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203210002-20XX
2.3.21.2. JEKAPCTBEHHOE PACTUTEJIBHOE CbIPBE
PACOBAHHOE

OITIPEAEJIEHUE

JlekapcTBEHHOE  pacTUTENIbBHOE  ChIpb€  (DacOBaHHOE  SIBISIETCA  JIEKAPCTBEHHBIM
pacTUTENbHBIM TIpenapaToM U IpeacTaBiseT co0oil (acoBaHHOE MLEIbHOE JEKApCTBEHHOE
pacTUTeIbHOE ChIphe WIM (PACOBAaHHYIO pACTUTEIBHYIO (HapMalleBTHUYECKYI0 CyOCTaHIIMIO
(M3MENbUEHHOE JICKApPCTBEHHOE PACTUTENbHOE ChIphe). JlekapCTBEHHBIN pacTUTENbHBIN
npenapar, IpeJcTaBisomuil co00i cMech HECKOJIBKMX BHJOB ChIPbs, MHOTAA C A00aBICHHEM
cojeii wnaM 3(QUPHBIX Maces, HasbBaeTcs cOopoMm. JlekapcTBEHHOE pACTHTEIBHOE ChIPbE
(hacoBaHHOE KakK MPABMUJIO MPEIHA3HAUYEHO Ul W3TFOTOBIICHUS BOJHBIX M3BIICUYEHUI, HAaIlpUMeED,
KaK yKa3aHo B o01eit ¢papmakoneiinoi crarbe 2.5.1.15. Hacmou u omesapul.

JlexapcTBEHHOE PAaCTUTEIBHOE ChIPbE, CIOIb3YyEMOE Ul MPOU3BOCTBA JIEKAPCTBEHHBIX
pacTUTENIBHBIX MpPENnaparoB, TOMHKHO OTBEYaTh TpeOOBaHMAM OOILIEH (apMakOMeWHON CTaThu
2.3.21.XX. Jlekapcmeennoe  pacmumenvbHoe  Ccblpbe U COOTBETCTBYIOIIEM  YacTHOM
(dapMakoneHOM CTaThU.

JlexkapcTBeHHbIE pacTUTENbHbBIE Ipernaparbl, MpeAcTaBiIAole coOol (acoBaHHOE
JIEKapCTBEHHOE PACTUTENILHOE ChIPbE, MOT'YT OBITh JO3MPOBAHHBIMU MU HEZO3UPOBAHHBIMHU.

IMPON3BOJACTBO

[Tpu HEOOXOIMMOCTH JIEKAPCTBEHHOE PACTUTENBHOE CHIPhE M3MEIbUYAIOT M MPOCEHBAIOT.
JlekapcTBEHHOE PAaCTUTEIBLHOE CHIPbE, BXOJIIEE B COCTAB COOPOB, U3MENBYAIOT U MPOCEHBAIOT
0 OTAETBHOCTH. [Ipy OTCYTCTBUU Ipyroro 0OOCHOBAHMSA M Pa3pEIICHUS YIOJIHOMOYEHHOTO
OpraHa, CbIpb€, HCIOJB3yeMOE JUIS IPHUTOTOBICHUS HACTOEB M OTBAPOB, JOJDKHO OBITH
U3MEJBYCHO JI0 pa3Mepa YacTHIl, YKa3aHHOTO B 00mIeil hapmakoneitnoii crarse 2.5.1.15. Hacmou
u omsapul.

LIBeTkH, ceMeHa | TUIO/IbI, KaK MPaBHUJIO0, HE H3MEIbYaIOT.

KommoneHTsI, BXoasIKE B COCTaB cOOpa, MEPEMENINBAIOT 10 MOTYYCHHUS] PAaBHOMEPHON
cMmecu. B Tex ciydasix, Korjaa B cocTaB cOopa BXOIUT COJIb, U3 HEE TOTOBST HACHIIIEHHBIN pacTBOP
M OIIPBICKMBAIOT UM COOp MPH MEPEeMEIINBaHNH, TIOCIIC Yero BHICYIINBAIOT IPU TEMIIEpaType He
Beime 60 °C. DdupHOe Macio BHOCAT B cOop B Buae crmmproBoro pactBopa (1:10, 06/00)
OIIPBICKMBAHUEM TIPH MTEPEMEIINBAHHH.

['MrpocKonu4HOe U JETKO MOPTSAIIEECs OT YBIAKHEHUS ChIPbE ClIeAyeT J00aBIATh B cO0p
TI0CJIC OTIPBICKMBAHUS IPYTUX KOMIIOHEHTOB PACTBOPOM COJIM M BBICYIIMBAHMS C MOCIEAYIOIIUM
HepeMeIInBaHUEM.

UJIEHTUOUKALS

[ToaMMHHOCTE  JIEKAPCTBEHHOTO  PAaCTUTENBHOTO  IperapaTta  MOATBEP)KAAIOT IO
MaKpOCKOIIMYECKHM U MHKPOCKOITMYECKUM MPU3HAKAM JIEKAPCTBEHHOI'O PACTUTEIHHOTO CHIPbS,
BXOJIAIIETO B €T0 COCTaB, a TAK)KE C UCIOJIB30BAaHUEM APYTHX MOIXOMAIINX METOIOB (HAaIIpuMep,
TOHKOCJIOIHasg Xpomatorpadus). B ciaydsae cOopa HeoOXOAMMO MOATBEPAMTH MOIMHHOCTD
Ka)KJJOTO €r0 KOMIIOHEHTA.

NCIIBITAHUA

MocTroponnue npumecu (2.1.8.2). IlpoBoaar ompenerneHrue COAEpKaHUs TOMYCTUMBIX
npuMecel, yKa3aHHBIX B YaCTHOW (papMaKOTIEHHOM CTaThe Ha COOTBETCTBYIOIIEE JIEKAPCTBEHHOE
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pPacTUTEIBHOE ChIPbE, IPH OTCYTCTBHH JIPYroro 00OCHOBAHUS U pa3pelleHUs YIOJTHOMOYEHHOTO
oprasa.

Iloreps B Macce nmpu BbicymuBanum (2.7/.2.31). I[lotepto B Macce mpu BBICYIIMBAHUHT
OTIPENIeNIAIOT BHICYITMBAHUEM JICKAPCTBEHHOT'O PACTUTEIILHOTO IpenapaTa 10 OCTOSTHHOM MacChl,
IIPY OTCYTCTBHH JPYroro 00OCHOBaHMS U Pa3pelleHus YIIOJTHOMOYEHHOTO OpraHa.

Bona (2.1.2.13). B nexapCTBEHHOM pacTUTEIBHOM IpENapaTe ¢ BBICOKUM COJIEpKaHHEM
3(upHBIX Macen (HopMHupyemoe cojaepxkanue — 6omee 10 MiI/Kr) BMECTO ompe/eieHus MOoTepH B
Macce IpY BBICYIIUBAHUH MTPOBOJISAT ONpPEIeNICHHE BOIBI METOOM OTIOHKH.

H3menbuennocts (2.1.8.XX). PacrturenpHas  ¢dapmareBTHUeckass ~— CcyOCTaHIIMS,
IpeCTaBisiomas co0oi HM3MENbYeHHOE JICKAPCTBEHHOE pPACTUTEIBHOE ChIphE, JIOJDKHA
BbIIEP)KUBAaTh TPeOOBaHMS K pa3Mepy YacTHll, yKa3aHHbIe B oOmieil (apmakomneiHoi crarbe
2.5.1.15. Hacmou u omeapvl, TPU OTCYTCTBHH JPYroro OOOCHOBAaHUS M pa3pelicHHs
YIIOJIHOMOYEHHOT'O OpraHa:

Cpennsisi Macca M OJHOPOAHOCTH MACChI COIEP:KMMOI0 YIAKOBKHM HEI03MPOBAHHOI0
JIEKAPCTBEHHOI'0 PACTUTEJIbHOT0 npenapara. OnpezeneHue OTKIOHEHHUS MacChl COAEPKUMOTO
YIIaKOBKH MIPOBOJIAT Ha CIIyyaitHO 0ToOpaHHbIX 10 ynmakoBkax. YakoBKY BMECTE € COACPKUMBIM
B3BEIINBAIOT, 3aTEM BCKPBIBAIOT, YTOOBI HE ObUTH yTEPSHBI KaKue-1u00 (pparMeHThI, MOTHOCTHIO
OYMINAIOT OT COJEPKUMOTO MpPH TOMOUIM UIETOYKH. B3BEHIMBAIOT MyCTYyI0 YHNAKOBKY U
pPaccUMTHIBAIOT MAaccy COAEPKMMOrO YNMAaKOBKM IIyTEM BbIUMTaHMA. B3BellnBaHHE NMPOBOIAT C
TouHOCThIO 0,01 T. IIOBTOPSIOT NaHHBIE AEUCTBUA HA 9 OCTAaBUIMXCS yNAaKOBKaX, PacCUUTHIBAs
MaccCy COJEPKUMOT0 KaKJI0M YIIAaKOBKH M CPEIHIOI Maccy coaepkumMoro 10 ynmakoBoOK.

Maccy coaepX HMOro ymakoBKH (m;) B rpaMMmax C y4eTOM BJard pacCUUTHIBAIOT IO

dbopmyme (1):

(m; —my) X (100 — W) (1)
m; =
l (100 - VVHOM)
rae:  my  — Macca IlyCTOM yIaKOBKH B IPaMMax;
m,  — Macca yIakoBKH C COAEPKUMBIM B TpaMMax;
w — 3HAYEHME IIOTEPH B MACCE IIPU BBICYIIMBAHUH WIIU COJEPKaHUs BOJIBI B
MCIIBITYEMOM 00pasle B IPOLEHTAX;
Wyom — HOMHHAJIbHAS BIAXHOCTh B IPOLEHTAX.

Maccy coaepKuMOro KaxkIoW ymakoBkd (X) B TpolEeHTaX OT HOMHHAILHOU
paccumThIBaroT 1o popmyie (2):

m; X 100 (2)
X=———
mHOM
rae: m;  — Macca COAEPXKMMOI0O YIaKOBKM C YUYETOM BJIard B rpaMMax;
w — 3Ha4YEHUE IOTEPU B MAacce INPH BBICYNIMBAHMM HIIM COJEPXKAHUS BOJBI B
HCIIBITYEMOM 00pasle B IPOLEHTAX;
Wyomw — HOMHHAJIBHAS BIAXHOCTh B IPOLEHTAX.

Macca coepKUMOTO KaKJI0M OT/IETLHOM YITaKOBKH C YY€TOM BJIAarl IOJKHA OBITh:

— He MeHee 90 % oT HoMMHaNBHOU U1 coaepxkumoro a0 50 T;

— He MeHee 95 % ot HomMuHanbHOU 114 coaepxumoro ot S1 r go 100 T;

—He meHee 97 % oT HomuHanbHOM 1715 conepxkumoro ot 101 r 1o 200 r.

Cpennsis macca comepkumoro 10 ymakoBOK C ydeToM BJlard HE JOJDKHA OBITh MEHEe
HOMHUHAJIbHOM MacChl, yKa3aHHOW Ha yIIaKOBKE.

Cpeansis Macca M OJTHOPOJHOCTH MACCHI COJAEP:KMMOI0 YNAKOBKHU J103HUPOBAHHOIO
JIEKAPCTBEHHOI0 PACTUTEJILHOI0 npenapara. Onpenenstor Maccy COAEP>KUMOT0 YITaKOBKH JIst
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20 oTOOpaHHBIX MPOU3BOJBHBIM 00pPa30M JO3UPOBAHHBIX €IWHUIL. J[Ig 3TOro B3BEHIMBAIOT
JIO3UPOBAHHYIO €IMHHUILY C COACPKUMBIM, 3aT€M BCKPBIBAIOT, YTOOBI HE OBUIM YTEPSHBI KaKHe-
1100 (pparMeHTHl YIaKOBKH, TOJHOCTHIO OYHUILAIOT OT COAEP>KUMOTO IPU TTOMOIIH IIETOUKH HUIIH
KHCTOYKH. B3BeCUTh MyCTyI0 YIIAKOBKY M PACCUUTHIBAIOT MAcCy COAECPKUMOIrO YIMAaKOBKH IyTeM
BblunTaHus. B3BemmnBanue npoBoasiT ¢ TouHocTbio £0,01 r. [ToBTOpsAtOT NaHHBIE AclicTBUs HA 19
OCTaBIIMXCSl YITAKOBKaX, PACCUUTHIBAsI MACCY COJAEPKUMOTO0 KaXKIOH YIaKOBKU M CPETHIOIO0 Maccy
coJiepKUMoro 20 ynakoBOK.

He 6onee yem 2 u3 20 oTHeIbHBIX MAcC COJAEPKUMOTO YIAKOBOK MOTYT OTKJIOHSTHCS OT
cpenHel Macchl OoJiee, 4eM IMPOLIEHTHOE OTKIOHEHUe, ykazanHoe B Tabmune 2.3.21.XX.-1. Hu
OJIHa Macca COACPKUMOTO YIaKOBKH HE JTOJKHA OTKJIOHATHCS OT CpelHEel MacChl HA BEIMYHHY,
B/JIBOE IIPEBBIILIAIOLTYIO0 YKa3aHHBIN IPOLEHT JOMYCTUMOTO OTKJIOHEHUSI.

Tabmmma 2.3.21.XX.-1. — Jlonycmumvle OMKIOHEHUST MACCbl  COOEPHCUMO20  YNAKOBKU
003UPOBAHHO20 JIeKAPCMBEHHO20 PACMUMENILHO20 Npenapama
HomuuajabHast Macca 103MPOBAHHOM JdomycTMble OTKJIOHEHUS JIs1 OTHOM
eTUHMUIBI (T) J03UPOBAaHHOM enHUIIbI (%)
menee 1,5 15
ot 1,5 mo 2,0 BKIIOYUTEILHO 10
6ouee 2,0 7,5

CpezHIOI0  Maccy COIEPKMMOTO YIMAKOBOK (Mcpyom) B IPaMMax C Y4YETOM BJArd
paccuuThiBaioT 1o popmyne (3):
. Mgy X (100 — W) (3)
cpHon (100 - VVHOM)

rae: me, CpeIHss Macca COAEPKUMOro YIIaKOBOK B rpaMMax;
w — 3HAauYEHHWE IOTEPU B MAacCe€ NPU BHICYNIMBAHUM WU COACPXKAHMS BOABI B
UCTIBITYEMOM 00pa3lie B IMPOLIEHTaX;
Wyom — HOMHHAIbHAS BIAXXHOCTb B IIPOLIEHTAX.

JlommycTuMoOe OTKJIOHEHHE CpellHEed Macchl coAep>KUMoro 20 J03UpOBAHHBIX €AMHUI] C
Y4€TOM BJIard OT HOMHHAJILHON MacChl, YKa3aHHOM Ha YIaKOBKeE, JTOHKHO ObITh He 6osee £10 %.

Tsxesable MeTAIBI M MbIIIBSAK (2.1.4.21).

Oo6mas 30a1a (2.1.4.16).

Hectuumap (2.1.8.XX).

Paguonykanabl (X X X XX). ®acoBanHOE JI€KapCTBEHHOE PACTUTEIBLHOE ChIPhE JOJIKHO
BBIICP)KUBATh ~ TPEOOBaHWS K  3arpsi3HEHUI0  PATUOHYKIHIAMU, YCTaHOBJICHHbBIE
3aKOHOAATEIbCTBOM rocynapcTB — wieHoB Coro3a.

Muxpoodunonornueckas yucrora (2.3.1.4).

I[Ipy HEOOXOOMMOCTM TPOBOAAT U JPyr'M€ HWCHBITAHHS, IPeIlyCMOTPEHHbIC
COOTBETCTBYIOIIEH YacTHOH (papmMakoneiHON CTaTheil Ha JIEKapCTBEHHOE PACTUTENILHOE CBIPhE,
BXOJIALIEE B COCTAB JIEKAPCTBEHHOT'O PACTUTEIBHOTO IIpernapara.

KOJIMYECTBEHHOE OIIPEAEJIEHUE

Kak npaBuio mpoBOJAT KOJIMYECTBEHHOE OINPEJCICHUE AKTUBHBIX WM AHATUTHYECKHX
MapkepoB. Ecimu omnpenenuts coaepkaHue OTHAENbHBIX KOMIIOHEHTOB HE MPEACTAaBISACTCS
BO3MOXXHBIM WJIHM II€JIeCOO00pa3HbIM, OMPEACNSIOT CyMMapHOE CoJAepKaHHe OWOJIOTHMYEcKU
AKTUBHBIX BEIIECTB OJHOMU U TOU 7K€ TPYIMIIbI.
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XPAHEHUE

Ecnun mHOEe He 0DOCHOBAaHO M HE YTBEPXKJEHO YIOJHOMOUYEHHBIM OpPraHOM, XPaHAT B
YIIAKOBKE, MPEIOXPAHAIOLICH OT BO3ICUCTBUS BIard U CBETA.

He nomyckaercs XxpaHeHHE B MECTax, HE 3aAIUMIICHHBIX OT BO3ACUCTBHSA IOCTOPOHHUX
3aI1axoB.

MAPKHMPOBKA

VKa3bIBaIOT:

— MacCcy COJIEpKUMOTO YIIAaKOBKM TIPH OIPEACIICHHON BIAXKHOCTH (HhacOBAaHHOTO
JIEKaPCTBEHHOI'0 PACTUTEIBHOTO ChIPbSI.

— uH(OPMAITUIO O IPOBEICHUH PATUAITMOHHOTO KOHTPOJIS.
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