOCTU ANA pacTUTeNbHbIX dapMaueBTUYECKUX CyOGCcTaHUuM (NnpenapaToB
Ha OCHOBE JIeKaPCTBEHHOIO PacTUTENIbHOIO ChIpbA)

61. PacTtutenbHble dapmaueBTnyeckne cybctaHuum (npenapaTtbl HA OCHOBE JTIEKAPCTBEHHOTO PACTUTENbHOroO
Cbipbsl) BKMo4alT B cebs pasnuyHble MO COCTaBy U xapakTepy dapmMaleBTUYecKMe MNpoayKTbl (OT NPOCTbIX,
M3MENbYEHHbIX MaTepuanoB [0 9KCTPaKTOB, HacToek, Macen wn cmon). [Ons kaxgoh pacTutesnbHON
dapMaueBTMYeckor cybcTaHuun (MpenapaTa Ha OCHOBE JEKAapCTBEHHOrO PaCTUTENBbHOrO Chipbs) AOMKHA ObiTb
paspaboTaHa nogpobHas cneundukaums.

62. B cneundukaumio Ha BCe BUAbl pacTUTENbHbIX (hapMaLeBTUYECKUX cybcTaHuui (npenapaToB Ha OCHOBE
NeKapCTBEHHOrO PacTUTENBHOIO ChiPbA) BKIOYAOT CNEAYIOWME NCNbITAHNSA U KpUTEPUN NPUEMIIEMOCTH:

a) vHdopmauma 0 GOTaHMYEeCKOM MPOUCXOXAEHUN U Tune apMaueBTUYECKOro MpoayKTa (CYXOW, XWUAKWUA
SKCTPAaKT 1 T. N.), NHPOPMALIMA O COOTHOLLEHUW NTEKAaPCTBEHHOTO pacTUTENBHOIO ChIpbs B MPOAYKTE;

6) xapakTepHble NPU3HaKn B BUAE KAYECTBEHHON XapaKTEPUCTUKU OpPraHoONenTUYECKNX CBOWCTB pacTUTENbHON
hapMaueBTMYecko cybcTaHuum (NpenapaTta Ha OCHOBE NIEKAPCTBEHHOIO PacTUTENBHOIO Chipbs);

B) MOANUWHHOCTbL B BUAE WCMbITAHUA Ha uaeHTUdukaumio (MOANIMHHOCTL) pacTUTENbHON thapmMaueBTUYECKON
cybcTaHuMM (NMpenapata Ha OCHOBE IEKAPCTBEHHOINO PAaCTUTENMBLHOMO Chipbs) AOMKHbI MO3BOMSATH pas3nuyatb
cypporaTbl (HexenaTenbHble NPUMMEcK) B pacTuTenbHON hapmaueBTnyeckon cybcrtaHumm (npenapaTte Ha OCHOBeE
NEeKapCTBEHHOrO  pacTUTENbHOrO  Cbipbd) M OblTb  cneumduyYeckuMyn Ans  UCMLITYEMOW  pacTUTENbHOW
hapmMaueBTMyeckon cybcTaHumn (Npenaparta Ha OCHOBE NMeKapCTBEHHOrO PacTUTENbLHOrO Cbipbd). MNoaTBepxaeHne
NOAMWHHOCT TOMbKO Ha OCHOBAHUW BPEMEHU YAEPXKMBAHUS B XpOMaToOrpadMyeckoMm WUCMbITAHUW He cyuTaeTcs
cneunduyeckum. NMpremMnembiM CHMTAETCS UCMONb30BaHUE HECKONBbKMX XpoMaTorpadnyeckux MeToAMK UCNbITaHU
(Hanpumep, BOXX 1 TCX) nnm KOMOGMHaLUN pasnuyHbIX UCNbiTaHui B 1 MeToamke (Hanpumep, BOXKX/Y®-cnekTp,
B3XX/MC unun MX/MC);

r) UCMbITaHUS Ha codepXaHue Braru (Anst TMrpocKoNMYHbIX NPOAYKTOB). [lonyckaeTcsl NPOBOAWTL AaHHbIA BUA,
ucnblTaHni nNo metoamke «loTeps B Macce Npu BbICYLLUMBaHWMY, OOAHAKO ANS OTAENbHbIX rpynn dhapmaueBTUYecKmx
NpoAaykToB (B 4aCTHOCTU ANs NPOAYKTOB, COAepXalimx 3¢upHble Macrna) HeobXoAMMO MCnonb3oBaTb MHOW
cneunduyeckuin meton onpegeneHus cogepxaHusa srarn. OBOCHOBaHMEM KpUTEPUEB NPUEMIIEMOCTU [OIDKHbI
CNYXWUTb 3KCMEepUMEHTarnbHble AaHHble O BMWSHWM MOIMOLLEHNS BMaryM Ha Mokas3aTenu KayecTBa PacTUTENbHOW
hapMaueBTMYecKo cybcTaHLum (NpenapaTta Ha OCHOBE NIEKAPCTBEHHOIO PACTUTENBHOIO Chipbs);

[) UcnbiTaHWe Ha npumecy BkNto4YaeT B cebsi onpeaeneHve ocTaTouvHbIX pacTBoputenein (B COOTBETCTBUM C
TpeboBaHusiMu, nanoxeHHsiMn B ®apmakonee Coto3a, a npu otcytctBum B Papmakonee Coto3a COOTBETCTBYHOLLUX
TpeboBaHuii - ¢ TpeboBaHUAMM hbapmakonen rocyaapcTB-YreHoB), MUHEPanbHbIX NPUMECEN, TSKENbIX (TOKCUYHBIX)



MeTannoB, Mbiwbska. HeobxoQMMOCTb BKIMIOYEHWUS UCMbITAHUA Ha MUHepanbHble MPUMECH W YCTaHOBEHWe
KpUTEpMEB MPUEMIEMOCTM [ANS  MWHepanbHbIX MpUMecei [OSKHbl OblTb M3yveHbl B Xode paspaboTku
NeKapCTBEHHOro PacTUTENbHOrO npenapaTta M OCHOBaHbl Ha [AaHHbIX O BMAOBOW CNeundU4HOCTU pacTeHus, ob
YCMOBUSIX €ro BblpalLMBaHMA 1 NpoLecce NPOM3BOACTBA pacTUTENbHOW dhapmaveBTuyeckorn cybctaHumm (Npenapara
Ha OCHOBE NEeKapCTBEHHOro pPacTUTENbHOrO Chipbs). HeobxoaMmo npedycMoOTpeTb NOTeHUManbHyl BO3MOXHOCTb
KOHLEHTPMPOBAaHMSA TOKCUYHbIX OCTaTKOB B MpoLiecce Npon3BOACTBa.

Ecnn TexHonormnyeckuii npouecc Mo3BOMSeT CHU3UTb COoAepXaHue TOKCUYHBLIX OCTaTKOB B PaCTUTENbHOW
hapmMaueBTUyeckon cybecTaHumy (npenapaTe Ha OCHOBE NEKApCTBEHHOINO PaCTUTENbHOMO Cbipbs), AOCTAaTOYHO
NPOBOAUTL UCMbITAHWSA TONBbKO NEKapPCTBEHHOrO PacTUTENBHOIO Chbipbs. YCTaHaBMMBaeMble KpUTepUM NpuemMnemMocTu
AOIKHbI onupaTbes Ha TpebosaHna 6e3onacHocTw. Tam, rae 9T0 060CHOBAHO, METOANKN N KPUTEPUM MPUEMIIEMOCTH
ANa nokasaTenen cneundukaumm «cynbdaTtHas 3oMna (OCTaToKk NOCre MNpoKanuBaHWA)», «TshKenble MeTansbi»
AOIMXKHbI cooTBeTcTBOBaTh TpeboaHuam ®Papmakonen Cotosa, a npu otcytctBun B Papmakonee Corosa
COOTBETCTBYIOLMX TpeboBaHui - TpeboBaHnAM hapmakonel rocyaapcTB-4IeHOB;

€) WCMbITaHWs Ha  MWKPOOMOMOrMYEecKyld 4YUCTOTY C  yKasaHuem obLwero konuyectsa aspobHbIX
MUKPOOPraHU3MOoB, [APOXOKEW W NNnecHeBbiX rpuboB, a Takke cBefAeHMn 06 OTCyTCTBUM Crneuuduyeckmx
MUKpoopraHuamoB. OnpegeneHne MMKPobMONOrM4eckon YNCTOTbl MPOBOANTCSA C UCMONb3oBaHWEM hapMakonerHbIX
U UHBIX BanMAMPOBaHHbLIX METOAMK. YKa3aHus No KpuTepusam npuemnemoctn npusoastca B Papmakonee Cotosa,
a npw otcyTcTBMM B Papmakonee Coto3a COOTBETCTBYIOLLMX CBEAEHUN - B hapMaKkonesx rocyaapCTB-4YeHOoB;

X) UCMbITaHNA HA MUKOTOKCUHBI (addNaTOKCUHBI, OXPaTOKCUH A) - MPW BKITIOYEHUW 3TUX UCMbITAHUA HEOBX0AUMO
y4nTbiBaTb BO3MOXHOCTb KOHTaMMHAUMW  MWUKOTOKCMHamu pacTtuTenbHon dhapmaueBTuyeckon cybctaHumm
(npenapata Ha OCHOBE mNEKAPCTBEHHOINO PacTUTENMbHOMO Cbipbs) B COOTBETCTBMM C YKa3aHUSAMW MyHKTa 23
PykoBoAcTBa no kavyecTBy NEKapCTBEHHbIX pacTUTEmNbHbIX nNpenapaToB. [ns KOHTPONsA coaepXaHust MUKOTOKCUHOB
cnepyeT MCNonb30BaTh COOTBETCTBYIOLME BaNnnaMpoBaHHbIE METOANKN 1 060CHOBLIBATL KPUTEPUUN MPUEMITEMOCTMH;

3) MCNbITaHMA Ha necTuumabl, YMWUraHTbl - MpPU BKIIOYEHUU ITUX MCNbITAHUA HEobxoauMOo TLiaTenbHO
npoaHanuavMpoBaTb MNOTEHUManbHyl0 BO3MOXHOCTb MNPUCYTCTBMSA OCTaTKOB NecTuuuaos, (pymuraHToB u T.n. B
pacTuTenbHoW dapmaueBThyeckon cybcTaHuuy (npenapaTte Ha OCHOBE NEKAapCTBEHHOTO PacTUTENbHOrO Chipbs)
MCXOASA M3 pe3ynbTaToB aHanmMsa WCXOLHOM0 feKapCTBEHHOro pacTUTenbHOro cbipbs. IMpn HeobxogmmocTv Ans
KOHTPOMNS COAEPXKaHWs BO3MOXHbIX OCTaTKOB NEecTUUMAOoB, (PYMWUraHTOB B pacTuTenbHOW dapmaueBTUYecKon
cybcTaHuMn (Npemapate Ha OCHOBE J1eKapCTBEHHOrO pPacTUTENbHOrO  Chipbs) ClleAyeT  UCMonb3oBaTb
COOTBETCTBYIOLUME BanuanpoBaHHbIe METOANKM 1 0GOCHOBaTL YCTAHOBIEHHbIE KPUTEPUU MPUEMMIEMOCTMH;

n) KonuyecTBeHHOe onpefeneHve. Ona pactuTenbHbIX hapmaueBTUYeckux CcybcTaHumMin, B COCTaB KOTOPbIX
BXOAAT KOMMOHEHTbI C M3BECTHON TepaneBTUYECKON akTUBHOCTLIO UMW akTUBHbIE MapKepbl, He06X0AMMO MPUBECTU
nogpobHoe onucaHWe MeTOAMKM KOMWMYECTBEHHOIO OnpedeneHns 3TUX KOMMOHEHTOB wnuM  mapkepos. [lo
BO3MOXHOCTW AN KOHTPOMS CTabunbHOCTM pacTuTenbHON hapmaueBTU4ecKon cybcTaHuuy B cneumdurkaumio Ha
pacTuTenbHyl0 dapmaueBTUYeckylo cybcTtaHumio (npenapat Ha OCHOBE f1eKapCTBEHHOrO PaCTUTENbHOMO Chipbs)
crnegyeT BKIIOYNTb METOA KONMYECTBEHHOro onpeferneHusi, CBUAETENbCTBYIOWMIA O CTabUnbHOCTM pacTUTENbHON
dapmaueBTMyeckor cybctaHumn. B Tex cnyyasx, Korga  MCronb3oBaHWe — Hecneumduyeckoro  MeToda
KONMYeCTBEHHOro onpefeneHnss 0OOCHOBAHO, AN  OOCTWKEHUs MNOMHOM  CneuudUyHOCTU  KOMMYECTBEHHOro
onpefeneHns AoMNyckaeTcs MCMONb3oBaTb BCNOMOraTernbHble METOAUKN UCTbITaHWA. Hanpumep, npy BKIOYEHWUM B
cneunduKaumMilo B KayecTBe  KONMMYECTBEHHOTO  OMpedeneHus  aHTparnvMko3uaoB  Hecrneunduyeckomn
CnekTpohOTOMETPUYECKO METOAMKM €ee crefyeT AOMNOMHWUTbL BCMOMOraTenbHOM Crneuudguyeckon MeTOoAMKON
UCMbITaHNS MOANMHHOCTU MO XapakTepUCTUYEeCKoW XxpomaTorpamme. [na pactuTenbHbiX hapmaueBTUYeCKMX
cybcTaHumn (NpenapaTtoB Ha OCHOBE J1EKApPCTBEHHOMO PacTUTENbHOIO Cbipbsi), B OTHOLLEHWM KOTOPbIX OTCYTCTBYET
MHOPMaLna O KOMMOHEHTax, OTBETCTBEHHbIX 33 WX TepaneBTUYECKyl0 aKTUBHOCTb, MMM aKTUBHbLIX Mapkepax,
HeobxoAMMO MPOBOAUTL KONMUYECTBEHHOE OMpeAeneHne aHanuTUYecKux MapkepoB WM Apyre WCnbITaHus,
no3BonsioLMe BbINOMHUTE KONMYecTBeHHoe onpefeneHue. LlenecoobpasHocTe Bbibopa mMapkepoB AomkKHA ObiTb
060CHOBaHa 3KCNepUMEHTanNbHLIMW N Hay4YHbIMU AAHHBIMU.

UcnbiTaHua n Kputepuu npuemMnemMocTu And BUTaMMHOB U MUHEPArioB B COCTaBe JIeKapCTBEeHHbIX
pacTuTenbHbIX NpenapaToB

63. B cneuudukaumio Ha neKapCTBEHHblE pacTUTEmNbHble npenapaTtbl ANs MELUUMHCKOTO NPUMEHEHUS,
cofepxalie BUTaMWHbI U (MNKU) BUTAMWHHO-MUHEParbHbIE KOMMIEKChl BKMOYAT Cneayllme UCMbITaHus U
KpUTEPUN NPUEMIIEMOCTM:

a) UCnblTaHWSA Ha NOAJIMHHOCTb MO3BONSIOLLME YCTaHABNMBATb MOAMMHHOCTE BUTAMUHOB U (MIM) MUHEPASIOB;

6) KonnyecTBeHHOe onpefeneHve OOMMKHO BKMYaTb B cebA BanuavMpoBaHHbIE METOOAMKU KONUYECTBEHHOro
onpeneneHns BUTaMVHOB U (MK) MUHeparnos;

B) MCMbITAHMSA Ha NpuMMecu criegyeT NPOBOAWMTL B COOTBETCTBUM C MpaBuriamy Mo U3yYeHU npumecen B
neKapCTBEHHbIX CPEACTBAX M YCTAaHOBMEHWIO TpeboBaHWi K HUM B crneuudukaumsx, yteepxaaemeimn Komuccuen,
cTtatbsiMu (MOHorpadumsiMm) Ha octaTouHble pactBopuTtenu ®apmakonen Cor3a, a npu otcytcTeun B Gapmakonee
Coto3a COOTBETCTBYHOLUMX CTaTel - craTbsiMuM (MOHOrpadusMM) Ha ocTaTouHble pacTBOpuUTeEnun dapmakonen
rocygapcTs-yneHoB. HeobxoanMo nNpoBOAUTL MOHUTOPUHI COAEPXaHUS MpUMecen, koTopble obpasykTcs npu
aerpagauum BUTaMUMHOB 1 (Mnn) MuHepanoB. Ecnv npeacraBneHo 3HauyMTenbLHOE KONMMYECTBO AaHHbIX, MOy4YEeHHbIX
C MOMOLLbI0O COOTBETCTBYIOLUMX aHaNMTUYECKUX MeTOAMK, AOKa3biBaKLWKMX, YTO BUTAMWH U (UNn) MUHepanbl He
pasnaraloTcs B [aHHOW KOHKPETHOW peuenType W MpW KOHKPETHbIX YCMOBUAX XPaHEHWs, TO WUCMbITaHWs Mo
onpefeneHnilo  COAepXaHus NpOoAyKTOB AerpajauuMnm  MOXHO COKpaTUTb WM UCKMIOYWUTL  (C cornacus
YNONTHOMOYEHHOr0 OpraHa (3KCNepTHON opraHu3aLuun) rocyaapcTBa-yneHa).

UcnbiTaHMA ¥ KpuTepun NpuemMnemMocT AnA NeKapCcTBEHHbIX pacTUTeNbHbIX NpenapaToB



64. B cneundumkaumio Ha Bce BuAbl JIEKAPCTBEHHBLIX PaCTUTENbHbLIX MpenapaTtoB BKMHOYAT creyowne
UCMbITAaHUS U KPUTEPUMN MPUEMITEMOCTMU:

a) onncaHue KayeCTBEHHbIX XapaKTEepUCTUK IeKapCTBEHHOM ¢opmbl (Hampumep, pasmep, dopma, UBET).
KpuTepun npuemneMocT OOMKHbl BKMYaTb B ce0S BHELIHMIM BWA NEKapCTBEHHOrO MpenapaTta B KOHLE Cpoka
XpaHeHusi. Ecnn npu xpaHeHWM nekapcTBEHHOrO pacTUTENbHOrO npenapata €ero BHELWHWA BUA M3MEHSeTCA Mo
uBeTy, To B cneuundmkauuio TpebyeTcs BKNIOYEHNE METOANKN KONMYECTBEHHON OLEHKM;

0) wvcMblITaHMA Ha NOANUHHOCTL. WcnbiTaHMa Ha NOAMNWHHOCTb OOMXKHbl OblTb  cneuuduyHbiMKM - Ans
NEeKapCTBEHHOr0 pacTUTENbHOrO Cbipbsi U pacTUTENbHOW hapMaueBTUYECKON cybcTaHuum (npenapaTtoB Ha OCHOBE
NeKapCcTBEHHOro PacTUTENBHOIO Cbipbs), BXOAALMX B COCTaB rOTOBOrO fleKapCTBEHHOrO npenapaTa, M fasaTb
BO3MOXHOCTb pasnuyaTb cypporatbl (HexenaTenbHble MpUMecK). YCTaHOBMEHWE MOAMMHHOCTA TONbKO Ha
OCHOBaHMU BpEMEHW YyOepXuBaHuUA B XpomaTorpaduyeckoM WCMbITAHMM He cyMTaeTcs  cneumduyeckum
ucnbiTaHnemM. lNNpruemnemMbiM cUMTAETCH MCNOMNb30BaHUE HECKONBbKMX XpomaTtorpaduyecknx MeTOAWK WUCMbITaHWun
(Hanpumep, BOXX 1 TCX) nnm KoMOMHaLUM pasnmyHbIX UCNbITaHUi B 1 MeToamke (Hanpumep, BOXKX/Y®-cnekTp,
BOXX/MC wunu [X/MC). [Ona noaTtBepXaeHWss MNOAMNMHHOCTM NEeKapCTBEHHbIX pacTUTENbHbIX MpenapaTos,
cofepxallumx nopoLkoobpasHoe unu n3aMernbYeHHoe NeKkapcTBEHHOE pacTUTENbHOE Cbipbe, credyeT UCMonbL30BaTh
YCTaHOBMNEHNE MUKPOCKOMUYECKMX N MaKPOCKOMUYECKUX XapakTEPUCTUK NEeKapCTBEHHOrO PacTUTENbHOro Chipbs B
coyeTaHuu ¢ Apyrmmu MeTogamu;

B) KOMWYEeCTBEHHOE oOMnpeferneHve - [Ans  JeKapCTBEHHbIX pacTUTEmNbHbIX NpenapaToB, coAepXXaliux
neKkapcTBEHHOE pacTUTENbHOE CbIpbe U (UNW) pacTUTenbHyl dapMaueBTUyeckylo cybcTaHumio (npenapaTtbl Ha
OCHOBE J1EeKapCTBEHHOIO pPaCTUTENbHOIO Cbipbs), B COCTaB KOTOPbIX BXOAAT KOMMOHEHTbl C W3BECTHOW
TepaneBTUYECKON  aKTMBHOCTbIO, HEOOXOAMMbI — BanuaMpoBaHHbIE W [eTanbHO  OMUCaHHble  METOAUKM
KONMMYECTBEHHOTO OnpeAeneHnss 3Tux KOMMOHEeHTOB. [lpn Heo6XoAMMOCTW, Ans KOHTpOmns CTabunbHOCTM
NeKapCTBEHHOro pacTUTENbHOrO ChipbA U (UNW) pacTuTenbHOM capmaueBTuyeckon cybctaHumu (npenapaTta Ha
OCHOBE INEKapCTBEHHOro PaCTUTENbHOMO Cbipbs) B ChneumduKkaumio NekapCTBEHHOMO pacTUTENbLHOrO npenapaTa
cnegyeTt BKMOUYUTE cneumduyeckuin MeToad MCMbITaHUW, CBMAETENbCTBYWOLWMIA O cTabunbHocTn. B cnydae ecnu
060CHOBaHO MCMONb30BaHUE HecneLmMgUYeckoro MeToga Konm4ecTBEHHOro onpeaeneHnst, Ans JOCTMKEHUS MOJHON
Cneun@UYHOCTM MOXHO WcMnonb3oBaTb ApyrMe BCromoraternbHble aHanutuyeckue Metoauku. Hanpumep, npu
BKIIOYEHMU B CreuuduKkaumio B KayecTBe KONMUYECTBEHHOrO OnpeeneHust aHTparnmko3maoB Hecneumduyeckomn
CNeKkTpohOTOMETPUYECKON METOAMKM ee crnepyeT [AOMNOMHUTbL BCMOMOraTeNbHOW Cneunudu4eckon MeTOOUKOWN
UCMbITaHNS NOASNIMHHOCTU MO XapaKTepuUCTUYECKOW XxpomaTorpamme. Ecnn B coctaB nekapCTBEHHONO pacTUTENbHOMO
npenaparta BXOOWT NeKapCTBEHHOE pacTUTENbHOEe Cbipbe M (UNn) pactutenoHas dapmaueBTudeckas cybctaHums
(npenapaTbl Ha OCHOBE NEKapCTBEHHOTO PaCTUTENBHOMO CbiPpbs), B OTHOLLEHWUN KOTOPbIX OTCYTCTBYET MHOPMaLuns O
KOMMOHEHTaX, OTBETCTBEHHbIX 3a WX TepaneBTUYECKYID aKTMBHOCTb, HEOOXOAUMO NPOBOAWTL KONUYECTBEHHOE
onpefeneHne coaepXaHus akTUBHbIX WIU aHanMTUYECKUX MapKepoB UMW Apyrne OOOCHOBaHHbIE WCMbITAHUS.
Llenecoobpa3sHocTb BbiGopa MapKkepoB AoMmkHa ObiTb 060CHOBaHa 3KCMEPUMMEHTANbHbIMU Y HAaYYHbIMU OaHHBIMU. B
crnyyasix ecnvM He npeacTaBnseTcs BO3MOXHbIM MPOBECTU KOMWYECTBEHHOE OMpefeneHne Kaxaoro Buaa
NeKapCcTBEHHOIO PacTUTENBLHOMO Cbipbs B NIEKAPCTBEHHOM Mpenapare, TpebytoTcs apyrme obocHOBaHHbIE METOAbI
onpefeneHnst KONMMYeCTBEHHOTO COCTaBa KOMMOHEHTOB (Hampumep, B MHOTOKOMMOHEHTHbIX JeKapCTBEHHbIX
pacTUTenbHbIX Npenapatax O4HW U Te Xe MapKepbl MOryT NMPUCYTCTBOBATb B HECKOMbKMX BMAAX NEKapCTBEHHOro
pPacTUTENbHOrO Chipbs U PaCTUTENbHOM hapMaLeBTUYECKON CyOCcTaHuum (Npenapate Ha OCHOBE JTIEKApCTBEHHOrO
pacTUTENbHOrO CbIpbS);

r) UCMbITaHWs Ha MpUMecK criegyeT NPOBOAUTb B COOTBETCTBUM C MpaBuiamMu Mo WU3YYEHWO npumecen B
neKapCcTBEHHbIX CPEACTBAxX M YCTAaHOBMEHWIO TpeboBaHWi K HUM B crneuudukaumsx, yresepxaaembiMu Komuccuen,
dapmakonemnHelMu ctatbsamu ®apmakonen Coto3a, a nNpu OTCYTCTBUM B Hel - dhapMakonerHbiMU CTaTbsiMU
hapMakonern rocynapcrs-yrieHoB. HeT HeobxoouMOCTM MPOBOAWTL B FIEKAPCTBEHHOM pacTUTENbHOM MNpenaparte
UCMbITaHUSI HAa Te MPUMECH, KOTOpbIE YXKEe KOHTPONMPOBaNnCb B XOAE WCMbITAHWIA NEKAPCTBEHHOIO pPacTUTENbHOIO
CbIpbSA M pacTUTENbHOM dhapmaueBTM4eckon cybcTaHuumn (NpenapaTtoB Ha OCHOBE NEKapCTBEHHOrO pPacTUTENbHOMO
Cblpbd) (HanpuMep, OCTaTKOB NEecTUUMAOB (DYMUraHTOB), TSXKemnbIX MeTannoB). Tawkke HeT HeobxoanmocTu
KOHTpONUpOBaTb COAepXXaHue OCTaTOYHbIX pacTBOpWUTENneW, MOSABMSALWNXCS B Mpouecce Npou3BOACTBa
NeKapCcTBEHHOro pacTUTENbHOrO npenapaTta (HanpuMmep, Mpu  3KCTparMpoBaHWM), €Cnu  UX CcopepxaHue
KOHTponupyeTcs B npouecce npoussoactsa. OgHako HeobxoouMo KOHTPONMUPOBaTh COAEpXaHue pacTBOpPUTENEW,
ucnonb3yemblx B npouecce HaHeceHusi oborouvkn Ha Tabnetkn. B nekapcTBeHHbIX pacTUTENbHbIX NpenapaTax
HeobX0AMMO KOHTPONMPOBaTb COAEPXKaHWe OYEBUAHbLIX NMPOAYKTOB Aerpajaumu fekapCTBEHHOro pacTUTENbHOro
CbIpbsl U pacTUTENbHOM hapmaleBTMYecKon cybcTaHuun (NpenapaTtoB Ha OCHOBE NEKapCTBEHHOMO pPacTUTENbHOMO
Cbipbsi) (HanpuMmep, arfMKOHOB M3 aHTparnvMko3vaoB). [ns Takmx NpOAYKTOB Aerpajauum crnefgyeT YCTaHOBUTb
KpuTepun npvemneMmoctu. Ecnu npeactaBneHO 3HauuMTenbHOE KOMNMMYECTBO [AaHHbIX, MOJNYYEHHbIX C MOMOLLbIO
COOTBETCTBYIOLUMX aHanWTUY4EeCKMX MEeTOAMK [OKasblBaloWWX, 4YTO FeKapCTBEHHOE pacTUTENbHOE  Cbipbe,
pacTutenbHas dapmaueBTudeckas cyoctaHumua (mpenapaT Ha OCHOBE JIEKapCTBEHHOrO PaCTUTENbHOIO Chipbsi) He
LerpaavpyloT B KOHKPETHOW peLenType M Npu KOHKPETHbIX YCMOBUSIX XPaHEHWs, TO UCMbITaHUS MO OnpeaeneHunto
cofepXaHns MpoAyKTOB Aerpajauuy MOXHO COKPaTUTb MU UCKIIOYUTL (C cornacusi ynorHOMOYEHHOro opraHa
(akcnepTHOWM opraHM3aumm) rocygapcraa-uneHa);

O) vcnbiTaHMs Ha  MUKPOOMOMOrMyeckytd 4YMCTOTY C  yKka3aHuMem obulero KonmuyecTBa aspobHbIX
MUKPOOPraHu3MoB, [OPOXOKEW W NNnecHeBbiX rpvboB, a Takke cBegeHuMn 00 OTCyTCTBMM crneuuduyecKkmx
MUKpOOpraHuamoB. KonnyectBo MUKPOOPraHn3MOB AOMKHO ObiTb OnpeaeneHo ¢ UCNonb3oBaHeM apMaKonenHbIX
Unn Apyrmx BanuanpoBaHHbIX MeToauK. Kputepun npueMnemocTy oImkHbI cooTBeTCcTBOBaThL Papmakonee Corosa, a
npW OTCYTCTBUM B HEN - KPUTEPUAM NPUEMITIEMOCTN (papmakonemn rocyaapcTB-4reHoB.

6. JononHuTenbHble (cneundryeckue) UCNbITaHUA U KPUTEPUU NPUEMINIEMOCTHU



65. B pononHeHue K YyHMBepcanbHbIM MWCMbITAHWSAM, MPeaycMOTPeHHbIMW nogpasgenom 5 pasgena [V
HacToswero PykoBoAacTBa, ANs KOHKPETHbIX feKapCTBEHHbIX PacTUTENbHbIX MpenapaTtoB creayeT BKNoYaTb B
cneundukaumio JOMOMHUTENbHbIE (Cneunduyeckne) MCMbITAHUS U KPUTEPUU MPUEMIIEMOCTU, €CRN OHW Myylle
XapaKTepu3yloT KavyecTBO J1eKapCTBEHHOrO PacTUTENbHOrO npenaparta Unm ABMSTCA XapaKTepHbIMW Ans AaHHON
neKkapcTBEHHON OOPMBbI.

HdononHutenbHble  (cneumduyeckne) UCnbITaHUs U KPUTEPUM  NPUEMNIEMOCTU ANS  NeKapCTBEHHbIX
pacTuTenbHbIX NpenapaTos

66. JononHuTenbHble (cneumguyeckne) NCnbITaHUA U KPUTEPUM NPUEMNEMOCTU, Kak MPaBumo, AOMKHbI ObiTb
BKIIOYEHbI B CrieumMduKaumio Ha KOHKPETHble NeKkapCTBEHHblE pacTuTernbHble npenapatbl. B kavecTse npumepa B
nyHkTax 67 u 68 HacTtosAwero PykoBoAacTBa npefdcTaBneHbl TUNWYHbIE TOTOBbIE JleKapCTBEHHble OPMbI
neKapCTBEHHbIX PACTUTENbHbIX MPenapaToB U COOTBETCTBYIOLUME UM TUMbI UCTIbITAHWIA 1 KPUTEPUEB NPUEMITIEMOCTY.
K paccMoTpeHHbIM B HacTosem PykoBOACTBE rOTOBbIM NEKApCTBEHHLIM (hopMaM OTHOCATCA TBEPAbIE U XWAKue
nepoparnbHble NeKapCTBEHHble pacTuTeNbHble npenapatel. Ons Apyrux BWMAOB TOTOBLIX JEKAPCTBEHHbIX (hopMm
neKapcTBEHHbIX pacTUTENbHbIX NpenapaToB crneayeT NPUMEHSTb aHanorM4HbIN NOAXos4.

TabneTku (NOKpbITbIE U HE NOKPbLITbIE 060N04YKON) U TBEpAbIE Kancyrbl

67. B cneuudukaumio Ha Bce BuAbl TabNeTok (MOKPbITbIX M HE MOKPbITbIX 060MOYKOM) M TBEpAbIX Kamcyn
BKITIOYAIOT CriedytoLmne UCTbITaHUA Y KpUTEpUN NpUemMnemMoctu (KOTopble JOMYCKaeTCs Takke MPUMEHHATb K MSTKMM
Kancynam v rpaHynam):

a) ucnbiTaHWe Ha pacTBOpeHMe (pacnajaemocTb) KOTOpoe MPOBOAUTCS ANs NeKapCTBEHHbIX PacTUTENbHbIX
npenaparToB C HEMeAMNEHHbIM BbICBODOXAEHNEM, YUNTbIBasi Cneayowmne 0CO6EHHOCTHU:

UCNbITaHNE Ha BbICBOOOXAEHNE OENCTBYIOLLEro BeLLecTBa in vitro MOXHO He NpoBOAUTL, €CNU MHAOPMaLMS O
KOMMOHEHTaX, OTBETCTBEHHbIX 3@ TePaneBTUYECKYIO0 aKTUBHOCTb, OTCYTCTBYET;

[OCTaTO4YHO MpPOBECTM WCMbITAHME Ha pacnagaemocTb, €CNYM NEKapCTBEHHbIA pacTUTENbHbIM nNpenapar
COLEpPXUT pacTuTenbHble dapmaueBTMyeckne cybCcTaHumMM, XOpOoLWo pacTBOpMMblE BO BCEM Avanas3oHe
HPM3MONOrMyecknx aHavyeHmmn pH;

UCMbITaHWE Ha pacnagaeMocTb, Kak NpaBuIo, A0CTaToOYHO NpoBoAWTb B 1 Touke (Mpu 1 3HaveHum pH).

WcnbiTaHua Ha pacnagaemocTb Haubonee Lenecoobpa3Ho NpoBOAUTbL B Criydasx, Korda ycTaHOBReHa
3aBUCUMOCTb MEXAy pacrnajaemMoCcTbio U PacTBOPEHVEM, UMW eCnu NPOBEAEHMEe UCMbITaHWs Ha pacnagaemMocTb
aBnaeTca Oonee 3HaYMMbIM, 4YeM NpOBeAEeHME WCMblITaHUSA Ha pacTBopeHune. B Takux cnydasx npoBegeHue
UCNbITAHUA Ha pacTBOpPEHWe He Bcerga 06s3aTenbHO, UM UX MOXHO NMPOBOAUTL TOMbKO B paMKkax nepuognyeckoro
KOHTpONS.

[ns o6ocHoBaHWA BbIOpaHHOW CTPaTErMn KOHTPONs (MpPOBEeAEHNE UCTbITAaHWUIA Ha PaCTBOPEHUE UMW NPOBeAEHNE
UCMbITaHUA pacnagaeMocTb) B PErMCTPaLMOHHOE [0Cbe IEKApCTBEHHONO pacTUTENbHOrO npenaparta criegyet
BKIIOYUTb MHpopmaumio No pa3paboTke nogdepkaHus NMOCTOSIHCTBA PELIENTYPHOro CoCcTaBa U TEXHOMOrMYeCcKoro
npouecca Npon3BoACTBa eKapCTBEHHOrO PpacTUTENbLHOrO npenapara.

Ons roToBbIX NEKapCTBEHHbIX (OPM C MOAMMUUMPOBAHHLIM BbICBOOOXAEHNEM CneayeT YCTaHOBUTb
KOHKpEeTHbIE YCIOBMSA NPOBEAEHUS NCMbITaHWn 1 oTbopa npob:

npoBegeHNe WCMbITAaHUA B HECKONbKMX Toykax (Mpy pasHbiXx (U3NONOrMyecknx 3HadveHusax pH) - ans
NeKapCTBEHHbIX (HOPM NEKAPCTBEHHBIX PACTUTENbHbBIX NPEnapaToB C NPOMOHIMPOBAHHBLIM BbICBOOOXAEHUEM;

npoBedeHe [OBYXCTaAUMHBLIX WCMBITAHUA B HECKONIbKMX TOYKax (C WMCMOMb3OBAHWEM PA3NUYHbIX Cpen
nocnegoBaTenbHO MNU NapanfenbHo) - AN NEKapCTBEHHbIX (hOPM NEKapCTBEHHBLIX paCcTUTENbHBLIX NpenapaToB C
3amMeaneHHbIM BbicBobOXaeHneM. Npu paspaboTke WCMbITAaHUA U KPUTEPUEB MPUEMMEMOCTUM BaXHO YYUTbIBATb
KOHTMHIEHT NaLMEeHTOB, KOTopble OyAyT NPMHUMaTh NEKAPCTBEHHBIN pacTUTENbHbIN Npenapart (Hanpumep, NauueHTbl
C axnopruapuven, noXxunble NauneHTsl U T.0.);

0N YCTAHOBIEHNUSI KPUTEPUEB NPUEMMEMOCTM ANS1 HECKOMbKMX KOHTPONIMPYEMbIX TOYEK MOXHO UCMOSMb30BaTh
Koppensaumio in vitro - in vivo (Mpu HanuumMu gaHHbIX 0 GMOAOCTYMHOCTU ANS YenOBEeKa UIM ONpeAeneHHbIX BUOOB
XMBOTHBIX COCTaBOB (peLenTyp) NeKapCTBEHHOro npenapaTa, NposBSALWNX pasHble CKOPOCTU BbICBOOOXAEHMWS).
Mpn OTCyTCTBUM TakMx [AaHHbIX U HEBO3MOXHOCTM [oKa3aTb, YTO BbICBOOOXAEHME [OENCTBYHOLUX BELLECTB
NeKapcTBEHHOrO npenapaTta He 3aBMCUT OT YCIOBWUW MPOBEAEHUSI WUCMbITAHWIA in Vitro, KpUTEpUU NpUeMNeMocTu
cnepnyeT yCTaHaBNMBaTb HA OCHOBAHWM AOCTYMHbIX AaHHbIX 06 aHanv3e NpoM3BOACTBEHHbIX CEPUIA.

Kak npaBuno, gonyctumoe konebaHve 3Ha4YeHUs CTeneHn BbICBOOOXAEHUS B NOOON MOMEHT BPEMEHU He
JomkHO npesblwaTte + 10% OT [eKnapupoBaHHOIO COAEPXAHUS NEKapCTBEHHOr0 pacTUTENbHOMO CbIpbs UMK
pacTutenbHoOl apmMaueBTUYecKor cybcTaHuum (To ecTb, AONyCcTMMOe cyMMapHoe konebaHue coctaenset 20%).
Takum o6pa3som, TpeboBaHue (50 + 10)% o3HayaeT, YTO AOMYCTMMBIN Ananal3oH Haxoautes mexay 40% n 60% (3a
UCKITIOYEHNEM CIy4yaeB, €Cnv uccrnefoBaHne OMOSKBMBANEHTHOCTU MO3BONSIET YCTAHOBUTH Oonee  LUMpOoKui
ananasoH);

6) wucnblTaHMe Ha MpPOYHOCTb (MCTMpaeMocTb). Ecnu  gaHHoe wchbiTaHne npoBOAUTCS B pamKax
TEXHOMOMMYECKOro KOHTPOMNs TO, Kak MpaBurio, OTCYTCTBYET HeoOGXoAMMOCTb BKMYaTb [JaHHOE WCMbITaHWe B
cneundukaumio. Kputepumn npyuemMnemMocTu no 3ToMy UCNbITAHUIO BKIOYAKTCS B cneundumkaLmio B TOM cryyae, ecnm
OHWM NPEeACTaBnstoT COOOM BaXHYH XapaKTEPUCTUKY KayecTBa eKapCTBEHHOrO pacTUTENbHOro mnpenapaTa
(Hanpumep, xeBaTenbHbIX TAONETOK);

B) UCMbITaHWe Ha OAHOPOAHOCTb A03MPOBaHUSA - MPOBOAUTCS C UCMONb3OBaHMEM (hapMaKoMneHbIX METOAMK.
Mpn HeobxoOMMOCTWN, AaHHOE MCMbITaHME MOXHO MNPOBOAUTL B paMKax BHYTPUMPOU3BOACTBEHHOIO KOHTPONS,
KpUTEPUM NPUEMINEMOCTY CrnedyeT BKoYaTh B cneumdukaumio;

r) UcnblTaHWe Ha codepxaHue Bnary npu HeobXxoOAMMOCTWU crnefdyeT BkMo4aTbh B crneundukaumio. Kputepuu
NpMeMNEMOCTU MOXHO OOOCHOBaTb AaHHbIMW O BRMSHUWM BRAXHOCTU UMW MOMMOLLEHUS Braryn Ha nokasaTtenu
KayecTBa M CTabUNbHOCTU NIEKAPCTBEHHOIO pacTUTENBHOIO NpenapaTa. B HeKOTopbIX CryYasx 4OCTAaTOYHO NPOBECTU



ucnbiTaHne «lloTeps B macce Npuv BbICYLUIMBAHUMY, MPWU YCIIOBMM 4TO WUCMOMb3yeTcs crneuudmyeckass MeToamka
onpegeneHns cogepxaHnsa snarv (Hanpyumep, TMTpoBaHue no metogy Kapna ®duwepa);

A) ncnbiTaHne Ha MMKPOBMOMOrM4eckyto YncToTy. [lonyckaeTcs He NPoBOAUTL AAaHHOE MCMbITaHWe ANSA Kaxaon
CepuMu roTOBON NeKapCTBEHHOW (popMbl fekapCTBEHHOro npenaparta, eCcnvM MNpPOBOAUTCA KOHTPOMb WMCXOAHbIX
KOMMOHEHTOB, a TEXHOMOIMYeCKMI Mpouecc BanuavpoBaH W He co3faeT pucka MUKPOBHOW KOHTaMuHauumu.
LlenecoobpasHo npoBeaeHne neproanyeckmx UCnbITaHWn Mo AaHHOMY nokasatento. MNpu HeobxoanmocTn, cneayet
yCTaHaBnmBatTb Kputepun npuemnemMocTtn ansa O6LLI,8FO KonnyecTtBa aSpO6HbIX MUKpPOOpPraHM3mMoB, FpI/I6OB,
OTCYTCTBUS OTAENbHbIX cneuuduiecknx MUKpoopraHmamoB (Hanpumep, Staphylococcus aureus, Escherichia coli,
Salmonella spp., Pseudomonas spp.). KonnyecTtBeHHble nokasatenu crnegyeTt onpefensTe C WUCMNOMb30BaHUEM
dapmakonenHblXx WNN ApyrMx BanWAUMPOBaHHBIX METoAMK, a YacTtota M Bpems npoBedeHns BblGOPOYHOro
BHYTPUNPON3BOACTBEHHOIO KOHTPOMNSA AOMKHbI ObiTb 0BOCHOBAHBI HAKOMMEHHBIMWN SKCMEPUMEHTaNbHBIMU AaHHBIMW.
Mpn Hanuymu HayyHoro obocHoBaHMS (B COOTBETCTBUMM C mpumoxeHvem No 1 k PyKoBOACTBY MO COCTaBMEHMIO
HOPMaTUBHOrO JOKYMEHTa MO KavyecTBY fieKapCTBEHHOro npenapara) UChbITaHNsa MUKPOBMONOrMYeckon YMCTOThI NS
TBEPAbIX NeKapCTBEHHbIX POPM MOXHO HE MPOBOANTD.

Xngkoctn ans npuema BHyTpb

68. Kak npaBumno, B OTHOLIEHUWM XWOKOCTEW AN npueMa BHYTPb W MOPOLUKOB, MpeAHa3HayYeHHbIX Ans
NPUrOTOBAEHNS TaknX XNOKNX NeKkapCcTBEHHbIX opM, LienecoobpasHo NpoBOAWUTL OAHO N Gonee M3 criegyowmx
AOMNONHUTENbHBIX (CNeuUndU4ecKnX) NCNbITaHNA:

a) ucnblTaHMe Ha OAHOPOAHOCTb AO03MPOBaHWA - BKMo4aeT B cebs M OQHOPOAHOCTL COAEpPXaHWus, W
0QHOPOAHOCTb Macchl. KpuTepun nprvemnemoctn crnegyeT ycTaHaBnuBaTb ANS OTKIOHEHWWA Macchl, obbema
HanosmnHeHusa n (M) oQHOPOAHOCTM HanonHeHus. MNpu 3ToM cnegyeT ucnonb3oBaTb apmakonenHsle metogsl. MNpu
Heo6X0AMMOCTUN UCTIbITaHNS MOXHO MPOBOAUTL B PaMKax BHYTPUNPOM3BOACTBEHHOrO KOHTPOMS, OOHAaKO Kputepuu
npuemMneMocTn cnegyeT BKMNOYMTL B cneuudukaumio. [aHHbIn NOAXOL MOXHO MNPUMEHSITb K OAHOAO3HbIM W
MHOrOA03HbIM ynakoBkaM. 3a eAnHULY A03MPOBaHNS NPUHUMAIOT CTaHA4apTHY 403y, MPYHMMaeMyto nauueHTom. B
KOHTPOSIbHOM MCMbITAHUN 3Ty OQHOKPATHYK A03Y MOXHO onpefenutb MpsiMbiM M3MEpPeHWeM Wnu paccyuTaTb,
UCXOASA M3 U3MepeHHoW obLlen mMaccbl nn obbema NekapCcTBEHHOrO pacTUTENbHOro npenapara, pasgerneHHbIX Ha
obliee oxvnaaemoe KonmuyecTBo A03. Ecnu B cocTaB ynakoBku BXOAMT YCTPOWCTBO AN A03MPOBaHUA (Hanpumep,
MeaMUMHCKasa nuneTka UM HakoOHEeYHWK-A403aTop ANA (hnakoHOB), TO UX cnegyeT UCMOonb3oBaTb AN U3MEpeHus
Ao3bl. B npotuBHOM cnyvae criegyeT MCNonb30BaTb CTaHAapTHble npucrnocobneHns Ans uaMepeHus obbema.
Mcnonb3dyemoe yCTPOMCTBO ANA [03MPOBaHUS OObIMHO BbiGMpaloT B npouecce paspaboTku. [nd nopoLukos,
npefHasHayYeHHbIX ONA MNPUroTOBMEHUS XUAOKOCTEW ANA npuema BHYTPb, CYMTaeTCca npuvemneMbiM npoBedeHune
UCMbITaHUIA HA OJHOPOAHOCTEL Macchl;

6) onpefeneHve 3HayeHus pH - B cnyyae Heo6xoAMMOCTM crieayeT NpeacTaBUTb KpUTEPUN NPUEMIEMOCTH A4S
AvanasoHa 3HadyeHun pH n obocHoBaTk NpeanaraemMblin AManasoH 3HaYeHW;

B) MUCMblTaHNe Ha MWKPOOMOMNOrMYecKytd YACTOTY He MPOBOAATCH MO KaKOOW Cepun, ecrv OCyLlecTBhAseTcs
KOHTPOSb MCXOAHbIX KOMMOHEHTOB, @ TEXHONOrMYeckuii NPOoLeCC BanuauMpoBaH W He co3gaeT pucka MUKPOGHOW
KOHTamuHaumu. LienecoobpasHo npoBedeHne NepuoanyeckMx UCMbITaHUM NO AaHHOMY nokasatento. [Mpu Hanuumm
Hay4YHOro obocHoBaHusA (B cooTBeTCTBMM C mpunoxeHvem Ne 1 k PyKOBOACTBY MO COCTaBMEHWIO HOPMaTMBHOIO
AOKYMEHTa MO Ka4yecTBY NEKapCTBEHHOro npenapaTa) WCMbITaHUA Ha MUKPOOMOMOrMYECKY YMCTOTY MOPOLLKOB,
npefHasHayeHHbIX Ans  pacTBOPEHMS W Npyvema BHYTPb, MOXHO He npoBogutb. KoHTponb nokasartenen
MWKPOGMONOrMYECKON YMCTOTbl NPOBOAMTCS B cooTBeTcTBUM C TpeboaHusmu Papmakonen Cotosa, a npu
OTCYTCTBMM B Heil - B COOTBETCTBUM C dhapmakonesamu rocygapcTs-uneHoB. [lpu HeobxogmmocTtun, crnepyet
yCTaHaBNvMBaTb KpUTEPUW MPUEMMEMOCTM [Ans obLlero Konmuyectsa aspoOHbIX MWKPOOPraHM3moB, rpunbos,
OTCYTCTBUSI OTAEMbHbLIX Cneuuduiecknx MMKpoopraHMamoB (Hanpumep, Staphylococcus aureus, Escherichia coli,
Salmonella spp., Pseudomonas spp.). KonuyecTBeHHble nokasaTeny MUKPOOMONMOrMYecKoW YMUCTOTbI crnegyeT
onpefensTb C UCMONb3oBaHWeM hapmakonewHbIX UNu ApYrMx BanvavMpoBaHHbIX METOAMK, a 4yacToTa M Bpems
npoBeAeHns BbIGOPOYHOTrO BHYTPUMNPOW3BOACTBEHHONO KOHTPOMS AOSMKHbI OblTe 0GOCHOBaHbI  HAKOMMEHHbIMU
3KCNepUMeEHTanbHbIMWN AaHHBLIMY;

r) wWcnblTaHWe Ha CoAepXaHWe MPOTUBOMMUKPOOHBLIX KOHCEPBaHTOB BLINOMHAOTCA ANA  nepoparnbHbIX
neKapCcTBEHHbIX pacTUTElbHbIX NPenapaToB, B COCTaB KOTOPbIX BXOAAT MPOTUBOMMUKPOOHLIE kKoHCepBaHTbl. CnedyeT
yCTaHOBUTb M 060CHOBATbL KPUTEPUW MPUEMNEMOCTM AOMYCTUMOrO COAEPKaHNS NPOTUBOMUKPOBHbBIX KOHCEPBaHTOB,
MCcXoAsa U3 OOoNyCTUMbIX NPeAenoB, rapaHTUpYOLWMX cobniogeHne MUKpOBMONMOrMyeckoro kayectsa npoaykumn Ha
NPOTSHKEHUN CpoKa rogHocTu. Heobxogmmo noatBepantb 3MEKTUBHOCTL NPOTUBOMMKPOOHOrO AEWCTBMSA Npu
MUHMMAarnbHOW KOHLEHTpauun KOHCepBaHTa. Kak npaBuno, WCMbITaHWS Ha CcopepxaHue MNPOTUBOMMKPOOHbIX
KOHCEpBaHTOB crnegyeT NpPOBOAMTb B paMKax KOHTponsa rotoBon npogykumu. OpgHako B onpefeneHHbiX
o6CTOATENLCTBAX AOCTATOYHO MPOBEOEHUS MCMbITAHUA B paMKkax BHYTPUMPOW3BOACTBEHHOrO KOHTpond. Ecnu
KOHTPOSb COAEPXaHUsi NPOTUBOMMKPODOHBIX KOHCEPBAHTOB OCYLLECTBSETCA B npouecce Npou3BOACTBA, KpUTEpUK
NpUeMneMocTM [OSKHbl ObiTb  BKMIOYEHbl B cneuudukauuio Ha roToBYlO Mpoaykumio. OddeKTUBHOCTb
NPOTMBOMMKPOBHOro KOHCEpBaHTa creayeT AokasaTb B xode pa3paboTku, Npu MacluTabupoBaHUm U Ha NPOTSXKEHWUM
Cpoka rogHoCTW (Hanpumep, B pamkax NpoBedeHNs UCCNeAoBaHniA cTabunbHOCTN B COOTBETCTBUM C PykoBOACTBOM
no Banuaaumm npouecca Npon3BOACTBa fleKapCTBEHHbIX NpenapaToB AN MeQULMHCKOro NPYMEHEHUs1) HECMOTPS Ha
TO, YTO XMMWYECKMI aHann3 Ha cogepxaHne KOHCEpPBaHTa OObIYHO BKITHOYAIOT B cneumduKkaumio;

[) UChbiTaHne Ha codepXXaHue aHTMOKCMOAHTOB - Kak MpaBuro, NMpoBOAWUTCA B paMKax KOHTPONSA roTOBOW
npoaykumm. Mpu HannyMmM 06OCHOBAHHBIX AaHHBIX, MOMYyYEHHbIX B NMpoLecce pa3paboTku U n3yveHns ctabunbHOCTU
rOTOBbIX JIEKAPCTBEHHbIX PacTUTENbHbIX MpenapaTtoB, MCMbITAHUS Ha MNPOTSXKEHWM CpoKa FOAHOCTU MOXHO He
NPOBOAMTb, @ B3aMeH WUCMbITaHWN B pamMKax KOHTPOSsS roTOBOW MPOAYKUUWM MOXET ObiTb AOCTAaTOYHO MpoBeAeHWs
BHYTPUNPON3BOACTBEHHBIX UCMbITaHUA. ECnn KOHTpOMb cogepaHust aHTUOKCUAAHTOB OCYLLECTBNASETCA B npouecce
Npon3BOACTBA, KPUTEPUM MPUEMIIEMOCTU AOSKHbI ObiTh BKIOYEHbI B cneumdukaumio Ha rotosyto npogykumio. Mpu
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M3MEHEHUSIX B TEXHOMOrMYeCKOM rMpoLecce MPOU3BOACTBA N1eKapCTBEHHOW (DOPMbl UNN U3MEHEHWUAX MEPBUYHOWN
yNakoBKM crieyeT NMPOBOANTL MOBTOPHYHO OLEHKY NPUMEHSIEMbIX CNOCOGOB KOHTPOSS aHTUOKCUAAHTOB;

€) WUCMbITaHWA Ha SKCcTparMpyemble BellecTBa MPOBOAATCA B TOM Cllyyae, ecnv MepBUYHas YynakoBka
M3roTOBfIEHA W3 He CTEKMNAHHbIX MaTepuanoB unM BkMYaeT B ceba martepuanbl He M3 cTekna (pesnHoBble
(nonmMmepHbIe) NPOGKK, YNNOTHUTENbHbIE NPOKTAAKN, KPbILLKW, ONakoHb! U T.M). KOMNOHEHTLI NEPBUYHON YNaKoBK/ B
3TOM cnyvae AOmMkHbl OblTb MepedncneHbl, a WHGOopMauMio MO AaHHbIM KOMMOHEHTam crnegyeT cobpaTtb Ha
HayanbHOM 3Tane npouecca pa3paboTkn. Ecnn gaHHble, MOnyveHHble Ha cTtaguy paspaboTkn NekapCTBEHHOro
npenapara, NOATBEPXAaloT, YTO IKCTPArnpoBaHUs BELLECTB U3 NEePBUYHON YNAKOBKN HE NPOUCXOAUT, OTCYTCTBYET
Heob6XoAMMOCTb NPOBOAMTL TakoW KOHTPOmnb. B crnyyae u3MeHeHus nepBWYHON YMNakoBKM criedyeT MOBTOPHO
npoaHanManpoBaTb CNOCO6 KOHTPOMS 3KCTparMpyeMbiX BELLECTB;

X) MCMblTaHWe Ha COAepXaHwe cnupTa NPoBOASATCSA B TOM Criydae, ecnv B MHAOPMauuMn O feKapCTBEHHOM
npenapaTte NpPMBOAATCH yKa3aHWs O COAePXXaHUW CnupTa;

3) UCMbITaHWA Ha PacTBOPEHWE BbIMOMHATCA B AOMOSIHEHME K NOKasaTensiM KayecTsa, yKkasaHHbIM Bbllle, B
HEeKoTOpbIX cny4Yasx (Hanpumep, Korga KOMMOHEHTbl NeKapCTBEHHOrO PacTUTENbHOMO CbIPbS WM pacTUTENbHON
dapmaueBTuyeckon  cybctaHumMmM  (Npenapata Ha  OCHOBE  IEKApCTBEHHOTO  pacTUTENbHOIO  CbIpbs)
TPyOHOPACTBOPMMbI) LieriecoobpasHo BKMAOYMTE B crneumdukaumio WUCMbiTaHWe Ha pacTBOPEHUEe W Kputepuu
npuvemMneMocTn AnA nepopanbHbiX CYCMEeH3MM M CyxXMX MOPOLLKOB ANA pecycneHavMpoBaHus. o BO3MOXHOCTU
obopygoBaHue, cpeaa pacTBOPEHUs M YCMOBUSI MPOBEAEHWNS UCMbITAHUIA AOMKHbI COOTBETCTBOBAaTL TPeboBaHMAM
®apmakonen Cotosa, a npu OTCYTCTBMU B Hewl - TpeboBaHWAM dhapmakonen rocyaapcTs-yneHos. OTCTynneHus ot
dhapmakonenHbix TpeboBaHuin cnegyet obocHoBaTb. MeToaMkM pacTBOPEHMs C MUCMONb3oBaHWeM dapmMakonenHbIxX
unu HedpapmakonewHblX TMNOB NpuMBOpOB M ycnoBun Heobxogumo BanuauposaTb. Kak npasBuio, Ans roToBbIX
nekapcTBEHHbIX POpM C OBbICTPbIM BbICBOOOXAEHMEM AOCTAaTOMHO MPOBOAWTL WCMbLITAHWUSA B OOHOW TOYke (OAHO
3HayeHue). [Ina roToBbIX IeKapCTBEHHbIX (OPM C perynupyemMbiM BbICBODOXAEHMEM crnegyeT MpoBOAUTL
BbIOOPOYHBIN KOHTPOMb B HECKOMbKMX (PUKCMPOBAHHBIX TOYKaX (HECKOMbKO 3HA4YeHwui), Yepes COOTBETCTBYHOLLME
uHTepBanbl. KpuTepun npuemnemocTn criegyeT YycCTaHaBnvMBaTb Ha OCHOBaHuMM Habniwogaemoro guanasoHa
OTKIOHEHWI, NPMHMMAas BO BHMMaHWe npodunun pacTBOPEHUS CEpPUIA, NOKa3aBLUMX NPUeMIeMbIe XapaKTePUCTUKK in
vivo. lNpwu BblIGOpe Mexay UcnbiTaHMEM Ha PacTBOPEHWE UMW UCTIbITAHWEM Ha pacnpeferneHne no pasmepy YacTtul,
(amcnepcHocTb) Heobxogumo  uMcrnonb3oBaTb [AaHHble  dapMaueBTUYeckon  pa3paboTkn  fekapCTBEHHOro
pactuTenbHoro  npenapata. McnbitaHme  Ha  pacTBOpeHME  MOXHO  MNpOBOAMTb  Kak B paMkax
BHYTPMNPOM3BOACTBEHHOIO KOHTPONS, Tak U B pamKax BbIMyCKaloLEero KOHTPOrs, B 3aBUCUMOCTU OT €ro 3Ha4MmMoCTn
ana pabounx xapakrtepuctuk npogykuun. Heobxogmmo npuBectn obocHOBaHME BbiOOpa Mexay MchnblTaHMeM Ha
pacTBopeHue TBepAbIX NekapcTBeHHbIX DOPM ANS nNpuema BHYTPb W UCMbITaHWEM Ha pacnpeeneHune no pasmepy
yacTuu;

M) ucnblTaHMe Ha pacnpeferneHne 4Yactuy Mno pasmepy uenecoobpasHo BkM4aTb B cneunduKaumio ans
nepoparnbHbIX cycrneH3ui. [Npn HeobxoammocTn Beibopa Mexay NPOBeAEeHUEM UCMBITaHWN Ha PacTBOPEHWE UMW Ha
pacnpeferneHue YacTuy no pa3Mmepy crieayeT pyKoBOACTBOBATLCA AaHHLIMM, MOMyYEHHbIMU B NpoLiecce pa3paboTku
nekapcTBeHHoW dopmbl. VcnbiTaHne Ha pacnpefgeneHne 4Yactul no pasmepy MOXHO NPOBOAWTb Kak B pamkax
BHYTPUNPON3BOACTBEHHOIO KOHTPOMS, Tak U B pamKax BblMyCKatoLLEro KOHTPOrs, B 3aBUCHMOCTH OT €ro 3Ha4MMoCTH
Ans paboumnx xapakTepucTuk npogykumun. Ecnu B xoge paspaboTkm nekapcTBEHHOW dopmbl BblNo noaTBepxaeHo
ObICTpOEe BbLICBOOOXAEHME NEKApCTBEHHOrO BELLECTBa, TO UCMbITaHME Ha pacnpefeneHue 4YacTvy no pasvepy B
crneumduKaumMio MOXHO He BKNodaTbk. [pu cooTBeTCcTBYOWEM 060CHOBaHWMM AOMNYCKaeTCA NPOBOAUTL UCMbITAaHNE Ha
pacnpegerneHve 4actvil Mo pasMepy B3aMeH MCNbITaHUA Ha pacTtBopeHve. Kputepuu npruemnemocT OOMKHbI
BKMOYaTb AONYyCTMMOEe pacnpefeneHne vactul no pasmepy (B npoueHTax oT obuiero yucna yactui B 3agaHHOM
AvanasoHe pasmMepoB) W MOKasbiBaTb AOMNIO (B MPOLEHTax) ANS MHTepBasioB pasHbix pa3mepoB vacTuy. Crneagyet
YeTKO OnpedenuTb CPEeAHWN, BEPXHUA U (UMW) HWKHWM Npedenbl pa3MepoB 4acTuu. KpuTepum npuemnemoctu
pacnpefgeneHuss nNo pasMepam 4acTuL, crnegyeT ycTaHaBnMBaTb Ha OCHOBaHuu Habnogaemoro avanasoHa
OTKIMOHEHW, MPUHMMas BO BHMMaHWe Kak Npoduny pacTBOPEHUS Cepuii, NokasasBLUMX NPpUEMIIEMbIE XapaKTePUCTUKN
in vivo, Tak 1 npepgnonaraemoe NpMMEHeHNe NekapCTBEHHOro pacTUTenbHOro npenapara. B npouecce paspaboTku
NeKapcTBEHHOro pacTMTENbHOro npenapata crnegyeT WcCnegoBaTb MOTEHUMAmNbHYIO BO3MOXHOCTb YBENWYEHWS
pasMepa yacTuu, 1 pesynbTaTbl AaHHbIX UCCNeAoBaHUA HeoOXOAMMO Yy4MTbIBaTb MPW YCTAHOBIEHWM KpUTEPMEB
npuemMnemocTy;

K) MCMbITaHWe Ha peancneprMpyemMocTb (BOCCTaHOBMEHWE AMCNEPCHOCTM) BKOYaloT B creumdukaumio ans
nepoparnbHbIX CYCneH3uid, 06pasylowmx OCafoK B MPOLECCe XpaHeHUs W YCTaHaBMnMBaloT ANSA HEro Kputepun
NpUeMnemMocTy B OTHOLLEHNN peancneprupyeMocTtu. NpremnembsiM BapuaHTOM UCMbITaHUA Ha peancneprupyemMocTb
ABMNAETCA NcnbiTaHWe Ha B3bGanTbiBaHMe. B aTom cnyyae cnegyet ykasaTb meTog B36anTbiBaHUA (MEXaHUYECKUIA Uiu
PY4YHOW) N YETKO ONpeaennTb BpeMsi peCcyCcrneHanpoBaHns, UCXOAA U3 AaHHbIX, MOMyYEHHbIX B npouecce paspaboTkm
nekapctBeHHon dopmebl. [lonyckaeTcsa npoBefeHue BbIGOPOYHBIX UCMbBITAHUA CEepUn UMW UCKIIOYEHME OaHHOro
nokasaTtens U3 cneuudukaumm Ha OCHOBaHUN MHOPMaLUK, NONyYEeHHOW Ha CTagum pa3paboTku;

n) ucnbITaHWe Ha peoriorMyeckne CBOMCTBA (BA3KOCTb) - LienecoobpasHo BKNOYWTE B cneundukaumio Ans
OTHOCUTENBHO BSA3KMX PacTBOPOB WM cycneHsuin. CregyeT ykasaTb aHanuTUYEcKylo MeTOAMKY onpenerneHus
peoniornyecknx CBOWCTB (BSI3KOCTM) W YCTaHOBWTb KpuTepuu npuemnemocty. [Ons o6ocHOBaHWMS BbIGOPOYHbIX
UCMbITAHUIA CEepUM UMM UCKIIOYEHNS AAaHHOrO MokasaTens u3 crneuvdukaumm OCTaTOMHO AaHHbIX, MOMYYEHHbIX B
xo4e pas3paboTky;

M) UCMbITaHUS Ha yaenbHbIA BeC (NNOTHOCTL) - LienecoobpasHo BKMoYaTh B cneundukaumio Ha nepopanbHbie
CyCMeH3un, a Takke BA3KUE UM HEeBOAHbIE pacTBopbl. McnbiTaHne gonyckaeTcsi NPOBOAUTL B pamMKax KOHTpOns B
npouecce Npon3BoACTBa;

H) BPeMsi pacTBOpPeHNs - BKIoYaeTcs B cneundmkaumio ANst Cyxux MOPOLLKOB, KOTOpble NpeAHasHayveHbl Ans
BOCCTaHOBMeHWs (pekoHCTUTYUMK). Beibop pacTtBopuTens gomkeH 6biTb 060cHOBaH. [1ns 060CHOBaHMS BbIGOPOYHbIX
UCMbITAHUIA CEPUM UMW WCKIIOYEHUS] AaHHOro nokasaTtens u3 crneumdukaumm moxeT ObiTb JOCTATOMHO AAHHbIX,
nony4YeHHbIX B Xxoae paspaboTku;



0) MCNblTaHWe Ha cogepXaHue Braru - uenecoobpasHo BKMIOUUTL B creuudmkaumio U yCTaHOBUTb KpUTepum
NPUEMNEMOCTN B HEKOTOPbLIX Cry4asx ANs nepopanbHbIX JIEKAPCTBEHHbIX PacTUTENbHbIX NMpenapartos, TpebyroLwmx
pactBopeHusi. MeToq onpefeneHnss cogepxaHus Bnary yCTaHaenMBalOT HA OCHOBaHWM MHAOpMaLMK, Nony4eHHON
Ha cTagun paspaboTku nekapCTBEHHOro pacTuTenbHOro npenapaTa. Ecnu Ha gaHHOW cTaguv JOCTOBEPHO OMUCAHO
BMMSIH/E HA NEeKapCTBEHHbIW pacTUTENbHbIN npenapaTt MOrMoLweHHON Bnark, To 0BbIYHO AOCTAaTOYHO NPOBEAEHWS
ucnblTalns «loTteps B Macce npu BbiCyluMBaHWM». B onpegeneHHbIx cryyasx (Hanpumep, B npenapaTtax,
copepxalumx adupHble macna) Tpebyetcs npoBedeHue cneumduyeckoro UCnbITaHusa (Hanpumep, TUTPOBAHUA MO
meToay Kapna ®duwepa).

UcnbiTaHnA U KpuTepun NpuemMneMocTu AnA NeKapCTBEHHbIX pacTUTENbHbIX NpenapaToB, coaepXKalmx
UCKNO4YUTENbHO JleKapCcTBeHHO€e pacTuTesibHOe Cbhipbe (paCTVITeﬂbele Yyau, C60pb|)

69. B cneundvmkaumio Ha BCe BUAbl NEKapCTBEHHbIX PACTUTENbHbLIX NpenapaToB, CoAEPXaLUMX UCKITOYNTENBHO
rnekapcTBEHHOE pacTUTENbHOE Cbipbe BKIOYAOT CNeayoLmMe UCMbITaHNS 1 KPpUTEPUU NPUEMIIEMOCTH:

a) uCnblTaHMA Ha noTepd B Macce Npu BbICYyUMBAHUKM CrefyeT BKMYMTL B cneuudukauuio ecnv 3to
UCnblTaHNe He BbINOMHANOCH B paMKax KOHTPOISA NeKapCTBEHHOIO PacTUTENBHOMO Chipbs, a Takke B 3aBUCUMOCTM OT
4YacTu pacTeHWI, KOTOPble NCNOMb30BaHbI A4S NONyYeHUs NeKapCTBEHHOIo pacTUTENbLHOro NnpenapaTa;

6) McnbiTaHWsA Ha NOANMWMHHOCTL - AOMKHbI ObITb CNeuuUYHBIMK 1S NEeKapCTBEHHOIO PacTUTENBHOIO ChIpbS,
BXOASALLEro B COCTaB feKapCTBEHHOrO pacTUTENbHOrO npenapata, AaBaTb BO3MOXHOCTb OOHapyXvBaTb OTnuyme
Mexay pasHblMU KOMMOHEHTaMW JIEKapCTBEHHOTO pPacTUTENBbHOIO Chbipbs W cypporatamu  (HexenaterbHbIMU
npuMecsaMm), KOTopble MOTYT NpUCYTCTBOBaTb. Kak NpaBunio oHW NpoBOAATCSA C MOMOLLbI0O METOAOB XpoMaTorpaduu.
Ons noatBepXAeHUs NOAMMHHOCTM  TakkKe MOXHO WCMONb30BaTb YCTaHOBMNEHME  MUKPOCKOMUYECKUX U
MaKpPOCKOMUYECKNX XapakTePUCTKK (NPW HanmM4mm cooTBETCTBYOLLEro 060CHOBaHWS);

B) MCMbITAHWE Ha YMCTOTY BKINIOYaeT B cebsa onpegeneHne conyTCTBYOWNX NPUMECEN 1 CypporaToB (Hanpuvep,
€CIN N3BECTHbI TOKCUYHBbIE NPUMECU U CypporaThbl B IEKAPCTBEHHOM PaCTUTENBHOM CbIpbe);

r) MCnbiTaHUs Ha OOHOPOAHOCTbL MAacchl (CpeaHo Maccy naketa) (HanpuMep, PacTUTENBHONO Yas) BKIYaeT B
cebsa ycTaHOBMeHVWe KpUTEpPUEB MPUEMSIEMOCTW ANsi OTKIOHEHWMI Mmacchbl U (unu) obbema 3anonHeHusi. Cnepyet
ucnonb3oBaTb hapmakonevHble metogbl. Mpu Hanuuum o0BGOCHOBaHWA WCMbITAHWMSA MOXHO MPOBOAUTbL B paMKax
BHYTPMNPOU3BOACTBEHHOIO KOHTPOISA, MPW 3TOM KPUTEPUU MPUEMIEMOCTW criefyeT BKI4YMTL B crieuudurkaumio.
JaHHbI NoAXoA MOXHO MNPUMEHSTb K OAHOAO3HbIM W MHOFOAO3HbIM NeKkapCTBEHHbIM hopmam. 3a eaunHuuy
AO3UPOBaHNS MPUVHUMAIOT CTaHAAPTHYIO 03y, MNPUHUMAEMyl nauueHTOM. B KOHTPOMbLHOM MCNbITaHUKM 3Ty
OOHOKPaTHYI0 A03y MOXHO ONpefennuTb NpsMbiM M3MEPEHVMEM UNKU paccuutaTb, UCXOAsd U3 M3MepeHHoW obuien
Macchl unn obbema NnekapcTBEHHOrO PacTUTENBHOTO Chipbs, PpasfeneHHbIX Ha obLee oXnaaemoe KOnM4ecTBo A03.
Ecnn B cocTtaB ynakoBKu BXOAMT YCTPOWCTBO Afst JO3MPOBaHUA, TO €ro crnepyeT MCNonb3oBaTh AMS U3MEpPEHUs
£o3bl. B npoTuBHOM criyyae criegyeTt Mcnosnb3oBaTb CTaHO4ApPTHY Mepy obbema. Vcnonbayemoe ycTpoWCTBO Anis
[031poBaHusi obbI4HO BbIGUpatoT B NpoLiecce pa3paboTky;

O) WCMbITaHUS Ha KOMWYECTBEHHOE OMNpedenieHne MNpPUMEHsIeTC [N N1eKapCTBEHHbIX  pacTUTENbHbIX
npenapaToB, COAEpXalluMX IeKapCTBEHHOE pacTUTENIbHOE CbIpbE, B COCTAB KOTOPOro BXOAAT KOMMOHEHTbI C
M3BECTHOW TepaneBTUYECKOW aKTMBHOCTbIO, HeOoOXOAMMbI BanuavMpoBaHHbIE M NOAPOOHO OMMCaHHble MeToAWKW
KONMMYECTBEHHOTO OMpeaerieHns  3TuxX KOMMOHeHToB. [lpu HeobxogumocTn, B crneundukauuio  BKAOYaoT
cneumndnyeckyto MEeTOAMKY, MO3BOSSAIOLLYI0 YCTAHOBUTL CTabUNbHOCTb NEKapCTBEHHOrO PacTUTENBHOrO Chipbs B
nekapcTBEHHOM pacTuTenbHOM npenapaTte. Hecneunduyeckoe onpegenexve (B criydae ero 060CHOBaHus) cnegyet
coyeTatb C COOTBETCTBYHOLLMM cneumguyeckum ucnbiTaHmem. Hanpumep, KonmuMyecTBeHHOe onpepeneHue
rMUKO3MO0B aHTPaxXUHOHOBOrO psiAa CrnekTpoOTOMETPUYECKMM METOAOM MOXHO [OMOMHWUTL crneuuduyeckim
UCMbITaHNEM Ha uaeHTUdUKaumio (NOANMHHOCTL) (XapaKTepucTuyeckonm xpomaTtorpammon). Ecnmu B coctas
NeKapCcTBEHHOrO pacTUTENbHOro npenaparta BXOAUT NeKapCTBEHHOE PacTUTENbHOE CbipbE, B OTHOLUEHUWM KOTOPOro
OTCYTCTBYeT WHOpPMaLMSA O KOMMOHEHTax, OTBETCTBEHHbIX 3a TepaneBTUYECKYD aKTUBHOCTb, Heobxoanmo
NPOBOAUTL KONMMYECTBEHHOE OMNpeAenieHne akTUBHbIX WKW aHanMTUYeCcKUX MapkepoB Wnu apyrme 060CHOBaHHbIE
ucnbiTaHus. Beibop mapkepoB Heob6xoaumo 060ocHoBaTh. [N NekapCTBEHHbIX PaCTUTENbHbLIX NPenapaToB, B COCTaB
KOTOpbIX BXOAWUT TONbKO NEKapCTBEHHOE pacTUTENbHOE Chipbe 6e3 Kaknx-nnbo BCnomoraTernbHbIX BELECTB, METOS
KONMMYECTBEHHOTO onpefeneHnss MOXeT ObiTb BKMWYEH B chneuudukauuio Ha MWCXOOHOE IeKapCTBEHHOEe
pactuTenbHoe cbipbe. B cny4asix MHOrOKOMMOHEHTHbIX EeKapCTBEHHbIX pacTUTENbHbLIX MpenapaToB, Koraa
KONMMYECTBEHHOE OnpefderieHne Kaxaoro Buaa eKapCTBEHHOrO PacTUTENbHOMO Cbipbs He MpeacTaBnsieTcs
BO3MOXHbIM, He06xoanMo obocHOBaTb, KakuM 0Opa3oM rapaHTUMpyeTcs M KOHTPONMpyeTcs BOCMPOM3BOAMMOCTb
cocTaBa roTOBOro NlekapCTBEHHOIO pacTUTENbLHOro npenapara;

€) ucnblTaHWe Ha pasMep YacTuy MOANEXWT BKMOYEHWIO MPOM3BOAUTENEM B crneundukaumio Ang SaHHOW
rpynnbl NEKApCTBEHHbIX PaCTUTENbHbIX NPEnapaTos;

X) WCMbITaHWEe Ha MWUKPOOMONOIrMYECKY YMCTOTY [OMyCKaeTCAa He MpOoBOAWTb ANA KaXOAOW cepun, ecnu
OCYLLIECTBNSIETCSt KOHTPOIb UCXOAHbIX KOMIMOHEHTOB, @ TEXHONOMMYECKMIA NPOLIECC BanMaupoBaH 1 He CO34aeT pucka
MUKpOBHON koHTammHaumu. [lpeacraBnseTcs uUenecoobpasHbiM NPOBEAEHWE MNEPUOANYECKUX UCTbITaHuiA. [pu
HeobXxoaAMMOCTU crefyeT ycTaHaBnuBaTb KPUTEPUU NPUEMIIEMOCTU OTHOCUTENBHO OOLLEro KonmuyecTBa adpoObHbIX
MUWKpPOOPraHM3moB, rpnboB, OTCYTCTBUS OTAENbHbIX HexenaTtenbHbix 6akTepuii (Hanpumep, Staphylococcus aureus,
Escherichia coli, Salmonella spp., Pseudomonas spp.). KonuyecTBeHHble nokasatenu crnegyeT onpeaensTb C
UCMonb30BaHWeM hapmakoneHbIX WUNU Apyrux BanuauMpoBaHHbIX METOAMK, a 4actoTa U BpeMsi MpoBedeHus
BbIDOPOYHOrO  KOHTpONA B Mnpouecce Npou3BOACTBA  AOMKHbl  ObiTb  OOOCHOBaHbI  HAKOMEHHBbIMU
3KCNepUMeEHTanbHbIMWN AaHHBLIMW.



