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06 yrBepkneHmH TpeOoBaHHMiA K HCCIEAOBAHUIO CTAOMIFHOCTH PAaCTHTEIHHBIX
(apManeBTHIECKUX CyOCTaHIUI (IpemapaToB Ha OCHOBE JICKAPCTBEHHOI'O PACTHTEIHHOIO
CBIPHA) H JIEKAPCTBEHHBIX PACTUTEILHBIX IPENapaToB

Pemenne Komnerun EBpasuiickoii skoHomMuueckoil komuccuu ot 7 nexadps 2021 roma Ne
169.

[Tpumeuanune U3I1N!
[Topsnok BBesieHUS B ICUCTBUE CM. 1.2

B cootBeTcTBUU co cTatbeit 30 JJoroBopa o EBpasuiickoM 3KOHOMHUYECKOM COI03€ OT 29
Mast 2014 roxa, myHKTOM 2 cTaThu 3 U cTaTheil 6 CornamieHuss O €IMHBIX NPUHIUIIAX U
npaBmwiIax oOpalleHus JeKapCTBEHHBIX CPEJICTB B paMkax EBpa3uiickoro 3KOHOMHUYECKOTO
coro3a ot 23 nekadps 2014 roga Komterus EBpa3uiickoii 5KOHOMUYECKON KOMUCCUN pElIUIa

1. Y1Bepauts npunaraemeie TpeOoBaHuUs K UCCIAEAOBAHUIO CTAOMIBHOCTH PACTUTEIBHBIX
(dhapMareBTHUECKUX CyOCTaHIIMM (TIpernapaToB Ha OCHOBE JIGKAPCTBEHHOT'O PACTUTEIIBHOTO
CBIPbs1) U JICKAPCTBEHHBIX PACTUTEILHBIX MPEMapaToB.

2. Hacrosmiee Pelnienue BCTyIaeT B CUJYy MO MCTeUYEHHMH 12 MecsAleB C JAaThl €T0
0o(pHUIIUATIBHOTO OITYOIMKOBAHUSI.

Ilpencenarensr Komneruu
. . . M. MscHHKOBHY
EBpa3uiickoH 3JKOHOMHIECKOH KOMHCCHH

YTBEPX/IEHBI
Pemenunem Kosmierun
EBpa3zuiickoii 3KOHOMUYECKOM KOMUCCUU
ot 7 nexadps 2021 r. Ne 169

TPEBOBAHUA
K HCCIIeI0BaHMIO CTa0MILHOCTH PACTUTEIBHBIX ()apManeBTHIECKUX CyOcTaHIuMiA (IpenapaToB Ha
OCHOBE JIEKAPCTBEHHOTO PaCTHUTEILHOTO CHIPhS) M JIEKAPCTBEHHBIX PaCTHTEIHHBIX IPEMIApaToOB

1. OOmue monoxeHus

1. Hactosimne TpeOoBaHUS MPUMEHSIOTCS MPHU IJIAHUPOBAHUU M TPOBEJICHUU
WCCJIEI0BAaHNI CTaOUIBLHOCTH PACTUTEIBHBIX (DApMaIEBTUUECKUX CyOCTaHIUH (TpernapaToB
Ha OCHOBE JIEKAPCTBEHHOTO PACTUTEIBLHOTO CBHIPbS) M JIEKAPCTBEHHBIX PACTUTEIbHBIX
npenapaTtoB, a TakKXe IPU COCTABICHUM PETUCTPALIMOHHOIO JOChE JIEKAPCTBEHHBIX
PaCTUTENbHBIX MPENapaToB.

2. Hacrosmue TpeOoBaHus yCTaHABIMUBAIOT €AMHBIC MOAXOJbl K MPOBEICHUIO
UCCJIEI0BaHUI CTaOUIBHOCTH PACTUTEIBHBIX (DapMalleBTUUECKUX CyOCTaHIUM (MpernapaToB
Ha OCHOBE JICKAPCTBEHHOT'O PACTUTEIBHOTO CHIPhs) U JIEKAPCTBEHHBIX PACTUTEIBHBIX



MperapaToB W COJIEP)KAT OMHCAHHE HCCIIECIOBAaHWM CTAOMIBHOCTH CMECEH pacTHTEIbHOU
(dhapmarieBTH4YECKON CyOCTaHIIMM C BUTAMUHAMU U (WJIM) MUHEPaJIbHBIMU KOMIIOHEHTaMH.
[Ipu 3TOM Ka4eCTBO paCTUTEIHHBIX (hapMaIleBTUUECKUX CYOCTaHIIHH (TpernapaToB Ha OCHOBE
JIEKAPCTBEHHOT'O PACTUTEIBHOTO CHIPhsI) U JICKAPCTBEHHBIX PACTUTEIBHBIX IPEnaparos,
cnieruUKaIuy U JOKyMEHTAITUS Ha KaK/IbI BUTAMUH U MHHEPATLHBIN KOMIIOHEHT JTOKHBI
COOTBETCTBOBATh YCTAHOBJICHHBIM TPEOOBAHUSIM.

3. Hacrosmue TpeOGoBaHUsI HE paclpOCTPaHSAIOTCS Ha JICKAPCTBEHHBIE IpENaparthl,
COJIEpIKAIINE OTAECIbHBIE KOMIIOHEHTBI WJIM CMECh KOMIIOHEHTOB C YETKO YCTAHOBJIEHHBIM
XUMHUUYECKHUM COCTaBOM, MOCKOJIbKY OHHM HE PacCMAaTPUBAIOTCS B KaUE€CTBE JIEKAPCTBEHHBIX
pPacTUTENbHBIX TPENnapaToB.

4. Hacrosmue TpeGoBanusi pazpaboransl B fonosHeHue k [IpaBunam Hamexaien
MPOU3BOJACTBEHHON NPAKTUKH EBpPa3HCKOTO 3KOHOMHUYECKOTO COK03a, YTBEPKIACHHBIM
Pemenuem CoBera EBpa3zuiickoil 25KOHOMHYECKOW KOMHCCHM OT 3 HOosiOps 2016 1. No 77,
[IpaBunam perucTtpauvu W SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB MJISI MEIUIIMHCKOTO
npuMeHeHus1, yTBepxkaeHHbIM Pemenuem CoBera EBpa3niickoii SJKOHOMHUYECKONM KOMHUCCUHU
oT 3 HosiOps 2016 r. Ne 78, u TpeboBaHUAM K HCCIIEIOBAHUIO CTAOMILHOCTH JIEKAPCTBEHHBIX
mpernapaToB u (apMmalneBTHUYECKUX cyOcTaHIMi, yTBepkaeHHbIM Pemennem Kommerunu
EBpa3zuiickoii skoHOMH4Yeckoil komuccuu ot 10 mas 2018 r. Ne 69, B yacTu monoxeHui,
KacalolUXCsA PACTUTEIbHBIX (papmareBTHUYEeCKUX CcyOCTaHIMi (MpemapaTtoB Ha OCHOBE
JIEKapCTBEHHOT'O PACTUTENILHOTO ChIPbsI) U JIEKAPCTBEHHBIX PACTUTENIbHBIX MPENapaToB.

5. Hacrosimue TpeOoBaHusI MPUMEHSIOTCSA C YUYETOM IMOJ0XKEHUN akToB EBpasuiickoi
HKOHOMHUYECKOM Komuccuu (nanee — Komuccus), yctaHaBIUBaOIMKUX TPEOOBAHUS K KAYECTBY
JIEKapCTBEHHBIX PACTUTENIHHBIX MpenapaToB, a TaKXke K BBIOOPY TECTOB U KPUTEPUEB
MPUEMIIEMOCTH JIJII COCTaBIICHUs CHeIM(UKAIIMN Ha JIEKQpCTBEHHOE PACTUTEIbHOE ChIPhE,
pacTtutenbHble (papMmaleBTUUECKUE CyOcTaHIMM (TIpernapathl Ha OCHOBE JIEKAPCTBEHHOTO
PACTUTENLHOTO ChIPbA) U JIEKAPCTBEHHBIE PACTUTEIbHBIE IIPENapaThl.

6. LlenssMu ipoBeIeHUs UCCIEIOBAHUM CTA0OUIBHOCTH SIBJIIOTCS MOJIyYe€HUE JaHHBIX 00
M3MEHEHUH Ka4eCTBA PACTUTEILHON (hapMarieBTUIeCKoi cyOcTaHnu (IpenapaToB Ha OCHOBE
JIEKAPCTBEHHOT'O0 PACTUTEIBLHOTO ChIPbs) WM JIEKAPCTBEHHOTO PACTUTENBLHOIO Ipernapara C
TEYEHUEM BPEMEHHM TII0Jl BJIUSHUEM pa3IUYHbIX (AKTOPOB OKpyxkKawome cpeasl (
TEeMIIEPaTyphl, BIAXXHOCTH M CBETA), a TAK)K€ YCTAHOBJICHUE YCJIOBHI XpaHEHHUS U CPOKa
TOJIHOCTHU (CPOKa XpaHEHUs ) JIEKAPCTBEHHOTO PACTUTENILHOIO Mpernapara.

II. UccnemoBanue cTaOMIBHOCTH PaCTHTENHHEIX (papManeBTHUECKAX CyOCTaHIMi (IIpenapaToB Ha
OCHOBE JIEKapCTBEHHOT'O PaCTUTEIHHOT'O CEIPHA)

7. Ilpu n3ydeHun CTaOMIBHOCTH PACTUTENBHBIX (apMalleBTUYECKUX CyOcTaHImil (
npernaparoB Ha OCHOBE JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPbS) HEOOXOJIMMO YUHUTHIBATH
nosioxkeHus TpebGoBaHMU K MCCIIEIOBAHUIO CTaOMIIBHOCTH JIEKAPCTBEHHBIX IPENapaToB U
(dapmarneBTUYeCKUX CyOCcTaHIUN U HAcTOSIMX TpeOoBaHUI.



8. Eciu mporecc mpou3BOACTBA JEKAPCTBEHHOTO Ipemnapara BKJIIOYaeT B cels
B3aMMOCBSI3aHHOE C HUM IPOM3BOJICTBO PACTUTENIbHOM (papmarieBTUUECKOW cyOcTaHIMH (
Ipernapara Ha OCHOBE JEKapCTBEHHOTO PACTUTEIBHOTO CBIPbs), TO HCCIEIOBAHUE
CTaOUJIBHOCTU MPOBOAUTCS TOJIBKO JUIsl TOTOBOT'O JIEKAPCTBEHHOT'O PACTUTENBHOIO IIpenapaTa

9. Ecin JIeKapCTBEHHBIN PAaCTUTENIBHBIA Mpenapar COCTOUT U3 CMECU PACTUTEIBHBIX
(dapmarieBTHUECKUX CyOCcTaHIM (TTpernapaToB Ha OCHOBE JIEKAPCTBEHHOI'O PACTUTEIIHBHOTO
ChIPbsI), HAXOAAIIMXCS B MHOIOJ030BOM YNAaKOBKE, TO MpPH HCIOJIb30BAHUU
COOTBETCTBYIOILIETO MaTepHalia yHNAaKOBKU HCCIEAOBAaHUSA CTAOMIBHOCTH PACTUTENbHBIX
dapmaneBTHUECKNX CyOCTaHIMM (TpernapaToB Ha OCHOBE JIEKAPCTBEHHOI'O PAaCTUTEIHHOIO
CBIpbsI) HEOOsI3aTENbHBI MPU YCIOBHUM, YTO COAEpPKaHUE TaKUX CyOCTaHIIMI (IpenapaToB) B
TOTOBOM JIEKAPCTBEHHOM PACTUTEIBHOM IpenapaTre MOXKET ObITh OMpPEAENICHO C MOMOIIBIO
COOTBETCTBYIOILIEIO METO/Ia aHAJIN3a B TEYEHHE BCETO CPOKa €ro FOJTHOCTH (CpOKa XpaHEHUs).
B cnywae, korma uHMEIOTCS JaHHble O CTaOMJIBHOCTHM KaXKJOM pacTUTENbHOU
(dapmareBTHUYECKON cyOCTaHIMM (Tpenapara Ha OCHOBE JIEKaPCTBEHHOTO PaCTUTEIBHOIO
CBIPbs), BXOJIAIIEN B TOTOBYIO JIEKaPCTBEHHYIO (hopMy,

U JI0Ka3aHO OTCYTCTBHE B3aMMOJEHCTBUS MEXAY TaKUMHU CyOCTaHIUSAMHU (TpernapaTami),

JOIYCTUM albTEPHATUBHBIN MOAXOM, TP KOTOPOM HUCCIEI0BAHUE CTAOMIBHOCTH TOTOBOM
JIEKapCTBEHHON (OPMBI JIEKAPCTBEHHOTO PACTUTENBHOrO IMpenapara MOXHO 3aMEHHTD

JaHHBIMU O CTAaOWJIBHOCTH OTAEJIbHBIX PACTUTENbHBIX (papMaleBTUUYECKUX CYOCTaHLMM (
[IpenapaToB Ha OCHOBE JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIPbH).

10. Crnenudpuxauuu Ha JIEKapCTBEHHOE PACTUTENIBHOE ChIPhE U PACTUTEIbHBIC
(dhapmarieBTHUECKHE CyOCcTaHIUM (MpenapaThl HA OCHOBE JIEKAPCTBEHHOTO PACTUTEIHHOTO
CBIPbS1) COCTABISAIOTCA C YYETOM IIOJOXKEHHH akToB KoMHCCHH, yCTaHaBIMBAKOLIUX
TpeOOBaHMS K BBIOOPY TECTOB M KPUTEPUEB MPUEMIIEMOCTH JIJIsi COCTaBIEHUS crenuduKanui
Ha JIEKAPCTBEHHOE PACTUTEIBHOE CBhIphE, pACTUTENIbHbIE (papMarieBTUYeCKue cyOcTaHIMH (
npenaparbl Ha OCHOBE JIEKAPCTBEHHOI'O PACTUTENIBHOTO ChIPbS) U JIEKAPCTBEHHbBIE
pacTUTENIbHbIE TPENapaThl.

11. TIpoBeaenue uccneroBaHUN CTAOMIBHOCTH JIEKAPCTBEHHOTO PACTUTENIBHOTO ChIPhS
HAaYMHAETCA M0 UCTEUYEHHH 3 MECSLEB C JaThl €ro 3aroToBku. [IpoBeneHne ucciie10BaHui
CTaOMJIBHOCTH PAaCTUTEIbHBIX (hapMaleBTUUYECKUX CyOCTaHIUM (mpernapaToB Ha OCHOBE
JIEKAPCTBEHHOT0 PACTUTENBHOTO ChIPbsl) HAUMHAETCSA M0 MCTEUYEHHH 3 MECSLEB C JaThl UX
npou3BoAcTBa. [Ipy 3TOM ©Ipu HAIUYUM 3HAYUTEIBHOM JAErpajaliyd pPAacTUTEIbHBIX
(hapMarieBTUUECKUX CyOCTaHIMM (TIpernapaToB Ha OCHOBE JIEKAPCTBEHHOI'O PACTUTEIIHBHOTO
CBIpbs) B TE€UEHUE MEPBBIX TPEX MECALEB HAYAJIO MPOBEAEHUS UCCIEIOBAHNN CTAOMIBHOCTH
10 HICTEYEHUU TPEX MECALIEB HE SABIICTCS IPUEMIIEMBIM.

12. B xoz1e uccneaoBanus CTaOMIBHOCTH PACTUTEIbHBIX (hapMalleBTUYECKUX CYyOCTaHIIUN
(mpenapaTtoB Ha OCHOBE JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIPbs) IOMYCKAETCSl OrPaHUYUTh



4acTOTY UCIBITAaHUH B Cllydae, €CJIM MPOU3BOJNUTEID PACIIOJIAraeT JOCTATOYHBIMH JAHHBIMH,
MOJIyYEHHBIMU B pE3yJIbTaTe UCCIIEJOBAaHUN paHee MPOU3BEIECHHbBIX CEpUH.

13. B xone uccienoBanusi cTaOUIBHOCTH JOIMYCKAETCS MPOBOAUTH YCKOPEHHBIE U
IPOMEKYTOUHBIE HUCITBITAHUS B Cydyae, €Cly MPOU3BOJUTEb PACIOJIAraeT JOCTATOUYHBIMU
JAHHBIMU, MOJYYEHHBIMH B PE3YyJIbTaT€ WCCIEAOBAaHUS paHee NMPOU3BEIAEHHBIX CEpUH, U
UMEETCsl Takas HeOOXOIUMOCTb ISl YCTAHOBJICHUS YCJIOBUM U CpOKa TOJHOCTHU (CpoOKa
XpaHEHHUs) PaCTUTENbHBIX (apMaleBTUUECKUX cyOcTaHIui (IpernapatoB Ha OCHOBE
JIEKapCTBEHHOI'O PACTUTEIIBHOTO ChIPhS).

III. ViccnenoBanme CTAOMILHOCTH JIEKAPCTBEHHBIX PACTHTEIBHEIX IPEIapaToB

14. Cnenudukanuu Ha JICKAPCTBEHHBIE PACTUTEIbHBIEC MpEmapaThl COCTABISIOTCS C
yueToM akToB Komuccuu, ycTtaHaBiuBaroumx TpeOOBaHUS K BbIOOPY TECTOB U KPUTEPUEB
MPUEMJIEMOCTH JIJIsl COCTaBIICHUS ClieU(UKAIMM Ha JIEKAPCTBEHHOE PACTUTENBHOE CHIPBE,
pacTuTenbHble (papMalieBTUUYECKHE CyOCTaHIMU (MpernapaTbl Ha OCHOBE JIEKAPCTBEHHOIO
PACTUTENIBHOIO ChIPbs) U JIEKAPCTBEHHBIE PACTUTEIIbHBIE MPENapaThl.

15. Heo0xoauMo KOHTPOJHPOBATH OHOJOTMYECKH AKTHUBHBIE BEIIECTBA,
oOycnaBinuBarolMe ACHCTBUE KaXJOW pPAcCTUTEIbHOM (apMaleBTHUYECKOM CyOCTaHIUH,
KOTOpbIe OOHAPYKUBAIOTCS B TOTOBOM JIEKAPCTBEHHOM PacTUTEIBLHOM Ipernapare.

16. B oTHOHmIEHUM JIEKAPCTBEHHBIX PACTUTEIBHBIX MPENApPATOB, JJI1 KOTOPBIX HE
YCTaHOBJICHBl COCTABJISIOIIME C HM3BECTHOM TEPAlEeBTUYECKOM AKTUBHOCTBIO, HEINb3s
NPUMEHSTh B KaUECTBE KPUTEPUs CTAOMILHOCTH B KOHIIE CPOKA TOJTHOCTH (CpOKa XpaHEHHs)
MHHHMMAJIBHOE COAECPKAHUE aHAJTUTUYECKOTO MapKepa, YCTAHOBIECHHOE ISl PACTUTEIBLHOU
dhapmaneBTudeckoin cyocrannun dapmaxoneeid EBpazuiickoro 3KOHOMHYECKOTO COH03a,
yTBepxkaeHHoM Pemennem Komnernu EBpasniickoi 5kKOHOMHAYECKOM KoMuccnu ot 11 aBrycra
2020 r. Ne 100 (manee — ®apmakornes: Coro3a), a Ipu OTCYTCTBUU B HEH — papMaKonesMu
rocyAapcTB — 4ieHOB EBpa3uiickoro 3KOHOMHUYECKOr0 COr03a (J1ajee — rocy/1apcTBa-4JIeHb),
MOCKOJIbKY OKOHYaHHME CpOKa TOJHOCTH (CpoKa XpaHEHHs), yKa3aHHOE B CHElU(pUKALINH,
CBSI3aHO C MCXOJIHBIM 3HAYEHUEM COJEPKaHUS AaHATUTHYECKOTO MapKepa.

17. Ymensinenue coqepkanus 3pupHoro Macia Ha 20 IpoIeHToB K Oosee (Harpumep,
B JIEKAPCTBEHHBIX PACTUTENBHBIX Mpenaparax B popMe MOpoIIKOB, TPOU3BEAECHHBIX U3 CHIPhS
, coJlepxamero 3(QpupHbIE Macia) SBISIETCA JONYCTUMBIM B CIIydyae COOTBETCTBHS €rO
coJiepKaHusl Ha KOHEI[ CpoKa rOAHOCTU (CpOKa XpaHEHHUs) JEKAPCTBEHHOT'O PaCTUTEIHHOTO
Ipernapara nokasarensM, ycraHoBieHHbIM Papmakoneent Coro3a, a Ipu OTCYTCTBUH B HEN —
(dapmakomnesMu rocyapcTB-4IEHOB. 3HaUeHHE 3(PUPHOTo Macia JJisd CEpUH JIEKApCTBEHHOTO
PaCTUTENBHOrO Mpenapara PacCUUTHIBAECTCS HA OCHOBE JAaHHBIX O CTAOMIIBHOCTH U JIOJKHO
ObITh BBIIIE MHHUMAJIBHOTO cojepkaHus, ykazanHoro B dapmaxomnee Coro3a, a mnpu
OTCYTCTBUHU B HEW — B (hapMaKomesix rocy1apCTB-YJICHOB.

18. Ecnu coneprkaHue aHaIUTHYECKOTO Mapkepa (HampuMmep, CoAepKaHUe aKTeo3u/1a B
KAueCTBE AHAIIMTUYECKOrO MapKepa MOJOPOKHHUKA JIAHIETOJIUCTHOIO), MPETyCMOTPEHHOE



dapmaxkorneeit Coro3a, a MpuU OTCYTCTBUU B HEW — ¢apMakomessiMU TOCYJapCTB-UICHOB,
CTaOWJILHO B pPacTUTENbHOU ¢apMaleBTUUECKOW cyOcTaHIMU (Mpernapate Ha OCHOBE
JEKapCTBEHHOTO PACTUTEIBLHOTO CHIPhSI) W B TBEPABIX JIEKAPCTBEHHBIX (opMax, HO
HECTaOUJILHO B HEKOTOPBIX JKUJKUX JIEKAPCTBEHHBIX (hopMax, TO TaKOW MapKep MOXKET ObITh
3aMEHEH HWHBIM MapKepOM, MOAXOMSIINM [Jis BBIOPAHHOW JE€KApCTBEHHOW (POPMHBI
pacTUTENBHOIO Mpenapara.

19. JIns JexapCTBEHHBIX PACTUTENbHBIX MpPENapaToB HA OCHOBE HM3MEIbUYECHHBIX (
MOPOIIKOOOPA3HBIX ) PACTUTENBHBIX CyOCTaHIINMA, COACPIKAITNX AIMINPOBAHHBIC TIIUKO3UIBI (
XapaKTepU3YIOIHeCs CBOEH BBICOKOW HECTAaOMJIBHOCTBIO), B KOTOPBIX MPHU XPaHEHUH
BO3MOXHO OOpa3zoBaHue OoJjiee CTAOMIBHBIX THUIPOJU30BAHHBIX TJIHMKO3UIOB, TIPH
HCCIIEIOBAHUM CTAOMILHOCTH JIOMYCTUMOCTh KOJTMYECTBEHHOT'O OMPEICIICHUS PACTUTEIbHON
(dapmaneBTHUECKON cyOcTaHIuu (mpemapara Ha OCHOBE JIEKAPCTBEHHOTO PACTUTEIHLHOTO
CBIPbS) WX JIEKAPCTBEHHOTO PACTUTENIBHOrO Mpernapara Ha OCHOBE CYMMbI allUJIMPOBAHHBIX
Y TUJPOJIM30BAHHBIX TJIMKO3U/IOB JIOJKHA ONMPENEISTHCS B KAKIOM KOHKPETHOM CiIydae Ha
OCHOBE aHAJIUTUYECKUX ITAHHBIX C YYETOM BIMSHUA HA d(PHEKTUBHOCTh U OE30MACHOCTD
JIEKapCTBEHHOI'0 pPAacTUTENbHOTO mpenaparta. Ecin He 000CHOBAaHO WHOE, ONpeJeieHUE
[JIMKO3UJ0B U MPOAYKTOB MX AETpajallid OCYIIECTBISETCA C MOMOIIBIO IMOAXOISIIEr0
METO/Ia OTPEIeTICHUs] CTAOMIIBHOCTH.

20. TpeboBaHMS K HMCIOJB30BAHUIO XapPAKTEPUCTUUECKUX XPOMATOTPAMM IMpHU
UCCJIEIOBAHUM CTAOMJIBHOCTH JIEKAPCTBEHHBIX PACTUTENbHBIX MPENapaToB U yCTAHOBJICHUIO
JNOIYCTUMBIX OTKJIOHEHUM COJCp)KaHHS KOMIIOHEHTOB C HW3BECTHOW M HEU3BECTHOU
TEpaNEeBTUYECKON aKTUBHOCTBIO B JIEKAPCTBEHHBIX PACTUTEIBHBIX Mpernaparax, B TOM YHCIIE B
KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX PACTUTENBHBIX Mpenaparax, ONpeAesiioTCs ¢ YIYETOM
akToB Komwuccum, ycTaHaBIMBAMOMMX TpeOOBaHUS K KA4eCTBY JEKapPCTBEHHBIX
PaCTUTENBHBIX MTPENAPATOB.

21. B OTHOILIIEHUWH JIEKAPCTBEHHBIX PACTUTEIBHBIX MPENApPaATOB C YMPOIIEHHBIM
PETUCTPALIMOHHBIM JOChE, COJEPKAIIUX BUTAMUHBI U (WJIM) MUHEpPAJIbHbIE KOMIIOHCHTHI,
CTaOMILHOCTh BUTAMHHOB M (WJIM) MHUHEPAIbHBIX KOMIIOHCHTOB TOATBEPKIACTCS Ha
NPOTSHKEHUU CPOKA FOJIHOCTH (CpOKa XpaHEHUs1) JIEKapCTBEHHOI'O PACTUTENIBHOTO Tpernapara
c yuetoM akToB KoMuccuu, yCTaHaBIMBAIOIIUX TPEOOBaHMS K KAaYECTBY JIEKAPCTBEHHBIX
PaCTUTENbHBIX TPENapaToB.

22. Ha OCHOBaHMHU aHaJIW3a PUCKOB JJISI KAQYECTBA JIEKAPCTBEHHOIO PACTUTEIBHOTO
npemnapaTta JOMYCKAETCA HCIOJb30BaTh PE3YJbTaThl YCKOPEHHBIX M MPOMEXYTOUHBIX
WCHOBITAHUN B LEJISIX OLICHKHU BIUSIHUSI KPATKOCPOUYHBIX OTKJIIOHEHUN OT YCJIOBHUM XpaHEHHS,
YKa3aHHBIX B MapKUpPOBKE (HANpuMmep, MpU TPAHCIOPTUPOBKE, OTTPY3KE JEKAPCTBEHHOTO
npenapara).
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