EBPABUMCKAS DKOHOMUYECKAS KOMUCCHUSI
KOJUIEI'USA

PEKOMEHIAIIMU S

«17» masg 2022 r. Ne 20 r. Mocksa

O PykoBojcTBe 110 yKa3aHHIO HANMEHOBAHHS H COAEPIKAHMIS
JIEKAPCTBEHHOI'0 PACTHTEIBHOTO ChIPbSl, PACTHTEbLHBLIX
(hapmManeBTHYECKUX cyOcTaHIUIl (TpenapaToB HA OCHOBE

JEKAPCTBEHHOI'0 PACTHTEILHOI0 ChIPhsI) B 001 el XapaKTepHCTHKE
JIEKAPCTBEHHOI 0 NIpenapara JJisi MeHIIHHCKOI 0 IIPUMEeHeHH s,
HHCTPYKIUH [0 MeJHUUHCKOMY NPUMEHEeHHI0 (JINCTKe-BKJIaIbIIIe)
1 MAPKHPOBKE JIEKAPCTBEHHOI0 PACTHTEILHOI0 Mpernapara

Komnerna Espasuifckolf 3KOHOMHUYECKOW KOMHCCHHM B COOTBETCTBHH
co crareedt 30 JloroBopa o EBpasuiickoM 5KOHOMHYECKOM COMO3e
or 29 mag 2014 ropga, myHkTOM 3 CTaThW 3, MOMIYHKTAMH «a» U «BY»
IIyHKTa 2 cTarbu 4, ctatbeil 7 U MyHKTOM 3 crateu 8 Coramesus 0 e quHbIX
NPUHLIUIAX W IpaBuiax oOpallleHHs! JIEKapCTBEHHBIX CPEICTB B paMKax
EBpasuiickoro sKoHOMUYECKOro coro3a oT 23 nexkabps 2014 rona,
a TaK)Xe B Le/sX IapMOHM3AIMM TpeOOBaHUN K YKa3aHHIO HAMMEHOBAHMSI
H COJIEpIKaHWs JIEKAPCTBEHHOIO PACTUTEIBHOIO ChIPhS, PACTHTEILHBIX
(papmanesTuueckux cyOcTaHOMU (IIpernapaToB Ha OCHOBE JIEKAPCTBEHHOIO
PacTUTENBHOIO  CBIPbsl) B OOIIEH  XapakTepUCTHKE JIEKAPCTBEHHOI'O
npenapara jijiss MeJIMIMHCKOTO MPUMEHEHUs, MHCTPYKIMH 110 MEAUIIMHCKOMY
NPUMEHEHMIO  (JIMCTKE-BKIIAJbILIE) M MapKHPOBKE  JIEKAPCTBEHHOI'O
PacTUTEIIBHOTO penapara, yCTaHOBIIEHHBIX 3aKOHO/IaTEIIbCTBOM

rocyaapcTB — 4JICHOB EBpaBHﬁCKOFO SKOHOMMUYECCKOI'O COKO34a,
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pPeKOMEeHAYeT rocyjapctsam  —  wie"Ham  EBpasuiickoro
HKOHOMMYECKOI0 COI03a 110 MCTEUYEHHH O MECSILEB C JaThl OIYOJUKOBAHHS
Hacrose PexoMenjpanum Ha opuUManibHOM calite EBpasmiickoro
OKOHOMHYECKOI'0  COI03a  IPUMEHSITh  PyKOBOACTBO IO yKa3aHMUIO
HAaUMCHOBAHKMS M COJEPIKaHUs JIEKAPCTBEHHOI'O PacTHTENLHOIO ChIPhS,
PACTUTENIBHEIX (papMaleBTUUECKUX CyOCTaHIMH (IpernapaToB Ha OCHOBE
JIEKAPCTBEHHOI'0  PACTUTEILHOIO  ChIpbsi) B OOWIEH  XapaKTepUCTHKE
JIEKAPCTBEHHOI'O Iperapara il MEJUIIMHCKOIO TPUMEHEHHS, WHCTPYKITHH
0 MEJUUMHCKOMY TIPUMEHEHHMIO (JIMCTKE-BKIIAJABINIE) M MAapPKHUPOBKE

JICKApPCTBEHHOT'O PACTHUTEJILHOI'O IIpeTiapaTta COIIaCHO ITPHIIOKEHHUTO.

[Tpencenarens Komieruu

EBpazniickoil 5KOHOMUAYECKOW KOMUCCH \5)

]‘ M. MsICHUKOBHY
W H



[TPUJIOXXEHWE

Kk Pexomennarmmm Koserun
EBpasuiickoi 9KOHOMIYIECKOH KOMUCCUU
or 17 mast 2022 r. Ne 20

PYKOBO/JACTBO
N0 YKa3aHHI0O HAMMEHOBAHHUS U COAePIKAHUSI JIeKAPCTBEHHOTO
PACTHTEBLHOTO CHIPhSl, PACTUTEILHBIX (papMaleBTHYECKHX CY0CTaAHIHI
(mpenapaToB Ha 0CHOBE JIEKAPCTBEHHOI'0 PACTHTEILHOI0 CHIPhS)

B 001Iel XapaKTepHCTHKE JTeKapPCTBEHHOI0 Mpenapara st
MeIUIIMHCKOTr0 NIPHMeHEeHHs, HHCTPYKIUHU 110 MeIHIIHHCKOMY
NPUMEHEeHHIO (JIMCTKe-BKJIAIbIIIe) U MAPKHUPOBKE
JEeKAPCTBEHHOI'0 PACTUTEJILHOTIO Ipenapara

I. O61mue monoxeHus

1. Hacrosiee PykoBOZCTBO COMEpKUT peKOMEHIAWK 10 YKA3aHHIO
HaUMEHOBAHMSI M COJIEPXKAHUS JICKAPCTBEHHOI'O PACTUTENIHHOIO ChIPhS,
pacTUTENbHBIX (hapMalleBTHYECKUX CyOCcTaHiuil (1penapaToB Ha OCHOBE
JIEKApPCTBEHHOTO  PAaCTUTEJbHOIO  CHIPBs) B o0mIedl  XapakrTepucTuke
JICKAPCTBEHHOI'O TIperapara Jils MeJULIMHCKOIO MPUMEHEHUs, MHCTPYKIUU
10 MEJIMIMHCKOMY [PUMEHEHHUIO (JIMCTKE-BKJIAJBINIE) W  MapKUPOBKE
JIEKApPCTBEHHBIX PaCTHTENIbHBIX PEIapaToB.

2. Hacrosimee  PyKOBOACTBO — NPUMEHSIETCST  [PU  HOATOTOBKE
pPETUCTPAIHOHHOTO JIOChe U SKCIepThuse 0e3omacHocTH, dGGEKTUBHOCTH U
Ka4ecTBa JICKAPCTBEHHBIX PACTUTENLHBIX IIPEIIapaToB JUIsl UX PETUCTPAIUN B
cooTBeTCTBUM C llpaBuiiamm perucTpanvy M 5KCHEPTHU3LI JIEKAPCTBEHHBIX

HpeIlapaToB A MEAUIMHCKOTO IIPUMCHEHMS, YTBEPIK/ICHHBLIMK Pemenuem
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Cosera Eppasuiickoil skonommudeckoit komuccuu ot 3 Hosiopst 2016 1. No 78,
B TOM YHCJI€ B OTHOILICHHH JIEKAPCTBEHHLIX PACTUTENBHBEIX IPENapaTtoB ¢
YIPOIIEHHBIM PETUCTPALMOHHBIM JIOCHE.

3. Hacrosiiee PykoBoacTBo yBsizaHo ¢ TpeOOBAHUSIME K MHCTPYKLIUH
[0 MEJIMIIUHCKOMY IIPHMEHEHHIO JIEKAPCTBEHHBIX IMpernapaTtoB u oOIei
XapakTepUCTHKE  JIEKAPCTBEHHBIX  MperaparoB  JUIST  MEAUILMHCKOTO
NpuUMeHeHus,  yTBepxieHHbiMH  Pemennem  CoBera  Empasumiickoii
DKOHOMHYECKOH Komuccuu oT 3 HosiOpst 2016 1. Ne 88, TpebGomanusimu
K MapKHUpOBKE JIEKAPCTBEHHBIX CPEJICTB ISl MEAULUHCKOTO MPHUMEHCHUS U
BETCPHUHAPHBIX JIEKAPCTBEHHBLIX CPEACTB, YTBEPIKACHHBLIMU PelneHneM
Cosera EBpasuiickoli 5KOHOMHYECKO# Komuccnu oT 3 Hostopst 2016 1. Ne 76,
1 PyKOBOJICTBOM 10 Ka4ecTBY JIEKAPCTBEHHBIX PACTUTCIBHBIX MPENApaToOB
(mpuntoxkenne k Pexomennmammu Kosutermn Eppasuiickoif 9KOHOMEHUYECKOM

komuccun ot 10 masg 2018 . Ne 6).

I1. Vkazanue HauMeHOBaHMs U CONEPIKAHUS JICKAPCTBEHHOIO PACTUTEIILHOTO
ChIPbst, PACTUTENLHBIX (PapMaleBTHUECKUX cyOCcTaHIui (penapaTtos Ha
OCHOBE JIEKAPCTBEHHOI'O PACTUTEIBHOIO CHIPBS) B OOIIEH XapakTepUCTUKE
JEKApCTBEHHOIO IIperapara JUisi MeJIMIUHCKOr0 IPUMEHEH s

4.00mas  XapakTepucTHKa  JIEKApCTBEHHOrO  mperapara  JuLs
MEJIMIIMHCKOTO  MPUMCHECHHS  CONEPKUT OPUUMATBHYIO WH()OPMAIIKIO
O  JIEKapCTBCHHOM  Tpemapare  JUisi ~ MEJUIIMHCKOr0  NpUMeHEHus,
Npe/Ha3HAYeHHYIO JJIsi MEJIMIUMHCKAX PabOTHUKOB B IENIX MPaBUILHOTO
Ha3HAYCHH JIEKAPCTBEHHOTO TIperapaTa U KOHTPOJIS €ro IPUMEHEHHS.

5. VKazaHue HaMMEHOBAHUSl U COJAEPIKAHHUS AeHCTBYIOIIEro BelecTBa
(BelecTB) MpeyCMATPUBAET YKa3aHUe KAUECTBEHHOI'O M KOJIMUECTBEHHOIO
cocraBa Ha COUHUIY JO3MPOBAHMS, ENUHUIY OOBEMa WM MAacChl
JIEKapCTBEHHOTO PacTUTEILHOTO nperapara (rme PUMEHHUMO)

B COOTBETCTBUU C €TI0 JIEKAPCTBEHHOU (OpMOH.
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6.B nacrosimem pasjienie IpUBEJCHB! IIPUMEPHI CTAH/IAPTH30BAHHEBIX,
KBAaHTH(QUUUPOBAHHLIX  (MPUBEJCHHBIX) M TIPOYMX  PACTHTEBHBIX
(hapmarieBTdYeckuX cyOcTaHIui (MpernapaToB Ha OCHOBE JIEKapCTBEHHOT'O
PACTUTENILHOTO ChIPhS).

7.B  KaxIOM 1npuMepe NPUBOMITCH  CBEJEHHS 0 YKA3aHMIO
JICHCTBYIOIIEr0  BeIIECTBA  (BENIECTB) B COCTABE  JIEKAPCTBEHHOIO
pPacTUTENIbHOTO IIpenapara B pasjene 2 «KauecTBEeHHBINH M KOJIWUEeCTBEHH b
coctaB»  OOIIeH  XapaKTEePUCTHKH  JIGKAPCTBEHHOIO  PACTHTEJHLHOTO
npenapara.

8. Bcriomorarenbhple  BellecTBa, UCIHONbB3yeMBIE JUISL  JIOBEACHHS
(M1 CTaHIApTH30BaHHBIX  IIPENapaToB Ha  OCHOBE JIEKAPCTBEHHOI'O
PacTUTENLHOTO CRIPhS), APYrHe BCHOMOTraTeNbHbIC BellecTBa (HAlpuMmep,
BEIIECTBA-HOCHTCIN) — PEKOMEHJIYETCs  yKasblBaTh B TIOApAa3Jelie
«BcroMorarensHbpie  BelecTBay paznena 6.1 oOmei XapaKTepUCTUKH
JIEKapCTBEHHOTO PACTUTENBHOTO IIperapara.

OKCTpareHThl MOJJIENKAT YKA3aHWIO TOJBKO B pasielic 2 obuiei

XapaKTEPUCTHKH JIEKAPCTBCHHOT'O PaCTHUTCIIEHOTO penapara.

1. Ykasanne HaMMeHOBaHMs M CONEPIKAHNS JIEKAPCTBEHHOTO PACTHTENLHOTO
CBIPbSI Ml PACTUTEIIBHEIX (PapMaleBTHYECKUX CyOCTAHITHIA
B JICKAPCTBEHHOM PaCTUTEILHOM Iperapare

9./l JiekapCTBEHHBIX —PACTUTENBHBIX IPENAPATOB HA OCHOBE
MEJILHOr0  JIEBKAPCTBCHHOI'O0  PACTUTENBHOTO  CBIPLS,  M3MEbUYeHHbIX
PaCTUTEIBHBIX (PapMAIEBTHYECKNX CYOCTAHIME M IIOPOIIKA PACTUTENBHBIX
(bapmarieBTHUECKHX cyOcTaHImit YKa3bIBAIOTCSI CIIeIyIOIIINe
XapaKTePUCTUKH:

a) HANMEHOBAHUE HCIOJIB3YCMOr0  JIEKAPCTREHHOIO PACTHTENBHOIO

CBIPbSI;
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0) M3MEIBLUEHHOCTD JIGKAPCTBEHHOIO PACTHTENLHOTO ChIpbsl (LIeJIbHOE,
U3MENbUYCHHOE, MOPOLIOK), €CIIH ITPUMEHUMO;

B) COICPIKAHME JICKAPCTBEHHOTO PACTHTETFHOIO ChIPBL;

) HAUMEHOBAaHWE ¥  COJepKaHhe KOMIIOHEeHTA (KOMITOHEHTOB)
¢ M3BECTHOH  TEPANCBTUYECKOH  aKTHBHOCTBIO  (CTAHIAPTH30BAHHOE
JIEKaPCTBEHHOE PACTHTEIILHOE ChIPhE), €CIIH MPUMEHHMO;

J1) HAUMEHOBaHMEe U cojiepkanue (B BHIE JMaa3oHa) aKTHBHBIX
MapKepoB (kBaHTHQUITHPOBAHHOE (mpuBeieHHOE) JIEKapCTBEHHOE
PacTUTENHHOE CBIPBE), ECIIU TIPUMEHUMO.

10. Haumenoanwue JEKapCTBEHHOI'O PaCTUTENBHOIO CBIPbSI
(popMUpYETCST U3 POJIOBOTO U BUJIOBOTO HA3BAHUSI MIPOM3BOJISAIIEIO PACTEHUS
Ha pyCCKOM M JIATHHCKOM  $I3bIKAX B  COOTBETCTBHHM ¢  YACTHOMN
(bapmaxomneiinoii crareell  dapmakoren EBpasuiickoro skonommueckoro
coro3a, yTBepxeHHo# Pemennem Komnerun Eppasniickoii sxoHOMHUecKOi
Komucenu or 11 asrycra 2020 r. Ne 100 (mamee — dapmakones Coroza),
MH (papmaxonednoil cratheit (Momorpadueit) papmaxornei rocyJ1apcrB —
WIeHOB EBpasuiickoro sKoHOMHYECKOro coroza (mamee — rocyjapcTpa-
YICHBI) MO0 B MHOM Cllyyae yKasblBaeTcs OONIEHPUHSITOE HANMEHOBAHUE
JIEKapCTBCHHOI'O  PACTUTENBHOTO ChIphsl (B CKOOKAx) B COYSTAHHM C
yKazaHuem HCIIOJIb3YEMOH JacTu IIPOU3BOSIIECTO pacTeHust
(MOp(oIIOrMIecKoll TpyIIIBI) Ha PyCCKOM M JTATHHCKOM SI3BIKAX, A TAKIKE 1pu
HAJIM9MH COOTBETCTBYIOMIMX TPEOOBAHUH B 3aKOHOJATEIBCTBE TOCY[APCTBA-
WICHa Ha TOCYMAPCTBEHHOM s3BIKE I'OCY/apCTBA-ulleHa, HA TePPUTOPHH
KOTOPOro odparaercs n1eKapcTBeHHBIN pernapar.

I1.B crny4ae ecma juis TPOU3BOACTBA JIEKAPCTBEHHBIX PACTHTEIBHBIX
IIpCapaToB, COOTBETCTBYIOIHMX TPeOOBAHMAM YACTHON (hapMaKoICHHOI
cratbu @apmakomner Coro3a, a NpH OTCYTCTBHHM B Heil — (hapMakorelHbM

CTaTbsIM (papmakorneii rocynapcTB-UJIeHOB Ha PaCTUTENBHYHO



(GapmaneBTHYCCKYI0  CYOCTAHIHIO, IPEAYCMOTPEHO  HCIOJIB30BAHUE
HECKOJIBKUX BHJIOB OJHOTO M TOTrO € poja MPOU3BOISIIEIO pPACTEHHS,
HaUMEHOBaHHEe (OPMHUPYETCS TOIBKO W3 €ro POJOBOTO HAMMEHOBAHFS
(manpumep, HInnosuuk («Rosaen)).

12.B ciyyae HcHONb30BaHuMs OTHCIBHBIX BHIOB JICKapCTBEHHOTO
PaCTHUTEILHOIO  CBIPbS, PACTUTENBHBIX (apMaleBTHUCCKUX CyOCTAHITMI
(Hampumep, CTaHAAPTH30BAHHLIX, KBAHTU(DHIMPOBAHHBIX (IpUBeIEHHEIX))
MOTYT yKa3bIBaTbCsA JONIOJTHATEIbHEBIE CBEJ[EHMSI.

Ipumep. JlekapcTBeHHBIH pacTHTEBHEIN Npenapar COJIEPIKUT 1LIETTbHOE
JIEKapCTBEHHOE PACTUTENBLHOE ChIPhE.

B pasniene 2 obmieil xapakrepucTuky TeKapeTBEHHOIO PaCTUTENBHOI'O
nmpernapara yKa3blBaeTcs:

«Cocras: [llunosuuxa mioxs (Rosae fiuctus) 50 r.».

13.B  ciydyae ecnmu nekapcTBeHHBIH pacTUTENIbHBIH  Tpernapar
BBIITYCKAETCs B JICKApPCTBEHHOH (hopme cOOp, yKa3bIBAETCS HAMMEHOBAHHE
KQKIOI0 KOMIIOHEHTa, MNPENCTaBICHHOIO JIEKAPCTBEHHBIM pPACTUTEIbHBIM
CBIPLEM M (VIJTH) pacTUTENLHON (hapmalieBTudecKkolt cyberanimei, KOTOpoOe
c(OpPMHUPOBAHO M3 POJOBOIO M BHJIOBOTO HA3BAHHUIA ITPOU3BOISIICTO
pacTCHUs Ha PYCCKOM M JIATMHCKOM SI3BIKAX B COOTBETCTBHHU C YACTHOI
(hapmaxomeiinoii crarbeit ®apmakonen Coroza, a IIPU OTCYTCTBUM B HEH —
B COOTBETCTBUU € (papMaKOIEHHBIMH CTaThbIMH (apMaKoriei roCcyapcTB-
YJICHOB B COYCTAHMM C YKa3aHHEM HCIIOJIb3YeMOH YacTd IIPOM3BOISIIENO
pacTeHust (MOP(HOIOTHYECKOH T'PYIIBI) HA PYCCKOM M JIATHHCKOM A3bIKAX,
a TAKXKe MPH HAJIMYHAKA COOTBETCTBYIOIUX TPeOOBAHHMI B 3aKOHOMATENLCTRE
FOCY/lapCTBA-TICHA Ha TOCYJAPCTBEHHOM S3bIKE TOCYHApCTBa-ujleHa, Ha
TEPPUTOPHH KOTOPOro 0bpamiaeTcs JeKapCTBEHHbIN IIpenapar.

14. Eciu B cocTaB JIeKapCTBEHHOTO PACTHTETLHOIO npernapara BXOIUT

TOJIBKO  JIEKAPCTBEHHOE  PACTUTENIbHOE CHIpbe W (MIM) pacTHTeTbHAs
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(bapmaneBTHUecKas CyOCTaHIMS, TO KOIMYECTBO KOMIOHEHTOR BBIPAXKAIOT
B rpaMMax (I') WM MEJUIUTpaMmax (Mr).

Lpumep. JlexapcTBEeHHBII pacTHTENLHBIH Tperapar (cOop).

B pasjene 2 obuieli xapakTepHCTHKY TeKapCTBEHHOTO PacTHTENBHOIO
Ipernapara yKazblBaeTcsl:

«CocraB

100 r cbopa comepaxar:

Jlarmaatky  npsMocTOsidell  KOpHeBHIIA — M3MelbUYeHHbIC

(Potentillae erectae rhisomata) S 10T
IomopoxHrKa OOJBIIOrO JIUCThS H3MEIbUEHHBIE (Plantaginis

majoris folia) 28,01
Marp-u-mavexu mucThs usMmelnbuennsie (7ussilaginis Jarfarae

folia) 12,51
TricsuenvcTrka  OOBIKHOBEHHOTO —TpaBa HM3MeNbUYECHHAS

(Achilleae millefolii herba) 1251
[Mlandes nekapcTBEHHOIO JUCTBS M3MeEILUSHHBIC (Salviae

officinalis folia) 12,5 .

YKasaHue HaMMEHOBAHUS U COACPKAHKS CTAH[APTH30BAHHOIO
TIEKapCTBEHHOT'O PACTUTENLHOTO CHIPhs (PACTHTEIBHBIX (hapMaIeBTHUECKIX
cyOCTaHIMIA) B JIEKAPCTBEHHOM PACTUTETHHOM Iperapare

15.B nekapcTBeHHBIX TIpenapaTax Ha OCHOBE CTAaHJapTH30BAHHOTI'O
JICKapCTBEHHOI'O PACTUTEJBHOTO ChIPhs (CTAHAAPTH30BAHHBIX PACTUTEIBHEIX
(hapmareBTHIECKHX CyOCTAHIMI) COmepKaHne KOMIIOHEHTOB ¢ H3BECTHOM
TCPANEBTUIECKOH  aKTMBHOCTBIO B PaMKaX KPUTEPUEB IPUEMIICMOCTH
(IOTyCTUMBIX Tpefenax) MTOBOAUTCS 10 3aMaHHOTO COJlepXKaHUS TIyTEM
CMCINCHHUS CEPUH JIGKAPCTBEHHOTO PACTHTENBHOO ChIPhSl WM IIYTEM
JIOOABIICHUS K JICKAPCTBEHHOMY DACTHTENLHOMY CHIPBIO BCIOMOTATEIbHBIX
BEIIECTR.

16. Mndpopmarmro B pazgene 2 obuei XapaKTePUCTUKH

JIEKAPCTBEHHOTI'O PACTHTCIIEHOIO Inpelaparta LT JIEKApCTBEHHBIX
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NperapaTos, yKasaHHBIX B IyHKTe 15 Hacrosimero PykoBojcTsa,
PEKOMEHAYETCsI IIPEJICTABIIATE B CIENYIONIEM 00beMe:

) HAMMEHOBAHNE HCIIOJIB3YEMOIO  JIeKapCTBEHHOTO PaCTUTEIBEHOIO
CBIPbSI,  XapaKTEPUCTHKA  (DPH3HYECKOIO  COCTOSHMS  YKA3bIBAIOTCS
B COOTBETCTBUH C lojJpasyenom 1 pasjena Il Hacrosiero PykoBoacrsas

0) comepkanne  KOMIOHEeHTa  (KOMIIOHEHTOB) ¢ H3BECTHON
TEpaneBTUICCKON aKTHBHOCTBIO B COOTBETCTBYIOIIMX CIMHHLAX MACCHI
B OJIHOH J03€;

B) OKBMBAJIEHTHOEC KOJHYECTBO JEKAPCTBEHHOTO PACTUTENILHOTO ChIPhSI

(B BHJIe TMATa30Ha), ecliu IPUMEHHMO.

YkasaHne HaMMEHOBAHKS ¥ COJCPIKAHMUS KBAHTU(DHIIMPOBAHHOTO
(IIpHBEIEHHOT0) H3METBYSHHOTO ¥ MOPOIIKA JIEKAPCTBEHHOTO
PacTATENLHOTO ChIPbs (PACTUTEIBHBIX (DApPMAleBTHUCCKHUX CyOCTa i)

B JIEKAPCTBEHHOM PACTHTEIILHOM TIperapare

17.B mpenaparax Ha OCHOBe KBaHTH(UIMPOBAHHOTO (IIpUBEIIEHHOTO0)
M3MEILYCHHOrO M [OPOMIKA  JICKAPCTBEHHOIO  PACTHTENLHOTO  CHIPhSI
(pacTHTeNbHBIX (APMANEBTHUECKUX CyOCTAHIM) COACPKAHHE AKTHBHBIX
MapKepoRB JTOBOJUTCA [0 3aJaHHOTO JHAIa30HA.

18. [loBenmenue ocymecTBisiercs IIOCPEJICTBOM ~ CMELUEHUsS  Cepuid
JICKapCTBEHHOI'O PacTUTEITLHOTO CBIPBSI, HCII0JIB3YEMOI0 B
IIPOU3BOACTBEHHOM IIPOIIECCE.

19. Unpopmanuto B pasgene 2 obumiei XapaKTePUCTHKH
JICKAPCTBEHHOIO  PACTUTEIBHOTO  [pemapara Ui JIeKapCTBEHHBIX
IpenapaToB, yKa3aHHBIX B IyHKTe 17 Hacrosmero Pykosoncrsa,
peKOMEeHTyeTCsI IPEACTABIISITE B CIIEYIOIEM 0ObeMe:

HAMMEHOBAHME  MCIIOJIL3YeMOTO  JIEKAPCTBEHHOTO  PAaCTHTEIIBHOTO
CBIpbsSt — POJIOBOE M BHJIOBOC Ha3BaHMe MPOU3BOMSIIEr0 pPACTCHHS Ha

PYCCKOM M JIATHHCKOM SI3BIKaX B COOTBETCTBUM C YaCTHOM (hapmakoreitHoi
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crarbeit @apmakorien Coro3a, a PH OTCYTCTBHM B HEell — B COOTBETCTBHU ¢
(hapmMakoneHHBIME CTaThsIMU (hapMaxoIiei roCyJapCTB-4JI€HOB B COYETAHHHU
C  YKasaHMeM  HUCHOJB3YyeMOH  4YacTW  IPOM3BOJSINEIO  PACTEHHs
(MOP(hOTOTHYECKON TPYIIIIbI) Ha PYCCKOM U JIATHHCKOM SIBBIKAX, a TAKXKE TIPU
HaJIMYUKM COOTBETCTBYIOIIUX TPeOOBAHUN B 3aKOHOIATE/ILCTBE rocyJapcrna-
WICHA Ha TOCYJApCTBEHHOM s3bIKE I'OCY/IapCTBA-ulleHa, HA TeppUTOPUH
KOTOPOTro 0bparaeTcst 1eKapcTBeHHEIH TIpenapar;

XapaKTepUCTUKA (PU3MHCCKOTO COCTOSIHES (IPH HEOOXOIMMOCTH);

KOJIMYECTBO B COOTBETCTBYIOIIMX €IMHULAX MACCHI B OHOH J103¢;

HaMMECHOBaHWE M cojepxaHue (B Buje JIMaIa3oHa) aKTHBHBIX
MapKepoOB B COOTBETCTBYIONIMX CIUHHUIIAX MAacChl B OJIHOW 03¢ WU
9KBHUBAJICHTHOE COJIEPKAHNE JICKAPCTBEHHOTO PACTUTEILHOIO CHIPDSI.

HJ1st HETOKCHYHBIX OMOJOTHYECCKH aKTHBHBIX BEIECTB, CoLepIKaIIHXCsI
B JICKapCTBEHHOM pAcTHTEJIBPHOM TIperapare, JOIYCKAaeTcsl YKas3biBarTh
CONEPIKaHNEe aKTHBHBIX MapKepOB B pENaKlUW «HE MCHEE», a KOJHUYECTBO —
B COOTBETCTBYIOIIMX E€MHUIIAX MACChLI B OJTHOH 703€.

Lpumep. JloBenenue IIOCPEICTBOM CMELINBaHUs cepui
JIEKAPCTBCHHOT'O PACTUTEIILHOTO ChIPBSI.

Cocras (Ha 1 Tabnerky)

JelicTBylomue BelecTna:

Tepmoricuca JTaHIIETHOTO TpaBa
(Thermopsidis lanceolatae herba), mopomox 6,7 Mr, 49ro COOTBETCTBYET

0,08 — 0,12 w™Mr cyMmmsl
alKaJIoOnJI0B B Iiepecyere Ha
TEPMOIICHH

Hatpus rujpokapbonar 0,25 Mr

BenomoraresbHbIe BelecTBa:

Kpaxman xaprodelbHbIHA, Talbk
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B pasjene 2 o0wieit XapakTeprcTHKN TEKAPCTBEHHOIO PACTHTETBHOIO
perapara yKa3blBaeTcsl:

«l Tabnerka conepxur: 6,7 mr Tepmorcuca JaHIETHOTO TPaBbI
(Thermopsidis  lanceolatae ~ herba)  moporuka, uTo COOTBETCTBYET
0,08 — 0,12 Mr cymMMmEI ankanouji0B B Iepecyere Ha TepMmonicul, u 0,25 mr
HaTpus ruppokapoonara (Sodium hydrocarbonate).».

BenomorarenbHble BelecTBa  yKas3hIBAIOTCS B pasjene 6.1 oOmei
XapaKTePUCTUKH JICKAPCTBEHHOTO PACTUTEIIBHOTO TIperapaTa.

Ipumep.

Cocras (Ha 1 Tabnetky)

JleticTByroinue Belecrna;

TONOKHAHKN OOBIKHOBEHHON JIMCTHS

(Arctostaphylos uvae ursi folia), mopomox 30 mr, uTo COOTBETCTBYET He
MeHee 28 MI CYMMBI
(EHONIOTIINKO3UI0B B
nepecyeTe Ha apOyTHH

BenomorarenbHbie BENECTBA:

JlakTo3bl  MOHOTHIpaT, Kpaxmanm  KapTo(elbHBI,  Ie/UTIoNo3a
MUKpokpuctaimrueckas (MKII-200), nosumon (OJIMBHHUIIITHPPOIIA IO
HU3KOMOJICKYJISIDHBIH  MEJIMIMHCKUI), KPEMHHUSI JTHOKCHT KOJUJIOMIHBIIA,
KaJIbLIMsl CTeapaTta MOHOTHIPAT

B pazperne 2 obume#t XapakrepucTukyu eKapeTBEHHOTO PaCTUTEIIBHOI'O
Iperapara yKasblBaeTcs:

«1 Tabnerka comepxut: 30 Mr ToJNOKHSIHKH OGBLIKHOBEHHON JTHCThLER
(Arctostaphylum wva ursi folia) nopomka, ato COOTBETCTBYET COJEPIKAHUIO
CYMMBI (DEHOJIOITIMKO3MIOB B [IepecyeTe Ha apOyTHH He MeHee 28 Mr..

Bcernomorarenbhbie  Bemectsa ykasmsaiotcs B pasjiene 6.1 o01ei

XAPaKTEPUCTUKH JIEKAPCTBEHHOT'O PaCTUTEIILHOTO IIperapara.
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YKazanue HaMMEHOBAHMS M COJEPIKAHKS U3MENbUEHHOIO 1 IIOPOIITKA
JICKAPCTBEHHOTO PACTUTEIBHOTO ChIPhS (PACTUTETBHEIX (hapMALIEBTHUECKIX
cyOcTaHIMi) B IIPOUYNX JTIEKAPCTBEHHBIX PACTUTEILHBIX penaparax

20. ]l mexkapcTBEHHBIX 1PEAapaToB Ha OCHOBE W3MEIbYEHHOTO M
IOPOIIKA  JIEKAPCTBEHHOIO  PACTHTENBHOIO  CHIPbst  (PAaCTHUTEIbHBIX
papmareBTHUecKuX cyOcrannmii),  Jyis KOTOPBIX HE  YCTAHOBIIEHBI
KOMIIOHEHTBI C H3BECTHOM TEpareBTHYECKON aKTUBHOCTBIO M AKTHBHBIE
MApKEpEI, YKa3bIBACTCSI KOJIMYECTBO JICKAPCTBEHHOIO PACTHTEIILHOIO CHIPhS
B rpamMMax (I') Wil MUJUTETpaMMax (Mr).

Hpumep. JlexapeTsenuslit pacturesbHEIH npenapart (cGop).

B paszene 2 obuielf xapakTepucTHKY eKapCTBEHHOTO PaCTHTEIIBLHOTO

IIperapara yKa3bIlBaeTes:

«CoctaB

Ilycroipruka tpasa usmensuennas (Leonuri herba) 25T

HAyumiel - oObIKHOBEHHOH Tpasa usmenbueHHas (Origani
vulgaris herba) 251

Habpeua Tpasa usmensuennas (Thymi serpylli herba) 4%

Bajiepuanel  jiekapcTBeHHONM — KOpHEBHMIA ¢ KOPHSMH
usmenbuennsle (Valerianae officinalis rhizomata cum radicibus) 17r

Jlonnuka TpaBa usmensucHnas (Meliloti herba) 8 .

2. Yxazanue HaMMEHOBAaHHS U COLEPIKAHMIS PACTUTEIBHBIX
(hapmaneBTHUECKHX cyOCcTaHIMi (penapaToB HA OCHOBE JIEKapCTBEHHOTO
PACTHTEIILHOI'O ChIPBsI) B JIEKAPCTBEHHOM PACTUTENRHOM Iperapare

21.Jlns JIeKapCTBEHHBIX TIPENapaToB Ha OCHOBE PACTHTENbHBIX
(hapmaneBTHUEeCKHX cyOcTaniumii (IpenapatoB Ha OCHOBe JIEKapCTBEHHOTO
PacTUTENLHOTO  CRIPBSI),  TOMYYaeMBIX — METOAOM  DKCTPArMpPOBAHHUS
JISKApCTBCHHOI0  PAaCTUTENBHOIO  CHIPbs  (HACTOWKH,  SKCTPAKThI),

YKa3bIBArOTCs CIEYIONINE XapaKTePUCTHKH
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HauMCHOBAHME MCII0/IB3YEMOI'0 JIEKAPCTBEHHOTO PACTUTENHHOIO CHIPDSI
(B coorsercTBHH ¢ oapazienom 1 pasaena II nacrosiero PyxoBoncrra);

BUJI  (KOHCHCTCHLMS) —Iperapata Ha OCHOBE  JeKapCTBEHHOIO
PacTHTELHOTO ChIPbsi (HAIPUMED, /Ul JKCTPAKTOB yKa3hIBAETCS: «CYXOy,
«TYCTOM», <OKMIKUMY);

KOJIMYECTBO  HATHMBHOTO IIperiapara Ha OCHOBE JIEKAPCTBEHHOI'O
PacTUTENLHOTO  ChIPbsl B I'pamMmax (r), MEmmMrpaMmax (Mr) wim
MHJITHIIATPAX (MII) Ha eMHUILY JIO3HPOBAHHOM JieKapcTBEHHON GOpMBI WK
Ha | Mit (1 ) JIeKapCTBEHHOIO PACTUTENLHOTO IIpenapaTa;

HAHMCHOBAHWE M COZEPXAHME  KOMIIOHEHTa  (KOMIIOHEHTOB)
C  M3BECTHOH  TCpANEBTHYECKOH  aKTHBHOCTBHIO  (CTAHAAPTH30BAHHbIE
pacTUTEeNbHbIE (papMaleBTHUECKUE CYOCTaHIIN);

HaUMCHOBaHME M COJIepXaHue (B BHIE JMANA30HA) aKTHBHBIX
MapKepoB (kBaHTH(DULIMPOBAHHEIE (IpuBeIeHHEIE) pacTUTEILHEIE
(hapMarieBTHYECKHE CYOCTaHI[MN), €CIIH TTPUMEHIMO;

KO3(QQULUMEHT — SKCTPakUMU  JIeKapcTBeHHOTO  cpepctBa  (KDJI
MCTHHHBIA) WM DKBMBAIGHTHOG  CONEP)KAHME  JIGKAPCTBEHHOTO
PacTUTENLHOIO  ChIPbS (B BUJAEe JManasoHa) (KBaHTH(UIMPOBAHHBIE
(MpuBeLeHHbIE) W OCTAlbHBIE IPENapaThl HA OCHOBE JIEKapCTBEHHOI'O
PaCTUTEIBLHOTO CHIPhS).

HanmenoBanue, coctaB  skcTpareHTa  (3KCTPAreHTOB) H  ero
KOHLEHTpalus yKasbiBacTcsl B nozapasaene «BcroMorarelibHbIe BelnecTBay
paszena 2 obmed XapaKTEPHCTHKH —JIEKAPCTBEHHOIO  PACTHTENBHOIO

nperapara.
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YKasaHue HaMMCHOBAHMS U COJICPIKAHUS CTAHIAPTH30BAHHbBIX PaCTUTENBHBIX
(hapmaneBTMYecKnX cyOCTaHIMIA (IIPenapaToB Ha OCHOBE JICKAPCTBEHHOTO
PACTHTEIILHOTO CHIPLS) B JIEKAPCTBEHHBIX PACTUTENTBHBIX npernaparax

22.B JleKapCTBEHHBIX TIpeliaparax Ha OCHOBE CTaHIapTU30BAHHbBIX
PacCTUTENLHBIX (apMaleBTHYCCKUX CyOCTaHIMIA COepKAHUE KOMIIOHEHTOB C
M3BECTHOH TECPANCBTHYCCKON aKTHBHOCTBIO JOBOJUTCS B JOIYCTHMBIX
NpelieIax 0 3alaHHOr0 COoJepIKaHus MyTeM A00aBlIeHHs K JIEKapCTBEHHOM
pPacTUTEILHONW  CyOCTaHIIMM  BCIOMOTATE/IbHBIX — BEINECTB  WJIU IIyTEM
CMCLICHUS  CepMH  pPAaCTHTENbHBIX  (ApMALEBTHYECKUX  CyOCTaHLHIA,
HCIOJIBb3YEMBIX B IpOECCE LIPOM3BOJCTBA. B 3TOM cityuae pekoMenmyercs
yKaspIBaTb HAaMMEHOBAaHWE U COJIEpKaHUE KOMIIOHEHTOB C M3BECTHOIN
TEPANCBTUYECKON AKTUBHOCTBIO W SKBHBAJIEHTHOE KOJIHYECTBO HATHBHOMN
pPacTUTENILHON  (papMarieBTHYCCKON cyOCTaHIMM B BHJE JMana3oHa B
CIMHUIIE TO3UPOBAHHOM JIEKAPCTBEHHON (POPMBI, €Ciii IIPUMEHUMO.

Ipumep.

Cocrag (na 1 cynmosuropwuii)

JlelicTRyrolIMe BenecTna:

Kpacasku  (benmagmonnsl)  smcreeB  (Belladonnae
Joliorum) oxctpakr ryctodt (¢ colepiKaHHEM  CyMMbI
aJIKaJTOU OB B IiepecueTe Ha ruocnuamMut 1,6 %) 15 mr

K3JI uctunnsiit: (5-9):1

JKCTpareHr:

Oranon (Crupr s1unoserit) 70,0 % (06/06)

BcenomorarenbHble BelecTBa /ISl JOBEISHHUS:

Kamust copbar 0,0 — 0,2 %

KosuecTBo HaTHBHOTO 3KcTpakTa: 99,8 — 100,0 %

BcrnomorarenbHble BelecTra:

®eno, riuuepo, Makporoi 1500, makporos 400

B paspene 2 obmell xapakTepUCTHKH JIEKAPCTBEHHOTO PACTHTEBHOTO

Iperiapara yKa3slBaeTes:



13

«l cymmosuropuii conepxut: 14,97 — 15,00 mr Kpacasku (Bemnagonmsr)
macTheB  (Belladonnae  foliorum) skcrpakra ryctoro  (9KBHBAJIEHTHO
0,070 — 0,135 r xpacaBku smcteeB), (5-9):1, uro coorBerctByer 0,24 Mr
CYMMBI aJIKaJIOWJI0B B IIepecyeTe Ha M’HOCIIHAMUIH.

Okerparent: Dranon (Crupt >trinoBbii) 70 % (06/06).».

BeriomoratenbHble  BellecTBa yKasbiBaroTcs B pasjgene 6.1 oOuieit
XapaKTepUCTHKH JIEKAPCTBEHHOIO PACTUTEIILHOIO Tperapara.

Ilpumep.

Cocras (Ha 1 Tabnerky)

HelicTBylomiye BelecTna:

Huvuiupyrn  xopuesuiy ¢ kopusmu  (Cimicifugae
rhizomatum cum radicibus) skcTpakT cyxol (¢ comepikaHHeM
CYMMBI TPUTEPIICHOBBIX arjMKOHOB B IepecyeTe Ha aMHUPHH U
cyxoe BeuiecTBo 1,5 %) 20 mr

Cozepixanue HaTUBHOTO KcTpakTa: 18 — 20 mr

K3JI uctunnsrii: (4-10):1

DKCTparexT:

Oranon (Cnupt a11riioBbIi) 50 % (06/00)

BcriomorarenbHble BelecTBa AJIs JOBEICHMUSL:

Jlaxro3er Mmonoruapar 0 — 10 %

BenoMoraresbHbIe BENECTBA:

[ToBunon (IIOMMBUHMIITTHPPOJIHIOH HU3KOMOJIEKYJISIPHbIH
MepunuHekud,  moBumon  K-17),  marHms  creapar,  rumpoiosa
(THIPOKCHITPONMIIIEIUTION03a),  TUTAHA  JIMOKCHJ,  Makporoia 6000
(momuatuneHrmukons 6000)

B pasnene 2 o0uiell XapakKTepUCTHKU JIEKAPCTBEHHOIO PACTUTENHLHOTO
npenapara yKa3bIBaeTcsi:

«l Tabnerka conmepxkutr: 18 — 20 wmr Humunupyrn  KopHeBHI ¢
kopusimu  (Cimicifugae rhizomatum cum radicibus) 5KcTpakTa CyXoro,
(4-10):1, uro coorsercTByer 0,3 MI CYMMBI TPUTEPIEHOBBIX arfMKOHOB B

IepecyeTe Ha aMUpPHH.
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Okcerparent: Dranon (Cnupr s1unoBEH) 50 % (06/06).».

BcernomorarenbHble  BelecTBa YKa3plBarOTCsA B pazjene 6.1 obuei
XapaKTEPUCTHKHU JIEKAPCTBEHHOI'O PaCTUTENILHOTO TIpenapara.

Ipumep.

Cocras (anmkcup)

JelicTByrolue BemecTsa:

Cononxu xopue#r (Glycyrrhizae radicibus) skerpakt rycroit
(c coneprkanreM MIMLUPPU3HHOBON KUCTOTHI 14 %) 20 1
K3JI uctunneiit: (3-7):1
KomnyectBo sxerpaxra: 100 %
AHHCa OOBLIKHOBEHHOTO TIONOB (Anisi vulgaris fructus) macio
aupHOE 0,34 r

AMMHUAK BOJHBIA KOHIEHTPUPOBAHHBIH (Ammonii  solutio
concentrata) 25 % 1,381

Bcnomorarennubsie BenecTna:

DKCTpareHr:

Oranoi (Ciupt strnossit) 90 % (06/06) : Boja ounmmennas (1 :4)

B paspene 2 o0mell XapakTepuCTHKN JIEKAPCTBEHHOIO PACTHTENLHOTO

npenapara yKa3nblBaeTCs:

«l mi comepur: 18,6 — 20,7 mr Cosnoaxu KopHeii (Glycyrrhizae
radicibus) skcrpakra rycroro, KOJI uetunnsiii: (3-7):1, uto COOTBETCTBYET
2,9 mr rannuppusnHoBoit kucnotsr; 1,38 r Ammuaxa pactopa 0,25 % (m/m);
3,4 Mr Amuca OOBIKHOBEHHOTO IUIONOB (Anisi vulgaris Sfructus) wmacna
s(puUpHOTO.

Okcrparent: Ortapon (Crmpr orunossit) 90 % (06/06) : Boma
ountneHHas (1:4).».

Bceriomorartensubie  BerecTsa YKaspIBaroTcst B pazjerne 6.1 oOmei

XapaKTePUCTHKH JTEKApCTBEHHOIO PACTUTEIILHOTO Mperapara
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YKasaHue CoAepKanust KBaHTHUIMPOBAHHBIX (IIPUBEIEHHBIX) IpenapaTon
Ha OCHOBE PACTUTEIbHON (papManeBTHYeCKON CyOcTaHInu
(IperapaToB Ha OCHOBE JIEKAPCTBEHHOIO PACTHTEIEHOIO CHIPbS)

23.B mpemaparax Ha OCHOBE KBaHTH()UIIMPOBAHHBIX (IpUBEICHHBIX )
pacTUTEILHBIX  (papMalleBTHUECKHX CyOCTaHI[MI CcofiepikaHne aKTHBHBIX
MapKepoB TOBOJIUTCS [0 3a/IaHHOTO /[Mara3oHa IyTeM CMCLIMBAHMs CepHii
pacTUTEIBbHBIX (hapMaAlEBTHYECKUX CYyOCTAHIUM, HCTIONb3yEMBIX B 1porecce
IPOU3BOJICTBA JIGKAPCTBEHHOTO PACTUTEIHLHOIO Mperapara.

24. PexoMeH/yeTCsl yKa3bIBaTh HAHMECHOBAHME M COJIepIKaHue (B BHjIE
JMana3soHa) akTMBHBIX MapKepoOB B COOTBETCTBYIOLIMX €IHHUIAX MACCHI B
ONHOH ji03e (CAMHMIIE JO3MPOBAHHON  JIEKAPCTBEHHON GopMbI)
OKBHBAJIEHTHOE COACPKAHHE JICKAPCTBEHHOI'O PACTUTEIBHOIO CHIPhS.

Ipumep.

Cocras (na 1 xancymy)

JleficTByrolue BelecTna:

I'mnkro jpeynomacruoro mucrees (Ginkgo biloba foliorum)
OKCTPAKT — Cyxo# (¢ cojepikaHMeM CyMMbI  (hpIaBOHOMIHBIX
rimako3uaos 22,0 — 27,0 %, runkrormuxosmpoB A, B u C
2,8 —3,4 %, omnobanmna 2,6 — 3,2 %) 60 mr

KOJI uctunnsiii: (35-67):1

KomnuectBo HaTuBHOTO 3KcTpaxTa: 100 %

IIpuBenenue:

22,0 -27,0 % ¢hnaBoHOUIOB, BHIPAKEHHBIX IO (h1aBOHOBEIM
IITMKO3HIaM

2,8 = 3,4 % runkrormukosunos A, B u C

2,6 — 3,2 % 6unobanuna

OcTranbHble BecmoMorarensubie Bemecrna: 0 %

DKCTpareHr:

Aueton 60 % (m/m)

Copmepxanue  HATHBHOIO  IPHBEICHHOTO DKCTpaKTa B
JICKapCTBEHHOM PAaCTUTEIBLHOM Tperniapare: 60 Mr B 0O Karcysie

Bcenomorarennubie BelecTsa:
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JlexcTposa, JIaKTO3BI MOHOTHIpAT, KpaxMal KyKypy3HbIH, Tajibk,
KPEMHHSI JIMOKCH/T KOJIJIOMTHBIH, MarHus creapar

B pazpmene 2 o0melt XapakTepuCTHKH JIEKAPCTBEHHOTO PACTHTENHHOIO
[penapara yKa3blBaeTcs:

«1 kancyna comepxur: 60 mMr I'mnkro xpynonacraoro juctses (Ginkgo
biloba foliorum) sxcrpaxra cyxoro (sksupanmentno 2,1 — 4,0 T AHCTHEB
['mukro ngynonacthoro), (35-67):1, uro coorsercreyer 13,2 — 16,2 mr
CYMMBI (DJIABOHOMJIHBIX TIIMKO3KU/I0B, 1,68 — 2,04 MI' THHKIONMI0R A,BuC;
1,56 — 1,92 mr ounobanua.

OkerparenT: Anieron 60 % (M/m).».

BenomorarensHeIe BelecTBa YKa3pIBalOTCs B paszaelie 6.1 oOrei

XapaKTEePUCTUKH JIEKAPCTBECHHOT'O PaCTUTECIILHOTO IIperapara.

IIpoune neKapcTBEHHBIE TIPENapaThl Ha OCHOBE PACTHTETbHOM
(hapmaneBTHUecKol cyOcTanImK (IpenapaTsl Ha OCHOBE
JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIPhS)

25.]Jns nexapcTBEHHBIX — IpenaparoB, HE  OTHOCSIIHXCH K
JEKAPCTBEHHBIM PACTUTCIILHBIM IIPENapaTaM Ha OCHOBE CTaH apTH30BaHHBIX
¥ KBaHTH(QUIMPOBAHHLIX (MPMBEJICHHEIX) PACTUTEILHBIX (hapMAIIeBTHYECKUX
cybcraHimi - (IpenapaTtoB Ha OCHOBE JICKAPCTBEHHOIO DACTUTENHLHOTO
CBIPbSI), ~ IOJYYaeMBIX ~ METOJOM  SKCTPArMpoOBaHHS  JTEKApPCTBEHHOIO
PacTUTENILHOIO CBHIPbsl (HACTOHKHM, SKCTPAKTHI), YKa3bIBAOTCS CIEIYIOLHE
XapaKTEePUCTUKU

HAaMMEHOBaHUE MCIIOJIb3YEMOTr0 JIEKAPCTBEHHOT'O PACTUTENLHOTO CHIPhSI
(B cooTBeTCTBUU ¢ oApasaeiom | pazgena Il HacTosiero PykoBojicTBa);

BUJ  (KOHCHCTEHIMs) Hperapata Ha OCHOBE JIEKAPCTBEHHOrO
PacTUTEILHOTO CBIPbS (HAPUMED, JUIS SKCTPAKTOB YKAa3bIBAETCS: «CYXOi,

«TYCTOW, «KHMJIKMH», [UTT HACTOUKH — KHACTOMKa»);
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KOJIMYECTBO  HATMBHOTO Iperapara Ha OCHOBE JIEKAPCTBEHHOI'O
PacTUTECNILHOIO  ChIPbSl B rpamMmax (I), MIumMrpaMmax (Mr) wim
MHJITHIIATPAX (MII) Ha €JIMHULLY JIO3MPOBAHHOM JIeKapCTBEHHOH HOPMBI UK
Ha 1 Mi (1 ) JIeKapCTBEHHOIO PACTUTEILHOIO MpenapaTa;

KOO(QQUIMEHT — SKCTPAKLMK  JIEKAPCTBEHHOTO  CPEe/CTBA (KOJI
MCTMHHBIM) MM OKBHBAIEHTHOE  COJEPIKAHHE  JIeKAPCTBEHHOIO
PacTUTEILHOIO ChIPhs (B BUJIC JIMANa30Ha);

HalMCHOBAHWE M  COCTAaB  OKCTpareHTa (3KCTpareHToB) (ecmm
IIPUMEHNMO ).

Ipumep.

CocrasB (Hacroiika)

JlelicTByIO1IIHE BEICCTRA:

bostpeiinamka monos (Crataegi fructus) nacroiika 3
K3JI ucrnnanwiii: 1:10
ODKCTparenr: 10 50 Mo

Oranon (Crmpr stunoseiit) 70 % (06/06)
Conepxanue HaTuBHOM Hactoikm: 100 %
OcralibHble BemoMorarensuble Bemectsa: 0 %

B pasperne 2 obeit xapaKTepHCTHKY JIEKAPCTREHHOTO PACTHTENLHOTO
Iperapara yka3bBaeTcs:

«1 mn mpenapata cogepxut: | M BOsIphIIHHEKA 110108 (Crataegi
Jructus) Hactoiiku (skBHBaieHTHO 100 MT TLJIONOB Oospeimauka), (1:10),
4TO COOTBETCTBYET COJICPIKAHUIO CYMMBI ()JIABOHOHIOB B IiepecyeTe Ha
runeposu He menee 0,03 mr.

Okerparent: Dtanon (Criupt 31riI0BbIH) 70 % (06/06).%.

BceromorarenbHble  BemecTBa ykaswiBarorcs B pasmene 6.1 obmeit

XAPAKTCPUCTHUKH JICKapCTBEHHOI'O PaCTHUTEIILHOI'O Mmpemapara.
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Ipumep.
CocTaB (9KCTpPaKT KHJIKHI)
JleficTBylolue BelecTna:

Pomaniku anrednoi usetkoB sxcrpakt xuakuit (Chamomillae
recutitae flores) 100 r
KS9JI uctunnerit: 1:1

DKCTpareHT:

2,5 yactn AMMonust pactopa 10 % (M/m)

50 wacreit Sranona (Croupra strnosoro) 96 % (06/06)

47,5 gacreii Bojipl ouninenHoii

Cojiepxanye HATUBHOTO KU KOO skerpakra: 100 %

OcranpHBIe BcioMorareabuble Bemectsa: 0 %

B pasgene 2 o0uiell XapakTepuCTHKH JIEKAPCTBEHHOTO PACTHTENHHOIO
penapara yKa3blBaeTcs:

«l mn npenapata couepxur: 1 mn PoMmamikw anTeuHol 1[BETKOB
(Chamomillae  recutitae  flores)  skcrpakra xumaxoro, (1:1), uro
COOTBCTCTBYET COLCPHKAHUIO 3(PUPHOTO Macia He MeHee 3,0 MI, CyMMEI
(1aBOHOMIOB B HepecueTe Ha PYTUH He MeHee 2,5 MT.

Okcrparent: AmMoHust pactBop 10 % (m/M) : Dramon (Crupr
9TUIOBEI) 96 % (06/00) : Boja ountennast (2,5:50:47,5).».

Bernomorarenbhble  BelecTBa ykaswiBaiorcs B pasupeie 6.1 obmeit
XapaKTepPUCTUKHU JIKAPCTBEHHOTO PACTUTEIBHOIO IIPEMapaTa.

Ipumep.

Cocras (Ha 1 Tabierky)

JelicTByrolue BemecTna:

Ilycreipinka Tpassl (Leonuri herba) sxcerpakr cyxoii 0,14 mr
KOJI uctunnsrii: (5-8):1

DKCTpareur:

Oranon (Crimpt 5THnoBeIi) 40 % (06/06)
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Bceriomorarennuble Berecrna:

JIakTO3bI MOHOTHIpAT, 1EIII0I03a MHUKPOKpHUCTATUIHYECKAs, Kpaxmall
KapTo(enbHbId, HaTpus KapOOKCHMETHIIKpaXMall, —caxaposa, Martus
creapar

B paspesne 2 obmiell XapakTepucTuKku JeKapeTBEHHOTO PACTHTENBHOTO
npernapara yKa3bIlBaeTcs:

«l Tabuerka conepxut: 0,14 mr nycreipuuka Tparsl (Leonuri herba)
OKCTpaKTa Ccyxoro, (5-8):1, 4To COOTBETCTBYET CONEPHKAHMIO CyMMEI
(prraBonOM/I0B B mepecyere Ha pyTuH He Meree 0,06 M.

Okcerparent: Dranon (Croupr 9TrnoBbIH) 40 % (06/06).%.

Bernomorarenphple  BellecTBa yKasbiBaloTcs B pasgere 6.1 obuieit
XapaKTEePUCTHKHN JICKAPCTBEHHOTO PACTUTEILHOIO IIPenapara.

Ipumep.

Cocras (na 1 karcyiny)

JelicTByIoiue BerecTna:

Bajiepuasbl  JIeKapCTBEHHOH  KOPHEBULI ¢ KOPHSIMH
(Valerianae officinalis rhizomata cum radicibus) : Xwmens
oObIKHOBeHHOTO comnonuit (Humuli lupuli fructus) : Menucch
JIeKapCTBEHHON JCTheB (Melissae officinalis foliorum) (3:2:2)
SKCTPAKT CyXoH 200 mr

KommyectBo HaTuBHOTO 3KeTpakTa: 80 %

KS3JI ucrunnerii: (4-7):1

DKCTpareHrT:

Oranon (Criupt stHnossiit) 70 (06/06) %

Coneprkanue HAaTUBHOIO CYXOTO sKcTpakTta: 80 %

OcTanbHBIE BCoMoraTesbHble Bemectsa: 20 %

B paspene 2 oBiiel XxapakTepuCTHKH JIEKAPCTBEHHOTO PACTHTEILHONO
perapara yKa3bplBaeTcsi:
«l xamcyma copepxuT: 160 M HATHBHOIO CYXOr0 SKCTpaKTa ((4-7):1)

Banepnansr sexapctennolt kopreBuin ¢ kopusmu (Valerianae officinalis

rhizomata cum radicibus) : Xmens OOBIKHOBEHHOTO COIMIONMI (Humuli
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lupuli. fructus) : Menuccel nekapcTBeHHON nuctheB (Melissae officinalis
foliorum) (3:2:2).

Oxcrparent: Oranoi (Crupt strioBslit) 70 % (06/06).»

WIIN

«l  xamcyma comepxut: 160 Mr HATHBHOTO CyXOro 3KCTpaKTa
(oxBuBasieHTHO 0,64 — 1,1 I' cMeCH JIGKAPCTBEHHOTO PACTUTENBHOTO CHIPBSL:
Banepuansr siexapcreennol xopuesuin ¢ kopusmu (Valerianae officinalis
rhizomata cum radicibus) : Xmens OOBIKHOBEHHOT'O COTLIOMIA (Humulus
lupulus flores) : Menuccrl JexkaperBenHoil nucrbes (Melissae officinalis
Joliorum) (3:2:2)).

Oxerparent: Dranon (Coupr aruitossiii) 70 % (06/06).».

BcriomorarensHble  BemecTBa ykasbBaioTcs B pasgene 6.1 obmiei

XAPAKTCPUCTHKH JICKaAPCTBEHHOT'O PACTHUTEIBHOI'O [Iperapara.

3. JlexapCTBEHHEIE PACTUTEBLHEIE IIPEaparhl, He YKa3aHHBIE
B mospaszenax 1 u 2 paznena Il nacrosiero Pykosoncrra

260. [lnist IekapCTBEHHBIX PACTUTENIBHBIX MPENaparoB, He YKa3aHHBIX
B nojpaszzienax 1 u 2 pasgena II nacrosimero PykoBojcTBa, ykasbIBaroTCs
CIICAYIOIIME XapaKTEPUCTUKH:

HaUMEHOBaHUE UCIIONB3YEMOT0 JIEKAPCTBEHHOTO PACTUTEIHLHOTO ChIPhS
(B cooTBeTcTBHU ¢ TojpaszersoMm 1 pasjgena Il macrosmero PykoBojicTBa)
(Ipu HEOOXOMMMOCTH B HAMMEHOBAHUH CBIPbsl YKA3BIBAETCS €I0 COCTOSIHME,
Harpumep, «BLICYLICHHOEY, «CBEKecOOpaHHOeY U JP.);

BUI ((u3MyecKoe COCTOSHHUE, KOHCHCTEHIMs) Hpenapara Ha OCHOBE
JTeKapCTBEHHOI'O PACTUTENILHOIO ChIPhSl, €CIIH IPUMEHNMO;

KOJIMYECTBO HATHBHOI'O IIperapara Ha OCHOBE JICKAPCTBEHHOI'O

PacTUTEJIBHOTO CBIPhBA,
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KOOQQUIMEHT — SKCTPAaKUMM  JIeKAPCTBEHHOIO cpeacra (KDJI
MCTUHHBIN) WIIn SKBHUBAJICHTHOE colleprKaHue JIEKAPCTBEHHOI'O
PACTHTEJILHOTO CHIPbs (B BHIE JIMANA30HA), €CIIH IPUMEHIMO;

HAalMCHOBAHME M COCTaB  OKCTpareHTa  (IKCTPAreHTOB),  €CIH

IIPUMEHUMO.

JlexapcTBennble pacTuTeBHBIC IpeNaparhl, COAEpIKAIITE MACHA
(o¢pupHbIe, KUpHbIE)

lpumep.

Cocras (Ha 1 TabneTky)

JelicTByrompe BenecTna:

Msitel iepeunott mactees (Menthae piperitae folia) macio

aupHoe 2,5 mr
Bcenomoraresbhblie BerecTra:
Caxaposa, KpeMHHS JIMOKCH ]I KOJUIOUAHBIN, MarHums cTeapar

B pasnene 2 oOmiell xapakTepuCTHKA EKApCTBEHHOr0 PacTUTENHLHOIO
npenapara yKa3biBacTCs:

«l Tabmetka comepkutr: 2,5 Mr MATbl HepPeYHON JHCTHER (Menthae
piperitae  folia) wmacma 2(UPHOro, 4YTO COOTBETCTBYET COJICPXKAHUIO
JeBoMenTotia ot 0,750 no 1,375 mr.».

BenomoraresnibHele  BemecTsa ykaseiatotcs B pasgene 6.1 o6meii
XapaKTEePUCTUKK JIEKAPCTBEHHOI'O PACTUTEIILHOTO TIPENapara.

Ipumep.

Cocras (na 1 xarcyiy)

JlelicTByIOIIIME BELECTRA:

Annca OOBIKHOBEHHOTO IUIONIOB (Anisi vulgaris fructus)

Maciio apupHoe 100 mr
BenomorarensHeie BemecTsa:

Parica cemsin Macyo »HpPHOE OUMILIEHHOE, XKEIaTHH, rauneposn 85 %,
BOJIa OUYMITIEHHAs, XJIOPO(UIIIA MEIHBINA KOMILJICKC
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B paspene 2 obuielt XapakTepucTHKH JTeKapCTBEHHOTO PACTHTEILHOTO
nperapara yKa3bIBaeTcs:

«l xancyma copepaxut: 100 Mr Annca 06bIKHOBEHHOTO TINONOB (Anisi
vulgaris fructus) maciia 5(MpHOTO.».

BenomorarensHeie BelljecTBa  yKa3elBalOTCS B paszmene 6.1 oOmei

XAPAKTCPHUCTHKH JIEKAPCTBCHHOT'O PACTUTEIIBEHOI'O IIpenapara.

.HCKapCTBGHHbIe PaCTHUTEILHBIC ITpeTiapaThl,
CoJepiKalne COKH

Ipumep.
Cocrag (cok)
JeilcTBytoliye BelecTna:

Kananxos noberos csexunx (Kalanchoes cormi recentes)

COK 76 M
BcenomoraresnbHable BerecTra:
Oranon (Cniupt a1UI0BBIH) 95 % (06/00) 24 Mn
B pasuene 2 obmell XapakTepuCTHKY JIEKAPCTBEHHOTO PACTHTENBHOIO

Ipenapara ykasblBaeTcsl:

«l M1 pacTBOpa JUIsl HAPY’KHOTO M MECTHOTO IPUMEHEHHUS CITHPTOBOIO
coneput: 0,76 mir Kananxoo noberos cexux (Kalanchoe cormus recentes)
COKa, YTO COOTBETCTBYET COAEPKAHHIO CYMMBI OpPIaHHMUYECKHX KHCIOT B
nepecyere Ha sON0YHYIO KUCIOTY He MeHee 12 MT.

Koncepsant: Dranon (Coupr stunossiif) 95 % (06/06).».

BeriomorateibHble  BelllecTBa  yKasbiBalOTCs B pasfelie 6.1 obmeid

XAPAKTEPHUCTUKH JIEKAPCTBECHHOTO PaCTUTEIBLHOT'O npenapara.
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III. Ykazanue B MHCTPYKIUH 110 MEIUIIMHCKOMY TPUMEHEHHIO
(JIMCTKe-BKJIa/IbIIIE) JIEKAPCTBEHHOI'O PACTUTEIILHOTO MTperapara
COJIepXKaHUs JTEKAPCTBEHHOT'O PACTUTEILHOTO ChIPhsl, PACTUTEIbLHbIX
(papManeBTHUECKUX cyOCTaHIU (IIpernapaToB HA OCHOBE
JEKAPCTBEHHOI'O PACTUTEIBLHOTO ChIPhS)

27.B  MHCTPYKIIMM TI0 MEIHULIUHCKOMY NPUMEHEHHIO (JIMCTKe-
BKJIQ/IbIIIE) JIEKAPCTBEHHOTO PACTUTENLHOIO Iperapara HauMeHOBaHUE U
coJlepKaHue  JIEKapCTBEHHOI'O  PaCTUTEIbHOIO  CHIPhSl, PACTHUTEILHBIX
(apmaneBTHyeckux cyOcraHUuil (IpernapatoB Ha OCHOBE JIEKAPCTBEHHOIO
PAaCTUTENHLHOIO  ChIPbs) YKa3blBA€TCsl B COOTBETCTBMM C paszjenoMm 4
npuioxkenuss Ne 12 u pazgenom 6.1 nmpunoxenuss Ne 16 x Tpebopanusm k
MHCTPYKIHH 110 MEAUIIMHCKOMY IIPMMEHEHUIO JIeKapCTBEHHBIX IIPerapaToB u
o0miell XapakTepUCTUKE JICKAPCTBEHHBIX MPEMapaToB Uik MEIUIIMHCKOIO
npuMmeHenus,  yreepxjeHusiM  Pemennem — Cosera  EBpaswmiickoi
HDKOHOMHUYECKOW KomMuccuu oT 3 Hosiops 2016 1. Ne 88, a takke moIDKHO

COrJIaCOBBIBATHCS C pazfenamMd 2 u 6.1 ob0umeill XxapakTepuUCTHKH

JICKAPCTBCHHOT'O IIpelIapara.

IV. Vkazanue B MapKHpPOBKE JIEKAPCTBEHHBIX MIPEIAPATOB COIEPIKAHUS
JIEKapCTBEHHOT'0 PACTUTENILHOTIO CHIPBS, PACTUTEIILHBIX (hapMalleBTHUYECKUX
cyOcTanmii (IIpenaparoB Ha OCHOBE JEKapCTBEHHOTO PACTUTEIIBHOTO CHIPh )
1 JIEKAPCTBEHHBIX PACTUTEIILHEIX IPEnapaToB

28. MapkupoBKa JIEKAPCTBEHHBIX PACTUTENBHBIX TIPETapaToB JA0JKHA
COOTBETCTBOBATEL TpeOoBaHUAM K MapKUPOBKE JIEKAPCTBEHHBIX CPEJICTB JIsI
MEJMIIMHCKOTO IIPUMEHEHHsT W BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB,
yrBepxkaenuelM Pemmenuem Cosera EBpazuiickoil 5KOHOMHYIECKONH KOMUCCHU
or 3 nosdps 2016 r. Ne 76. Ilpu 3TOM cBeleHUS O HAMMEHOBAaHUHM W
COJIEPIKAHMM  JIEKAPCTBEHHOTO  PACTUTEIIBHOIO  ChIPbS, PACTUTENILHBIX

(papmaneBTnyecknx cyOcranuuii (IpenaparoB Ha OCHOBE JIEKAPCTBEHHOIO

PaCcTUTEIIBHOI'O CBIpI)H) K JICKAPCTBCHHBIX PACTUTCIILHLIX IIpenapaTtoB B
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MapKUPOBKE CIEAYCT MPUBOMUTH B COOTBETCTBUM W 0€3 PACXOXKICHUI ¢
o0LIeH XapaKTepUCTHKOH JIEKAPCTBEHHOTO PACTHTETBHOIO mpenapara, a
TAKKe € MHCTPYKUMEH 110 MEIMUMHCKOMY [IPUMEHEHUIO (JIMCTKOM-
BKJIAJIBITIIEM ).

WMudopmanust,  orcyrcrByromas B obOwLiei XapaKTepPUCTHKE
JICKapCTBEHHOI'O  PACTHTEJIBHOTO — Ipemapara M MHCTPYKLHH 110
ME/IMIIMHCKOMY  MPUMCHCHHIO  (JIMCTKE-BKJIJIBIIIE) HE YKa3bIBAETCS B
MapKHpOBKE.

29.Ha ymakoBke — (STHKETKE) JIEKAPCTBEHHOTO  PACTUTENBHOTO
nperapara, Kak IIpaBWIO, TOC/€ yKa3aHHs TOProOBOTO HAUMEHOBAHMS He
YKa3bIBacTCsl JIO3MPOBKA, TaK KaK TMpH yKa3aHHW CcOCTaBa B  OOLIei
XapaKTePUCTHKE JIEKAPCTBEHHOI'O pACTHTENLHOIO Mpernapata (HampuMep,
B CIIydae IPUBENEHHOI0 HKCTPAKTa) PEKOMEH/IyeTCsl yKa3blBaTh COIEpPIKaHNE
AKTUBHBIX MapKepoB, COJACPIKAHME HATHBHOIO SKCTPAKTA M SKBHUBAIEHTHOE
COACPIKAHNE JICKAPCTBEHHOIO PACTUTENIBLHOTO ChIpbs (1au KDJT uctunusrii).

30.B ciyuae ecnm pasmep nepBHYHOH H BTOPHYHOH YMaKOBOK
OTpAaHMYCH, JOMYCKAeTCs yKa3aHUe COKPALIEHHOTO COCTABA JIEKAPCTBEHHOIO
PACTHTEJILHOIO MperiapaTa, eciiyu OHO He BIMseT Ha 0e301acHOe NPHIMEHCHHE
Takoro npemapata. Ecmm B cocraBe JIeKapcTBEHHOTO —PACTHTENLHOTO
penapara  COAEpKUTCs Oojiee TpeX PacTUTEIBHBIX (hapMaIeBTHYECKIX
CYOCTAHIMH, JOMyCKAETCsl yKa3biBaTh HX COKPAIICHHOE HAUMECHOBAHME
(Harpumep, BMECTO «BallEPHAHBI JIEKAPCTBEHHOM KOPHEBHUIL[ C KOPHSIMH
SKCTPAKT CYXOH» JIOTMYCKAETCsSl yKa3blBaTh «BallepUaHBl CYXOH IKCTPAKTY).
IIpn 00OCHOBaHMM NOICKAETCSI HE YKA3BIBATh SKCTPArCHT, HCIIONb3YeMbIi
JUISL IIOJLy YCHU ST KCTPAKTOB (CYXHX, I'YCTBIX).

31. Bmecto HSKBHUBAJIEHTHOI'O COZIEPIKAHUS JIEKapCTBEHHOTO
PacTUTENBHOTO ChIPbs B JICKAPCTBEHHOM IIpenapare JOMYCKAETCS YKa3bIBATh

OTHOHIIEHHE JICKAPCTBCHHOI'O PaCTUTEIIBLHOI'O ChIPBS K HaTUBHOMY mpenapary
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M HA00OPOT NPU YCIIOBUHM, YTO B OOIIEH XapaKTepucTHKe JTeKapCTBEHHOIO
PACTUTEIIBHOTO NpeTnapaTa IIpuBeeHsl 00a BapuanTa.

Lpumep.

B pazjienie 2 obuieit xapakTepucTuKu JIeKapeTBEHHOTO PACTHTENLHOTO
npenapara ykazaHo:

«1 xarcyna comepoxut: 60 Mr I'HHKIO [IBYJIONACTHOTO JTHCTHER (Ginkgo
biloba foliorum) skcrpaxra cyxoro (skBuBageHTHO 2,1 — 4,0 T' JHCTbER
I'mixro jBynonacruoro), (35-67):1, uro coorserctyer 13,2 — 16,2 mr
CYMMbI (DTABOHOUIHBIX TIMKO3UI0B, 1,68 — 2,04 MI THHKIOJIMIOB A, BucC;
1,56 — 1,92 mr Onnobanuna.

OxkcrparenT: Aueron 60 % (m/m).».

Ha ymakoBke (3THKeTKe) JOIMycKaeTcsi yKasbiBaTh COCTAB CIICAYIOIAM
o0Opazom:

«Cocrag: 1 xancyna couepkut 60 Mr IMHKIO IBYJIONACTHOTO JIMCTHER
(Ginkgo biloba folia) sxctpakra (35-67:1).»

WIIN

Cocrag: 1 kancyna cogepxut 60 Mr 'MHKIO JBYJIONACTHOTO JIMCTHEB
(Ginkgo biloba folia) sxctpakra (sxBuBanentto 2,1 — 4,0 r auctbeB THHKTO
JIBYJIOTIACTHOT'0).)».

Ipumep.

B pasnene 2 obuiell XapakTepucTHKy JIEKAPCTBEHHOTO PACTUTENLHONO
npenapara yKa3aHo:

«l M npemapara copepxut: 1 M Gostpsiiunnka mionos (Crataegus
Jructus) nactoliku (sxBuBanenTHO 100 Mr mIon0B GOSPHITHIKA), (1:10), uro
COOTBETCTBYET ~COJCPIKAHUIO CyMMBI (DJABOHOMIOB B Iepecuere Ha
runeposup ue mernee 0,03 mr.

Okerparent: Jranoi (Cnupt atuiossiit) 70 % (06/06).».

Ha ynmakoBke 10TyCTHMO yKa3blBaTh:
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«1 m mpenapara conepkuT: 1 M1 GOSIPBIIIHUKA TLIONOB (Crataegus
Jructus) nacToliku, sxBEBaeHTHO 100 MI' TLTOOB GOSPHIITHIKA.»

HIIH

«l it mpenapara comepxuT: 1 M OOSpPBLIIIHUKA TUIONOB (Crataegus

Jructus) nactoiiku 1:10.

Okerparent: Dranon (Criupt stuiossii) 70 % (06/06).%.




