Y TBEPKICHBI

Pemennem Kosuternun
EBpa3uiickoil 5KOHOMUYECKOW KOMUCCUA
oT 20 1. Ne

TPEBOBAHMU
K HCCJI€J0BAHUIO CTa0UIBHOCTH PACTUTEIbHBIX (hapMaleBTHYECKHUX
cyOcTanuui (IpenaparoB Ha OCHOBE JIEKAPCTBEHHOI'0 PACTUTEILHOI0
CBIPbH) U JIEKAPCTBEHHBIX PACTUTEJIbHBIX NIPENapaToB

|. O0wue monoxeHus

1. Hacrosmue TpeOoBaHus TPUMEHSIOTCS TPH IJIAHUPOBAHUU M
MIPOBEJICHUU UCCIIeTIOBAHU I CTaOMJILHOCTU PaCTUTEIIbHBIX
dbapMalleBTUUECKUX CyOCTaHIMM (TIpenapaToB Ha OCHOBE JIEKAPCTBEHHOIO
PACTUTEJILHOTO ChIPbs) M JIGKAPCTBEHHBIX PACTUTENBHBIX IIpEraparoB, a
TaK)X€ TPU COCTABJIECHUU PETUCTPALMOHHOTO JIOChE€ JIEKAPCTBEHHBIX
paCTUTEINIbHBIX MPENAPATOB.

2. Hacrosimue TpeOoBaHUsI OMUCHIBAIOT MCCIIEAOBAHUS CTAOMIBLHOCTH
CMece pacTUTeIbHOU (apMalleBTUYECKOM CyOCTaHIMM C BUTAMUHAMHU
U (um)  MHUHEpaJIbHBIMU  KOMIOHeHTaMu. Ilpu  3TOM  KadecTBo,
cnenu@uKay W JOKyMEHTAIMs Ha KaXKIbIi BUTAMUH W MHUHEPAIbHBIN
KOMITOHEHT JIOJDKHBI YJIOBJIETBOPSITH YCTAHOBICHHBIM TPEOOBAHUSIM.

3. Hacrosmue TpebGoBaHMsS HE PacHpOCTPAHSAIOTCS Ha JIEKApPCTBEHHbBIC
npernaparbl, CoJepkKaIliue OTAeIbHbIE KOMIOHEHTHI WJIM CMECh KOMITOHEHTOB
C YETKO YCTaHOBJCHHBIM XHUMHYECKHUM COCTABOM, IIOCKOJIBKY OHHU HE

pacCMaTpuBarOTCA B KAYCCTBC JICKAPCTBCHHLIX PACTUTCIIBHBIX IIPCIIAPATOB.
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4. Hacrosime TpeboBaHusi pa3paOOTaHbl B I1ENAX YCTAaHOBJICHUS
€AUHBIX TOAXOJOB K TMPOBEICHUIO  HUCCIEJOBAHUN  CTaOUIIBHOCTH
pacTUTENIbHBIX (DapMaIleBTUUECKUX CYyOCTaHIUM (MpemapaTtoB Ha OCHOBE
JIEKapCTBEHHOT'O PACTUTENILHOTO CHIPhs) U JIEKAPCTBEHHBIX PACTUTEIBHBIX
npenapatoB B jonojHeHwe K [IpaBunaM peructpauvu U 3KCHIEPTU3BI
JIEKAPCTBEHHBIX CPEJCTB JJISI MEIUIIMHCKOTO MPUMEHEHUS, YTBEPKICHHBIM
pemienuem CoBetra EBpa3uiickoii 3KOHOMHYECKOW KOMHUCCHUU OT 3 HOSIOps
2016 r. Ne 78 wu IlpaBunam Hamiexamed MPOU3BOJICTBEHHON IPAKTUKU
EBpa3uiickoro 3KOHOMUYECKOTO COI03a, YTBEPXKIAEHHbIX permieHueMm Coera
EBpasuiickoit 3xoHOMUYEeCKON KoMuccuu oT 3 Hosa0pst 2016 r. Ne 77,

5. Hacrosmue TpeboBanust gonosiHstoT TpeOoBaHUsI K UCCIIEIOBAHUIO
CTAaOMJIBLHOCTA  JICKAPCTBEHHBIX  MpemapatoB W (papmaneBTUYECKHUX
cyOctaHuii,  yTBepKJIeHHbIX  pemieHneM  Kosuterun — EBpasuiickoit
skoHOMHUYeckor Komuccuu ot 10 masg 2018 r. Ne 69 (manee — TpeboBanus
UCCJICIOBAHUIO CTA0MJIBHOCTH) TMOJOXKEHUSIMH, CHeHU(UUESCKUMHU IS
pacTUTENIbHBIX (DapMaIleBTUUECKUX CyOCTaHIMM (MpemapaTtoB Ha OCHOBE
JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPbsl) U JICKAPCTBEHHBIX PACTUTEIbHBIX
penaparos.

6. Hactosimue TpeGoBanusi cBsizaHbl ¢ PyKOBOACTBOM MO KauyeCTBY
JIEKAPCTBEHHBIX PACTUTEIBHBIX MpenaparoB (namee — PykoBOACTBO 110
kKauecTBy) (mpunoxkenue K Pexomenpanuu Koseruun EBpasuiickoit
skoHOMHUYeckor komuccuu oT 10 mas 2018 r. Ne 6) u PykoBonctBoMm 1o
BHIOOPY TECTOB W  KPUTEPUEB MPHUEMIIEMOCTH JUISI  COCTaBJICHUS
cnenu@uKanidi Ha JIEKAPCTBEHHOE PACTUTEIBHOE CHIPhE, PACTUTEIHHBIC
dapmarieBTHUecKue cyOcTaHiuu (Tpenaparbl Ha OCHOBE JIEKAPCTBEHHOTO
pPaCTUTENIBHOTO CHIPhS) M JIEKQPCTBEHHBIC PACTUTENbHBIC Ipenaparhbl

(mpunoxxenne k Pexomennauuu Komnernn EBpasuiickoit skOHOMUYECKOU
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komuccuu ot 12 despans 2019 r. Ne 6) (masee — PykoBOACTBO 1O BBIOOPY

TECTOB U KPUTEPHUEB MPUEMIIEMOCTH).

I. UccnenoBanue cTaOMIBHOCTH PaCTUTEIbHBIX
dbapMaleBTUUECKUX CyOCTaHIUN

/. llenp mpoBeAeHUSI MCCIEIOBAHUN CTAOMIBHOCTH — TMOJIy4YEHHUE
JAHHBIX 00 W3MEHEHHUM KayecTBa PACTUTEIbHON (apmalieBTUYECKOn
CyOCTaHLIMM WJIH JIEKAPCTBEHHOTO PACTUTEIBHOTO Ipenapara ¢ TEYEHUEM
BPEMEHU TIOJ] BJIMSHUEM pPa3IMYHBIX (PAKTOPOB OKpyKarolehd Ccpeabl
(TeMnepaTypbl, BJIQKHOCTH M  CBE€Ta), a TaKXKE YCTAaHOBJICHUE
PEKOMEHIYEMBIX YCIIOBHM XpAaHEHUS M CPOKa XPaHEHUs JIEKapCTBEHHOIO
PacTUTEIBHOTO IIpenapara.

8. CTaOWJIBHOCTh ~ PacTUTENbHBIX (DapMalleBTUUYECKUX CYOCTaHIIMMA
(mpemapaToB Ha  OCHOBE  JIGKAPCTBEHHOTO  PACTUTENIBHOTO  CHIPHS)
HEO0OXOJIMMO HcclieoBaTh TpeOoBaHWN K HCCIIECIOBAHUIO CTAOMIIBHOCTH C
YYETOM CIIEAYIOLINX MOJIOKECHUM.

9.Ecnm nexapCTBEHHBIM pPACTUTENBbHBIA Tpernapar MPOU3BOAUTCS B
pe3ynbTare B3aMMOCBSI3aHHOTO IPOU3BOCTBEHHOI'O npoiiecca,
BKJIFOYAIOIIIETO IIPOU3BOACTBO PaCTUTEIBHOU (apmaneBTUYECKOU
CyOCTaHIIMM M TPOU3BOJCTBO TOTOBOIO JIEKAPCTBEHHOI'O PACTUTEIHHOTO
npenapaTta, HcclieJoBaHHME CTAaOWJIBHOCTU MPOBOJAUTCA  TOJBKO  JIJIst
JIEKapCTBEHHOI'0 PACTUTEIBHOTO MIpenapara.

10. Ecnu nexkapCcTBEHHBIM PacTUTENbHBIA Mpenapar COCTOUT U3 CMECU
pacTUTENbHBIX  (DAapMalleBTUYECKUX  CyOCTAaHIMM,  HAXOJALIUXCS B
MHOT'OJI030BOM YMAaKOBKE, TO TMpPH MCIOJb30BAaHUU COOTBETCTBYIOIIETO
MaTepuana  YMaKOBKM  HCCIEAOBAaHUS  CTaOMJIBHOCTH  PACTUTEIbHBIX
dapmalleBTHUECKUX CyOCTaHIIUNA HEOOs13aTeNbHbI, IPU YCIOBUU UTO KaXKIas

U3 PACTUTENIbHBIX (PapMalleBTUYECKUX CYOCTaHLMNA MOXKET OBITh OmpeiesieHa
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C MOMOIIbI0 COOTBETCTBYIOIIETO METO/a aHAJIN3a B TOTOBOM JIEKAPCTBEHHOM
pacTUTENIbHOM TMpenapare B TEYEHUE BCEro CpPokKa TOJHOCTH. B 0coObIx
cilyyasix, KOTJla UMEIOTCA JaHHbIE O CTAaOMJIBHOCTH Ka)JOW pacTUTEIbHOU
dapmaneBTUUECKOM CyOCTaHIIMU, BXOJSIIEH B TOTOBYIO JIEKAPCTBEHHYIO
dbopMy, U JOKa3aHO OTCYTCTBHE B3aMMOJICHCTBUSI MEXKY PaCTUTEIbLHBIMU
(dbapMalleBTUUECKUMH CYOCTaHIIUSIMU, JOMYCTUM albTEPHATUBHBIN MOJIXOJ,
OpyU KOTOPOM HCCIEAOBaHUE CTAOUIBHOCTH KOHEYHOM JIEKapCTBEHHOMU
dbopMBbI TIpenapara MOKHO 3aMEHUTh JAHHBIMU O CTAOMJIBHOCTH OTAEJIbHBIX
pacTUTEIBHBIX (PApMaIIeBTUYECKUX CyOCTaHIIHIA.

11.TIpu coctaBieHuu crienuuKanmii Ha JIEKapCTBEHHOE PACTUTEIBHOE
ChIpbE M pacTUTENbHBIE (apMalleBTUUECKHUE CYOCTaHIIMM HEO0OXOIUMO
NpUMEHSITh PYKOBOJICTBO 110 BHIOOPY TECTOB U KPUTEPUEB.

12. HavanbHOUW TOYKOW UCCIETOBAHUS CTAOMIBHOCTH JICKAPCTBEHHOTO
PaCTUTEIIBHOTO CBIPbSl CUMTAETCA IMEPUOJ TMOCIE€ 3 MECALEB OT JaThl
3aroToBku. HauanbHO# TOUKON MCCIeNOBaHUS CTAOMIBHOCTU PACTUTEIBHBIX
dbapMalieBTUUECKUX CYOCTaHIIMH CUUTAETCS MEPHOJ Tocie 3 MecCsIeB OT
natel npou3BoAcTBA. OpHako 3 Mecsma IMocie JOarbl  M3TOTOBJICHUS
HEMPUEMJIEMBbI B Clly4ae HaJIM4YMsS 3HAUUTENIBHOW Jerpajalli B TEUCHHE
MEPBBIX TPEX MECSILIEB.

13. Inst pacTuTEnbHBIX PapMarieBTUYECKUX CyOCTaHITUIN JOIMyCKaeTCs B
X0JI€ HCCIEIOBaHUS CTAOWJIBHOCTH OTPAaHUYUTh YacCTOTY HCIBITAHUN B
cilydae, €CJIM MPOU3BOAUTEIL paclojlaraeT JOCTaTOYHBIMU JaHHBIMU,
MOJTyYCHHBIMH Ha paHee MPOU3BEJICHHBIX CEPUSX.

14. JInst pacTuTenbHBIX (papMarieBTUYECKUX CyOCTaHITUIN JOIMYCKAaeTCs B
XOJIe  HCCIIEIOBaHUS  CTAOMJIBHOCTH  MPOBOJAUTH  YCKOPEHHbIE U
MIPOMEXYTOUYHBIC UCIIBITAHUSI B CJydae, €CIU MPOU3BOJUTENb pacrojiaraet

AOCTATOYHBIMU JaHHBIMH, IMOJYUYCHHBIMHU HA PAHCC IIPOU3BCACHHBIX CCPUIX,
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N NMCCTCA TaKasd HGO6XOI[I/IMOCTB AJIs1 yCTAaHOBJICHUS YCJ'IOBI/If/'I n CpOKa Hux

XpaHEHUs.

I11. MccnenoBanue cTaOUIIBHOCTH JIEKAPCTBEHHBIX
pacTUTEIBHBIX MPENapaToB

15.Tlpu  cocrtaBmeHnn  cnenudukamuii  Ha  JIGKAPCTBEHHBIE
pacTuTebHBIE MpernapaThl CleayeT NPUMEHSATh PyKOBOJCTBO MO BBIOOPY
TE€CTOB U KPUTEPHUEB.

16. CnenryeT KOHTpPOJIMPOBATH OMOJIOTMYECKH AaKTHUBHBIE BEIIECTBA,
oOyCaBNIUBaIOIIUE JCHCTBUE KaXKIOM pacTUTEIbHON (DapMaiieBTHUECKON
CyOCTaHIIMM, KOTOpbIE MOXXHO OOHapy»XuTb B TOTOBOM  (dopme
JIEKApPCTBEHHOT'O PACTUTEIBLHOIO Mpenapara.

17.B cinyyae ¢ JIeKapCTBEHHBIMU PACTUTEIILHBIMU MpernapaTamu, s
KOTOPBIX HEU3BECTHBI COCTABJISIONIME C U3BECTHOM TEpareBTUUYECKOM
aKTUBHOCTHIO, HEJB3sl MPUMEHATh B KA4eCTBE KPUTEpPUS CTAOMIBHOCTU B
KOHIIE CpOKa TOJHOCTH (CpOKa XpaHEHUs) MHUHUMAJIBHOE COJIEpKaHHE
aHAJIUTUYECKOTO Mapkepa, YKa3aHHOE TUTSt pacTUTENbHOMN
dapmaneTrueckoil cyocranunu B MoHorpaguu ®apmakoneun EBpasuiickoro
PKOHOMHUYECKOIr0 COr03a, yTBepkAeHHOM Pemennem Kosuternu EBpasuiickon
skoHOMHUYecKor komuccuu ot 11 aBrycra 2020 r. Ne 100 (manee —
®apmaxomness Coro3a), a mpu OTCYTCTBUM B HEH — B MOHOrpadusx
dbapmakoreil rocy1apcTB — WICHOB EBpa3uiickoro SKOHOMHUYECKOTO CO03a
(mamee — TrocyaapcTBa-yJ€HbI), MOCKOJbKY OKOHYAaHUE CpPOKa TOJHOCTH
(cpoka XpaHeHUs), yKa3aHHOE B cCIelU(UKAIUKM, CBS3aHO C MCXOJHBIM
3HAYCHUEM COJICPKAHUSI aHATTUTUYECKOTO MapKepa.

18.0mHako B HEKOTOPBIX cly4asx (Hampumep, JIEKapCTBEHHBIE
pacTUTENIbHBIE TMpernaparbl B (opMe MOPOIIKOB, cCoAepKalux >S(PupHbIC

Macna), B KOTOPBIX YCTAHOBJICHO YMCHBIICHUEC COACPKAHUC 3(1)I/IpHOl“O mMacjia
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Ha 20 % wim 6oJiee, ero MOKHO IMIPUHUMATH JI0 T€X IOP, ITOKa OMPEACICHHOE
3HAUEHHE Ha KOHEIl CpOKa TOJHOCTU (CpOKAa XpAaHEHHs]) COOTBETCTBYET
moHorpapuu Dapmakonen Coro3a, a TpU OTCYTCTBUM B HEH — B
MOHOrpadusax papmakonei rocy1apcTB-ujJeHOB. 3HAUEHHUE COAEPKAHUS [
Cepur JOJKHO OBITh PAaCCUMTAaHO Ha OCHOBE JAHHBIX O CTAOMJIBHOCTH U
JOJDKHO OBITh  BBIIIE MHUHUMAJIBHOIO  COJAEpPKaHUS, VYKAa3aHHOTO B
MOHOTpaduH.

19.Ecnu  ananutHueckuii Mapkep, mnpuBeicHHbIW B dapmakoriee
Coro3a, a mpu OTCYTCTBUM B HeW — B (papMakomesXx rocyAapCTB-4JICHOB,
CTaOWJIeH B pacTUTENHHON (hapMalleBTUYECKON CYyOCTaHIIMM W B TBEPABIX
JEKapCTBEHHbIX (opMax, HO HECTaOWIEH B HEKOTOPBIX JKUJKUX
JIEKapCTBEHHBIX (hopMax (HampuMmep, aKT€O3U]l B KaUeCTBE aHATUTHYECKOTO
Mapkepa IMOJOPOKHUKA JIAHLIETOJMCTHOIO), (papMakomeiHblii Mapkep st
pacTUTEIbHON (apMaleBTUUECKOW CyOCTaHIIMM MOXET OBITh 3aMEHEH
MapKepoM, TMOAXOASIIMM JJs BBIOPAaHHOM  JIEKAapCTBEHHOW  (HOpMBI
pPacTUTENBHOTO Mpernapara.

20. Jln1  neKapCTBEHHBIX PACTUTENIbHBIX MPEMaparoB Ha OCHOBE
VU3MEITBYEHHBIX (MOpOIKOOOpa3HbIX) PaCTUTENIBHBIX cyOcCTaHLHU,
COZIepKaIMX AUUIUPOBAHHBIE TJIMKO3UABl (XapaKTEpHU3YHOLIUMECS CBOEH
BBICOKOW HECTaOUJIBHOCTBIO), B KOTOPHIX NIPU XPAaHEHUU BO3MOXKHO
oOpa3zoBaHue Oosiee CTaOWIBHBIX TUAPOIM30BAHHBIX TJIUKO3UAOB, MpPHU
UCCJIeIOBAHUU CTaOMIIBHOCTHU JOTTyCTUMOCTb KOJIMYECTBEHHOT'O
ONpeNeCHUs  PACTUTENbHOW  (apMaleBTUUECKON  CyOCTaHUUM  WJIU
JIEKapCTBEHHOIO0 Mpernapara Ha OCHOBE CYMMbl alWIMPOBAHHBIX H
TUAPOJNIM30BAHHBIX  TJMKO3WAOB  JOJDKHA  ONPENENAThCA B KAKIOM
KOHKPETHOM CJly4a€ C MCIOJIb30BAHUEM AHAIUTUYECKUX JAHHBIX U

BCCCTOPOHHCTO Yy4YCTa MOCJICACTBUM JJIst 3(1)(1)CKTI/IBHOCTI/I 1 0e30MacHOCTH.
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Jlnst ompeneneHUs TJIMKO3WIOB M MPOAYKTOB HX JIETpallalliMl JOJKEH
UCIIOJIB30BaThCA MOJIXOMSIIAA METOJ ONpENeNeHUss CTaOUIbHOCTH, B
JIOCTaTOYHON Mepe He 00OCHOBAHO MHOE.

21. TpeboBanus K HCIIOJIb30BAaHUIO XapaKTePUCTUICCKHUX
XpoOMaTrorpaMM TpU  HCCIEAOBAaHUU  CTAaOWMJIBHOCTH  JIEKAPCTBEHHBIX
pacTUTENbHBIX MTPENapaToB NpUBEACHbI B PYKOBOICTBE MO Ka4eCTBY.

22.JlonmycTUMBIE  OTKJIIOHEHHUS  COACpX aHUS B  JICKAPCTBEHHBIX
pacTUTENbHBIX Mpenaparax, B TOM YUCJI€ KOMOMHUPOBAHHBIX, KOMIIOHEHTOB
C M3BECTHOM M HEU3BECTHOW TEPANICEBTUUYECKOW AKTUBHOCTHIO NPUBEICHBI B
PykoBoOICTBE 110 KauecTBy.

23.B cnydae JIEeKapCTBEHHBIX  PACTUTENbHBIX  MPENApaTOB  C
YOPOILIEHHBIM PETUCTPALIMOHHBIM JOChE, COAEPKAIIUX BUTAMUHBI U (WIJIH)
MUHEpaibl, CIEAyeT MNOATBEPAUTh CTAOWJIBHOCTh BUTAMUHOB W (WJIH)
MUHEpAJIOB Ha IPOTSHKEHUM CPOKAa TOJHOCTH (CpOKAa XPAaHEHHMs) COIIACHO
PykoBOZICTBY 110 Ka4eCTBY.

24.Ha oCHOBaHMM aHaJM3a PUCKOB JJISI KOHKPETHOTO JIEKAPCTBEHHOTO
npernapara MOKHO HMCIIOJIb30BaTh JIAHHBIE YCKOPEHHBIX U MPOMEKYTOUYHBIX
UCIIBITAHUM I8 OLUEHKM  BIMSIHUSL ~ KPAaTKOCPOYHBIX  YCIOBUU
TPAHCIIOPTUPOBKU  (Hampumep, TpU  OTIPY3KE),  MPEBBIIIAOIINX

0003HAUYCHHBIE B MAPKUPOBKE YCIOBUS XPaHEHUS.




