[MPMJIOXEHUE

K Pexomennanuu Kosanernu
EBpa3zuiickoil 3KOHOMUYECKOH KOMHUCCHH
OT 20 1. Neo

PYKOBOACTBO
MO KAa4eCTBY JIEKAPCTBEHHBIX PACTHTEIBHBIX PENnapaTros

1. Beenenue

1.PykoBOaCTBO 1O  KauecTBY  JEKApCTBEHHBIX  PaCTUTENIbHBIX
npenapartoB (nanee — PykoBoACTBO) MPUMEHSIETCS K COCTABJIEHUIO MOLYJIS 3
«KavecTBO» perucTpaliOHHOIO J0ChE IS JIEKAPCTBEHHBIX DPACTUTEILHBIX
npenaparoB B coorBeTcTBUM ¢ mnpunoxeHneM Ne 1 «TpeGopanus «
JOKYMEHTaM PEerucTpalMoOHHOro Nochke (B (hopmaTe OOIEro TEXHUYECKOTO
nokymeHTa)» k IlpaBuiam perucrpalud M 3KCHEPTU3bI JIEKAPCTBEHHBIX
IpenapaToB JUisi MEIMLMHCKOIO I[PUMEHEHHUsS, YTBEP)KIEHHBIM Pemenuem
Cosera EBpasuiickoit s3xoHOMHUECKOM Komuccuu oT 3 HosiOps 2016 1. Ne 78
(manmee coorBercTBeHHO — [IpaBuna, Komuccus). B Hacrosem PykoBoacrse
OMMCaHbl YacTHBIE BOIPOCHI, KACAIOIIMECS JIEKAPCTBEHHBIX PACTUTENBHBIX
npernapaTtoB U MX OTJIMYMS OT JIEKAPCTBEHHBIX IIpenaparoB, COACPIKALLIUX
dapmaneBTudecKue CyOCTaHIIUHU C YCTAaHOBJIEHHON XUMUUYECKON CTPYKTYPOM.
Hacrosiimee PyKoOBOJICTBO HEpa3pbIBHO CBSI3aHO C  PYKOBOJACTBOM 110
cnenuUKAUIM:  HUCOBITAHUS U KPUTEPUHM  NPUEMIIEMOCTH I
JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPbSI, PACTUTEIbHBIX (PapMaleBTHYECKUX
CyOCTaHIMKM U JIEKAPCTBEHHBIX PACTUTENIBHBIX MPENApaTOB (JIEKAPCTBEHHBIX
PACTUTENBHBIX IPENAapaToOB C YIPOIIEHHBIM PETUCTPALMOHHBIM J10ChE).

2. JlexapcTBeHHBIE pacTUTENBHBIE Npenaparbl MOTYT JOIOJHUTEILHO

COACpKaTb BHTaAMHWHBI WJIKX MHHEPAJIBI. B cBsa3u ¢ 3THM, HACTOAIICC
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PyKOBOJICTBO OINMCBIBAET IOJAXOJbI, KAaCalOIIMECs CMecel pacTUTENbHON
papmaneBTuueckoit  cyOcTaHuuu  (pacTUTENBHBIX  (papMaLeBTUYECKHX
cyOcTaHlMi) ¢ BHTaMHHaMu W (WJHM) MUHepaiamu. [Ipu 3TOM KauyecTBo,
crequ(pUKaluU U JOKYMEHTALUsl Ha KBl BUTAMHMH M MUHEpaN JOJKHBI
YJIOBJIETBOPSITH YCTaHOBJIEHHBIM TPEOOBAHUSIM.

3. ConepxaHue perucTpanuoOHHOTO JOCHE JOJIKHO COOTBETCTBOBATD
TpedoBanusM  [lpaBun ¢ mpefocTaBieHHEM — BCcel  HEOOXOAMMOI

MH(pOpPMAIIHH.

II. ObnacTh npuMeHEHHUS

4. Hactosimee PykoBOACTBO perjiaMeHTHPYeT OOLMe acleKThl
KayecTBa  JICKAPCTBEHHBIX  DPAaCTHTENIbHBIX  IpernapartoB. [Ipemnaparsl,
coliepiKalue OTAEJIbHBIE KOMIIOHEHTH WJIM CMECh KOMIIOHEHTOB C 4YETKO
YCTaHOBJICHHLIM XHMHUYECKUM COCTaBOM, HE PACCMATPUBAIOTCS B KayeCTBE
JIEKapCTBEHHBIX PACTUTEIILHBIX MTPENapaToB.

5. Hacrosiee PykoBoJCTBO HEpa3pbIBHO CBSA3aHO C MpujioxenrneM Ne 7
«TpeboBanus K IPOM3BOJACTBY JIEKAPCTBEHHBIX PACTHUTENBHBIX MPENapaToBy
k IlpapunaMm Hauexallell NPOM3BOACTBEHHOW MNPakTHKH EBpasHiickoro
OKOHOMHMYECKOr0 C0r03a, yTBepxkaeHHbIM Pemennem Cobeta Komuccun
or 3 mnosbps 2016 r. Ne 77. IlocTosHCTBO KauecTBa IIPENapaToB
PaCTUTENIBHOIO IIPOUCXOXKIECHHUS MOXHO OO€CIeUHTh, €CJIM MCXOIHBIE
MaTepHabl OXapaKTepU30BaHbl CTPOrO M JAETaIbHO, B YaCTHOCTH, €CJIU
NpoBeJeHa OOTaHWYECKas: MIEHTU(GUKALMS HCIOIb3YEMOr0 PacTHTEIHLHOIO
Marepuana. B mensx obecredeHus MOCTOSHHOIO KavecTBa MaTEPHAJIOB
HEOOXOJMMO TaKXXe 3HATh Teorpad@Uueckuii WCTOYHWUK M YCJIOBUS, B
COOTBETCTBHH C KOTOPBIMU 3arOTABJIMBAETCS JEKAPCTBEHHOE PACTHTEIBHOE

ceippe. HeoO0XoauMo yuHTHIBaTE MOJOXKEHHs IPaBWJI 110 HajaJexalleit



I[NPAKTHUKE BhIpallliBaHWsI, c60pa, XPaHCHMS UCXOAHOI'O ChIPbsl PACTUTEILHOTO

ITPOUCXOXICHHA.

III. TepmuHb U onipeiesieHus!

6. Jlna nenedl nacrosmiero PykoBOojCTBa HCIONB3YIOTCS HOHSTHS,
KOTOPbIE O3HAYAIOT CJIEYIOIIEE:

«kBaHTH(UKanuss» (quantification) — croco6 mo0BeIeHNS PACTUTETBHOM
(papmaneBTHUECKOH CYOCTaHIMM JI0 YETKO ONpPEIeNeHHOTO KOMITOHEHTHOTO
COCTaBa MCKIIIOYHUTENILHO MyTEM CMEIIUBAHUS Pa3HbIX CEPHIM PaCTUTEIbHBIX
(hapmalieBTHIEeCKHX CyOCTaHIMH (HAPUMED, TIPUBEIEHHbIE SKCTPAKTEL);

«KOMIIOHEHTBI ¢  H3BECTHOW  TEpaleBTUYECKOM  aKTUBHOCTBIOM
(constituents with known therapeutic activity) — Bemectsa mnm rpymma
BELIECTB, XMMHYECKOE CTPOCHHE KOTOPBIX YCTAHOBIICHO M BKJIAJ KOTOPHIX B
TEPANEBTUYCCKYI0 aKTUBHOCTH JIEKAPCTBEHHOTO PACTHTEIBHOIO  CHIPhS
(pactutenbHON  (hapMalEeBTHYECKOM CyOCTAHIMH) MM JIEKAPCTBEHHOTO
PacTUTENBHOTO IIpenapara H3BECTEH;

«KpUTEPHH MpHEMIIEMOCTU» (acceptance criteria) — 4YHCJIEHHBIE
Npejesbl, AWANasoHbl WM JIPYrHe COOTBETCTBYIOIIME HMHTEPBABl IS
OLIEHKH pe3yJIbTATOB UCIIBITAHUIA;

«KO3(GUIMEHT SKCTpaKUuK JiekapcTBennoro cpesctsa (KDJ)» (drug
extract ratio (DER)) — oTHomenme Mexay KOIMYECTBOM JEKAPCTBEHHOTO
PAaCTUTENIBHOTO CHIPbsl, UCIOIB30BAHHOIO JUIS MMPOU3BOICTBA PACTUTENILHOM
(apmaneBTHUECKOH  CyOCTaHIWM, M KONMYECTBOM  IOJYYCHHOM
pactuTensHOU (hapmaneBTHUecKoit cybctannuu. Yucio (BeIpaxkaeMoe B BHIE
(hakTHYECKOro auanas’oHa), yKasplBaeMoe Ilepe] JBOETOYHEM 3HAMEHYET

OTHOCHTECJIbHOC KOJIMYECTBO PACTUTEIILHOTO ChIpbA, a4 YHCJI0, YKa3bIBACMOE
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mocjie  JBOETOYMSI —  OTHOCUTEJBHOE  KOJHMYECTBO  MMOJYYEHHOTO
pPacTUTENBHOTO TPOAYKTA;

«IEKapCTBEHHBIM  pacTuTenbHbIH  mpemapar»  (herbal  medicinal
products) — nekapcTBeHHBIH INpemapart, COIepKalluii B KaueCTBE aKTHBHBIX
KOMITOHCHTOB MCKJIFOUUTENLHO JIEKAPCTBEHHOE PACTHTENILHOE ChIphe U (MIIH)
peraparbl Ha ero OCHOBE;

«IeKapCTBEHHBIE  pPACTUTENbHBIE  Ipernaparthl ¢  YIPOLIEHHLIM
perucTpanuoHHeIM - pocke» (traditional herbal medicinal products) —
JIEKapCTBEHHBIE IIpenapaThl Ul  4YelIOBeKa, KOTOpBIE YIOBJIETBOPSIOT
YCJIOBUSIM, M3JI0KEHHELIM B pazzene 15.2 npunoxxenust Nel k [IpaBuiam;

«JI€KapcTBEHHOE pacTuTenbHoe chiphe» (herbal substances) — ceexue
WM BBICYIIEHHLIE PACTEHUS, BOJOPOCIH, I'PUObI WM JIMINARHUKA 1100 UX
YacTH, ILEJbHBIE WM M3MEJBUEHHBIE, HCIONb3yeMble Ui IPOU3BOACTBA
JIeKapCTBEHHBIX CpeCTB. HexoTophle skceynatsl (HanpuMmep, ryMMUapabuk,
KaMe[d), He IOJBEepraBIIdecs CIEHaIbHOM 00paboTKe, TaKkKe CUUTAIOTCS
JIEKapCTBEHHEIM PACTUTENIbHBIM CBIpeM. JleKapcTBEHHOE pacTUTENbHOE
CBIpb€  TOYHO ONPEHEISAECTCS MCIOAB3YEMOM YacThlO  pacTeHuss o
0OTaHMYECKMM Ha3BaHHEM B COOTBETCTBHHM ¢ OMHOMMHAJIBHOH cUCTeMOit
(pon, BUI, pa3HOBUIHOCTE U ABTOP);

«Mapkepbl» (markers) — KOMIIOHEHTBI WJIM TPYIIEl KOMIIOHEHTOB
JIEKAPCTBEHHOIO0 PACTUTENIBHOTO CHLIPbS (PacTUTENIbHOM (hapMaleBTHUECKOMH
CyOCTaHIMK) MM JIEKAPCTBEHHOTO PACTUTEIBHOTO MpErapaTa, XUMUIeCKUH
COCTaB KOTOPHIX ONpeNENeH, NpeACTaBIAIONMe MHTEPEC C IO3MLUIA
KOHTPOJISI ~ KauecTBa, HE3aBUCMMO OT TOro, oO0JajaroT JIA OHHU
TEpaneBTUYECKOW aKTUBHOCTBIO. MapKephl ciiyar jJis pacyeTa KOJIM4ecTBa
pacTHTENBHOH (apMaleBTHYECKOH CyOCTaHLUKM B TOTOBOM JIEKAPCTBEHHOM
mpemapare, €CiaM  Mapkep OBlT YK€ KOJMYECTBEHHO OMNpelelieH B

pPacTUTENIBHOH (papMaleBTHYECKON CyOCTaHIIHH.
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Cy1ecTBYIOT JIB€ KaTETOPUU MapKEPOB:

aKTUBHbIE Mapkepbl (active markers) — KOMIIOHEHTBI WM TPYIIIb
KOMIIOHEHTOB, KOTOpBIE, KaK IPaBUJIO, BHOCST BKJAJ B TePalleBTHYECKYIO
AKTUBHOCTb,

aHanuTuyeckue mapkepsl (analytical markers) — KOMMIOHEHTHI WM
Ipynibl  KOMIOHEHTOB,  KOTOpBIE  CIYXaT  HCKIIOYHUTENBHO IS
AHAJIMTUYECKHUX LIEJIeH;

«HATHBHEIM IPOAYKT M3 JIEKAPCTBEHHOTO PACTUTEIBHOIO ChIPhSI»
(genuine (native) herbal preparation) — mpoayKT U3 pacTUTENBLHOTO ChIPhs 63
BCIIOMOT'aTENIbHBIX BEIIECTB, Aa)Xe €CIH MO TEXHOJIOTHYECKUM IMPHYHHAM
TaKOH IPOAYKT HE NOCTyIEH. B To jxe BpeMs MATKUE U JKUJKUE TPOAYKTHI U3
JIEKAPCTBEHHOI'0 PACTUTEJBHOTO CHIPhS MOTYT COAEPXKAThH TO WIIM HHOE
KOJIMYECTBO PacTBOPUTEIIS (SKCTpareHTa);

«OTHOIIEHHWE JICKADCTBEHHOIO PAaCTUTENIBHOIO CBIPbSl K HATHBHOMY
IPOAYKTY M3 JICKAPCTBEHHOIO pacTUTeNbHOro Chipbst (KDJI HaTHBHELM)»
(ratto  of  herbal substance to genuine herbal preparation;
(DER genuine)) — oTHOIIEHHE KOJIMYECTBA JIEKAPCTBEHHOTO PACTUTENLHOTO
CBIpb K KOJMYECTBY II0Jy4aeMOoro HATHBHOTO MNpoAyKra. Yucio
(BBIpa)kaeMOe B BHAE (DAKTHUECKOrO JMana3oHa), YKa3bIBaeMOe Iepe
OBOETOYHEM 3HAMEHYET OTHOCUTEIBHOE KOJMUECTBO PACTUTENILHOIO CHIPHS,
a YHUCJIO, YKa3blBaeMO€ MOCJ€ JBOETOUYHS — OTHOCHTEIIBHOE KOJIHMYECTBO
MOJIyY€HHOTO HAaTUBHOTO PAaCTUTENILHOIO MPOIYKTa;

«pacTUTENIbHBIE  (DapMaueBTHYeCKHe CYOCTaHIIMHY, «IIPOMYKTH W3
pactutenbHOro ceipbsa» (herbal preparation) — cyOctanmum (pomyKThl),
IIOJIy9aeMble I10ciie 0OpabOTKM JEKapCTBEHHOTO PACTHUTENILHOIO CHIPhS C
IIOMOIIBIO TaKMX METOJ0B, KaK O3KCTPaKIUs, JIUCTHIUISLIMS, OTKUM,
(pakLMOHMPOBAHHUE, OUHCTKA, KOHIIEHTpUpOBaHue U (hepmenTanus. K takum

cyOcTaHlusM  (IIPOOYKTaM)  OTHOCSTCS  MEJKOM3MEIbUYEHHOE WM



MOPOIIKOOOpa3sHOe  JIEKAPCTBEHHOE  PACTHUTENBHOE  ChIPhE, HACTONKH,
BKCTPAKTHI, 3PUPHBIE MACTIa, OTHKATBIE COKH U 00paboTaHHbIE SKCCYAATHI;

«pacTtBopuTeNb» (solvent) — HeopraHwdeckas WM OpraHuvecKas
’KUJKOCTB, UCIOJIb3yeMast JIJIsl IPUIOTOBJIEHUS] PaCTBOPOB MIIM CYCIIEH3UI B
NPOMU3BOJICTBE  PACTUTENLHBIX  (ApMAlEBTHYECKUX  CYOCTaHUMH WK
JIEKapCTBEHHOI'0 PACTUTEIBHOTO Ipenapara;

«crequukanus» (specification) — mepedeHb MCIBITAHMIA, CCBUIOK Ha
aHAIUTUYCCKHE U OHOJIOrMYecKre METOIMKH, a TAKKe COOTBETCTBYIOLIHE
KPUTEPUH TIPUEMIEMOCTH (AOMYCTUMBIE HOPMBI), MPENCTABISAIOIINE COOOM
YHMCIICHHBIC (KOJMYECTBEHHBIE) Npe/essl, THANa30Hbl U MPOYHE KPUTEPHH
A ONMCaHHBIX HcmbiTaHud. OHa 3aJaeT COBOKYITHOCTH KPUTEPHEB,
KOTOPBIM IOJDKHBI COOTBETCTBOBATH JIEKAPCTBEHHOE PACTHUTENBLHOE CHIPHE
(pacturenchHas  dapMmaleBTHYecKass CyOCTaHIuMs) MM PACTUTEbHEI
JeKapCTBCHHBIM IIperapaTr, 4YTOOBl CUUTAThCS MPHMIOAHBIM JJIsl  CBOETO
eseBoro HasHaueHus. [lon «cooTBeTcTBHEM crienu(pUKALMIMY» TOHUMAETCS,
4TO PE3yNbTaThl MCIBITAHWW JIEKAPCTBEHHOI'O PACTHTENIBHOIO  CBHIPHS
(pactutenbHol  (apmaneBTHYeCKON CyOcTaHIuK) U (MIIM) PacTUTEIBHOTO
JEKapCTBCHHOIO  Iperapara B  COOTBETCTBHMM C  OIUCAHHBIMH B
crenupUKaLUsIX aHATUTHYECKUMH METOIMKAMU yIOBIETBOPSIOT 3aaHHBIM
KpUTEpUsIM npuemMiaeMOcTH. CrnenuduKkanmuy sSBISIOTCA  00s3aTeTbHBIMI
CTaH/JapTaMyd KayecTBa, KOTOPBIE TIPEJUIararoTcs W 0OOCHOBBIBAIOTCS
NPOU3BOUTENIEM M YTBEPKIAIOTCS YIOJHOMOYEHHBIM OPraHOM B KauecTBe
YCIIOBHH perucrpaliuu;

«cranpaprusauus»  (standardisation) —  cmocoG  goBeeHHS
pacTUTENbHON (apMaleBTHYECKOH CyOCTaHLMK 10 YETKO OIpejeleHHOTO
cocTaBa  KOMIIOHEHTa WJIM TPYIIE  KOMIIOHEHTOB C  WM3BECTHOM

TepaHeBTquCKOﬁ AKTHBHOCTLIO ,[[0621BJ'ICHI/I€M BCIIOMOr'aT€JIbBHEIX BCIIECTRB
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WJIM CMEIIMBAHHEM CEPHH PacTUTENIBHBIX (DApMalleBTUUECKUX CyOCTaHIMM
(Harpumep, CTaHJapPTU30BaAHHBIE KCTPAKTHI);
«IKCTpareHTs» (extraction solvents) — pacTBOpUTEINH, UCTIOIB3YyEMEIE B

IpoLecce IKCTParuPOBaHMSI.

IV. KauecTBeHHBIE U KOJIMYECTBEHHBIE XapaKTEPUCTUKHU JIEHCTBYIOLIETO
BEIIIECTBA (EHCTBYIOIIKX BEIIECTB) JIEKAPCTBEHHEIX PACTUTEIBHBIX
npenaparoB

7. Ilpu cocraBieHuu cnenu@UKaUd HEOOXOJAMMO YYMTHIBATEH, YTO B
3aBHCHMOCTH ~ OT  cmocoba  MpOU3BOACTBA  BCE  PaCTUTENIBHEIE
(papmaneBTHUeckre CyOCTaHIMK MOAPA3IE/SIOT Ha CIIEAYIOIUE BHIBL:

CTaHMAPTH30BAaHHLIE — JIOBEJEHHBIE [0 3aJlaHHOTO COAEpPIKAHUS
KOMITOHEHTOB C W3BECTHOH TEpaleBTHUYECKONH AaKTUBHOCTBHIO B JOIMYCTHMBIX
npepenax. Cranpapruzanusi AOCTUraeTcsi HOOABIEHWEM K pPacTHTEIBHOM
(papmaneBTHUECKOH  CYOCTAHLIMH  BCIIOMOTATENbHBIX  BEIIECTB  WJIH
CMEILIMBAHHUEM CEPUI PaCTUTEIBHBIX (DapMalleBTUYECKUX CyOCTaHIIHIA;

KBaHTH(UIUPOBAHHbIC  (KOMUYECTBEHHBIE) —  JIOBEJEHHBIE IO
OMpeJIeICHHOr0  JHalla30Ha  COAEpPXKaHHUS  KOMIIOHEHTOB  (aKTHBHBIX
MapkepoB). KoppekTupoBka AOCTHraeTcs MCKIIOYHTENLHO CMEIIHBAaHHEM
PasHBIX CEPUH PACTUTENBHBIX (papMaIleBTUUECKUX CyOCTaHIIHiA;

OCTalIbHbIE — pAaCTUTENbHBIE (apMalleBTHUECKHE CYOCTaHIMM, I
KOTOPBIX HU KOMIIOHEHTHI ¢ U3BECTHOM TepaneBTUUECKOW aKTHBHOCTBIO, HU
aKTUBHBIE MapKEPEI HE YCTAHOBJIEHHI.

8. Ecimm B npoM3BOJCTBE JEHCTBYIONIMX BEIICCTB HCIMOIB3YIOTCS
BCIIOMOTATENbHEIE BEUIECTBA (HAalpUMep, M0 TEXHOJOTHYECKHUM MPUYMHAM
WM JUIS CTaHJapTHU3alMU (JIOBENEHHUS) PACTUTENIbHON (hapMaleBTHUECKOit
cybcTaHlMK), HEOOXOAMMO yKa3aTh HAWMEHOBAHHME M KOJMYECTBO TaKHX

BCIIOMOTATCJIBHBEIX BEIIECTB.
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9. Ilpu nanuuun B @apmaxornee EBpazuiickoro 3KOHOMHUYECKOIO COK03a
(naytee — Coro3) unu dapmaxonesix rocynapets — wieHoB Corosza (nanee —
rocyapcTBa-ueHbl) cTaTell Ha JIeKapCTBEHHOE PACTHTEIBHOE ChIPhE Ero
Ha3BaHWE YKa3blBA€TCS HAa PYCCKOM UM JIATHHCKOM  si3bIKax. llpwu
HEOOXOAMMOCTH B Ha3BaHHU JIGKAPCTBEHHOTO PACTHUTENHLHOTO  CHIPhS
yKa3bIBA€TCs pPOJOBOE W BUAOBOE Ha3BaHWe. B ciiydae OTCyTCTBHS B
@apmaxonee Corosa unn dapmakonesx TOCYAapCTB-WIEHOB CTaTedl Ha
JIEKapCTBEHHOE PACTUTENIBHOE ChIpPhE €r0 Ha3BaHUE ClIeJyeT yKasblBaTbh Ha

JIATHHCKOM S3BIKE.

1. IlenbHOE JleKapCTBEHHOE PACTHUTENBHOE ChIPhe, H3MEIbUEHHBIE WU
MOPOIIKOOOPa3HbIE PACTUTENBHBIC (hapMalleBTHYECKHE CYOCTaHIHH

10.  Jns  uenbHOro  JIEKapcTBEHHOTO — PACTUTEIBHOIO  ChIPbS
YKa3BIBa€TCs, 4YTO  Cblppe  IenbHoe. Jisg  u3Menpb4eHHOM  wWim
MOPOIIKOOOPAa3sHOH  pacTHTeNBHOW  (papMaleBTHUYeCKOM  cyOcraHuuu
HEOOXOIMMO YyKa3zaTh CTelleHb H3MelbueHHs. KpoMme Toro, HeoOXomumo
YKa3aThk B 3aBUCMMOCTH OT U30paHHOTO Croco0a KOJIHIECTBEHHON OI[EHKH:

a) B cloydae craHAaptusaimud. KOJWYecTBO  pacTHTENBHOMH
(papmarieBTHUECKOH cyOCTaHIMU CleAyeT YKas3hbiBaTh B BHJE AUANa30Ha,
COOTBETCTBYIOLLEI'O 3aJaHHOMY KOJIMYECTBY KOMITOHEHTOB C H3BECTHOMN

TepaHEBTI/IIIeCKOﬁ dKTHUBHOCTBHO.

ITpumep
JlelicTByto11I€E BEIIECTBO
HaumeHnoBanue KonuuectBo
Sennae folium (CeHHbI TUCTBsT) 415-500 wMr, 4YTO COOTBETCTBYET

12,5 MI TI'MAPOKCHAHTPAIlEHOBLIX
TTTHKO3WAOB B Tepecuere  Ha
cennosu B



9

0) B cioyuae kBaHTHHKanuu. KoJMYeCcTBO  pacTUTENBHOM
(papmaneBTuUeckoil cyOcTaHIIMK HEOOXOAUMO YKa3aTh OTIEIBHBIM TOYHBIM

3HAYCHHUCM, a KOJIMYECTBO MapKEPOB CICAYET AJaBaThk B BUIE AHUala30Ha.

IIpumep
JleficTByIOIIIEE BEIIECTBO
HaumeHoBanue KonnuectBo
Salicis cortex (MBbI kopa) 4 1, uro coorBeTcTByeT 40-48 Mmr

CYMMBI (}JGHOHBHI)IX INIHKO3UIO0B B
epeECUCTE Ha CAJIMIIHH

B) B  OCTallbHBIX  cioydasx.  KoaM4ecTBO  pacTHUTENBHOM
(papmaneBTHUeckol cyOcTaHIMK HEOOXOAMMO YKA3aTh TOUHBIM 3HAYESHUEM.
ITpumep

JelicTByto11ee BelecTBO

Haumenonanue KoJinyecTBo
Althacae officinalis radix (Amres 50T
JIEKapCTBEHHOTO KOPHH)

2. PacturenbHble (papMalieBTHYeCKUE CYOCTAHIINH, [TOJIyYaeMbIe METOIOM
OKCTPArupOBaHMS JIEKAPCTBEHHOIO PACTUTENIBHOTO ChIPhS

11. JIna pacturenpHbix (hapMareBTHUeCKUX CyOCTaHIMM, TI0Iy4YaeMbIX
METOJOM  SKCTPAarMpOBaHWs  JIEKAPCTBEHHOTO  PACTUTENIHOTO  CHIPhS
HeOOXOMMO yKa3aTh arperatHoe ((pU3HUecKOe) COCTOSIHIE DKCTPAKTa, BUI U
KOHLEHTpPAIHIO pacTBopuTeliss. KpoMe TOro, MOJHDKHO OBITE YKa3aHO:

a) JUIsl CTaHIapTU30BAHHLIX JKCTPAKTOB: SKBHUBAJIEHTHOE KOJIUYECTBO
JICKapCTBEHHOTO  PACTUTENILHOIO CHIpbs X-y (¥*) WAM  COOTHOIIEHHE
(a-b):1 (*) nexkapcTBEHHOIO PACTUTENBHOTO CHIPBS K HATUBHOMY TPOIYKTY
U3 JICKAPCTBEHHOI'O PACTUTENBHOrO CHIpbsl. [Ipw 3TOM  KOIHuYecTBO
HaTUBHOTO MPOJYKTa JOIYCKAaeTCsl YyKa3blBaTh B BHJIE JHAla30HA,
COOTBETCTBYIOIIErO ONPEAEIIEHHOMY KOTUYECTBY KOMIIOHEHTOB C W3BECTHOM

TEPaAINeBTUYECKON aKTUBHOCTLIO.



ITpumep.

JlericTBy1O11ICE BENIECTBO
HauMmenoBaHue

Sennae folium (CeHHBI TUCTBS)
Cyxoii sKcTpakT

(axcTparent — stanon 60% (06/06))
((a-b):1)

Winu

JelicTByroliee BelecTBO
HaumeHnoraHue

Sennae folium (CeHHBbI JIUCTBS)
Cyxo# — 3KCTpaKT

(axcTpareHT — 3Tanon 60% (06/06))
(OKBHUBAJIEHTHO (X-Y) JINCTHEB
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Komuuectro

50-65 Mr, 4TO COOTBETCTBYET 12,5 Mr
TUJPOKCUAHTPALICHOBBIX TIMKO3UI0B
B IIEpecueTe Ha CeHHO3ua B

Konuuectro

50-65 wmr, uTO cooTBeTCTBYET 12,5 Mr
TUAPOKCHAHTPALICHOBBIX TIJIMKO3UIOB
B IIEpecyeTe Ha CeHHO3u/1 B

CEHHBI)
0) 14 KBaHTH(QUIUPOBAHHBIX  (MPUBENEHHBIX)  JKCTPAKTOB:
OKBHMBAJICHTHOE  KOJMYECTBO  JIEKAPCTBEHHOTO  PACTUTENBHOTO  CBHIPhS

x-y (*) wim otHomenue (a-b):1 (*) exkapcTBEHHOTO PACTUTENBLHOTO CHIPbS K
HAaTUBHOMY IIPOAYKTY Ha ero ocHoBe. IIpu 3TOM KOJIMYECTBO HATHBHOTO
MPOAYKTa JIODKHO OBITh YKa3aHO TOYHBIM 3HAYEHHEM, a COJep)KaHhe
KBaHTU(UIIMPOBAHHOTO JIEKAPCTBEHHOTO PACTUTENBHOTO CHIPhS MOMKET OBITh
JlaHO B BUJIE TMaIla30HAa.

ITpumep

JlelicTByrOIII€€ BEIIECTBO
HaumeHoBaHuE

Ginkgo biloba folia (I'uukro
JBYJIONIACTHOTO JIUCTHS )

Cyxo# aKcTpakT

(okcTpareHT — areToH 60% (06/06))

Komuuectso

60 wmr, 4ro coorBeTcTByeT 13,2-
16,2 Mmr ¢naBoHOHIOB (B Iepecuere

((a-b):1) Ha (JIABOHOBBIC TITHKO3H/IbI);
1,68-2,04 mr runkromumos A, B u C
u 1,56-1,92 mr 6unobanua.

WITH

JelcTByroliee BemmecTBoO

HaumeHoBauue KomnuuectBo
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Ginkgo biloba folia (I'makro
JIBYJIOIIACTHOT'O JIUCThS)
Cyxo# 3KeTpakT 60 Mmr, uro coorBercTRyeT 13,2-16,2
(okcTpareHT — aneroHn 60% (06/06))  Mr ¢uiaBoHon 0B (B INepecuere Ha
(SKBHBAJIEHTHO (X-y) JIUCThEB THHKIO (DJIABOHOBLIE IIIMKO3H/IbI);
JIBYJIOTIACTHOTO) 1,68-2,04 mr runkrosugoB A, B u C
1 1,56-1,92 mr 6unodanuza.
B) JJIsl  OCTaIbHBIX OKCTPAKTOB: OKBHUBAJIEHTHOE  KOJHMYECTBO

JIEKapCTBEHHOI'0  PACTUTENBHOIO  ChIpbs X-y (¥*) WM  OTHOLUIEHHE
(a-b):1 (*) nexapcTBEHHOrO PACTHTENBHOTO CBHIPhsSi K HATHBHOMY MPOAYKTY
Ha ero ocHose. IIpy 3ToM KOIMYECTBO HATUBHOTO MPOAYKTA JIOJDKHO OBITH
YKa3aHO TOYHBIM 3HAYCHHUEM.

[Ipumep

JleicTBYyOIIIEE BEIIECTBO

HanmeHoBaHue KonnyectBo
Althaeae officinalis radix (Aunres
JIEKapCTBEHHOTO KOPHH)

Cyxoil 3KkcTpakT 125 mr
(skcTpareHT — s3Tanon 60% (06/00))

((a-b):1)

WIH

JelicTBytol11iee BEIIECTBO

HaumeHoBaHue KonuuecTBo
Althaeae officinalis radix (Aunres
JIEKapCTBEHHOT'O KOPHH )

Cyxoit 3KCTpakT 125 mr
(axcTpareHT — aTtaHoyi60 % (06/00))

(OKBHBaJIEHTHO (X-y) KOpHEH ajrest
JIEKapCTBEHHOTO)

12. HeobxomuMo yka3aTh cOCTaB KaXJOTO SKCTpareHTa MM CMECH
OKCTPAreHTOB, a TakKiKe WX arperatHoe cocrtosiHue. Ecim B mporecce
MPOM3BOJCTBA  PACTUTENIBHOM  (hapMaleBTUYEeCKOH  CyOCTaHIMH  [JIs
JIOBCJICHUSI B HEH COAEPKaHUs KOMIIOHEHTOB C M3BECTHOM TepaneBTHYECKOH

AKTHBHOCTBIO [JI0 3aJAaHHOIO 3HA4YeHUsT WIM ¢ JIF000H Apyro Iensko
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no0asisieTcs 11000e APYroe BEIIeCTBO, TO €ro CleAyeT YKa3aTh KaK «Ipyroe
BELIECTBO», 3 HATUBHBIM SKCTPAKT — KaK «IEHCTBYIOIEE BEIIECTBOY.

13. B 10 xe BpeMmsi, eciiu JJisl JIOBEJCHUS COAEPKAHUST KOMIIOHEHTOB C
W3BECTHOM TepaneBTHYECKOW aKTMBHOCTBIO IO YCTAHOBJICHHOI'O 3HAYEHHS
WIA C JPYrod LEeNb0 HCHOJB3YIOTCS pa3Hble MApTHH OJHOTO H TOIO Ke
9KCTPaKTa, TO KOHEYHasl CMECh JOJDKHA CUMTATHCS HATHBHBIM 3KCTPAKTOM U
B COCTaBE YKa3blBaThbCs KaK «jlelcTByrollee BeliecTBo». [Ipu 3ToM mojHas
HH(popMaLus 0 Tpolecce MPOU3BOCTBA U KOHTPOJIE KAuecTBa J0JHKHA OBITh

IIpEJICTaBJIEHA B PETUCTPALIMOHHOM JOCKE.

V. Onucanue npouecca Npou3BOACTBA JIGKAPCTBEHHOTO PACTHTEIHLHOTO
npernapara

14. B naHHOM pa3zene MOA MPOIECCOM IMPOM3BOJACTBA MOHUMAIOT
IPUrOTOBJICHUE  JIEKAPCTBEHHOIO  pAcCTUTENILHOTO  Ipenapara W3
JICKapCTBEHHOTO  pPacTUTENBHOTO  ChIpbsi W (WJIH)  pacTUTEILHBIX
(papmaneBTHYecKkuX ~ cyOcTtaHiuii  (MPOAYKTOB M3  JIEKAPCTBEHHOIO
PacTUTENIBHOIO ChIpbs). B OTHONIIEHMM JE€KapCTBEHHBIX PpPaCTUTEILHBIX
IpenaparoB ¢  yHPOIUEHHBIM  PETHUCTPAIMOHHBIM  JIOChE  IPOLECC
[IPOU3BOACTBA — 53TO MPUTOTOBJIEHHE JIEKAPCTBEHHOI'O PACTHTEILHOIO
npenapara U3 JIEKApCTBEHHOT'O PaCTUTENILHOTO CHIPhSI U (UJIH) PACTHTEIbHBIX
(apmaneBTHYeCKUX CyOCTaHLMH, U (WIKM) BUTAMUHOB, U (WJIM) MUHEPAJIOB.

15. Onucanue npouecca NpoOU3BOACTBA JTODKHO BKITIOUATH ITOAPOOHYIO
UH(pOpMALMIO 0 Tpolecce U Mepax Mo o0ecreueHHI0 KOHTPOJIS KayecTsa.
Wndpopmanuio o0 mporecce TPOW3BOACTBA  CJIEAyEeT IMPUBOIUTL B

COOTBCTCTBHHU C PYKOBOJCTBOM IIO ITPOHM3BOJCTBY rOTOBOM HeKapCTBeHHOﬁ

(bopMBl.
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16. Ecium MCXOAHBIM  MaTepUaioM  SBJSIETCS  PACTUTEIbHAs
(bapmaneBTHUecKas  cyOcraHuus  (pacTuTenbHble  (hapMaleBTHUYeCKHe
cyOcTaHIMM), TO oOnMcaHMe INpolecca ee (MX) MOMyYeHHsS M KOHTPOJIS
AOJDKHO OBITh HPEACTABIECHO HE B JIAHHOM pasjene, a B pasjiene «Konrposs
MCXO/IHBIX MaTEPHAJIOB.

17. WUndopmauuto o dapmaneBTHueckoii pa3paboTke W BaHIalUH
mporecca ClIEAyeT TNPUBOAUTE B COOTBETCTBUH € PYKOBOJCTBOM IIO
(papmanesTryeckoil pa3paboTKe JIeKAPCTBEHHBIX CPEICTB M PYKOBOICTBOM
MO BaIMAALMKM IPOLeCca IIPOU3BOJCTBA JIEKAPCTBEHHBIX IMPENAPATOB:
MHpOpPMAaLUs U JaHHBIE Ul MPEJCTAaBJEHHMs B PETUCTPALMOHHOE MOCHE,

yTBepkaaembiM KoMuccuei.

VI. KonTpoJb KauecTBa HCXOIHBIX MAaTEPHATIOB
1. KoHTposb KayecTBa JIEKapCTBEHHOTO PACTUTEBLHOIO CHIPhS

¥ pacTHTEJIbHBIX (PapMalleBTUUECKUX CYOCTaHIUI
18. Dtor pazmen momkeH OBITE U3JIOXKEH B COOTBETCTBHH C
PYKOBOJCTBOM 110 ClIEUM(DUKALUAM: UCTIBITAHUSI U KPUTEPUH TIPUEMIIEMOCTH
JUTSt JIEKapCTBEHHOTO PacTUTENILHOTO CBIPbS, pPacTUTENBHBIX
(bapmaneBTHYeCKMX ~ CyOCTaHIMI W JIEKAPCTBEHHBIX  PACTUTENBHBIX
MPENapaToB (JIEKAPCTBEHHBIX PACTUTEIBHBIX IMPENapaToB ¢ YIPOLIEHHBIM
PErUCTPalMOHHBIM [JIOChE), yTBepxkKaaeMoM EBpasuiickoli SKOHOMHYECKONd

KOMHCCHEHN.

KOHmPOﬂb Kaisecmeda 1€eKapCcmeeHno20 pacmumelbHO20 Cblpbsi

19. HeoOxonuMo NpencTaBUTh MOJIHYIO CHENU(PUKALMIO HA KAl
BU/T JIEKAPCTBEHHOI'O PACTUTENILHOIO CHIphs. DTO TpeOOBaHHE NCHCTBYET U B

TOM City4ae, €CJIM 3asiBUTECJIb HE ABJSICTCS IIPOU3BOJUTEIIEM JICKAPCTBCHHOI'O
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PacTUTENILHOIO  ChIpbsl.  EciM  UCXOAHBIM  MaTepHaliOM  SIBJISETCS
pactutenpHas (papmaleBTHUecKas CyOCTaHIMs, HarnpuMep, B cllydae
JKUPHBIX WM 3(QUPHBIX Macell, UCIOJIb3yeMbIX B KauyeCcTBE JEHCTBYIOIIUX
BELIECTB JIEKaPCTBEHHBIX PACTUTEJIBHBIX [IPENapaToB, TO B OTCYTCTBHE HHOTO
00OCHOBaHMs HEOOXOAUMO MPEACTAaBUTh CIeHU(UKAIUIO Ha JEKAPCTBEHHOE
pacTUTeNIbHOE ChIpbe. B cnemudukanuu A0KHO OBITh YKa3aHO HaydyHOE
Ha3BaHWE pacTeHuss 10 OWHOMUHAIBEHOW HOMEHKJIaType (pox, BuUJ,
Pa3sHOBUIHOCTbL M aBTOP), XEMOTUI (IpH HEOOXOIUMOCTH) W Ha3BaHUE
HCIOJIb3YEeMBIX YacTell pacTeHwusl.

20. B cmywae orcyrcrBust B @apmaxonee Coroza win ®apmakonee
rocyapcTBa-djieHa 4acTHOW (papMakoneidHOH cTaThbM HA KOHKPETHBIM BHJL
JIEKapCTBEHHOT'O PACTUTENIEHOIO ChIPbsI, HEOOXOIMUMO MPEIOCTABUTD MOJIHYIO
crieqU(pUKALUIO HA 3TO JIEKAPCTBEHHOE PACTHTENILHOE CHIPbE, KOTOPas, €CIIHU
5TO IIPAKTHYECKH BBIIIOJHUMO, JAOJDKHA OBITH COCTABJICHA aAHAJIOTMYHO
4acTHbIM (papMakoNeWHBIM CTaThsIM UI JIEKAPCTBEHHOIO PACTHUTEIHLHOIO
ceipbst B @apmakonee Coroza. ITo Bo3MOXHOCTH B cenu(UKAIUIO CIIEAYET
BKJIIOUYHMTH  CBEIAEHHMS O MecTe IpoM3pacTaHusi, BpeMeHH cbopa
JIEKapCTBEHHOTO PACTUTENILHOIO ChIPhs, CTaJUH €ro BereTanuu, o0paboTke
MEeCTUIMIaMHU B IIEPHOJ BereTalyu U T.J., a TakkKe 00 YCIOBHUSX CYIIKH W
xpanenus. Ilonnas cneumdukanus AOHKHA OCHOBBIBATBCS Ha IMOCIEIHHMX
HayuyHbBIX  JaHHBIX. JlIs  JeKapCTBEHHOTO  PACTHUTENIBHOTO  ChIPBS,
COZIEpPIKALLEr0 KOMIIOHEHTHl C W3BECTHOM TepamneBTUYECKOHW aKTHBHOCTHIO,
HEOOXOMMO MIPENYyCMOTPETh KOJIMUECTBEHHOE OTPESICHHE UX COJEPIKAHMUS
(BMecTe ¢ aHanuTHYecKUMH Merojaukamu). CopepkaHue HEOOXOAUMO
yKa3plBaThb B BHJE [MaIa30Ha, 4YTOObl OOECMEYUTH BOCIPOM3BOAMMOCTE
KayecTBa  JIEKAPCTBEHHOTO  pacTUTENILHOTO  Ipemapara. B cioyuae
JIEKapCTBEHHOTO PAaCTUTENBHOIO CBIPBS, B KOTOPOM HE YCTaHOBJICHBI

KOMIIOHEHTBI C HM3BECTHOH TepaHeBTHIIGCKOﬁ AKTHBHOCTEHO, H€O6XOI[I/IMO
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NpelyCMOTPETh KOJIMYECTBEHHOE OIpefiesiecHHe MapKepoB (BMecTe ¢
AaHAIMTUYECKUMM METOJUKaMHU ). BeiGop MapkepoB A0KeH ObITh 000CHOBAH.

2]1. Ilo oOmemy mpaBuiy, eciii HeT JPYTUX OOOCHOBAHMM, s
JIEKAPCTBEHHOTO  PAcCTUTENBHOIO ChbIpbsi HEOOXOJUMO  IPEeIyCMOTPETH
WCTIBITAHUS ~ HAa  MHKPOOMOJIOTHYECKYI0  YHCTOTY,  MHKOTOKCHHEI
(admaTokcuHBI, OXpPaTOKCUH A), OCTATOYHOE COJEP)KAHUE IECTHLIHIOB,
(pyMHIraHTOB, TOKCHYHBIX JJIEMEHTOB, TOTEHIMAIbHBIX KOHTAMHHAHTOB,
[IOCTOPOHHUX BeuwlecTB W T.J. Fcrnonb3oBaHHe OKCHOa OSTHIEHA IS
JCKOHTAMHMHALUU JIEKAPCTBEHHOI'O PAaCTUTENILHOTO CHIPbSI HE JIONYCKaeTcsl.
HcnbiTanue Ha coAep)aHHEe pPaJUOHYKIHJIOB BKJIHOYAIOT 00S3aTEbLHO.
HeoOxonumo mpejnctaBuTh crneMUGUKAIMH KW ONHCAHHUE IIPUMEHSEMBIX
AQHAJIMTUYECKUX METOJMK C YyKa3aHHeM KpHUTEPHEB IPHEMIIEMOCTH.
AHanuTa4YecKue METOAMKM, He TMpeacTaBieHHBle B @apmakomnee Corosa,
JIOJDKHBI  OBITh  BaJMJAMPOBAHBl B COOTBETCTBHH C PYKOBOJCTBOM IIO
BaJIMAALMH AaHATUTUYECKUX METO/IMK, €CTH He 000CHOBAHO WHOE.

22. Jlng mnpoBeleHUsl CPaBHHUTENBHBIX WCMBITAHWN  (HAIIpHMeED,
MaKpOCKOIIMYECKOI0 HccleJoBaHusl, XxpoMarorpaguu u T.A.) HEOOXOIMMO
pacnosiaratb CTaHJapTHBIMM 00pa3laMu JIeKapCTBEHHOTO PaCTHTEILHOIO

CBIPBSL.

Kounmpons kauecmea pacmumenvHolx hapmayesmuveckux cyocmanyuil

23. Ecny nexapcTBEHHBIN pacTUTENBHBIN MpenapaTt MojyueH Ha OCHOBE
pacTUTENbHON (apmaneBTHUeCKOH cyOcTaHUUU, TO HapsAay ¢ IOJHOH
CIeLH(HKAIMe Ha HCXOJHOE JIEKAPCTBEHHOE pPACTUTENIBHOE  CBIPLE
HEOOXOAMMO IPEeACTaBUTh ONUCAHUE W BAIUIAIMIO MpOIiecca MPOU3BOICTBA
pacTUTeNbHOH (apMaleBTHYEeCKON CyOCTaHIIMU. JTO MPAaBUIO AeHCTBYET U B

TOM CJIyda€, €CJIM 3asBUTECIIb HE SABJIACTCHA IMPOHU3BOIAHTEIICM paCTHTeHBHOﬁ
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dapmatieBTuyeckoit cyocranuuu. MHpopmanuio nomnyckaercs 1npeicTaBisTh
B COCTaBe PErMcTpPalMOHHOTO JOChe WM MO Tpoueaype mactep-daiin
nerictByromero BemecTBa (npuioxkenue Ne 10 «lIpouenypa paboTsl ¢
mactep-paiiioMm Ha aKTHBHYIO (apMaleBTUYECKYyl0 CyOCTaHLHIO» K
[IpaBunam).

24. Ecnu uacTHasi CTaTksl Ha pAacCTUTENBbHYIO (DapMalleBTHUECKYHO
cyOcranumio BkiIrOueHa B EBpomeiickyro PapMaxomnero, 3asiBUTENb MOXKET
NpeJCTaBUTh CepTU(UKAT COOTBETCTBUS, BbIAaBaeMblii EBpomeiickum
JUPEKTOPATOM IO Ka4eCTBY JIEKAPCTBEHHBIX CPEJCTB M 3APaBOOXPAHEHUIO
(Ipu HAJTUYHUN).

25. Jlna xaxpoill pactutensHOM (apMaleBTHUECKON CyOCTaHIIUU
Tpebyercss mosiHas crnenudukanus. OHa [OODKHA OBITH COCTaBJIeHa Ha
OCHOBAaHWU TIOCJIEHUX HAy4YHBIX JIaHHBIX M COJEPXKaTh MOAPOOHYIO
XapaKTepUCTUKY MPOAYKTa U CBEIEHUS 00 HUCHBITAHUSIX HA MOJJIMHHOCTH W
guctoty. CieayeT HCIOJIb30BaTh COOTBETCTBYIOIIKME XpomaTrorpaduueckue
MeTolbl. B cioyuae HEOOX0aUMOCTH, 00YCIOBIEHHON pe3ysibTaTaMy aHalu3a
JIEKapCTBEHHOTO PACTUTEIBHOTO CHIPHS, CIEIYyEeT NMPOBOAUTL UCMBITAHUS Ha
MHKPOOHOJIOTHIECKYIO YUCTOTY, MUKOTOKCHHBI (a(hIaTOKCHHBI, OXPAaTOKCHH
A), ocTaro4yHOoe coaepKaHHe TMeCTUIUAOB, (PYMHUTAHTOB, TOKCHYHBIX
SJIEMEHTOB M  pacTBopuTenei (eciu mpumeHumo). McenbiTanue Ha
CoJlepyKaHWe PaJUOHYKIMJOB BKIIOHaloT obs3arensHo. Kpome Toro,
HEOOXOAUMO TMPOBECTH KOJHUYECTBEHHOE OIpejesieHHe KOMIIOHEHTOB ¢
HU3BECTHOH  TepameBTHYECKOM  aKTUBHOCTBIO WM MapkepoB. Jlis
CTaHOAPTH30BAHHOTO MPOAYKTa COAEp)KaHHWE KOMIIOHEHTOB C W3BECTHOM
TeparneBTUYeCKOM AaKTHBHOCTBIO [OJDKHO OBITH YKa3aHO C HaWMEHBIIUM

BO3MOJKHBIM OTKJIOHEHHEM (KaK BEPXHETro, TaKk U HUYKHETO MPEIETIOB).
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26. CopmepxaHue  aKTHBHBIX MAapKepOB, HCIOJIb3YEMBIX  JJis
KBaHTU(QUIUPOBAHHBIX HSKCTPAKTOB, HEOOXOOUMO YyKa3blBaTh B BHUJE
33JIaHHOT'O JIana3oHa.

27. B ciiydae 3KCTPaKTOB, I KOTOPBIX HU KOMIIOHEHTEI ¢ U3BECTHOM
TepareBTHUYECKOH aKTUBHOCTBIO, HU aKTHUBHBIE MApKephl HE YCTAHOBJIEHBI,
yKa3bIBaeTCsl MUHUMAJIbHOE U MAaKCUMaJIBHOE COJAEpIKaHUE aHATMTUYECKOTO
Mapkepa, CBSI3aHHOE C BaJMJUMPOBAHHBIM AHAIUTHYECKMM JIHAla30HOM Kak
OCHOBOM JIJIss aHAJUTUYECKOH IIPUIOJHOCTH B paMKax MEPOMIPUATHH I10
KOHTPOJIIO KavecTBa cepuil. HeoOxoarnmo noapoOHO onucaTh aHaIUTHYECKHE
MeToauKH. Eciu  pactutenbHbie  (apMaleBTHYeCKHE — CyOCTaHLuH,
coJieprkallie KOMIIOHEHTBl C H3BECTHOM TepaneBTUYECKON aKTHBHOCTBIO,
CTaHJapTHU30BaHbl (T.e. JOBEAEHBl JO OIPEACICHHOIO  COJIEPIKaHMSI
KOMIIOHEHTOB C HM3BECTHOH TepameBTHYECKON AaKTUBHOCTBIO), CIIENYeT
yKa3aTh crocob cranmaptuzauuu. Ecny cranjaprusanus JOCTHIAETCs Iy TeEM
N00aBJIeHMs IPYroro BelecTBa, TO €ro KOIMYECTBO HEOOXOJUMO yKa3aTb B

BU/IE JOIIyCTUMOTO IHarna3oHa.

2. KoHTpoJIb KauecTBa BUTAMUHOB U MUHEPAJIOB

28. Jljns BUTAMHHOB M MHUHEpAJOB, KOTOPBIE MOTYT OBITH
JOTIOJIHUTENBHO BBEJEHBI B COCTAaB  JIGKAPCTBEHHBIX  PACTUTENIBHBIX
IpernapaToB ¢ YIPOIIEHHBIM PErHCTPALUOHHBIM JIOChE, JO/DKHA OBITh B
HAJIMYWW  ClelU(HUKAIUs, COCTaBJIEHHas ¢ Y4Y4eTOM pPYKOBOJACTBA IIO
criequUKaUsIM:  UCTBITAHUS W KPUTEPUU  IIPUEMIIEMOCTH  JJIs
JIEKAPCTBEHHOI0 PACTUTEIBHOTO CHIPBS, PACTUTENbHBIX (apMaleBTHYECKUX
CyOCTaHIMi ¥ JIeKapCTBEHHBIX PACTUTENBHBIX MPENaparoB (JIEKapCTBEHHBIX

PacTUTEJILHBIX MTPETapaToB ¢ YIPOIIEHHBIM PETUCTPAIIMOHHBIM JIOCHE).
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3. KOHTpOHL KayeCTBa BCIIOMOIaTCJIbHBIX BCILICCTB

29. BcrnomorarenabHble BelIeCTBAa, B TOM 4HCIe J00aBiiseMble B
npouecce IPOU3BOACTBA PACTUTENbHBIX (hapMalleBTHUYECKUX CyOCTaHLMIH,
cJie[lyeT OINUCBHIBATH B COOTBETCTBUM C TpeOOBaHUSAMH K MOJYIHO 3,
yKa3zaHHbIMHU B pazjene 3 yactu | npunoxxenus Ne 1 k IlpaBunam, Bkitouas
HEOOXOIMMOCTh COOTBETCTBHS (papMakKOMEWHBIM CTaThsIM (MOHOTpadUsIM)
dapmakonen Coro3a WK (papMakoIesM rocydapcTB-4iIeHOB. B oTHoleHun
HOBBIX BCIIOMOTaTEJIbHBIX BEHIECTB HEOOXOAUMO IMpPEeNCcTaBUTh HOAPOOHYIO
MH(OPMaLMIO Kak Uil aKTHMBHOM (apManeBTHUecKON cyOcTaHIMM (pasnen

3.2.S mpunoxenust Ne 1 x [IpaBunam).

VIIL KOHTpOJH)HI)Ie HUCIIBITAHHUA Ha ITPOMEKYTOYHEBIX CTAAUAX IIpoLecca
[IPOHU3BOACTBA JICKAPCTBCHHOT'O PAaCTUTCIILHOI'O IIpCIIapara

30. HeobxonuMo mpeAcTaBUTh MOApoOHYI0 HHpopMaiuio 060 Bcex
KOHTPOJIBHBIX HCIBITAHUSIX C OMNMCAHHUEM AHAJIUTUYECKMX METONUK H
yKa3aHUEM JONMyCTHMBIX IpelenoB (HOPM) Ha KaXAOH NPOMEXYTOUHOH
CTaguy MPOU3BOACTBEHHOTO TIpoliecca, OCOOEHHO, €CIM O3TH HCIbITaHUS
HEBO3MOXKHO TIPOBECTHM Ha TOTOBOM JIEKAPCTBEHHOM pPacTHUTEIHHOM

mpemnapare.

VIII. KoHTpOo/bHBIE UCIIBITAHUS JIEKAPCTBEHHBIX
PaCTUTEIBHBIX IIPENapaToB

31. JlaHHBIH pa3gen JOJDKEH H3jararbCs B COOTBETCTBHM  C
PYKOBOJCTBOM TI0 CHEH(DUKAIINAM: UCIBITAHUS U KPUTEPUU MTPUEMIIEMOCTH
JUIS JIeKapCTBEHHOTO PacCTUTEILHOTO CBIPBS, pPaCTUTEILHBIX

dapmaleBTHUeCKUX  CyOCTaHIMH M JIGKAPCTBEHHBIX  PACTUTEIBHBIX
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npenapaToB (JeKapcTBEHHBIX PACTUTENBHBIX MPENapaToB C YMPOUICHHBIM
peruCTPalMOHHBIM JIOChE).

32. AHanuTHUeCKHe METOAMKH MOJDKHBI OBbITh BaJMJAMPOBAHBI B
COOTBETCTBHH C PyKOBOJICTBOM IO BAIHIAIIUH aHATUTHYCCKUX METO/THUK.

33. KoHTpoJiIbHBIE HCHIBITAHUS JIEKAPCTBEHHOTO  PACTUTEIBHOTO
mpemapata  JOJOKHBI  obDecrneuyrBaTh  BO3MOXKHOCTH  OTIpEIesIeHHS
KaueCTBEHHOT0 U KOJMUECTBEHHOTO COCTaBa AEHCTBYIONIETO (JeHCTBYIOIIHX )
BelecTBa (BewlecTB). HeoOxoqumMo mpeAcTaBUTh crielUPUKALNIO, KOTOpasi
MOXKET TpelycMaTpuBaTh HCIOJIL30BaHHE MapKepoB, €Clid B COCTaBe
JIEKapCTBEHHOTO PACTUTEJILHOTO Tpernapara HE YCTaHOBIEHB KOMIIOHEHTHI C
W3BECTHON TepamneBTUYECKOH aKTUBHOCTHIO. KOMIIOHEHTH C W3BECTHOM
TE€pPaneBTUYECKON aKTHBHOCTHIO, BXOJMSIIHE B COCTaB pPACTHTEJIbHOM
dapmaneBTUYeCKON cyOcTaHIIUU, HEOOXOAUMO BKJIIOYUTH B CHelU(UKAIIHIO
U KOJHMYECTBEHHO ONpeNesuTh uX. JlJis JieKapcTBEeHHBIX pPAaCTUTEIIBHBIX
MperapaToB C YHPOIICHHBIM PErHCTPALMOHHBIM JOChE, B COCTaB KOTOPBIX
BXONST BUTAMUHBI H (WJIH) MHHepajgbl, HEOOXOJAMMO BKJIIOYHTL B
crielM(pUKaIIIo U yKa3aTh Colep)kaHue BUTAaMHUHOB U (MJTH) MUHEPAJIOB.

34. Ecnu 7nexkapCTBEHHBIM pacTUTENBHBIM Mpemapar COHEPIKUT
KOMOHWHAITHI0O HECKOJBKHX BHIOB pPAaCTUTENBHBIX  (DapMaleBTUUECKHUX
cyOcTaHIIMi, W HET BO3MOXHOCTH OIPENEIUTh COJASPKaHHE KaXJaoro
JIEHCTBYIOILIEr0 BeIlecTBa, TO JOMYyCKaeTcs CYyMMapHOe KOJIMYECTBEHHOE
oTpejieieHre HECKOJIbKUX MeHCTBYIOMMX BelecTB. HeobxoauMocTs Takoro
MeTO/ia KOJIMIECTBEHHOTO ONpeieieHusl JoJKHA OBITE 000CHOBaHA.

35. Ecnu HeT wWHBIX OOOCHOBaHWH, TO MJs TOATBEPKICHUS
MUKpPOOUOJIOTUYECKON YUCTOTEI ClelyeT PYKOBOJCTBOBATLCS KPUTEPUSIMH,
npuBeneHHbiMu B @apmakonee Coroza. YacToTy mpoBedeHUS HCTBITAHUN

HEOOX01MMO 0OOCHOBATD.
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IX. UcnbiTanus cTaOUIbHOCTH

36. DTOT paznen JOJDKEeH M3JIaraTthbCs B COOTBETCTBUU C TPEOOBAHHUSIMU
K  HCCIEJOBAaHUIO  CTAOMIIBHOCTH  MpENaparoB U3  JIEKAPCTBEHHOTO
PacCTUTEJILHOTO CHIPbS, yTBepkKaaeMbiMu Komuccuei.

37. IlockonbpKy pacTUTeNbHAs papMalieBTUUYECKast CyOCTaHIIMS B 1I€JIOM
paccMaTpuBaeTcsl Kak JEHCTBYIOIEE BEIIECTBO, TO MPOCTOE OIMpelesieHHe
CTaOMIBHOCTH KOMIIOHEHTOB C M3BECTHON TEpPaNeBTUUYECKON aKTUBHOCTHIO
SBIISIETCS HENOCTAaTOUHbIM. Ilo Mepe BO3MOXKHOCTH, ClEeIyeT TaKxke
MOATBEPAUTE CTAOWJIBHOCTh JPYTHX BEILECTB, MPUCYTCTBYIOIIUX B
pacTUTeNBEHON (apMalrieBTUUYECKON CyOCTaHIIMM, HampuUMep, C IOMOIIbIO
COOTBETCTBYIOLMX XapaKTePUCTUUYECKUX XPOMAaTorpaMM (METOJ «oTIedarka
najbia»). HeobOxoaumo Takxke TMOATBEPAUTh, HYTO HMX OTHOCHUTENILHOE
coJlepKaHhe OCTaeTCs COMOCTABUMBLIM C HCXOOHOW XapaKTepHUCTHYECKOH
XpOMaTorpaMMOH.

38. Ecau nekapCTBEHHBIM pacTUTENbHBIM Mpenapar COAEpPXKHUT
KOMOHMHAIIMIO HECKOJIBKMX BHIOB PACTUTENBbHBIX (hapMalleBTUUECKUX
cyOcTaHIMi, a OmpeAensTh CTaOMIBHOCTh KaXAOro JIEHCTBYIOILIETO
BEIIECTBA  HE  MPEICTaBNSETCS  BO3MOKHBIM, TO  CTaOWJIBHOCTH
JIEKapCTBEHHOT0  TpernapaTta cleAyeT yCcTaHaBJIMBaTh C  ITOMOIUIBIO
COOTBETCTBYIOIIUX XapaKTePUCTUUECKUX XPOMATOrPaMM, COOTBETCTBYHOIITHX
METOJIOB CYMMapHOTO KOJMYECTBEHHOTO OIpeneieHus, (U3HIECKUX,
OpPTaHOJENTHIECKHX U APYTHX COOTBETCTBYIOIMX HCTBITAaHUH. [IpurogHocts
UCIBITAaHUHN JOJIKHA OBITH 000CHOBAHA 3aBUTENIEM.

39. Eciu HeT UHBIX 000CHOBAHUM, TO JJIsI JIEKAPCTBEHHBIX MIpenapaTos,
CONlepKalUX  pacTHUTENbHYI  (apMalleBTHYEeCKyl0  CyOCTaHIMIO ¢

KOMIIOHEHTAMHM C H3BECTHOM TepaHeBTI/IquKOﬁ AKTHBHOCTBHO, OTKJIOHEHHE
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COJlepKaHUsl ITUX KOMIIOHEHTOB Ha MPOTSDKEHHWH MpeiaraeMoro cpoka
TOAHOCTM HE JIOJDKHO MpeBBIIATh +5% OT 3asBICHHONH BEJIMYHHBI
KOJIMYECTBEHHOI0  ompexenieHus. s JieKapcTBEHHBIX — MPENapaTos,
COZEPKAINX PACTUTEJIbHYIO (PapMalleBTUUECKYIO CyOCTaHIMIO, B KOTOPOM
KOMITOHEHTBI C U3BECTHOMN TepalneBTHUECKOH aKTUBHOCTHIO HE YCTAHOBIICHBI,
CUMTAETCS IpPUEMJIEMBIM OTKIIOHEHHE COJepKaHusl MapkKepa B TedyeHUE
npemyaraeMoro cpoka rogHoctu +£10% or HavyaJbHOW BEJIMYMHBI, €CJIM He
000CHOBaHO MHOE.

40. B cinyvae JIeKapCTBEHHBIX pACTUTENBHBIX TMpemapaToB ¢
YIPOLIEHHBIM PETUCTPALMOHHBIM J0ChE, COJEPXKALUX BUTAMHHBI M (HIJIN)
MUHEpAJIbl, CJIEAYeT NOATBEPAUTH CTAOUIBHOCTh BHUTAMHMHOB W (WUIIH)

MUHEPaoB.

* 3HaueHust «a»y U «b» UM «X» U «y» JODKHEI OBITH OOOCHOBAHEI

3AsABUTCIIEM.



[MTPHUJIOXXEHUE

Kk PykoBozicTBY 1o KauecTBy
JIEKapCTBEHHBIX PACTUTEIbHBIX
IpenaparoB

YKA3ZAHUS
10 COCTABJIEHHIO IPYNNHPOBOYHLIX HAMMEHOBAHHH
JJIS JIEKAPCTBEHHBIX CPEACTB PACTHTEIBLHOIO MPOUCXOMKACHHUS

1. Jlnst nexkapcTBEHHBIX PACTUTENBHBIX MIPEnapaToB, NPEACTABISIFOIUX
co0oii (hacoBaHHOE JIEKAPCTBEHHOE PACTUTENILHOE ChIPhE, M JIEKAPCTBEHHBIX
pacTUTENIbHBIX MpEenapaToB B JIEKapCTBEHHOM (opMe «rpaHyIbl pe3aHo-
[IPECCOBAHHBIEY, IPOU3BEIECHHEBIX U3 JIEKAPCTBEHHOI'O PacTeHMsI OJHOTO poja
(MOHOKOMITOHEHTHBIE ~ TIpemapathl), TPYNINUPOBOYHOE  HAUMEHOBAHHE
(GopMupyeTcss M3 POJOBOTO W BHJOBOI0 HAMMEHOBAHHH IPOH3BOJAIIECTO
pacTeHHsl Ha PYCCKOM SI3bIKE B COYETAHUM C yKa3zaHHEM MOPQOIOruuecKoit
IpyIIBl  KCIOJAB3YEMOH 4YacTH  pacteHus (Hanpumep, «KaneHmaynsl
JIeKapCTBEHHOU LIBETKUY», «3Bep0o00s MPOABIPSBICHHOTO TPaBay).

2.Ecim i OpoM3BOACTBA  JIEKAPCTBEHHBIX — PACTUTENIBHBIX
[IpEernaparoB, MPEACTaBISAIOIUMX (acOBAHHOE JIEKAPCTBEHHOE PACTUTEIIBHOE
CBIpbE, COOTBETCTBYIOIIEH (apMakomelHoW cTaThed MPeayCMOTPEHO
UCII0JIb30BAaHHE HECKOJIbKUX BUIOB OAHOI'O M TOI'O € pOoAa IPOU3BOJISIIETO
pacTeHHUs], IPYNIUPOBOYHOE HAMMEHOBAHKHE B TaKUX ciydasix (Gopmupyercs
TOJIBKO M3 €r0 POJOBOr0 HAMMEHOBaHUs (Hanpumep, «bosipbIIHUKA TITOABIY,
«bosipBILIHMKA LIBETKHY).

Ecin pasHble BUIBI JIEKAPCTBEHHOTO PACTEHUSI, OTHOCSIIErocs K
OJITHOMY M TOMY € poJy, OOyClaBJIMBAIOT TMOJy4YeHHE JIeKapCTBEHHBIX

IpenapaToB ¢ pa3HbIM CIEKTPOM (GapMaKoJIOTMUecKoro JeHCTBUS, B
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IPpYNIIMPOBOYHOE HAWMEHOBAaHHE, IIOMHUMO pPOJIOBOTO, MJOJIKHO OBITh
BKJIIOUEHO BHJIOBOE HAMMECHOBaHHME MPOM3BOJAIIETO PacTeHHs (Harpumep,
IUIsL  JIEKAPCTBEHHBIX PACTUTENIBHBIX TMPENnapaTroB, IPOHU3BOAUMBIX W3
JIEKAPCTBEHHBIX PACTUTENBHBIX CPEICTB C OJMHAKOBBIM POJIOBBIM Ha3BaHHEM
(«I'open»), HO obragaroMX Pa3IUYHBIM (HapMaKOJIOTHUECKHM JeHCTBUEM:
«l'opua mnepeunoro (BoxsHoro mepna) TpaBa» — ¢ TI'eMOCTATHYECKHUM
neiicreueM u «l'opua nruusero (Cropselma) TpaBay — € AMYPETHUECKHM
JEUCTBUEM B I'PYNIHMPOBOYHBIX HAaMMEHOBAHUAX HEOOXOAMMO YKa3bIBAaTh H
BU0BO€e HasBaHue: «['opia mepedHoro tpaBa» — B mepBoM ciyuae, «['opua
ITUYLErO TPaBa» — BO BTOPOM cllydae).

3. Ecim B cocraBe JEKapCTBEHHOIO CpEACTBA PACTHTEIBHOIO
[IPOMCXOXKAECHUSI BBIIENIEH B KadyecTBe aKTHUBHOTO KOMIIOHEHTa KOMILIEKC
OIPEIEJICHHON Ipynnbl OMOJOTHYECKH aKTHBHBIX BEIIECTB OJIMHAKOBOI'O
(papMaKoJIOrH4ecKOro JAeHCTBUS, TO TIPYNIHPOBOYHOE HAMMEHOBAHHE
(GopMupyeTcsi ¢ HCIOJNB30BaHHEM pPOLOBOTO M, IPH HEOOXOIHMMOCTH,
BUJOBOI'O HAaWMEHOBAHHWE IMPOU3BOJIAIIETO PACTEHHS Ha PYCCKOM S3LIKE B
COYETaHWH C HAUMEHOBAaHUEM U3BIEKaeMOH CyMMBbI OHOJOTHYECKH
aKTHBHBIX BELIECTB (HApuUMep: /ISl JIEKApCTBEHHOTo cpejctBa «DiaMub»
TPYIIIMPOBOYHOE HAMMEHOBaHHE OyaeT ompenensthes kak «beccmeprHuka
[IECYAHOr' 0 IBETKOB CyMMa (hJIaBOHOHJIOBY ).

4. Ecnu B cocTaBe JIGKAPCTBEHHOTO CPE/CTBA B KaueCTBE aKTHBHOTO
KOMIIOHEHTA  BBIJEJIEHO HWHAUBUIYaJbHOE BEIIECTBO  PACTHUTEILHOIO
IPOUCXOXKIEHUSA, TO TIPYNIUPOBOUHOE HaWMEHOBaHHE (HOPMUPYETCS C
MCITOJIE30BaHMEM MEXK/[yHAapOJHOIO HEMAaTeHTOBAHHOTO HaUMEHOBaHuUsl (TIpH
HAJIM4YMK) TPYNIUPOBOUYHOTO HAUMEHOBAHHUS (XMMUYECKOrO HAWMEHOBAHUS)
BBLIJEJICHHOIO  WHJMBUJYaJbHOTO  KOMIIOHeHTa  (Hampumep, I
JIEKapCTBEHHOI'0  CpPEelCTBa, cojepxaiiero OmoQIaBOHOMI  AMOCMMH,

rPYNIHUPOBOYHOE HAUMEHOBaHUE OyAeT ONMpeaesIThCs KakK «JIHocMun»).
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5. JInst mexapcTBEHHBIX CPEICTB B JIEKAPCTBEHHOU OopMe «HACTOUKHY,
«IKCTPAKThl ~ JKHUJKHUE»,  «COKM»,  TIpYNIMPOBOYHOE  HAMMEHOBaHHE
(GopmupyeTcsi ¢ HCINOJb30BaHMEM pOJIOBOIO M, MpPH HEOOXOJUMOCTH,
BHUJIOBOTO HAaWMEHOBAHMS IPOU3BOJSIIEIO PACTEHUs Ha PYCCKOM S3BIKE B
COYETAaHUM C Ha3BaHMEM MOP(QOJIOrHYecKOd TIpyMIbl YacTH pAaCTEeHUs B
COYETaHMH C Ha3BaHMEM MOJIyYEHHOIO MPOAYKTa (HACTOMKA, 3KCTPAKT, COK):

a) JJis JIEKApCTBEHHOTO Ipernapara C TOProBbIM HaWMEHOBAaHUEM
«Banepuanel HacTolika» TpPyNIHPOBOYHOE HAMMEHOBAHME JOJDKHO OBITh
yKazaHo Kak «BamepuaHbl J1eKapCTBEHHOM KOpHEBHIIA C  KOPHSIMU
HaCTOMKay;

0) nOns JeKapcTBEHHOrO IpernapaTa ¢ TOProBBIM HaWMEHOBaHUEM
«PoMalllKi 3KCTPaKT KUILKUI» IPYNIUPOBOUYHBEIM HAUMEHOBAHUEM JOJIKHO
ObITh «POMaIllky anTeYHOU IBETKOB SKCTPAaKT.

6. Hust cOopoB W JApYyrux MHOTOKOMIIOHEHTHBIX JIEKApCTBEHHBIX
npenapaToB, IOJYUYEHHBIX Ha OCHOBE DPACTUTEILHBIX (hapMaleBTUUYECKUX
cyOcTaHIMH, TpyNIUPOBOYHOE HAMMEHOBAaHHME COCTABISETCS U3 HX
rPYIIKAPOBOYHBIX HAWUMEHOBAHUH, PACOJIOXKEHHBIX B aln(aBUTHOM MOPSIKE
co 3HakoM «t». Ilpy o>3ToM ecnMm B KadyecTBe  pPACTUTEIBHON
(papmaneBTHYECKON CyOCTaHIIMHM HCIIONB3YETCsS HACTOMKA, SKCTPaKT, COK U
T.I., TO JJIsl Takoil CyOCTaHIIMU TpyHNIHUPOBOYHOE HAUMEHOBAHHWE OJDKHO
COCTOSITh M3 POJOBOTO (MpH HEOOXOJUMOCTH M BHUJIOBOTO) HAMMEHOBAHUSI
JIEKapCTBEHHOTO pacTeHHs (YKa3aHHOIO Ha PYCCKOM SI3bIKE) B COUETAHUHU C
Ha3BaHUEM «IOJIyYEHHOTO MPOIyKTa» (HaCTOHKA, SKCTPAKT, COK U Jp.).

Hanpumep,

a) ISl IperapaTa ¢ TOPrOBBIM HaWMeHOBaHWEM «BuTaMUHHEIN cOOp
Ne 2», cocrosimero U3 HM3MENbYEHHBIX INIOLOB KYCTApPHUKOB pa3IH4HBIX

BHJIOB IIIUIIOBHUKA M IEJbHBIX TUIOJOB pPsIOMHBI, TPYNINHPOBOYHOE
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HauMEHOBaHME JOJDKHO OBITh IPEACTAaBICHO B pelJakUud «PsOuHbl
0OLIKHOBEHHOH 11710/161 + I1IMIIOBHYUKA TITOBIY;

0) juist Ipeniapata ¢ TOProBeIM HaUMeHOBaHueM «IpyaHOM coop Ne 1y,
COCTOSILETO U3 KOPHEH asTest IEKAPCTBEHHOTO U aliTesl apMSIHCKOTO, JINCTHEB
MaTh-U-Mauyexu U TPaBbl IYIIHLEl, IPYNIUPOBOYHOE HAUMEHOBAHHE JOJIKHO
OBITH NPENCTABIEHO B PeaKiuu «Asrest KOpHU + JIyIIHIEl O6BIKHOBEHHOI
TpaBa + Marb-u-mauexu 0ObIKHOBEHHON JIUCTHSIY.

B) Ul JIEKAPCTBEHHOTO Mperapara ¢ TOProBbIM HAWMEHOBAHHEM
«JlaHziBIICBO-BANIEpHAHOBBIE  KAIUM, KAl Uil IpHeMa BHYTPbY,
COCTOSIIIETO M3 JIAHABINIA  HACTOMKM W BaJepuaHbl  HACTOMKW,
TPYNIIMPOBOYHOE HAUMEHOBaHUE OyneT hOpMHUPOBATHCS 10 HAUMEHOBAHUIO
aKTHBHBIX KOMIIOHEHTOB — «BajiepuaHel JIeKapCTBEHHOW KOPHEBHIN ¢
KOPHsIMUA HacTokKa + Jlanasina TpaBel HACTOMKAY.

) [Uis JIEKapCTBEHHOIO [Ipenaparta C TOPrOBBIM HaWMEHOBAHHEM
«llepTyccuH cHpom», B COCTaB KOTOPOro BXOAST Yabpema SKCTPaKT KHIKUIA
M Kanus OpOMHMJ, TpYNIMPOBOYHEIM HAMMEHOBAHHMEM OYIET CIYKUTE
coueranue «Kasust Opomus + TuMbsIHA [OI3yYero TpaBbl SKCTPAKTY.

7. Ecin 1u1st NpoM3BOJICTBA JIEKAPCTBEHHOTO TIPENapaTa UCIOIb3y0TCs
(bapmaneBTHueckue  cyOCTaHIMM  PACTHTENBHOrO IIPOUCXOXKIACHUS,
a  TaKke  CyOCTAHUMHM ¢ TIPUCBOCHHBIMH  MeXIYHAPOIHBIMH
HENaTeHTOBAaHHBIMU HAaUMCHOBAHUAMU, IIPU MX HAJIUYUHU (TPYIIIMPOBOUHBIM
HaUMCHOBAHMEM, XMMHMYECKUM HaHMEHOBAHMEM), TO TIPYIIHUPOBOYHOE
HaHMEHOBAHUE  JICKAPCTBEHHOr0  Ipenapara JOJDKHO  COCTOSTH M3
FPYNNUAPOBOYHBIX ~ HAHUMCHOBaHMH  ()apMalleBTHYECKUX  CcyOCTaHLUM
PacTUTENILHOTO TMPOUCXONKIECHUS U MEXAYHAPOIHOIO0 HEAaTeHTOBAHHOIO
HauMEHOBaHMS (TpyIIIUPOBOYHOIO HaMEHOBaHMS, XUMUYECKOTO
HAaUMEHOBaHHs) (apMalleBTUYECKUX CyOCTaHIMH, pACHONIOKEHHBIX B

aJI(paBUTHOM TOPSIZKE YEPE3 CUMBOI «+.



