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"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA [JokyMeHT npepocTaBneH KoHcynbrauTlnroc
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3apeructpupoaHo B MuHtocte Poccumn 21 anpens 2016 r. N 41897

MWHUCTEPCTBO 30PABOOXPAHEHUSA POCCUNCKOW ®EAEPALUMU

NPUKA3
oT 26 okTA6psa 2015 . N 751H

OB YTBEPXXOEHUU NPABUN
N3roTOBJIEHUA N OTNYCKA JIEKAPCTBEHHbIX NPEMNAPATOB
ana MEAUMUMHCKOro NPMMEHEHUA ANTEYHbIMW OPTAHU3ALIMAMMA,
nHamBuAyAnbHbIMAU NPEANPUHNMATENAMA, UMEIOLLUMWU NTULLEH3UIO
HA ®APMALIEBTUYECKYIO OEATENBbHOCTb

B cootBeTcTBUM co cTaTben 56 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6palieHnn
nekapcTBeHHbIX cpeacTB” (CobpaHune 3akoHoaaTtenbcTBa Poccuickon ®enepauun, 2010, N 16, cT. 1815) npukasbiBato:

1. YTBepauTb NpaBuia M3roTOBMEHUS N OTNyCcKa NIeKapCTBEHHbIX MpenapatoB AN MeAMLMHCKOrO MpPUMEHEHWS
anTeYHbIMU OpraHN3auusaMn, MHANBUAYaNNbHbLIMU NPeanpUHUMaTENSIMU, UMEOLNMN NNLEH3NI0O Ha dhapMaLeBTUYECKYIO
0eATeNbHOCTb, COrNacHO MPUOXKEHNIO.

2. Hactosawmn npukas Betynaet B cuny 1 nons 2016 roga.

MwuHucTp
B.N.CKBOPLIOBA

MpunoxeHne

K npuvkady MuHucTepcTBa 3apaBoOXpaHeHs
Poccuiickon degepanmm

oT 26 okTa6psa 2015 . N 751H

NPABUIIA
N3roTOBJIEHUA N OTMNYCKA JIEKAPCTBEHHbIX NPEMNAPATOB
anAa MEOUMUMHCKOro NPMMEHEHUA ANTEYHBIMW OPTAHU3ALIMAMMU,
nHaMBuAyAnbHbIMKU NPEANPUHUMATENAMA, UMEIOLLUMWU NTULIEH3UIO
HA ®APMALIEBTUYECKYIO OEATENIbHOCTb

|. OOLKMe nonoxeHus

1. HacTtosilwme MpaBuna yctaHaBnuBatoT TpeGoBaHUS K M3rOTOBIEHUIO U OTNYCKY JEKAapCTBEHHbLIX NpenapaToB
ANs MeQULMHCKOIO MPUMEHEHUS anTeYHbIMI OpraHu3aumsiM1, MHAMBMAYaNbHbIMU NpeanpyHUMaTens M1, MMELUMK
NMUEH3NI0 Ha (hapMaueBTUYECKYl0 [esTeNIbHOCTb C MPaBOM MW3rOTOBIIEHUS] NEKapCTBEHHbIX MpenapaToB [Afis
MeAMLIMHCKOro NpUMeHeHus (aanee cooTBeTCTBEHHO - [paBuna, nekapcTBeHHble npenapaTbl, anTeyHble opraHusaumu,
nHanBuayanbsHble NpeanpuHumaTenu).

2. HacToslme npaBuna pacnpocTpaHsaoTCa Ha U3roTOBMNeHWe 1 OTNYCK NeKapCTBEHHbIX NPenapaToB anTe4YHbIMM
opraHusauMsiMm U MHAMBMAOYaNbHbIMU NpeanpUHUMaTensMu1, B TOM YUCe Mo peLenTam Ha fekapcTBeHHble npenaparbl
<1> 1 no TpeboBaHMsAM-HaKNagHbIM MeQULMHCKUX OpraHu3auunii <2> (ganee COOTBETCTBEHHO - peLenT, TpeGoBaHue).

<1> lMpukas MuHuctepcTBa 3gpasooxpaHeHns Poccunckon Pegepaummn ot 20 gekabpsa 2012 r. N 11751 "O6
YTBEPXKOAEHUM MNOPsAKa Ha3Ha4YeHWs U BbINUCbIBAHWS NEKaApCTBEHHbLIX MpenapaToB, a Takke OpM peuenTypHbIX
OnaHKOB Ha NekapCTBEHHble MpenapaTtbl, Mopsaka OdOPMIEHMS YyKa3aHHbIX OnaHKOB, WX YyyeTa W XpaHeHus"
(3apeructpupoBaH MuHnctepcTeoMm toctuuumn Poccuiickon ®eaepaunn 25 noHa 2013 r., pernctpaumoHHbin N 28883), ¢
N3MEHEeHNsIMN, BHECEHHbIMU NpukaszaMmm MuHucTepcTBa 3apaBooxpaHeHmns Poccuiickon ®egepaumm ot 2 aekadps 2013
r. N 886H (3apernctpmpoBaH MwuHuctepctBoM toctuumm Poccuiickon  Pepepaumm 23  gekabpa 2013 r,
peructpaumoHHbii N 30714, ot 30 uoHs 2015 r. N 386H (3apeructpuposaH MuHioctom Poccunckon ®egepauun ot 6
asrycta 2015 r., per. N 38379).

<2> naea lll npunoxeHna N 13 k npukasy MuHUCTEpPCTBa 34paBOOXPaHEHUA U COLMANbHOMO pPasBUTUSA
Poccuiickon ®Pegepaumnm ot 12 gekabpss 2007 r. N 110 "O nopsiake HasHA4YeHUS U BbINUCbIBAHUS NEKAPCTBEHHbIX
npenapaToB, u3genui MEeOULMHCKOTO HasHadYeHus W Cneumanua3npoBaHHbIX MPOAYKTOB feyebHoro nutaHus"
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(3apeructpupoBaH MuHuctepcTBom toctuumm Poccunckon ®epepauun 27 anpens 2007 r., pernctpaunoHHsin N 9364),
C U3MEHEHMSAMWN, BHECEHHBIMW MpuKaszamu MuHUCTEpCTBa 34paBOOXpPaHEHWs U coumnanbHOro passBuTust Poccuickon
depepaumm ot 27 aBrycta 2007 r. N 560 (3apeructpupoBaH MuHuctepctBom toctuuum Poccuiickon Pepepauun 14
ceHTabpsa 2007 r., peructpaumnoHHbii N 10133), ot 25 ceHTabps 2009 r. N 794H (3apernctpupoBaH MuWHUCTEPCTBOM
tocTrumm Poccunckon ®egepaumm 25 Hos6pa 2009 r., permctpaumoHHbin N 15317), ot 20 auBapsa 2011 r. N 13H
(3apeructpuposaH MuHuctepcteoM toctuuumn Poccuinckon ®egepauun 15 mapta 2011 r., pernctpaunoHHsin N 20103),
npukasom MuHucTepcTtsa 3gpaBooxpaHeHusa Poccunckon ®enepauun ot 26 cdespanda 2013 r. N 94H (3apeructpmpoBaH
MwuHucTepcTBoM ocTnumm Poccunckon ®enepauun 25 nioHs 2013 r., pernctpaumoHHbin N 28881).

3. Mpu nsroToBnNeHNN NeKapCTBEHHbIX NpenapaToB UCNOMb3yHTCA hapmaueBTUYeckme cybcTaHuum, BKIOYEHHbIE
B roCyJapCTBEHHbIA PEecTp NeKapCTBEHHbIX CPEACTB AN MEAWMLMHCKOro NMpUMEHeHust (ganee - nekapCTBEHHbIE
cpeacTaa).

4. KayecTBO M3roTOBMIEHHOrO JIEKAPCTBEHHOrO MpenapaTta OnpefensieTcs ero COOTBETCTBMEM TpeboBaHUSAM
dhapmakonemnHomn ctaTem, oben capmakoneiHon cratbu, MO0 B criydyae MX OTCYTCTBUS - OOKyMEHTa B obractu
KOHTPOMsi Ka4ecTBa, cogepxallero TpeboBaHMs M MeToAdbl ONpederieHNsl KayecTBa WM3roTOBIIEHHbLIX JTIEKapCTBEHHbIX
npenapaToB (fanee - 4OKYMEHT B 0611aCTh KOHTPOSSA Ka4yecTBa).

5. AnTeuyHble opraHuMsauuMuM WM MHAMBUAOYalbHblE MNpeanpuHMMaTenu obecneynmBaldT MCMPaBHOCTb U TOYHOCTb
CPeACTB  M3MEpEeHun, npesyCMOTPEHHbIX HOPMaTUMBHOW, TeXHUYECKOW [OKyMeHTauuen npou3sBoautens U
COOTBETCTBYIOLUX TpeboBaHUAM K WX MoBepke W (Mnu) kanubpoBke, NpegyCMOTpPeHHbIM cTaTbsamn 13 n 18
depepanbHoro 3akoHa oT 26 uioHst 2008 r. N 102-d3 "O6 obecneveHny eguHCTBA U3MepeHnii” <1>, NCNonb3yemMbiX Npu
M3rOTOBMEHUN W KOHTPONE KayecTBa flekapCTBEHHbIX MpenapaToB, a TaKKe perynsipHoCTb MX MNOBepku u (1nwm)
KannbpoBku.

<1> CobpaHue 3akoHogaTenbcTBa Poccuinckon depepaumm, 2008, N 26, ct. 3021; 2014, N 26, cT1. 3366; N 30, cT.
4255.

6. Ha Bcex GaHkax wunmM drakoHax C MpUTEPTON NpPOOKOM (manee - LWTaHrNac), B KOTOPbIX XpaHATCs
NEeKapCTBEHHbIE CPEACTBa, YKasblBAlOTCA HaMMEHOBAHWE NEKapCTBEHHOrO CpeacTBa, AaTta 3arnofiHEHWs LTaHrnaca
NeKapCTBEHHbIM CPeaCcTBOM, AaTa OKOHYaHWSA CpoKa rogHocTu (rogeH no ), MOAMMCb nuua, 3anoSIHMBLLErO
LUTaHrnac 1 noaTeBepXaatoLLero, YTO B LUTAHrace CoAepXUTCA MMEHHO YKa3aHHOe NeKkapCcTBEHHOE CPeaCTBO.

Ha wraHrnacax ¢ nekapcTBeHHbIMW CpeacTBamu, NpeaHasHavyeHHbIMW Ofs WU3rOTOBMEHUS pacTBOPOB AnNs
WHBEKUUIN N NHDY3MIA, AONONHUTENBLHO YKa3biBaeTcs "[Ons nHbekunn®.

LLTaHrnacel ¢ XnakMmm nekapCcTBEHHbIMIU cpeacTBamMu obecrnednBaloTcs Kanjiemepamu unu nunetkamu. Yucno
Kanenb B onpefeneHHomMm obbeme unu macce ob6o3HayaeTcs Ha wTaHrnace.

7. M3rotoBneHne  nekapCTBEHHbIX  MpenapaToB  OCYLUECTBRsieTCA B yCroBusIXx, OTBeYaloLmnx
CaHUTapHO-aNMAeMUonorndyeckum TpebosaHmam <1>.

<1> ®depepanbHbin 3akoH oT 30 mapta 1999 r. N 52-®3 "O caHuTapHo-anugemuonormdeckom Gnarononyymm
HaceneHus" (CobpaHue 3akoHogaTtenbcTBa Poccuiickon Pepgepaumm, 1999, N 14, ct. 1650; 2003, N 2, cTt. 167; N 27,
cT. 2700; 2004, N 35, ct. 3607; 2005, N 19, cT. 1752; 2007, N 49, c1. 6070; 2008, N 29, cr. 3418; 2009, N 1, crt. 17;
2011, N 1, ct. 6; N 30, cT. 4590, cT1. 4596; 2012, N 26, cT. 3446; 2013, N 27, cT1. 3477; N 30, c1. 4079; N 48, c1. 6165;
2014, N 26, cT. 3366, 3377).

Mpn M3roTOBNEHUWN KOHLEHTPUPOBAHHLIX PacTBOPOB, NonydabpukaToB, NEKAapCTBEHHLIX MpenapaToB B Buae
BHYTPManNTEYHOM 3aroTOBKM U (pacoBKEe JeKapCTBEHHbIX MNpernapaTtoB BCE 3anvMcu NPOMU3BOASTCA B KypHane
nabopaTopHbIX 1 aCoBOYHbIX paboT, ohopMNISEMOM Ha ByMaXHOM HOCUTESNE UIN B 3NIEKTPOHHOM BUAE.

B >xypHane nabopaTopHbIX 1 acoBOYHbIX PaboT ykasbiBaOTCA Criefyowme cBegeHUs:

a) Aarta v NopsiAKOBLIA HOMEP NPOBELAEHUS KOHTPONS Bblg4aHHOro B paboTy riekapCTBEHHOIO CPeAcTBa (Cbipbsl);

6) Homep cepuu;

B) HaVMeHOBaHWE NEeKapCTBEHHOrO cpeacTBa (Cbipbsl), eAMHULE W3MEPEHUs, KONMMYECTBO, PO3HMYHAs LEHa,
CyMMa po3HMYHas (B TOM YMCrie CTOMMOCTb nocyabl);

r) NOPSAKOBLIA HOMEP pactacoBaHHOW NPOAYKLMW, eAMHNULA U3MEPEHUS, KONMYECTBO, PO3HUYHAs LEeHa, cymma
pO3HUYHas, B TOM Yncne Ang tabneTnpoBaHHbIX NeKapCTBEHHbIX MpenapaToB, NeKapCTBEHHbIX npenapatoB B dopme
MOPOLLIKOB, JO3VPOBAHHbIX XXUAKUX NEKAPCTBEHHBLIX (DOPM, OTKIOHEHNE;

4) noanucb nuua, pacacoBaBLLErO fIekapCTBEHHOE CPEACTBO (ChIpbe);

€) noanuck nuua, NPoBeEPUBLLETO pacacoBaHHOE NeKapCTBEHHOE CPEACTBO (Chlpbe), AaTa MU HOMep aHanmaa.

XKypHan naGopaTopHbiX M hacoBO4YHbIX pPaboT [OMMKeH ObiTb MNPOHYMEPOBaH, MPOLUHYPOBaH W CKpenneH
MOAMNUCLI0 PYKOBOAMTENS anTe4YHOW OpraHunsaumMm (MHAMBUAYaNbHOrO npeanpuHUMaTtens) U neyatblo (Npy HanmuMuum
neyartm).

~ ~—

KoHcynbTaHTlINOC

www.consultant.ru Crpanvua 2 u3 77
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA [JokyMeHT npepocTaBneH KoHcynbrauTlnroc
JIEKapCTBEHHbIX MpenapaTos AN ... [llata coxpaHerus: 21.06.2016

8. YnakoBka U3rotoBrneHHbIX NNEKapCTBEHHbIX NPenapaToB OCYLLECTBSETCA B 3aBUCUMOCTU OT hopMbl U criocoba
NpUMeHeHWs NekapcTBEHHOIO nNpenaparTa.

B npouecce ynakoBku W3roTOBMEHHbLIX NEKapCTBEHHbLIX MpenapaTtoB OCYLLECTBNSETCs npoBepka obliero Buaa
YNaKkoBKW, NMPaBUMBLHOCTU UCMOMNb30BaHNUS YNaKkoOBOYHbIX MaTepuanos, MapKUpOBKU YNAKOBKM.

ﬂeKapCTBeHHble npenapartbl, U3roTOBJIEHHbIE B CbOpMe NOPOLUKOB B acenTtu4ecKkunx yCrioBUAX, CTepusibHble U
acenTUYeCKN N3roTOBIEHHbIE XWUAKNE NEKAPCTBEHHbIE (DOPMbI, rMasHble Ma3n YNakoBbIBAOTCH B CTEPUIbHYHO YNaKOBKY.

Ma3n ynakoBbIBalOTCS B LUMPOKOropnble OaHKW, KOHTEeWHepbl, TyObl W OpyrMe emKocTW, yaobHble ans
MCMornb30BaHusl.

XKnpgkme nekapctBeHHble (hOPMbI YNAKOBLIBAOTCS B NMOTHO 3aKPbIBAKOLLMECH EMKOCTMU.

Cynno3nTopmu ynakoBbIBaOTCH B UHAUBMAYANBHYIO MEPBUYHYIO YNAKOBKY M MOMELLAOT BO BTOPUYHYH YNaKoOBKY
(kopobky unu naker).

9. Mapk1MpoBKa W3rOTOBMEHHbIX JEKAPCTBEHHbIX MpenapaToB [OSKHA COOTBETCTBOBATb TpeboBaHUSAM,
ykazaHHbIM B npunoxernun N 1 k HacToswmm MNpasunam.

[I. OcobeHHOCTH M3roTOBNEHUS TBEPAbIX NeKapCTBEHHbLIX (OPM
M3roTtoBneHne nekapcTBeHHbIX NpenapaTos B hopmMe NOpOLLKOB

10. IlekapcTBeHHbIEe NpenapaTbl B hOpMe MOPOLLKOB (farnee - NOpoLIOK) MOryT ObiTh:

NPOCTbIMW (COCTOSALLUMU U3 OQHOTO UHIPEaUEHTA);

CINOXHbIMK (COCTOSALWMMU U3 ABYX U Bornee UHrpeaueHToB);

A03MPOBaHHbIMU (pa3geneHHbIMY Ha OTAEeNbHbIE A03bl);

HeJ031POBaHHbIMY (HepasaeneHHbIMM Ha OTAEeNbHbIE 403bl).

11. NopoLLKK N3roTaBNUBaKOTCA C UCNONb30BAHNEM CMECUTENEN U U3MENbYUTENEN UNU B CTYNKax C y4yeToMm WX
PUINKO-XUMUYECKNX CBONCTB.

Cwmecb 4ns U3roTOBMEHNUSI MOPOLLUKOB pa3fensaeTcs Ha A403bl C UCMOMb30BaHMEM PY4YHbIX BECOB U 3NEKTPOHHbIX
BECOB MNW A03aTOPOB B COOTBETCTBUM C MAacCCOW OAHOIO MOPOLUKA U WMX KONUYECTBOM, YKa3aHHbIM B peuente umu
TpeboBaHuN.

JlekapcTBeHHble cpeactBa B konuyectBax MeHee 0,05 r Ha BClo Maccy MOpOLLKa WCMNOMb3ylTCa B Buae
TpUTypaumm (CMecb nekapcTBEHHOro cpeacTea U BcnomMoratensHoro Bewectsa) 1:10 unu 1:100.

12. Mpn M3roToBnNEHNM MOPOLLKOB B CTyMKe 06Llias mMacca MNopollka He AOfKHa MpeBbilaTb MaKCUMarbHYH
3arpysky CTYNKM C y4eTOM MapameTpoB CTYMKW, onpefeneHHbix B Tabnuue N 1 npunoxeHns N 2 K HacToAWMM
MpaBsunam.

M3mernbyeHre n cmellmBaHue NOPOLLKOB OCYLLECTBNAETCA NyTeM 4o6aBneHns nocnegoBaTenbHO MHIPEOMEHTOB
OT MEHbLUMX KONMYECTB K OOMbLIMM KOMMYecTBam B MpeaBapuTenibHO 3aTepTon CTynke WHAUGEPEHTHBIM B
rapMaKkonormyeckomMm OTHOLLEHUN BCMOMOraTenbHbIM BELLECTBOM UMW NEeKapCTBEHHbIM CPeaCcTBOM C cobniogeHuem
notepb B cootBeTcTBUM ¢ Tabnuuen N 2 npunoxeHuna N 2 k HacTtoswum MNpasunam.

OcTanbHble MHIPeANEHTbI NPY U3rOTOBIEHMUN NMOPOLLKOB 400aBNAITCA B MOPSAKE YBENUYEHUS UX Macchbl Mpu
cobntogeHun cootTHolleHus 1:20.

JlekapcTBeHHbIe cpeacTBa, obnagarLme Kpacawmmm CBOMCTBaMy, 4OBaBNAKTCA B CTYMKY HA MocregHem atane
CMELLMBaHNS MOPOLLKOB UM MEXOY CNOAMMN HEKPACALLMX NTIEKApPCTBEHHbIX CPEACTB.

JlerkopacnbinsioLwmecs nekapcTBeHHble cpeacTBa o06aBnATCS B CTYMKY B NOCNEOHIO ovepeab.

TpyaHom3amenbyaeMble NEKAPCTBEHHbIE CpeAcTBa (TUMON, Wop, kamdopa, MeHTon, OopHasi KAcnoTa U MHble
BELLECTBA) M3MENbYaTCs NPy HEOOXOAMMOCTU C WCMOMb30BaHMEM XWOKOrO NEeKapCTBEHHOrO CpefcTBa (Hanpumep,
cnupT aTunoBbin 95% 13 pacyeTa 10 kanenb Ha 1 r U3aMenb4YaemMoro BeLLEeCcTBa).

>Knokne nekapcTBeHHble cpeacTBa 400aBNATCA K M3MENbYEHHOW CMEeCcU MOopoLLKa B MOCMEAHIO o4vepedb C
COXpaHEeHMEM MpPU 3TOM OCHOBHOMO CBOMCTBA NMOPOLLIKA - CbiMy4YecTu.

13. [lonycTnmble OTKITOHEHNS B Macce OTAENbHbIX 403 (B TOM Yncre npu bacoBke) NOPOLLKOB YKka3aHbl B Tabnuvue
N 1 npunoxenunsa N 3 k HacToswwum MNpasunam.

M3roToBrneHne nekapcTBEHHbIX NpenapaToB B hopme
TPUTYpaUmMii roMeonaTU4eckux

14. JlekapcTBeHHbI npenapat B doOpMe TpuTypauuy romeonaTuyeckon mnpegcraBnseT cobon TBepayto
nekapcTBeHHyl0 popMy B BuAE [MOPOLLUKA, COCTOSLIEr0 W3 OOHOr0 WM HECKOSbKUX W3MENbYeHHbIX aKTUBHbIX
KOMMOHEHTOB U (UNW) NX pa3BedeHn i Co BCMoOMoraTefbHblM BellecTBOM. B kayecTBe BcrnomoraTenbHOro BeluecTBa
NCnonb3yeTcs NakTo3bl MOHOrMApPAT (eCnu B peLienTe He yKasaHo MHoe).

15. N3roToBnexune TpuTypaLmin romeonaTtuyeckmx ocyLLEeCTBRAETCA CreayroLwmmmn cnocobamm:

N3roTOBMEHNe TPUTYpaLMM rOMeonaTu4eCcKkon N3 TBepabIX fekapCTBEHHbIX CPEACTB;
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N3roTOBMEHNe TpUTypauuM roMeonaTU4eckom U3 HaCTOeK roMeonaTU4eCcKMX MaTpUYHbIX, PacTBOPOB
romeonaTu4ecknx 1 XXnaKkmx romeonaTnyecknx passeaeHun.

M3roToBneHne TpuTypaLmii roMeonaTmyeckux NPon3BOANTCS METOAOM MO Macce C UCMOSIb30BaHMEM MaCCOBbIX
yacTen.

16. B TpuTypaumsax romeonaTtmyecknux pasmep noslyyeHHbIX YacTuL, UCXOAHOro BeLeCcTBa B MEPBOM OECATUYHOM
Unu NepBoM COTEHHOM pa3BeeHun He JormkeH npesbiwatb 100 MKM.

17. N3roToBneHue TpUTypaumm romeonaTu4eckon 13 TBepablX NeKkapcTBEHHbIX CPeacTB.

Ons v3rotoBneHust TpuTypauui romeonaTMYeckMx OO0 YEeTBEepTOro AECATUYHOIO MMM 4YeTBEPTOrOo COTEHHOro
pa3BefeHus BKIIOYMTENbHO HEODX0ANMMOE KONMMYECTBO JTakTO3bl MOHOTMAPAaTa UM MHOTO BCMIOMOraTeflbHOro BeLLecTBa
OEenuTcsa Ha Tpu paBHble YacTu. NepBas YyacTb MOMeLWAaeTcsa B CTYMNKY M pacTMpaeTcs, YToObl 3aKpbiTb MOPbl CTYMKU.
3arem npmbaenseTcsa BCe KONMMYECTBO aKkTUBHOIO KOMMOHEHTA, pacTupaeTcs C yCUnmem B TedeHne 6 MuH., nocrne 4ero
NMOpOLLOK HeMeTannuyeckum Linatenem crpebaetcs u cockabnvBaeTca €O CTeHOK cTynku. [laHHaa onepauus
noBTopsieTcs elle pa3. 3aTteM agobasnsieTcsl nocregoBaTenbHO BTOpasi U TPeTbs 4acTM akTo3bl MOHOrMapara,
MOBTOPSASA C KAXO0W YacTbio ONMcaHHble Bbilwe onepauun. MuHumanbHoe Bpemsi, Tpebyemoe [ns BCero npouecca
N3roTOBIIEHUS TPUTYpaLUMM roMmeonaTU4eckon, coctaensieTt 1 vac.

[na n3rotoBneHuss romeonaTmyeckon TPUTypauuyM Bblle MSATOr0 AECATUYHOMO WM MATOrO0  COTEHHOrO
pa3BedeHusl, pasBefeHus Mony4valTcss U3 4acTu TPUTypauuu romeonaTtMyeckon npeabliaywero OecAaTUYHOro wunm
COTEHHOro passefeHnsa n 9 unu 99 vacrter NakTo3bl MOHOrMApaTa, NpeaBapuUTENbHO pas3ferieHHOW Ha TpU paBHble
yacTu. K nepBoii 4YacTu nakTo3bl MOHOrnagpaTa MNOCTENEeHHO HebonblMMKM nopuusMmn npubaensieTcsl Bce KONMUYEeCTBO
TpUTypaLMm romeonaTMyeckon npeapiayLiero pasBefeHns M TaTenbHO pacTMpaeTcsl OO MONyYeHMs O4HOPOAHOrO
nopowka. 3atem gobaBnsieTcd nocrnegoBaTenbHO BTOpas M TPEeTbS 4YacTu NakTo3bl MoOHoOrmgpaTta W TwaTternbHO
pacTupaeTcs 40 OQHOPOAHOCTW.

18. W3rotoBneHue TpuTypaumm roMeonaTmyeckon W3 HACTOEK TFOMeOoNnaTUYeCcKMX MaTpUYHbIX, pPacTBOPOB
romeonaTuyecknx 1 XUaKnux romeonaTnyecknx passeaeHun.

Mpu M3roToBNEHUM TPUTYpaL MM roMeonaTM4eckon ¢ HaCToOMKaMn romeonaTuyeckKUMn MaTpU4HbIMK, pacTBoOpamMu
romMmeonaTuyeckMMmM U XUOKUMU TOMeonaTU4eCKUMMN pas3BedeHnsiMM KO BCEMY HeOOXOOUMOMY KONMYecTBY NaKTO3bl
MoOHormgpaTa MOCTENeHHO, HebOoNbWMMKU MopuMaMU, NpubaBRNsieTCss BCE KOMMYECTBO HACTOMKM TFoMeonaTudecKomn
MaTpU4HOM, pacTBOpa roMeonaTtuyeckoro UM XuaKkoro roMeonaTM4eckoro pasBefeHust npeablayLero pasBefeHust u
TWaTeNbHO CMELIMBAETCA 4O NOMNydYeHUst O4HOPOAHOW Macchl. [OMOreHHasi BfiaxkHas CMeCb OCTOPOXKHO BbICYLLMBAETCH,
npuv HeoBXoANMOCTM U3MENBbYAETCS U eLlle pa3 CMeLLMBaeTCS.

Mpy M3roToBNEHMM TPUTYypaLUM FOMeonaTUYECKOMW MCMOMb3yeTCs Takoe KOMMYeCTBO NaKTOo3bl MOHOrMapara,
4YTOObI MOCHEe 3aBepLUEHMs NpoLecca U3roToBMeHNUs Gbina 4OCTUrHyTa Heobxoanmas macca.

HacTtolku romeonaTtnyeckune maTpuyHble, pacTBOPbl FOMEONaTUYECKME U XUOKME FOMeonaTU4ecKkne pas3BefeHus,
ucnonb3yemble ANA  M3rOTOBMEHMS  TPpUTypauuMi  rOMEOonaTU4eckux, MOTEHUMPYOTCA B COOTHOLUEHUSIX,
COOTBETCTBYIOLLMX cnocobam mx nony4veHus. [Npu M3roToBneHMM UCNomnb3yeTcs CTONbKO NMakTo3bl MOHOrMapara, YToObl
obwaa macca TpuTypauuu romeonaTtMyeckoW Mocre BbICYLUMBaHUSA COCTaBnsana Ana gecatudHoro passegeHus 10
yacTeun n ans coteHHoro passegeHus 100 yacTel.

Mocnepyowme pa3BeneHns TpUTypaLmin romeonaTnYeckMx N3 HaCTOEK roMeonaTUYECKUX MaTPUYHbIX, PacTBOPOB
roMeonaTu4YecKnX Ui XXMAOKUX roMmeonaTMYeCcKMX pasBedeHnii nony4varTcs 3 1 vyactm TpuTypauum romeonaTmyeckomn
npeablaywero passegeHns u 9 yacten (Ons AeCATUYHOWM LWwKanbl) unm 99 4vacten (ONsi COTEHHOWM LWKanbl) NakTo3bl
MoHorugpaTa, TwaTenbHO CMeLLMBasa 40 OAHOPOAHOCTM.

M3rotoBneHune J1eKapCTBEHHbIX NnpenapaTtoB B cbopme
rpaHyn romeonaTn4eCkmnx

19. JlekapcTBeHHbIN nNpenapat B dopme TrpaHyn roMeonatudecknx (ganee - romMeonaTuUdeckue rpaHyIbl)
npeacraBndaeT cobon TBepaylo nekapcTBeHHy0 ¢dopMy ONs NpveMa BHYTPpb B BuAe cdep OAMHAKOBOro AuameTpa,
COAEepKaLLyto aKTUBHbIA KOMMOHEHT (aKTUBHbIE KOMMOHEHTbI) B pa3BefeHNsiX roMeonaTU4ecKumXx.

20. TomeonaTuyeckne rpaHynbl  W3roTaBNMBAKOTCA NYTEM  HACbILWEHUS WM HAHECEHUSI  XMOKOro
romMmeonaTMyeckoro pa3BegeHnss OQHOMO UITN HECKOSNbKUX aKTUBHbIX KOMMOHEHTOB Ha BCMOMOraTerbHbIA KOMMOHEHT -
rpaHynbl, NOfyYyaemMble U3 Ccaxapo3bl, NAKTO3bl MMM OPYrnx MOAXOASLINX CaxapoB, pa3peLleHHbIX K MeAULMHCKOMY
NPYMEHEHNIO.

[Ona obecnevyeHns paBHOMEPHOro pacnpeneneHnsa Xuaknx romeonaTtuyecknx pasBedeHur romeonaTndeckme
rpaHynbl AOMKHbI ObITb OAMHAKOBOIO pasmepa.

Pa3mepbl roMeonaTnyeckux rpaHyn pasnuyarTcsa no Homepam oT 1 4o 12 B 3aBUCUMOCTM OT UX AMameTpa, ecriu
He NPUMEHSIIOTCA MHbIE.

[omeonatuyeckue rpaHymnbl  KnaccMpuUUMpYOTCAa Mo konuyecTBy rpaHyn B 1 rpamme. KomnumdectBo
romeonaTuyeckmx rpaHyn NOACHUTbIBAETCA B ABYX NapannenbHbiXx Npobax B HaBecke, B3BELIEHHONW C TOYHOCTbH A0
0,01 rpamma. [JonycTumble HOpMaTuBbl NPU W3rOTOBIIEHUM TOMEONATMYECKUX rpaHyn onpeaeneHbl B Tabnvue N 1
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npunoxeHust N 4 k HacTosawwmm MNMpasunam.

HonycTuMble OTKIMOHEHWst B Macce OTAerbHbIX 003 (B TOM 4ucre npu acoBKe) romMeonaTU4ecKnx rpaHyn
ykasaHbl B Tabnumue N 1.1 npunoxenus N 3 k HacTosAwmMm MNpasunam.

21. N3rotoBneHme romeonaTtnyeckux rpaHyn ocyLLecTBAsSeTCcs cnegyowmmm cnocobamm:

HacbILLEHME rpaHyn caxapHbIX XXMAKUM roMeonaTnyeckum pa3BeaeHEeM Ui CMECHIO pas3BefeHUN;

HacrnavBaHue Ha rpaHysbl cCaxapHble XUAKOro romeonaTuyeckoro passeieHus.

22. HaceblleHune rpaHyn caxapHbIX XXUAKUM roMeonaTM4yeckumM passegeHnemM nnm cMecbio passeeHun.

CaxapHble rpaHysbl HacbILLAKTCA COOTBETCTBYIOLLMMM XUOKMMY FOMEONaTUYECKUMIN pa3BeaEHUAMN NN CMECHIO
XUOKUX FOMEOoNnaTU4eCcKux pas3BedeHUn, NMPUroToBMEHHbIMM Ha crupte 62% (no macce), 4yTo cooTBeTcTBYeT 70%
(obbemHble npoueHTbl). CogepxaHme cnypTa B pa3BedeHun n cMecu JomkHO 6biTb He meHee 60% (Mo macce), 4TO
cootBeTcTBYEeT 68% (N0 06BEMY).

Ecnn koHUeHTpauus cnvpTa Hwxke TpebyemMon, WU3roTOBMEHUE [EeCATUYHOMO WU COTEHHOro pasBefeHus,
npeaHasHayYeHHOro s HacblLWeHWUsi roMeonaTuyeckux rpaHyr, ocyLLLeCTBRSeTCA C Ucnonb3oBaHuemM cnupta 62% (no
macce) unm 70% (no obbemy).

[ns paBHOMEpHOro pacnpegeneHvs pas3BefeHuns rpaHynbl caxapHble NpegBapuTenibHO CMavMBalTCA CNMPTOM
62% (no macce) unu 70% (no o6bemy), KoTopbin NpubaenseTcd u3 pacyeta 1 rpamm Ha 100 rpaHyn.

HacbilweHne rpaHyn caxapHbIX >XUOKUMW TFOMeOonaTM4yeckumMu pasBedeHUsIMM UM CMECsiMA  MPOU3BOAUTCS
METOLO0M NnepeMeLINBaHUSA B MeXaHUYeCckux cMecutensax 6e3 aBnxKyLwmnxca paboumx yacten unu BpyyvHyo (4ns maccol
[0 2 Kr) B CTEKINSAHHbIX MOTHO 3aKpblBaOLLMXCA cocyaax.

Pabouni obbem cmecutens gormkeH ObiTb B 1,5 - 2 pasa Oonblie 3arpyxaemoin mMacchl rpaHyn. lNMpouecc
nepemMeLLMBaHns B MEXaHNYECKNX CMECUTENAX NPOM3BOANTCS B Te4eHne 3 - 4 MUHYT, Npy PyYHOM Crocobe - B TeYeHne
10 MUHYT.

Bria>kHble rpaHynbl BbICYLUMBAOTCS HA BO3AyXe NPy KOMHATHOW TemnepaTtype A0 NOCTOSHHOW Macchl.

Mpy M3roToBNEHMM romMeonaTUYeckux rpaHysi onucbiBaeMbiM CMOCOOOM He AOMyCKaeTCsl HachbleHWe rpaHyn
caxapHbIX XWOKMMU roMeonaTU4yeCKUMU pas3BedeHUSIMU HUXe TpeTbero COTEHHOro pasBedeHusi, MOfyYeHHbIMU U3
NeTy4Ynx N Naxyymx BELLECTB, a TaKKe U3 BCEX KNCIOT.

23. HacnamBaHwe Ha rpaHyfbl caxapHble >KMOKOrO TrOMEeOoNaTU4ecKoro pas3BedeHus OCyLLeCTBMseTCs
NnocpeacTBOM:

HacravBaHusi roMeonaTn4ecknx BOAHbIX pa3seaeHuii: ana nonyveHms 100 rpamm romeonatudeckux rpaHyn 1
rpamMmm romMmeonaTU4eCcKkoro BOAHOro pasBefeHnsa Unm BoAHOM CMECH BCTPAXMBaKOTCA ¢ 9 rpaMMammn caxapHOoro cupona u
nony4yeHHsle 10 rpaMmMoB CMeCK paBHOMEPHO HacnamBaloTCA Ha rpaHynbl CaxapHble, Macca KOTOPbIX paccyuTbiBaeTcs
no gopmyne (100 - X) rpamm, rge X - KONMYECTBO caxapa B caxapHOM CMpore, B rpamMmmax;

HacnavBaHus TpUTypauui romeonatnyeckux: ans nonydeHns 100 rpammoB romeonatudeckux rpaHyn 10
rpaMmoB TpuTypaumm BcCTpsxmBaeTca C¢ 20 rpamMmamy CcaxapHOro cuporna, MorfyYyeHHas CMeCb pPaBHOMEPHO
HacravmBaeTCs Ha rpaHynbl caxapHble, Macca KOTopbIX paccuntbiBaetca no ¢opmyne (100 - X - Y) rpamm, rge X -
KONM4YeCcTBO caxapa B caxapHOM cuporie, B rpaMmmax, Y - KonM4yecTBO BCMIOMOraTenbHOro BellecTBa, cofepXkalleecss B
TpUTypaLmm romeonaTmyeckon, B rpaMmmax;

HacrnavBaHusi CMeceln: CMecu roTOBATCHA B COOTBETCTBUM C pasgenom "MsrotoBneHne romeonatnyeckux cmecen”
rnaBbl |l HacToswmx [MpaBun nyTem COBMECTHOIO BCTPAXMBAHUSA BOAHBLIX rOMeonaTtuyeckux passBedeHun n (1nm)
TpUTYpaLmMii roMeonaTnyeckux B caxapHom cupone. [na nonyyernnst 100 rpammoB romeonaTudeckux rpaHyn 1 rpamm
N3roTOBMEHHOW CMecu BCTpsxuBaeTca ¢ 9 rpammamu caxapHoro cupona v 10 rpamm MOMy4YeHHOro pasBegeHus
paBHOMEPHO HacMnamMBalTCs Ha rpaHynbl caxapHble, Macca KoTopbix paccyuTeiBaeTca no dopmyne (100 - X - Y) rpamm,
roe X - KONUMYecTBO caxapa B caxapHOM cuporie, B rpammax, Y - KONMMYEeCTBO BCMOMOraTenbHOro BeLlecTBa,
cofepalleecs B TpUTypaumsix roMeonaTU4ecknx, B rpaMmax.

HacnavBaHue Xugkmx romeonaTMyecknx pa3BeaeHUn akTUBHbIX KOMMOHEHTOB B CaXapHOM CMPOMEe Ha rpaHynbl
NpoM3BOAMTCH B OPakMPOBOYHBbIX KOTMax C perynupyeMbiM MOAOrpeBOM. [paHynbl caxapHble MoMelalTcs B
OPaxXMpOBOYHbIN KOTEM, NpeaBapuTenbHO nogorpeThbin 4o 37 - 42 °C, n MeAneHHo BpawaTcs OO Tex Mop, noka BcH
Macca rpaHyn He HarpeeTcsa [0 YKa3aHHOW Bbllle Temnepatypbl. [oMeonaTnyeckue pasBefeHUs] aKTMBHbIX
KOMMOHEHTOB B CaxapHOM CUpPOMe BfMBAKOTCA B [PaXWPOBOYHBLIN KOTEN MOCTEMEHHO, HEOOMbLIMMU pPaBHLIMM
nopumsiMmn, 4Yepes paBHble MPOMEXYTKM BpeMeHu. 10 OKOHYaHWM HacnavBaHWs HarpeB [OPaXkMPOBOYHOIO KOTNa
npekpallaeTcs, a ero BpalleHue NpogorkaeTcs ANs BbICYLUMBAHUS rpaHyn 4O MOCTOSAHHOW Macchbl.

I1l. OcoBeHHOCTN N3rOTOBNEHNSA XNOKUX NEKAPCTBEHHbBIX (hOpPM

24. K XvakuM nekapctBeHHbIM (opMaM OTHOCATCS pacTBOPb! HA BOAHBLIX U HEBOAHbLIX pacTBOPUTENSAX, MUKCTYPbI,
BOAHbIE U3BMEYEHMS U3 NEKAPCTBEHHOIO PacTUTENBHOIO Chipbs, PaCTBOPbLI BbICOKOMONEKYNSAPHbIX BELLECTB, PacTBOpbI
3aLUMLLIEHHBIX KONIONOO0B, CYCMNeH3nn, 3MyNbCUnN, roMeonaTU4eckMe pacTBopbl, pa3BeAeH s, CMECH.

YKngkne nekapcTBeHHble (POpPMbl U3rOTaBMMBAOTCA MaccO-06beMHbIM METOAOM, MEeToAOM MO Macce Wunu
METOAO0M Mo 06bEMY.
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25. Macco-06beMHbIM METOLOM M3rOTaBMNMBAOTCS BOAHLIE M BOOHO-CMUPTOBbLIE PACTBOPbLI MOPOLUKOOOPA3HbIX
nekapCTBEHHbIX CPeACTB.

26. MeTogom MO Macce U3roTaBnMBalTCA PacTBOPbl MOPOLUKOOOPAa3HbIX WM XUOKUX NeKapCTBEHHbIX CPEeACTB B
BA3KMX M NETy4ynmx pacTBOpUTENSX, AO3MPYyEMbIX MO Macce, a Takke 3MYNbCUW, CYCMEH3NM He3aBUCMMO OT UnX
KOHLIEHTPAaLMKN 1 romeonaTuyeckne nekapcTBeHHble hopMmbl.

Mo macce [O3NPYHOTCA >KUPHbIE W MUHepanbHble Macna, [MUUEepUH, AUMeKcu, NOoNUITUNEHrNNKONU
(monuaTtuneHokcuabl), CUMMKOHOBBLIE XWAKOCTU, 3achup, xnopodopm, GeH3nnbeH3oaT, Banuaosn, BUHWAMH (6Ganb3am
LLlocTakoBckoro), oerotb 0epes3oBbi, UXTWONM, KACMOTa MOSOYHasi, mMacna advpHbele, ckunugap, metuncanuiuunart,
HUTPOrNNLEPUH, NEPIMAPOSb.

27. MeTogom no o6beMy M3roTaBnMBalOTCA PacTBOPbI CNUpTa 3TUIIOBOrO PasfiMdHOM KOHLEHTpauMu, pacTBOpbI
XNOKUX CTaHOapTHbLIX hapMakonerHbIX pacTBOPOB (KpoMe neprugpons).

Mo 06bemy Takke 0O3UPYIOTCS BoAa OYMLLEHHast M Boda ANS WUHBbEKUUN, BOAHbIE PacTBOPbl NeKapCTBEHHbIX
CpeAcCTB, rarneHoBble U HOBOraneHoBbIe NekapCTBEHHbIE CpeaCcTBa (HACTOMKK, XUAKNE IKCTPaKTbI, aA0HU3NA U UHOE).

28. Mpu ykasaHumM B peuente wnu TpeboBaHMM B KayecTBE KOMMOHEHTA, MNoAsiexallero M3roTOBMEHWIO,
nekapcTBEHHOro npenaparta "Boga" MCNoNb3yeTca BoAa OuYMLLEHHad, "CnupT" - CNupT 3TUMOBLIK, "acup" - adwmp
ONSTUIOBLIA (MEANLUMHCKUI); "rMnuepyH” - muuepyH MeanunHcknii, cogepxatumi 10 - 16% Boapl, ¢ NnoTHocTblo 1,223
- 1,233 r/cm kyb6.

Ecnu B peuenTte unu TpeboBaHWUM He yKa3aH pacTBOPUTENb, UCMONb3yeTCs BOAA OUYULLIEHHAS.

OTKnoHeHne obLiero obbema UnNn Macchbl XXUOKUX feKkapCTBEHHbIX (hOpM He [AOMKHO MpeBbilwaTb LONYCTUMbIE
OTKINOHEeHMsA B 06beMe 1 macce, npegycMmoTpeHHble B Tabnmuax N 4 - N 6 npunoxenus N 3 k HacTosiwmm MNpasunam.

OCoBGeHHOCTM U3rOTOBMNEHUS KUOKUX NIeKapCTBEHHbIX hopM
Macco-06beMHbIM METOAO0OM

29. Tpn W3roTOBNEHWUM KUOKOW INEKAPCTBEHHOM (OpMblI  Macco-oObeMHbIM MeToAOM  OOWwuin  06bem
onpeenseTcs Cymmon 06 beMOB XMOKMX NEKapCTBEHHbIX CPEACTB M BCNOMOraTefbHbIX BELLEeCTB, BXOOAWMX B COCTaB
neKkapcTBeHHOW (hOpPMbl, PACCYMTaHHBIX MPY HEOOXOAUMOCTU C YH4ETOM 3HaYeHWN MMAOTHOCTU XKUOKUX JeKapCTBEHHbIX
CpeacTB 1 BCMOMOraTernbHbIX BELWECTB, Yka3daHHbIX B npunoxernun N 5 k HacTosawmm lMNpasunam.

JonycTumble OTKNOHEHNs B obem obbeme Xnakux nekapcTBeHHbIX (OOPM NMpu U3rOTOBMEHNN MacCo-06beMHbIM
MeTodoM onpeaeneHsl B Tabnuue N 3 npunoxerus N 3 k HacTosawmm Npasunam.

N3meHeHve oOuwero obbema >XuOKOW NekapCTBEHHOW opMbl NpM  PacTBOPEHWM MOPOLLKOOBPa3HbIX
neKapCTBEHHbIX CPEACTB He Yy4MTbIBAETCS, €CMM OHU YKNaAblBalOTCA B OTKIIOHEHWUsi, AonycTuMble B obwem obbeme
XMOKMX NeKapCcTBEHHbIX (POPM MpU M3rOTOBMEHUN Macco-06beMHbIM MeTOAOM, B cooTBeTcTBMM C Tabnuuer N 3
npunoxerHna N 3 k Npasunam.

Ecnu namexeHvne obbema xugkomn nekapctBeHHon hopMbl NPy pacTBOPEHMM NOPOLLKOOBPa3HbIX NeKapCTBEHHbIX
cpencts 6onbLue JoNYyCTUMBIX HOPM, TO MPU PacTBOPEHUWN MOPOLUKOB M3MEHeHWe obbema XWOKOW NekapCTBEHHOM
hopMbl paccUnTbIBAETCA C y4eTOM KO3(PPULMEHTOB yBENNYeHa obbema nekapCcTBEeHHbIX CPeACTB B COOTBETCTBUM C
npunoxenvem N 6 k HacToAwmm NpaBunam unu cnegyeTt M3roTaBNMBaTh NEKAPCTBEHHY0 hOpMy B MepHOW nocyae.
KoadbpmumeHT yBenmueHns obbema nekapCTBEHHOro cpefcTBa rokasbiBaeT YyBenudeHne obbema pacTBopa B
MUNAUAMTPaxX Npu pacTBOpeHnn 1 rpaMma nekapCcTBEHHOro cpeacTsa Unm BcnomorartensHoro selectsa npu 20 °C.

30. MNpw N3roToBNEHWM XNOKUX NEeKapCTBEHHbIX (POPM C BOAHOW AWCMEPCUOHHOW Cpedon B MepByld ouvepedb
OTMepUBaeTCs paccyUTaHHbIN 06BbeM BoAbl (OYULLIEHHOW UKW apoMaTHOM), B KOTOPOM nocriegoBaTenbHO pacTBOPSOTCS
nopoLukoobpasHble NekapCcTBEHHbIE CpeACcTBa U BCoMoraTernbHbIe BELLECTBa C Y4ETOM PacTBOPMMOCTU U BO3MOXKHOIO
NX B3aMMOAENCTBUS.

31. [Ana ycKOpeHusi pacTBOpPEHWs feKapCTBEHHbIX CPeACTB MPUMEHSIIOTCS npedBapuTenbHoe UW3MernbyeHue
neKkapcTBEHHbIX CPEACTB, HarpeBaHvue pacTBopa, NnepemMelumMBaHne, KomnnekcoobpasosaHue n conbunusaums.

32. CHayana B OTMEpeHHOM OObeme O4YMLIEHHOW BOAbl PACTBOPSOTCA HaPKOTUYECKME, MCUXOTPOMHbIE,
CUNMbHOAENCTBYIOLLME NEeKapCTBEHHbIE CPeACTBa; farnee - ocTanbHble feKapCTBEeHHble cpeacTBa C Y4eTOM  UX
pacTBOPUMOCTMW.

33. locne pacTBOpeHUs MOPOLIKOOOPa3sHbIX fleKapCTBEHHbIX CPEeACTB pacTBOpPbl  (DUMLTPYHOTCS  Yepes
dunbTPYyOLWUA MaTepuan, KoTopbI NOAGUPAaIOT C Y4ETOM CBOWCTB PaCTBOPUTENS U NNEKApCTBEHHOro cpeacTBa.

BmecTto nopolwkoobpasHbiX JeKapCTBEHHbIX CPEACTB B COCTaBE >XMAKOM JEeKapCTBEHHOW OOpMbl MOTYT
NCMnomnb30BaTbCs 3apaHee U3roTOBMEHHbIE KOHLEHTPMPOBaHHbIE PacTBOpbI (B BIOPETOYHOW YCTAHOBKE), YKa3aHHble B
npunoxeHnn N 7 Kk Hactodwum [lpaBunam, KoTopble [06aBMASIOTCA MNOCNe pacTBOPEHUS MOPOLLKOOBPasHbIX
nekapCcTBEHHbIX CPeACTB U punbTpoBaHUSA pacTeopa.

34. Tpun M3roToBNEHMN BOAHbIX PACTBOPOB NEKAPCTBEHHbIX CpeacTB, COAepXaluMx B COCTaBe MOSeKynbl
3HauMTENbHOE KOMMYECTBO KPUCTaNNM3auMOHHON BOAbI, CMOCOOHLIX BbIBETPMBATBCA, a TakkKe T[UrPOCKOMUYHbIX
neKapCcTBEHHbIX CPEACTB cneayeT NCNoMb30BaTh UX KOHLEHTPUPOBaHHbLIE PacTBOPLI.

35. XKugkve uHrpegueHThbl, BXogsLime B COCTaB NekapCTBEHHON hopmbl, 006aBRAOTCS K BOAHOMY pacTBOpy B
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cnep,yrou.l,eﬁ nocnenoBaTtesibHOCTU: BOAHbIE HeneTydne ©n Henaxydme XUWOKOCTU; WUHble HeneTydne XKUOKOCTW,
CMellnBatoLmnecss ¢ BoAOW; BogHble netyyne XuOKoCTH; KMUOKOCTU, coaepXxaljune 3TUNOBbLIN cnupT, B nNnopsaake
BO3pacTaHnA ero KoHUeHTpauun; apyrme HesogHble JieTydne n naxydme XmaKkocTtu.

M3rotoBneHne KOHLUEHTPUpOBaHHbIX pacTBOpPOB

36. KoHUeHTpupoBaHHblIE pacTBOPbl W3roTaBMMBAKOTCA MacCO-OObEMHbIM METOAOM B MEPHOW Mocyde B
acenTMYecKMX YCrOBUSAX C UCMOSNb30BAHMEM CBEXEMNONYYEHHOW OYMLLIEHHOW BOAbI.

HdonycTuMble OTKINOHEHWsI B KOHLUEHTpauMuM KOHLEHTPMPOBAHHBIX pacTBOPOB npuBedeHbl B Tabnuvue N 8
npunoxeHna N 3 K HacTodawmm Npasunam.

37. N3rotoBMneHHbIe KOHLUEHTPUPOBaHHbLIE PacTBOPbl (DUNBTPYIOTCH, MNOABEPrawTCs MOMHOMY XUMWUYECKOMY
KOHTPOIMO M NPOBEPSAIOTCA HA OTCYTCTBUE MEXAHUYECKUX BKIHOYEHUWIA.

38. EMKOCTU C KOHLIEHTPMPOBAHHLIMW pacTBOpaMy OMOPMASAIOTCHA 3TUKETKaMW C yKazaHUEM HauMeEHOBaHUS U
KOHLEHTpauun pacTtBopa, AaTbl M3roTOBMIEHMS, CPOKa FOQHOCTW, HOMEepa CepUM W aHanMsa W nognucu nuua,
NpOBEPMBLLETO PacTBOP.

M3meHeHve uBeTa, NMOMyTHEHME, MOSIBMIEHWE XIMOMNbeB, HaneToB paHee YCTaHOBMEHHOrO Cpoka roAHOCTU
ABNAKTCA NPU3HaKaMn HENPUrogHOCTU PacTBOPOB.

M3rotoBneHmne Xuakmx NeKapCTBEHHbIX (bOpM, coaepXxalinx
apoMaTHble BOObl B Ka4eCTBe pacTBoputensa

39. ApomaTHble BOObl M3rOTaBIMBAKOTCA B COOTBETCTBMM C TPeOOBaHWSMMW, yKasaHHbIMM B npunoxeHun N 8 k
HacTosAwmMM [paBunam, n XpaHATCA B NPOXIIagHOM, 3aLUMULLIEHHOM OT CBeTa MecTe.

40. ApomaTHble BOAbl [03UpylOTCA NOo 06bemy. [onycTuMble OTKNOHEHUst B o0OLeM obbeme Kuakux
nekapcTBeHHbIX OpM MpU M3roTOBMNEHMM MAacco-00beMHbIM MeToAoM npuBedeHbl B Tabnuue N 3 npunoxeHus N 3 k
HacTosilwmMm Mpasunam.

Mpwn ykasaHuu B peuenTte unm TpeboBaHnm obLiero obbema XuaKon NnekapcTBeHHoON dopmbl 06beM apomaTHOM
BOAbl onpegensieTcs nyTemMm BblMMTaHWMS M3 oOLWero obbemMa nekapCTBEHHOM (OpMbl OOBEMOB BCEX XMUAKMX
WHIPEOMNEHTOB, a TaKKE YYMTbIBAETCS M3MEHEeHMe B OobbemMe Mpu PacTBOPEHMM MOPOLLUKOOOPAa3HbIX NEKAaPCTBEHHbIX
CpeAacTB, ecnun n3ameHeHve obbema bonblue JoNYyCTUMbIX HOPM.

41. MNpn N3roToBNEHNM XKNOKNX NEKAPCTBEHHbLIX POPM, B KOTOPbLIX OCHOBHOW AWCMEPCUOHHON Cpenon sBnsieTcs
apomarHas Bofa, KOHLIEHTPMPOBaHHbIE PACTBOPLI JIEKAPCTBEHHBIX CPEACTB HE UCMOMb3YIOTCS.

PasBefeHune cTaHgapTHbIX hapmakonenHbIX pacTBOpPOB

42. MNpun pasBegeHnn hapmMakonerHbliX pacTBOPOB, BbIMMCAHHBLIX NO4 XMMUYECKUM HaMMeHOBaHWEM (Hanpumep,
pacTtBop cdopmanbaernga), pacyeT MCXOQHOIO feKapCTBEHHOINO CpPEACTBa MPOBOOUTCA C Y4eTOM (DaKTU4eCKOoro
coaepXXaHus BELLECTBA B pacTBOpE.

Mpw BbINUCLIBAHMM hbapMaKkoneiHOro pacTBopa Mof YCMOBHbIM Ha3BaHWeM (Hanpumep, pacTBop copmanuHa)
KOHLEHTpauust ICXO4HOTo npenapara npyvHumaetcs 3a eguHudy (100%).

M3rotoBneHune xmakmx NeKapCTBEHHbIX Ct)OpM
Ha HEBOAHbLIX paCTBOpPUTENAX

43. PacTBOpbl Ha BA3KUX 1 NETy4nx pactBopuTensx (KpoMe CnMpToBbIX PaCTBOPOB) M3roTaBNMBalOTCA MO Macce.
O6Lwasn macca onpegenseTcs CyMMMPOBAHNEM BCEX MHIPEONEHTOB, BXOASLUMX B TeKapCTBEHHYI0 hopMmy.

44 Tpwv N3roToBIEHNM PACTBOPOB Ha BA3KUX W NMETYYNX PacTBOPUTENSIX HENOCPEACTBEHHO B CyXoW hrakoH Ans
OTMycka [O03MPYIOTCS feKapCTBEHHble CpeacTBa, BCMOMoOraTenbHble BellecTBa, 3aTemM OTBeluMBaeTcs  Unu
OTMepuBaeTCs pacTBOpPUTENb.

45. Tpn ncnonb3oBaHMN BA3KMX PacTBOpPUTENEW MPUMEHSIETCA HarpeBaHue C Y4eTOM (U3UKO-XMMUYECKNX
CBOWCTB JleKapCTBEHHbIX CPeACTB.

46. CnMpToBbIE PACTBOPLI M3rOTABNNBAKTCA Macco-06beMHbIM MeToA0M. YkaszaHHOe B peuenTe unun tpebosaHnm
KONMMYEeCTBO 3TUIOBOrO CNMpTa AOMKHO COOTBETCTBOBATb OOBbEMHBIM €ANHNLIAM U3MEPEHNS.

Mpun oTcyTcTBUM B peuente unu TpeboBaHUM yKasaHMsA O KOHLIEHTpauMu 3TUIOBOrO CnMpTa WCMONb3yeTcs
aTunosbin cnupT 90%.

MMpn M3roTOBNEHUN XWOKUX HEBOAHbIX NeKapCTBEHHbIX (POPM STUMOBBLIN CNUPT A03MpyeTcs No obbemy, He
yMeHbluas obbem, yKasaHHbIl B peuente unum TpeboBaHWM, Ha BENUYUHY €ro npupocTa Mpu pacTBOPEHUM
nekapcTBeHHbIX cpeacTs. OOLWwmn o6bemM yunTbIBaeTCH NPy KOHTPOSE KayecTsa NekapCTBEHHON (DOPMbI.

Mpu ykasaHum B peuenTe nnu TpebosaHnm obliero obbema pactsopa o6bemM 3TUNOBOrO cnvMpTa onpegenseTcs
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nyTem Bbl4UTaHUA M3 obuiero obbeMa ob6beEMOB BCEX XUOKUX WHIPEOUEHTOB, a TakkKe YYUTbIBAETCA M3MEHeHMe B
oObeMe nNpu PaCTBOPEHMM MNOPOLLIKOOOPA3HbLIX JIEKAPCTBEHHbIX CPEeAcTB, €CnvM u3MeHeHne obbema Oonblue
[OMNYyCTUMbIX OTKITOHEHWIA, Yka3aHHbIX B Tabnuvue N 3 IMNMpunoxeHus N 3 k HacToAwmm MNpasunam.

CocTaBbl CTaHAAPTHbLIX CMMPTOBbLIX PacTBOPOB npuBedeHbl B Tabnuue N 3 npunoxeHnss N 9 k HacToswmMm
MpaBunam.

47. Ecnn B peuente unu TpeboBaHUWM yKasaH pacTBOP, UMEILMIN HECKONbKO KOHUEeHTpauui, 6e3 ykasaHus
KOHLIEHTpaL K1, UMEILLNIA HECKONBKO KOHLEHTpaLMiA, OTNYCKaeTCs pacTBOP HAaUMEHbLLUEN KOHLLeHTpaLuuu.

48. YyeT M3pacxodoBaHHOIO 3TUMOBOrO CNMpTa MPOU3BOAUTCHA MO Macce B MepecyeTe Ha KOHUEHTpauui B
cooteetcTBMM ¢ Tabnumuamu N 1 1 N 2 npunoxenus N 9 k HacTosilwmm MpaBunam.

M3rotoBneHune PacTBOPOB BbICOKOMOJIEKYINAPHbIX BELWECTB

49. PacTBopbl BbICOKOMOMEKYNSPHbLIX BELLECTB M3roTaBNMBalOTCA MacCo-O0bEMHLIM METOAOM  (HanpuMmep,
pacTBOpbI NEMNCuHa, XenaTuHa) Unu No Macce (HanpuMep, pacTBOpbI kpaxmara, 3UpPoB LEeNoNo3bl).

[ns pacTBopeHus1 orpaHUYeHHO HabyXatoLMX BbICOKOMOEKYSPHbIX BELLECTB MCMOMb3YTCS TEXHOMOrnJeckne
npuembl HabyxaHusa n HarpeeaHusi (HanpMMep, PacTBOpPbI XXenaTuHa, KpaxmMarna) unu oxnaxageHus (Hanpumep, pacTBop
MEeTUILENono3.l).

M3rotoBneHune kanenb

50. C uenblo coxpaHeHuss obbema M KOHUEHTpauuuM IeKapCTBEHHbIE CpPeACTBa pPacTBOPSOTCS B 4acTu
ouULeHHon Bogbl. [ony4eHHbIN pacTBop UAbTPYETCA Yepe3 NPOMbIThbIM BOAOW hUIbTP, OCTaBLUeeCcd KONMMYecTBO
BOAbI (pMnbTpyeTCcs Yepes ToT xe PunbTp A0 NofyvYeHns 3agaHHoro obbema.

Mpun n3roToBneHNN Kanesnb Ha KOMBUHMPOBAaHHBLIX PacTBOPUTENAX (CIMPT STUNOBLIA, MUUEPUH, Macra U WHble
pacTBOPUTENU) YYNTLIBAETCA PaCTBOPUMOCTb NEKAPCTBEHHbIX CPEACTB U COCTaB PaCTBOPUTENS, a TakKe KONMYecTBO
kanenb B 1 rpamme n 1 MunnunnuTpe, macca 1 kannm XMakux nekapcTBeHHbix cpegcts npu 20 °C no craHgapTHOMY
Kannemepy c oTKIoHeHuamun +/-5% B cootBeTCcTBMM C NpunoxeHnem N 10 k HacToAwmm Mpasunam.

M3roTtoBneHune BOAHbIX N3BIEYEHUN 13 JleKapCTBEHHOro
PaCTUTENBHOIO CbipbA

51. BopgHble wu3BneYeHuWst (HacTou, OTBapbl W WHbIE) W3rOTABMMBAKOTCA 3KCTPaKUMEN NeKapCTBEHHOMO
pacTUTENBHOIO Cbipbst BOAOW OYULLIEHHOW, @ TaKKe paCTBOPEHUEM CYXMX UITN XUOKMX SKCTPAKTOB CTaHOAPTU30BaHHbIX
B paccyntaHHOM obbeme BoAbl OYMLLEHHOWN.

[Mpn M3roToBneHWM BOAHLIX W3BNEYEHWA HE [OMycKaeTCs 3aMeHa feKapCTBEHHOrO pacTUTENbHOMO Cblpbs
HacTonkamn, 3aUpPHLIMU MacnamMmm U AKCTPaKTaMm, He NpegHa3HaYeHHbIMN NS N3roTOBNEHNS BOOHbIX U3BMNEYEHUIA.

XpaHeHne BOAHbIX W3BMEYEHUA OCYLLEeCTBNSETCA B MNpoxNagHOM MecTe B ynakoBke, obecneuvBaroLlen
COXpaHeHMe Nx Ka4yecTBa.

52. Tlpu pacyete Tpebyemoro AOnd SKCTpakuum ob6bema BOAbI OYWLLEHHOW MWCMONb3YKTCA  3HAYeHUs
K09hPMUMEHTOB BOAOMNOMNOLEHNS IEKaPCTBEHHOIO PaCTUTESNIbHOMO Cblpbs B COOTBETCTBMM C npunoxeHvem N 11 k
HacTosawmMm NpasBunam n 3HavyeHne KoapPULMEHToB yBennyeHms obbema nekapcTBEHHbIX CpeacTs, NPeayCMOTPEHHbIX
npunoxeHveMm N 6 k HacToawmMM [Npasunam, ecnv n3MeHeHus B 06LLeM obbeme XUAOKON feKkapCTBEHHON opMbl Mpu
pacTBOPEHUN MOPOLLKOOBPAa3HbIX NeKapCTBEHHbIX CPEACTB MNPEeBbIlalT AONYCTUMble OTKIIOHEHUS, YKa3aHHble B
Tabnuue N 3 npunoxernst N 3 k HacTosilumm Mpaeunam.

53. Npu N3roToBnNEHNM BOOHbIX M3BMEeYeHUN obecnevmBaloTCs ONTMMarbHble YCITOBUSA 3JKCTPaKuumM, C y4EeTOM B
TOM 4uMCne CTaHOapTHOCTM NEKapCTBEHHOro pacTUTENbHOMO CbIpbHA, €r0 U3MENbYEHHOCTM W FMCTONOrMYECKON
CTPYKTYpPbl, COOTHOLLUEHMSI MacCbl Cbipbd U OObeMa 3KCTpareHTa, (U3MKO-XMMUYECKUX CBOWCTB AEWCTBYHOLLMX
nekapCTBEHHbIX CPEACTB U COMYTCTBYHOLLMX BELLECTB.

54. MHOroKOMMNOHEHTHblIE BOAHbIE W3BNEYEHUS W3 JIEKapCTBEHHOrO pacTUTENbHOro Cbipbs, TpebytoLuero
OOVHAKOBOIO peXxuma 3KCTpakumMu, OOYCNOBMEHHOrO  (PU3NKO-XMMWYECKMMUA  CBOWCTBAMW  OEWCTBYOLLUX W
CONyTCTBYIOLUX BELLECTB, U3rOTaBNMBalOTCA B OAHOM MH(PYHAMPHOM CTakaHe 6e3 yyeTa rMCTONOrM4eckon CTPYKTYpbl
nekapCTBEHHOIO pacTUTENBHOIO ChiPbS U C Y4E€TOM KO3D(PMLUNEHTOB BOOOMOITOLWEHUS, YCTAHOBMNEHHbBIX B MPUNOXEHUN
N 11 k HacTosawmm MNpasunam.

MHOroKkOMNOHEHTHbIE BOAHBbIE U3BMNEYEHUSA N3 NIEKAPCTBEHHOIO PAcTUTENBHONO Chipbd, TpebyloLlero pasnuyHbIX
YCNOBUIN 3KCTPaKLUUW, U3roTaBNMBAaIOTCHA pa3fenbHO C UCMNOMb30BaHWEM ANS 3KCTPaKUMKM MakcuMarbHO BO3MOXHOIO
ob6bemMa BoAbl OYMLLLEHHOW, HO HE MeHee YeM 10-KpaTHOro MO OTHOLLUEHUIO K MAcce JTIeKapCTBEHHOrO pPacTUTENbHOrO
ChIpbSi.

55. MNpn M3roToBNEHNN BOOHLIX M3BMEYEHUA U3 JIEKAPCTBEHHOINO Cblpbs HEe [JOMNycKaeTcs MUCnonNb3oBaHue
KOHLEHTPUPOBaHHbLIX pPacTBOPOB  JleKapCTBEHHbIX  cpeAcTB. [lopolwkoobpasHble  nekapcTBEeHHble  CpeacTsa
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pacTBOPSAOTCA B rOTOBOM BOAHOM M3BIeYeHUM Npy NnepemMeLlnBaHnmn U puUnbTpyoTCA Yepes TOT Xe (UIbTP, KOTOpPbIN
ncrnone3oBanca Ans MUNbLTPOBaHUA BOAHOTO MW3BnedyeHus. Mpu HeobxogumocTM 06beM NeKapCTBEHHOW opMbl
[OBOAMTCS BOAOW OYMLLIEHHON 10 06bema, ykasaHHOro B peLente Unm TpeboBaHum.

56. Mpu N3roTOBNEHUN BOAHBIX W3BIEYEHUI UCTONb3YIOTCA CTaHOAPTU30BaHHbLIE CyXuMe W XUOKAE IKCTPaKThbl.
Cyxve cTaHOapTU30BaHHbIe 9KCTPaKThbl BBOASATCS B COCTAB XUOKUX NEKapCTBEHHbIX (DOpM MO NpaBunaM pacTBOpeHUs
NOPOLLKOOBpa3sHbIX NEeKapCTBEHHbIX CPedcTB, a Xuakue - Mo npasunaM [ob6aBneHus  CnupTocodepkalmnx
neKapCcTBEHHbIX CPEaCTB.

M3rotoBneHune pacTBopoOB 3alluLLieHHbIX KoJ1J101Mg0B

57. PacTBopbl 3alMLLIEHHbIX KOTOMOO0B NpOTaprona, Konnapromna, UXTmorna n3rotTaBnmBatoTcsi Macco-00beMHbIM
METOLOM.

PacTtBopbl npoTaprona M3rotaBnvMBalOTCA MyTEM paccbifNaHus ero Ha MNOBEPXHOCTb BOAbl OYULLIEHHON W
OCTaBNEHUSA A0 NOSIHOTO PacTBOPEHUS.

PacTBopbl Konnaprona U3rotTaBnMBaloTCa C NpeABapuUTESibHbIM €ro M3MeNbYeHNEM M CMELUMBAHMEM C BOAOW
OYULLEHHON.

KonnouvaHble pacTBopbl UNbTPYOTCS Yepe3 00e3305eHHbIE DyMakHbIE UMK CTEKNSIHHbIE OUMbTPbI.

WN3roToBneHue cycneHsuit 1 amynbcuii

58. CycneHsun n amynbCuMU M3rOTaBMMBAKOTCA B CTYMKE UMM C WCMONb3OBaHMEM CMecuTenen pasnnyHon
KOHCTPYKLMW.

CycneH3un 1 aMynbCum HE3aBUCUMO OT KOHLEHTpaLMM M3roTaBnmBearoTCs Nno mMacce.

[Mpn M3roToBNEHWM CYCMEH3UA N 3MYMLCUA B CMECUTENsX BCE WHrpegueHTbl NoMmeLlarnTcd B annapat U
nepemMelumMBaloTca OO0 MNOMNyYeHUss OOHOPOAHOW Maccbl. Bpems cmewmBaHua onpegenseTcd  CBOWCTBaMMU
neKkapCTBEHHbIX CPeACTB M KOHCTPYKUMEN annapara.

CycneHsun He noanexat cunbTpaumn.

59. MsrotoBneHne CycrneH3umn B CTynKe NyTeM U3MernbyYeHnsi NopoLLKOOBPa3HbIX HEPACTBOPUMbIX NEKapCTBEHHbIX
cpencTs Npon3BOAMNTCS NO MpaBuiaM M3rOTOBMEHUSA MOPOLUKOB C MOCMAeaylowumM OUcneprupoBaHMeM ONnTUMarbHbIM
KONMMYECTBOM XWOKOCTU (B KonuyecTtse 1/2 0T Macchbl U3MerbYyaemoro fiekapCcTBEHHOro cpeacTsa UnNM MU3Menb4yaemoro
nekapcTBEHHOro cpeAcTsa 1 ctabunuaatopa) n pasbasneHnem AMcrnepcuoHHON cpeaon.

60. N3roToBneHne cycneHann n3 rugpodobHbIX NEKapCTBEHHbIX CPEeACTB OCYLUECTBMASETCS C WUCMOofib30BaHUEM
CTabnnm3aTopoB reTeporeHHbIX CUCTeM, YyKasdaHHbIX B npunoxeHun N 12 k HacToswmm [MpaBunam, u C y4yeTom
PU3NKO-XMMUYECKNX CBOWCTB fEKapCTBEHHbIX CPeAcTB M cTabunm3atopoB, a Takke crnocoba npuMeHeHus
nekapcTBeHHON (PopMbl.

61. Tllpy U3roTOBMEHUN OMYNbCUN  WUCMONbL3YIOTCA 3Mymnbratopbl, BbIGOP KOTOpPbLIX OBYyCrnoBreH  ux
TEXHONOIMYECKUMMN N (PUINKO-XUMUYECKUMU CBOMCTBAMM, KONMYECTBOM MacnsHow drasbl 1 Ha3HaYeHneM 3MynbCun.

OMynbCUM U3roTaBnMBAKOTCS B CTYMKe 4epes3 CTaguvio MepBUYHOM 3MYyNbCMM C pacyeToM KonuyecTBa ee
WHIPeaMeHToB C nocrneayowmm pasbasneHem ANCnepCcMoHHON cpeaon.

Cnocob BBeAeHWNst NekapCTBEHHBLIX CPEACTB B 3MYyNbCUM onpeaenseTcs nx Musnko-XMMU4eCckMMn CBOMCTBaMMU.

UsrotoBneHne pacTBopOB romeonaTn4eCcKknx
n paasep,ean?l romMeonaTtn4eckmnx

62. PacTBopbl romeonaTnyeckme 1 pasBefeHus romeonaTtmyeckme N3rotTaBnmBatoTcs MO Macce 1M UCNonb3yrTCH B
KayecTBe CyOCTaHUMWA [O719 W3rOTOBMEHMS TOMEONaTMYeCKUX JeKapCTBEHHbIX MpenapartoB WM B KayecTse
nekapCTBEHHbIX NpenapaToB 4115 BHYTPEHHEro, Hapy>HOro 1 MECTHOTO NPUMEHEHWS.

PassegeHns romeonaTuyeckue MOnyyalTcs MyTeM CTyneHdaToro pasbaBneHus, CONpoBOXAatoLlerocs
BCTPAXMBaHUEM PacTBOPOB rOMEOoNaTU4eCcKnx, TpUTypaunui romeonaTnyeckmx, HaCTOEK roMeonaTuYeCckuX MaTpUYHBIX.

B ka4ecTBe pacTBopuTENeEn NPUMEHSAIOTCA BOA4A OYULLEHHAsi, BOAA ONA MHBEKUWA, pacTBOp HaTpusa xnopuaa
N30TOHMYECKUI, MMNLEPUH, CAIMPT 3TUMOBLIN WX OPYroM pacTBOPUTESNb, YKa3aHHbIN B hapMakonenHon crtaTtbe Wnu
OOKyMeHTe B 06nacTu KOHTPONA kavyecTsa.

KonnuectBa BOAbl OYULLEHHOW W CAMpTa 3TWMAOBOrO AN MPUrOTOBMEHUA BOAHO-CMMPTOBbLIX PaCTBOPOB
pasnuyHON KoHUeHTpauun npusedeHsl B Tabnuue N 4 npunoxeHusa N 9 k HacTtosawmMm MNpasunam.

PasBefeHunsa romeonaTtnyeckue N3rotaBnuBaloTCA B NOMELLEHUW, 3aLLMLLEHHOM OT MPSAMOro COMTHEYHOrO CBeTa, C
NCMNOMb30BaHMEM NITOTHO 3aKyMOPUBAIOLLMXCS CTEKMSIHHBIX COCyA0B, 0b6beM KoTopbix Ha 1/2 - 1/3 Gonbwe obbema
pa3BoAMMOro akTUBHOTO KOMMOHEeHTa. B npouecce w3roToBneHWss Kaxgoe pas3BefeHne MOoTEeHUMPYETCa MyTem
BCTPAXUBaHUS.

B cnyyae ncnonb3oBaHus Ansi M3roTOBMEHUS pa3BedeHun roMeonatmyeckux (pacTBOPOB FOMeOoNaTu4eckux) B
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KayecTBe pacTBOpUTENS BOAbI OYULLIEHHON UNW BOAbLI ANS MHBEKLMIA HA MapK1MpoBKe yKkasblBaeTcd "BogHoe".

BogHble pasBegeHuWst roMeonaTu4eckue UCMOmb3ylTCA AN M3TOTOBMEHUS PaCTBOPOB  MHBLEKLMOHHBIX
romeonaTtuyeckmx, Ma3ew, Cyrnno3vTOprEB, Kanerb rMa3HbIX rOMeonaTU4eCcKmX.

BogHble pasBegeHnss romeonaTtMyeckMe, npegHasHavyeHHble ANA MOMyYeHUs Mas3en U Cynmno3uTOpUEB,
N3roTaBfMBalOTCA Ha BOAE OYULLEHHOWN.

63. [lns nonyyeHusa pasBefeHUn romeonatuyecknx (pacTBOPOB rOMeonaTU4ecKMx) WUCNoNb3yrTcs MeToabl
MaHemaHa, Kopcakoa n LM-meToa.

Mpu ncnonb3oBaHmMm MeToda MaHemaHa aecaTuyHble pa3Befennst (1:10) obosHavatoTca OykBon "D", coTeHHble
pa3BeaeHus (1:100) - 6ykson "C", ¢ ykazaHMeM ymcna CTyneHen passefeHust (MoTeHUMpoBaHus) apabckumm undpamu.
Mpun N3roToBNEHNN KaxXaoro 4eCATUYHOIO UM COTEHHOTO pa3BefeHns UCMOoNb3yeTCsl OTAENbHbIN COCYA.

[ns npurotoBneHns pacTtBopoB nepsoro gecatnyHoro (D1) unu nepBoro coteHHoro passefgeHus (C1) 1 yacTb
cybecTaHuumn pacteopsieTcst B 9 Yactax unu 99 4actsix pacTBOpUTENS U BCTPAXUBaAETCS (NOTEHLMPYETCS), eCnu MHOE He
yKasaHo B (hapMaKkonenHomn ctaTbe.

Btopoe gecsatnyHoe passegeHue (D2) rotoeutca u3 1 yactu pacteopa (D1) n 9 yacteri cnupta 43% (no macce),
€CNnM He ykasaH WHOW pacTBopuTENb B AOKYMEHTE B 00nactu KOHTpons kadyecTtBa. [locrnegywowme pasBegeHus
roToBATCA aHanorn4yHo. Btopoe coteHHoe pa3eeaeHune (C2) rotoButes M3 1 yactm pacteopa (C1) u 99 vacten cnmpta
43% (no macce), ecnun He ykasaH MHOW pacTBOpUTENb B OOKyMeHTe B obnactu KOHTpons kadectea. [locnepyrowime
pasBefeHus roTOBATCSA aHanormyHo.

Cnocobbl MonyyYeHusi pasBedeHUn HACTOEK roMeonaTUYEeCKMX MaTpUYHBLIX NpuBedeHbl B npunoxeHun N 13 Kk
HacTosAwmMm Npasunam.

Ecnu npu nonyyeHnn pacteopa Tpebyetca ucnonb3oBaHue cnvpta 15% (no macce), To nepBoe AecATMYHOE
pa3BegeHue (D1) nonyyaetcs cnegyrowmm obpasom: ogHa 4YacTb cyOcTaHuMM pacTBopsieTcst B 7,58 yacTax BOAbl U
npubaensietca 1,42 yactn cnupta 94% (no macce). [Ina nony4eHms nepBoro cOTeHHoro passeneHus (C1) ogHa 4vactb
cybcraHuum pacteopsieTcs B 83,4 yacTax BoAbl U K Hel npubasnseTca 15,6 yacten cnupta 94% (no macce).

Mpu nsrotToBneHun pasBefeHuin romeonaTudeckux (pacTBOpoB romeonaTuydeckux) no KopcakoBy pasBefeHus
obo3Ha4vatoTca bykBon "K" ¢ ykasaHMeM yncna CcTyneHen passefeHus (NoTeHumMpoBaHus) apabckummn umdpamu. [Mpu
JaHHOM MeTOoAde COTEHHble pa3BedeHWsi TOTOBSATCA B OOHOM M TOM e cocyge. [lepBoe coTeHHOe pasBedeHue
rOTOBWUTCS B COOTBETCTBMM C METOOOM, UCMOMb3yeMblM MPU MOMYYEHUN HACTOWKU FOMEONaTUYECKON MaTpUYHOW UMK
cybcTaHuuun. B nepBbit cocyn nomellaeTcsi OTMEPEHHOE KOMMYECTBO HACTOMKM rOMEOonaTM4ecKom MaTpUYHOM WUnu
cybcTaHuum, npubaensieTca HeobxoAuMMOEe KOMMYEeCTBO COOTBETCTBYHOLLErO pacTBOPUTENA UM BCTPAXUBAETCS, B
pesynbTaTe Yero nNony4vyaeTcs NnepBoe COTeHHoe pasBeaeHue. [onyyeHHoe pa3BeaeHre NepeHoCUTCs BO BTOPO cocy
¢ 0b6o3HayeHnem K1, nyTeM nepeBopadvBaHisa BBEPX AHOM UM oTcacbiBaHus. B nepBbIl cocyn, copepXaluin ofHy
YacTb NEpPBOro COTEHHOTO pa3BefeHust, npubasnsaeTca 99 yacTer pacTBOpuTensi, BCTPSAXMBAKOT, B pe3yrnbraTe 4ero
nony4yaeTcs BTOpoe COTeHHoe pa3seeHue no KopcakoBy. [NonyyeHHOe pa3BedeHne nepeHocuTcs B TpPeTur cocyd C
obo3HaveHnem K2. AHanorMyHo nony4yarTcs BCe Mnocrnefyllme pasBedeHusi, BNuBast Kaxabii pa3 99 yactem
pacTBOpUTENS B OOUH U TOT Xe NepBbI COCYA A0 OOCTMxeHus Tpebyemoro pasBeneHusi. B cnyvae vcnonb3oBaHus
HepacTBOPMMOWN CyOCTaHUMM MepBble TPU MOTEHUMPOBaHHbIE TpUTypauuMM roMeonaTtudeckue W3roTaBnmMBaloTCsa C
NaKTo30M MOHOrMAPATOM, ECfIM He yKasaHO MHoe, No mMmeTody, npuBedeHHoMy B [naBe |l pasgena "M3rotosneHue
nekapCTBEHHbIX NpenapaToB B hopMe TpUTypaumin romeonatmyeckmx” Hactoswmx MNpasun. MNocnegyrowme passegeHus
FOTOBSITCS, UCMONb3YS XXUOKUIA PacTBOPUTESb MO BbILLE NPUBEAEHHOMY METOAY.

LM-pa3ssegernss (1:50000) ob6osHavaoT OykBamm "LM" c ykasaHMeM 4ucna CTyneHem pasBefeHus
(noTeHuuMpoBaHusa) pumckumn  Ludpamun. LM-passegeHnss (50-TbiCAYHbIE MOTEHUMU) FOTOBATCA W3  TpUTypauui
cybCcTaHuun B TPETLEM COTEHHOM pasBefdeHun (C3), nyTeM nocrnefoBaTeNbHOrO MOTEHUUPOBAHMS B COOTHOLUEHMWU
1:50000 n obosHavaroTca byksammn "LM" (L - 50; M - 10 000). B npouecce WU3roTOBMEHWUs Kaxgoe pa3BedeHue
noTeHumpyetcsa nytem BctpsaxmsaHnsa 100 pas. Ona LM-passeaeHuin npumeHsieTca wkana ot LM | go LM XXX, 10 ecTb
nmeetcs 30 cTyneHen pa3BegeHns (MOTEeHUMPOBaHWs). B oTnnune OT OECATUYHBLIX M COTEHHbIX CTYMeHb pasBefeHus
ansa wkanel LM-pa3segeHns o6o3HavaoTcs puMckumm uudpamu.

[nsa nony4yeHus passegeHus LM I: 0,06 r Tputypaumm romeonaTMyeckon TpeTbero COTeHHOro passegeHus (C3)
pacTtBopsieTcs B 20 mn cnupTta 15% (no macce) n BcTpaxuBaetca (4To cootBetctByeT 500 kannam). OgHa kanns
Nony4YeHHOro pacTBopa NePeHOCUTCS B MIOTHO 3aKpbIBaOLWMIACA Cocyd BMecTUMocTelo 5 - 10 mn, npmubasnsaetca 2,5
mn cnupTta 86% (no macce) (4to cootBeTcTByeT 100 Kannsm) u 3HepruyHo BcTpsAxmBatoTcs 100 pas. Nony4eHHbIm
pa3BeaeHMeM paBHoMepHO yBnaxHsieTcst 100 rpamm caxapHbix rpanyn (okono 470 - 530 rpanyn B 1 rpamme). lNocne
NPOMUTbIBaHMSA B NSIOTHO 3aKPbIBAKOLLEMCS COCyAe rpaHyIbl BbICYLLUMBAKOTCA HA BO34yXe NPU KOMHATHOM TemnepaType
[0 NOCTOSIHHOW Macchl. [lonyyYeHHble rpaHyrbl COOTBETCTBYIOT pa3sedeHuto LM .

[nsa nonyveHus passeaeHus LM II: ogHa rpaHyna B pa3segeHun LM | nepeHocUTCS B NNOTHO 3aKkpbliBalOLLMACA
cocy BMECTMMOCTbIO 5 - 10 M1, pacTBopsieTCa B O4HOW Kanse BoAbl O4MLEeHHON, Npubaensetca 2,5 mn cnupta 86%
(mo macce) (cootBetcTtByeT 100 kannsm) n aHeprnyHo BeTpsaxmnBaetcst 100 pas. MNMonyvyeHHoe pa3BefeHne HAHOCUTCS Ha
cnegyowme 100 rpaMm caxapHbIX rpaHyn, Kak yka3aHo BblLLE.

AHanornyHo nony4atotcst nocneaywowme LM-passegeHus.
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Ona nonyveHus >xuaokux LM-passegeHun wn3 LM-passefeHun rpaHyn ofHa rpaHyna CcOOTBETCTBYIOLLEro
LM-pasBeneHus pactsopsetca B 10 mn cnupta 15% (no macce). lNonyyaetcs pacteop, LM-pa3sBegeHne KoToporo
cooTBeTCTBYET LM-pa3BeneHuto rpaHyrbl, B3ATON AN19 pacTBOPEHNS.

64. [Ina n3rotoBneHust pasBedeHun romeonatmdecknx (Mo [aHemaHy) u3 TpuTypauum romeonaTuyecknx
ncnonb3yoT ABa cnocoba:

Cnoco6 1. [Ing nony4yeHus 4eTBepTOro COTEHHOrO Xuakoro passegeHns (C4) 1 yacTb TpuTypauum cybecTaHumm
TpeTbero cotTeHHoro pa3sefeHus (C3) pacteopsieTcs B 79 vacTtax Bogpbl, npubaensietca 20 vacten cnmpta 86% (no
mMacce) n BcTpsixuBaeTcs. [aToe coteHHoe (C5) n Bce nocnenyoLme COTEHHbIE pa3BeeHus TOTOBSTCA N3 OOHOW YacTu
npeabiayLero coTeHHoro passegenus n 99 yacten cnvpta 43% (Mo Macce) Npu BCTPAXMBAHNN.

Cnocob 2. [1na nony4eHns WeCToro AeCATUYHOrO Xngkoro passegeHus (D6) 1 yacTb TpuTypaumm cyGeTaHumm
4YeTBEPTOro AecsaTu4yHoro passegerHus (D4) pactBopsieTca B 9 yacTax Bogbl M BCTpsXuBaeTcsd. 3ateM ogHa 4acTb
nony4YeHHOro passeaeHus BcTpsaxmsaetcs ¢ 9 yactamm cnupta 30% (no macce).

AHarnornyHo nony4aeTca ceabMoe AeCATUYHOE >xuakoe passedeHne (D7) ns Tputypauum romeonaTnyeckon
nsaToro gecatnyHoro passegdeHusa (D5), a BocbMoe pfecATudHoe xupkoe passegeHve (D8) - w3 Tputypauum
romeonaTMyeckon LLIEeCTOro 4ecAaTnyYHoro passegeHus (D6).

Ot geBaToro (D9) u Bbile AecATUYHbIE pasBefeHus FOTOBATCA M3 Mpedblaylimx OeCATUYHbBIX pasBedeHun co
cnvptom 43% (no macce) B cooTHoweHun 1:10.

[ns nony4vyeHwWst WECTOro COTEHHOro xuakoro passefdeHus (C6) ogHa yacTb TpuTypauum romeonaTnyeckon
YeTBEpPTOro coTeHHoro passeaeHus (C4) pacteopsietca B 99 r Boabl N BCTpaxmBaeTcs. 3aTteM 1 4acTb NOMyYeHHOro
pa3BefeHus BcTpsAxmBaeTcs ¢ 99 yactamum cnvpta 30% (no macce).

AHanormyHo nony4vaeTca cegbMoe coTeHHoe passegeHve (C7) u3 TpuTypauuum roMeonaTU4eckon NATOro
coTeHHoro passegeHus (C5), a BocbMoe coTeHHoe pa3eaeHue (C8) - 3 Tputypaumm LWecToro COTEHHOro pas3BeAeHus
(C6).

Ot geBaToro (C9) u Bble XWOKWE COTEHHble pasBedeHUs roTOBATCH M3 Mpedblayuiero XWAOKOro COTEHHOro
pasBefeHus ¢ nucnornb3oBaHmem cnupta 43% (no macce) B cooTHoweHun 1:100.

Kupokne passegenua mn3 tputypauun D6, D7, C6 n C7, nonyyeHHble NO OMUCAHHOMY MeTody, He MoryT
MCMNomnb30BaTbCs A9 NONyYEHUs NoCneayoLmx pa3segeHni.

M3rotoBneHne romeonaTtn4eckmx cMecemn

65. lomeonaTuyeckne cmecu npeacTaBnsaloT cobo cMecu TpuTypauuid romeonaTtudeckux, HacToek
romMmeonaTMyeckmx MaTpUYHbIX, PAcTBOPOB FOMEONATUYECKMX WU pa3BEAEHUN TOMEONaTUYECKUX C  PasfUYHbIMU
BCMOMOraTenbHbIMU BELLECTBAMU 1 NpeaHa3Ha4veHbl 4118 NOJTyYeHMs NekapCTBEHHbIX CPeaCTB.

CteneHb pasBedeHVss aKkTMBHbIX KOMMOHEHTOB B rOMeonaTMyeckMx CMecsx MonyyaeTcsa nytem  ux
nocrefoBaTenbHOro CTyneH4YaToro pasbaBneHns (MOTEHUMPOBAHUA) C NPUMEHEHWEM BCMOMOraTefibHoro BeLecTBa
(Hanpumep, pacTBopuUTenb, HOCUTENb), KOTOpoe AobasnseTca B cooTHowweHun 1:10, 1:100 unm B MHOM COOTHOLLEHMM,
yKasaHHOM B peuenTte unm tpeboBaHnm.

CrteneHb pa3BeAeHUs akTUBHbBIX KOMMOHEHTOB B TOMEONMATUYECKNX CMECSIX COOTBETCTBYET YMCIY CTYMEHEW MX
pas3BedeHus MpU NOMyYeHUM roMeonaTnYecKMx CMecen.

66. NlomeonaTnyeckne cMmecu nosyyarTcs AByMs cnocobamu:

Cnocob 1. Kaxgbll aKTMBHbBIA KOMIMOHEHT, BXOAALMIA B COCTaB roMeonaTuyeckon cMecu, npeaBapuTenbHO
noTeHUMpyeTcsa A0 HeOBXO0OUMOWN CTENEHN pas3BeLeHUs U 3aTeM CMeLUUBaeTCs NpeanucaHHoe KonMyecTso (Mo macce)
KaXkgoro nony4yeHHoro passeeHuns.

Cnoco6 2. CmelumBaloTcs NpegnucaHHoe KonmyecTBo (MO Macce) KakOoro akTMBHOMO KOMMOHEHTa, B3SITOTO B
pasBedeHMn Ha psig CTyMEeHEW HMXKEe KOHEYHOro, M COBMECTHO MOTEHUMPYKOTCS OO HeobOXOOUMOW CTeneHu ux
pasBedeHus B CMeCH.

67. CoBMECTHO NOTEHUMPYIOTCS:

1) romeonatuyeckue cmecu, cofepxallime TOMbKO XWAKME romeonaTtuyeckue passBefeHus, npu  nosyvyeHum
KOTOpPbIX B KQ4YeCTBe pacTBOpUTENS (MNKU SKCTpareHTa) UCMomb3yeTcs CnupT STUMOBLIA PasfNUYHON KOHLIEHTpauuu npu
cobntogennn cooTHoweHuss 1:10 mnm 1:100. B cocTaB Takux romeonaTMyeckMx CMecel MOryT BXOAWTb HAaCTOWKU
romeonaTMyeckme MmaTpudHble, XUOKME roMeonaTUyYecKkue pasBedeHusl TpuTypauui romMeonaTtuyeckux, pacTBopbl
romeonartmyeckme n (unn) ux passegeHuns. Ha kaxxgowm CTyneHn noTeHUMpOoBaHNs 04Ha YacTb cMecun B3banTbiBaeTcs ¢ 9
unm 99 yactamm cnupTa 3TUNOBOrO KOHLEHTPaLMKM, Yka3aHHOW B peuenTte unu TpeboBaHuu. Ecnn romeonartuyeckune
CMecu npegHasHayeHbl NS BBEAEHUSI B COCTaB MEKapCTBEHHbIX (POPM ANsi NapeHTeparibHOro MNpUMEHEHUs unu
rnasHblX Kanenb, ABa NOCMNEeAHUX AECATUYHbIX pa3BefeHns UNn nocnegHee COTEHHOE pa3BefeHue MNOTEHUMPYTCH C
NCMNomb30BaHWEM BOAbI 4118 MHBEKUUIA UK pacTBopa HaTpus xropuga 0,9% onsa nHbekuui;

2) TpuTypaumMm romeonaTuyeckme Uu Xugkue romeonatudeckue pas3BedeHUusl, MONyYeHHble C UCMOfb30BaHUEM
BOAbl, BOOHO-CONEBbIX UM BOAHO-TNMLEPVMHOBBIX PACTBOPOB B Ka4eCcTBe pacTtBopuTens (unu akctpareHTta). B cocrtas
Takux CMecel MOryT BXOAMTb BOAHble pacTBOpPbl, BOAHbIE pa3BeAeHMs TPUTypauum TrOMeonaTUYecKUx, HaCTOMKK
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romeonaTtMyeckme MaTpuyHble, MOMYyYEHHbIE W3 CBEXEro WM BbICYLUEHHONO pPacTUTENLHOrO Chipbsi CNoOCOOOM
MauepauMm u QepMeHTauMm B CMEeCUM BOAbl C MOJIOMHOW CbIBOPOTKOW, MeAOM WM  NaKTO30M, HaCTOWKM
romeonaTtMyeckme MaTpuyHble, MOJTyYeHHbIE MaLepauUmen CbipbS XMBOTHOTO MPOUCXOXAEHUS B CMECU [fuvuepuHa C
pacTBOpoM HaTpus xropuaa. Ha kaxgowW CTyneHu nOoTEeHUMpPOBaHMA OfHa YacTb rOMeonaTMyeckom Cmecu
B3banTbiBaetca ¢ 9 mnun 99 yactTamMm pacTBOPUTENS, YKa3aHHOro B peuente unum TpeboBaHun. Ecnn romeonaTtuyeckue
CMecu npegHasHayeHbl NS BBEAEHUS B COCTaB MEeKapCTBEHHbIX (POPM ANsi NapeHTeparbHOro MNpPUMEHEHUs unu
rnasHblX Kanerb, TO ABa NOCNeAHNX OEeCATUYHbIX pa3BedeHNss Uy nocrneaHee COTEHHOE pa3BeeHne NOTEHLMPYIOTCS C
MCMnonb30BaHWEM BoAbl ANS UHBEKUMI, pacTBopa HaTpusa xnopuaa 0,9% [na uHbEKUMIW, M30TOHMYECKOro pacTBopa,
copgepxauero 0,2 yactu HaTpus rmapokapboHara, 8,8 yacten HaTpusa xnopuaa u 91 yacTb BoAbl ONI1 UHBEKLUMA UIK
OpYroro pacTBOpuTEns, ykazaHHOro B papMakonerHon crtaTbe, obulen apMakonemHonW cTaTbe WM OOKYMEHTE B
obnactn koHTponsa kadecTtBa. [lpu NMpoM3BOACTBE TakMX TOMeEOnaTUYECKMX CMecen credyeT PyKOBOACTBOBATLCS
TpebosaHnsaMu pasgenoB "OCOBEHHOCTU U3rOTOBNEHUS MHBEKLMOHHBIX FoMeonaTu4eckux pactsopos” 1 "OcobeHHoCTH
W3roTOBIEHUS rMasHbIX romeonaTnyeckux kanene" Hactodwmx [Npasun. MNpu nonydyeHun cmecein (NpU COBMECTHOM
NOTEHUMPOBAHUN TPUTYypaLUMM TOMEONaTUYECcKoOn W KUOKMX TroOMeonaTuyeckux pasBedeHUn) Ons HaHeceHus Ha
NCXOOHbIE rPaHyfbl caxapHble CNOCOOOM HacnanBaHWsa Ha NocregHer CTyneHn NOTEHUUPOBAHMSA MPUMEHSIETCA cupon
caxapHbin 64%. Bo Bcex apyrnx crny4vasx Anst NoTeHUMPOBAHUS CMECen UCMOoNb3yeTcs BoAa AN UHbEKLUNNA;

3) romeonaTtnyeckne CMecu, cogepkalume ToNbKO TPUTypauumn romeonaTuyeckmne, N3roToBNeHHbIE M3 MOPOLLKOB,
romeonaTuyecknx MaTpU4HbIX HACTOEK, paCTBOPOB rOMeonaTU4eCcKMxX 1 (Unu) nx passegeHun.

Ha kaxgon cTyneHuM NoTeHUMpOBaHUA CMeLUMBaloTCAa U pactupatorca 1 yactb cMecn ¢ 9 unu 99 yactamu
MOJIOYHOrO caxapa B COOTBETCTBUM € TpeboBaHusamu naebl || pasgena "MIaroToBneHne nekapCcTBEHHbIX NpenapaToB B
dopme TpuTypaumin romeonatmyeckmx” Hactoawmx MNMpasumn.

M3rotoBneHne romeonaTn4eckmnx Kanenb

68. loMeonaTtuyeckue kannmM NpPeacTaBnsalT cobol XUOKYK NeKapCcTBEHHYH hopMy, cogepXallylo OAuH unu
HECKOJTbKO aKTUBHbIX KOMMOHEHTOB B COOTBETCTBYIOLLUX FOMeonaTuyeckmx pa3seeHusx.

"lomeonaTnyeckue kanmm roToBATCsS MO Macce U MOryT codepXaTb OOUH Unu Goniee akTUBHBIX KOMMOHEHTOB.

B kayectBe aKTMBHbIX KOMMOHEHTOB MNPV W3rOTOBMEHUM [OMEONATUYECKMX  Kanenb  UCMOMb3ylTCH
romeonaTn4yeckme MatpudHble HaCTOVIKM, X romeonatnyeckme paspeneHud, pacTtBopbl romeonatudyeckune, Xuakume
romeonatuyeckne passefeHuda. [locnegHee [eCATUYHOE UMM COTEHHOE pa3BefdeHWe akTMBHOMO KOMMOHEHTa
NnoTeHUMpYyeTCH C NPUMMEHEHMEM pacTBoOpUTeEns, NpegyCMOTPEHHOro B COCTaBe roMeonaTuyeckmx kanesb.

B kavecTBe pacTBOpUTENEN MpPU WM3rOTOBIIEHWM FOMEOMATUYECKMX Kamnenb MCMONb3YHTCA O4YMLIEHHas BoAa,
FMULEPWH, CINPT, XUPHbIE U MUHEpParbHble Macra, UHOWM pPacTBOPUTENb, yKa3aHHbIN B (hapMakonenHon ctaTbe, obLuen
dhapmakonernHon ctaTbe UM AoKyMmeHTe B obnactu obecneveHums KayecTea.

69. M3rotoBneHHble romeonaTnyeckme Kannm paccacoBbIBAOTCS C MCMOMb30BAHMEM MEPHOW Mocydbl Wnn
pasnuyHbIX 4O3aTOPOB B COOTBETCTBMM C OO BEMOM.

M3rotoBneHne romeonaTn4eckmnx cunponos

70. M'omeonaTtuyecknii cupon npeacraBnsaeT cobor CcuMpon, COAEePXaLUUMn OOWH WM HECKOSTbKO aKTUBHbIX
KOMMOHEHTOB B COOTBETCTBYHOLLNX roMeonaTtu4ecknx passeneHnsax.

71. FlomeonaTtmyecknii CUpON M3roTaBnMBaeTCcs NOCPEACTBOM PacTBOPEHUS CUponoobpasytoLlero KOMNoHeHTa B
Knnsen oumnileHHon soge. MNonyyeHHbIn cupon punbTpyeTcs B ropsiyeM BUAeE B CTEPUIbHYO eMKOCTb. KoHLUeHTpaums
caxapa B romeonaTtn4eckom cupone He MoxeT bbiTb 6onee 72%.

B ocTbIBLINIA cMpON BBOAATCHA rOMeonaTU4Yeckue MaTpudHble HACTOMKM MM MX roMeonaTuveckue pasBedeHus,
pacTBOpbl roMeonaTuyeckue M Xugkme romeonaTUdeckme pasBefdeHus, TpUTypauum romeonartudeckne M (Mnu) ux
romeonaTtuyeckue passeneHust.

B kauyecTBe KOHCepBaHTa AONS W3rOTOBMEHUS FOMEOMNaTMYECKOro cuporna MCnonb3yeTcs ChnupT, NpUMeHeHue
OpYyrux KOHCepBaHTOB He A0MYyCTUMO.

MMonyyeHHbI roMeonaTUYEeCKUA CMPOM MNPOLIEXMBAETCA Yepe3 MMOTHYK TKaHb WNM  APYron MNOAXOLALLMNA
MaTepuann.

KoHueHTpaums caxapa B nekapCTBEHHOM npenapare JoSkHa ObiTb He MeHee 64%.

N3roToBneHne HacToek romeonaTnYecknx MaTpUYHbIX U XXUOKNX
romeonaTuyeckmx passegeHun (no MaHemaHy)

72. HacTonkn romeonatmyeckme MaTpuyHblie npeacTaBliAaAloT cobon Xugkme m3BreYeHUst 13 CBe)KeCO6paHHOI'O
M BbICYLLEHHOIO CbipbA PpacTUTESIbHOIo W/UNK XXMBOTHOIO NponCxXoXxXngeHnsd, cCMecu Ccoka paCTeHVIVI C 3TaHOJIOM.
73. Cblpbe pacTuUTenbHOro nNpPoucxoXxaneHna uamenbyaeTca o o6pasoBaHm;| Kaluubl, a BbiCylLUeHHOe - [0
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yacTuy, pasmep KoTopblx ykasaH B Tabnuue N 2 npunoxeHusa N 4 k HacTtoswum MNpasunam.

BbicylleHHOE Cbipbe PacTUTENbHOIMO MPOUCXOXAEHMWS, NMpedHasHa4YeHHoe Ans MofyYeHUss roMeonaTuyeckux
MaTPUYHBIX (PEPMEHTMPOBAHHBIX HACTOEK, M3MeNnb4YaeTcsa A0 pasMepa 4YacTuul, MPOXOASALWMX CKBO3b CUTO C
oTBEpPCTUSMU pasmepom He bonee 0,5 mm.

MMpn unsrotoBrneHNn HEPMEHTUPOBAHHBLIX FOMEeONnaTUYeCKMX HaCcTOeK AOMMKHbI cobniogaTtbca TemnepaTypHbIn
pexum, BenuuuHbl pH cpebl, NPOAOMKUTENBHOCTL HACTaNUBaHUA U PEXUM NepeMeLlnBaHus. TeMnepaTypHbIn pPexnm
(HarpeBaHue) Nnogaep>XnuBaeTcs C NMOMOLLLIO TepMocTaToB. [lpouecc 3KCTpakuMuM MHTEHCUMdUUUpyeTca TwaTenbHbIM
nepemMelLMBaHMEM MaLepaToB ABaXAbl B AEHb.

B kavecTBe Chbipbs ANS MOMYyYEHWs] HACTOEK TOMEOMAaTUYECKMX MaTpPWUYHbIX Ha [MUUEPMHE MKCMONb3YHTCA
XMBOTHbIE, UX YacTu WM ux BblgeneHus. [Npyn aTom nepepaboTka YacTel BbICWUUX KMBOTHbLIX (TEMMOKPOBHbIX)
OCYLLEeCTBNAETCA HEeMnoCpeACcTBEHHO nocrne Y605, HU3WME >KUBOTHbIE YMEPLUBIATCA HENOCpeaCcTBEHHO nepes
nepepaboTkomn B TOKe yrnepoga guokcuaa.

74. HacToviku romeonatmyeckme maTpmyHble MonyyarTcs cnocobamu nepkonaumMyM unu mauepauum 3TaHOIIoM
COOTBETCTBYIOLLEN KOHLEHTPALMMW, MaLepaLmmn O4MLLLEHHOW CBEXENPUIroTOBNIEHHON BoAon ¢ gobaBneHnem mena wnum
CMecV Mefa C JTaKTO30W Wi CBEXENPUrOTOBIIEHHOW MOJTIOYHOW CbIBOPOTKOW, Mauepauun rMMuepvHOM B MPUCYTCTBUM
unu 6e3 HaTpua xnopuaa.

OnucaHmsa cnocoboB M3roTOBMNEHUS HAaCTOEK FOMEONMAaTUYECKMX MaTPUYHbIX NpuBeneHbl B npunoxeHun N 13 kK
HacTosALwmM [pasunam.

75. MonoyHas cbIBOpPOTKa, uUcCnonb3yemMass [ANns W3roTOBNEHWsT HACTOeK roMeonaTU4ecKux MaTpUydHbIX
PepPMEHTUPOBAHHbIX, FOTOBUTCS N3 CBEXEr0O HATYyparbHOMO0 CbIpOr0 KOPOBBLEFO MOMoKa MIIOTHOCTbI0 He MmeHee 1027
Kr/m3.

Monoko HarpeBaeTcs 4O KUNEHUS U KUMATUTCA B TedeHne 5 MuH. locne oxnaxgeHwsi MOJIOKO 3akBaluMBaeTCs
MonoyHokucnbiMm Gaktepuammn Lactobacillacea u BbligepxmnBaeTcs B 3aLlMLLEHHOM OT CBETa MeCTe Mpu TemnepaTtype
okono 25 °C B Te4yeHue 3 CyToK.

[nsa nony4yeHns 3akBacku MOSIOYHasi CbIBOPOTKa oTAeNnseTcd (omunbTpoBaHUEM Yepes CTEPUNbHYI0 TKaHb.

B rpybokepamuyeckun cocyq nomelaeTcs 1 NUTp CBEXEro HAaTypasnbHOMO CbIPOrO KOPOBBLENO MOJSIOKA BbICLUENO
copTa, npubaensetca 10 M NONy4YEeHHOW 3aKBaCKM M OCTaBIISETCS AN1S CKBALLMBaHUA B 3alUULLIEHHOM OT CBeTa MecTe
npu Temnepatype okono 25 °C B TedyeHume 3 cyTtok. OOpa3oBaBLUMNCA CaMOMPECCOBaHHbLIA MPOYHbLIA CrycTok 6e3
Nny3bIpbKOB rasa OTAENSAETCs, CbiBOPOTKA (hUNbTpyeTcss Yepe3 cTepunbHyto TkaHb. [lepebie 100 mn dunbTpaTa
oTOpacbIBalOTCS.

[ns HacTamBaHWs (Malepauun) NCNonb3yTCH NITOTHO 3aKpbiBaloLMecs rpybokepaMmnyeckme unu CTeKMsHHbIE
cocyapl.

IV. Ocob6eHHOCTU N3roToBNEeHNs Masen

76. Mo Tvny amcnepcHbix cucteM MasuM MOryT ObiTb FOMOreHHbiMK (CnnaBbl, PacTBOPbI), reTeporeHHbLIMU
(cycneH3noHHbIe U 3MYNBCUOHHBLIE) U KOMOVMHNPOBAHHLIMU.

B 3aBMCMMOCTUN OT KOHCUCTEHTHbBIX CBOWCTB Ma3u NoApas3aenstoTcs Ha COOCTBEHHO Masu, reniv, Kpembl, nacTbl U
NUHUMEHTbI.

Masun nsrotanmuatoTcsi No Macce. [JonyctMmMmble OTKIIOHEHMS B OOLLIEN Macce Ma3en ykasaHbl B Tabnuuax N 6, N
7 npunoxennsa N 3 k HacTtosiwum MNpasunam.

Masu nsrotaBnNMBalOTCs B CMECUTENSIX UM B CTYMKE.

77. 0na un3rotoBneHns maser MCMOMb3yKTCA BCNOMOrateribHble BellecTBa: Ma3eBble OCHOBbI, KOHCEPBAHThI,
aHTUOKCUOAHTLI, aKTUBATOPbl BCACbIiBAHMSI.

MaseBasi ocHoBa A0imkHa obecneyvmBaTb NPosIBIIEHME CNeELMEPUYECKO aKkTUBHOCTM Masun, He HapywaTtb QYyHKLUK
KOXW, HE BbI3blBATb alfIEPrMyeckmx peakuun, MHbiX MOBOYHbLIX AENCTBUMNA.

Maswn, BBOAMMbIE B NOMOCTU TENa, HAHOCUMbIE Ha OBLUMPHBIE paHbl N OXXOrOBbLIE MOBEPXHOCTW, U3roTaBMMBalOTCA
B acenTuYecKnx yCroBusX.

M3rotoBneHne roMoreHHbIx Masemn

78. K roMOreHHbIM Ma3sM OTHOCATCSA Masu-chnaBbl U Ma3n-pacTBoOpbI.

Masun-cnnaBsbl Ha J'II/II'IO(*)I/IJ'IbeIX OCHOBax nony4yaroTcAd cnnaBfieHnemMm UHrpeameHToB C y4eToM UX TemMnepatypbl
nnaeBneHus.

Masu-pactBopbl Ha NMNOMUMNBHBLIX OCHOBaX MOMyYalTCs PaCTBOPEHMEM XMPOPACTBOPUMBLIX FEKapCTBEHHbIX
cpencTB B pacnnaBieHHOW OCHOBE.

Ma3au-pacTBopbl Ha rMAPOtUIbHBIX OCHOBaX NOMy4aloTCs MPU PacTBOPEHUM BOAOPACTBOPUMBIX FEKAPCTBEHHbIX
cpencTs B BOAE UMW APYIMX XXMAKOCTSX C y4€TOM pacTBOPUMOCTH, 3aTEM CMELLMBAIOTCH C OCHOBOW UMM PacTBOPSIOTCS
B HEWN.
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M3rotoBneHune CYCMNMEeH3UOHHbIX Masen

79. MNpun N3roToBMNEHNN CYCNEH3NOHHbLIX Ma3en fiekapCTBEHHbIE CPeACcTBa U3MenbYaloTCd, 3aTeM ANCNEPTrMPYOTCS
C ONMTUMAarnbHbIM KONIMYECTBOM KUOKOCTH.

Mpu cogepxaHun TBepaon pasbl B cocTaBe Masu MeHee 5% nekapCTBEHHble cpeacTBa M3MeNbYalTcs C
OOMONHNTENBHO BBOOUMOW XMOKOCTbIO, POOCTBEHHOW OCHOBE, B KOMMYECTBE MPUMEPHO PaBHOM MNOSIOBUMHE Macchbl
n3mernb4aeMbIX NIEKAPCTBEHHBLIX CPEaCTB.

Mpu cogepxaHum B cocTaBe masu TBepaon asbl oT 5% Ao 25% nekapCTBeHHble CPeAcTBa M3MenbyalTcs C
YacTbl0 pacniaBfeHHONW OCHOBbI, PaBHOW MOMOBWHE OT MAacChl JIEKapCTBEHHbIX CPEACTB, OCTarbHOE KOnM4ecTBO
OCHOBbI 6epeTcs B HepacnnaBneHHOM Buge.

Mpu cogepxaHun B coctaBe Maswn TBepaon dasbl 25% u Gonee ucnonb3yeTcd pacnnaBneHHas OCHoBa Ans
avcneprupoBaHns 1 pasbaBreHus KoHLeHTpaTa.

M3rotoBneHune OMYJIbCUOHHbIX Masen

80. AMYNbCMOHHbIE Ma3u Ha NUNOMUIBHBIX Y ANUINBHBIX OCHOBAaxX cogepXaT BOAHbIE UMW CMUPTOBbLIE PacTBOPbI
nekapCTBEHHbIX CPeACcTB. OMYNbCUOHHbIE Masy Ha rTMAPOMUIbHBIX OCHOBaxX cogepXat rmapodobHbIe XUAKOCTH.

B aMynbCUOHHbLIE Ma3n B BUAE BOAHbIX paCTBOPOB BBOASATCSA MPOTAPros, KOMnapron, Cyxue aKCTpakTbl U Apyrue
BOOOPacTBOPMMbIE fleKapCTBEHHble CPeACcTBa, KOTOpble pacTBOPATCS B BOAe C  y4eTOM pPacTBOPUMMOCTM
neKapCTBEHHOro CPeACTBa M JOMYCTUMBIX OTKIOHEHWI B 06LLen Macce masen, ykazaHHbIX B Tabnvue N 7 npunoxeHus
N 3 k HacToawwum NMpasunam.

[MonyyeHHbIe pacTBOPbI AMYNbIMPYHOTCH U CMELUMBAKOTCS C OCTaBLUMMCH KONMYECTBOM OCHOBBbI.

Knokne nekapcTBeHHble cpeacTBa 3MynbrupyroTcs OCHOBOW.

M3rotoBneHune KOM6I/IHVIPOBaHHbIX Masen

81. Mpu n3roToBNEHNM KOMBVMHMPOBaHHbIX Ma3eil NekapCTBEHHbIE CPeACTBa BBOASTCS B OCHOBY Masu C y4eToM
PM3NKO-XMMUYECKMX CBOWMCTB NEKapCTBEHHbIX CPEACTB.

TexHonormyeckne npueMbl, WCMONb3yemMble MpU  WU3FOTOBMEHUUM  KOMOMHMPOBAHHBLIX  Masel,  [AOSKHbI
npeaynpexaaTb HexenaTenbHble B3aUMOOENCTBIUA NeKapCTBEHHbIX CPeACTB ApYr C APYroM WNM paccrioeHve masu B
npoLecce U3roTOBNEHNS U XpaHeHns1, obecrneynBaTb Nnony4YeHme ogHOPOAHOM Maccehl.

MN3rotoBneHne romeonaTtuyeckux masen

82. NlomeonaTnyeckne Masu COCTOST M3 OCHOBbI U paBHOMEPHO pacnpedeneHHbIX B HEN OQHOMO0 UMM HECKOSbKUX
aKTUBHbIX KOMNOHEHTOB rOMeonaTuyecknx passegeHun.

Mo KOHCMCTEHLMM 1 COCTaBY OCHOBbI Ma3u romeonaTnyeckme noapasnensaTcs Ha:

romeonartmyeckme masu (Msirkas nekapcrBeHHas popma, cocTosiLasi M3 OCHOBbI M PABHOMEPHO pacrnpeaerneHHbIX
B HEWN OAHOMO WM HECKOJSbKMX aKTUBHbLIX KOMMOHEHTOB roMeonaTnYecKkMx pa3segeHuni);

romeonatMyeckme OnoAenbOokM (MbIfbHbIA  FIMHAMEHT, COCTOSILLMA U3 CMECU aKTUBHBIX KOMMOHEHTOB
romeonaTuyeckux passeaeHuin 1 OCHOBBI).

83. lpu M3roToBNEHMM romeonaTUyeckon Masu aKTUBHble KOMMOHEHTbl BBOAATCA B BuAE roMeonaTU4ecKux
MaTPUYHBIX HACTOEK U (MNWN) UX pasBedeHUn, TPUTYpaLMn FOMeOoNaTU4eCKUX, PacTBOPOB FOMEONATUYECKUX U KUOKUX
romMmeonaTuyeckmx passegeHui, cybcTaHumMi CUHTETUYECKOrO, MUHEPanbHOro U MPUPOAHOIO MPOUCXOXOEHMS UMW UHOTO
NPOVCXOXOEHUS.

Mpn N3roToBNEHNN roMeonaTUYecKon Masu NCMNONb3YOTCA OCHOBbLI NMPUPOAHOrO MPOUCXOXOEHUS: TMAPOGOBHbIE -
XUpOBblE N YrNEBOAOPOAHbIE (NAHOMWMH, Macrna pacTuTenbHble, BOCK MYenuHbIA, crnepMaleT, BasenuH, Macro
Bas3eNIMHOBOe, napadviH), rMapocunbHble - reny BbICOKOMOSEKYNAPHLIX YrNeBOAOB M 0OenkoB (TparakaHT, arap,
XenaTtuH, Kpaxmarn, Meg, rMULEPUH) UM UHbIE OCHOBbI, YKa3aHHble B hapMaKkonenHon ctaTee, obLien dhapMakonenHomn
cTaTbe Unu JoKyMeHTe B obnactu obecneyeHuss kayecTsa.

84. Hactonkn romeonaTtmyeckme mMaTpudHble, BXOAsLWMEe B COCTaB roMeonaTtuyeckMx mMasen B KOHLEHTpauuu
bonee 5%, nepea cmelwmBaHNEM C OCHOBOM NMBO BbinapmsaloTcs (Mo4 BakyyMOM) 4O MOSOBMHBI B3ATOrO KONMMYeCTBa,
nnbo ansa nx MHKOPNoOpupoBaHUSA B BasenuH K Hemy aobaenstotes 5 - 10% naHonuHa 6e3804HOMO UnNu amynesratopa.

KoHueHTpaums akTUBHbIX KOMNOHEHTOB B roMeonaTnyeckux Massx ykasblBaeTcs B BUAE pa3BedeHUN.

"omeonaTtuyeckue onoAenbaoK/ M3rOTaBNMBalOTCS B COOTHOLWEHMM 1:10 unun B MHbIX COOTHOLLEHMSX.

OcHoBa Ans roMeonaTuyeckuX XuaKMx onogenb4oKOoB MoSyYaeTcs CMELIMBaHUEM CNMPTA MbIfTbHOIO, OYULLLEHHOM
Boabl 1 cnvpTa 95% B COOTHOLLEHUN MO Macce 2:1:1 nnn B MHbIX COOTHOLLEHUSIX.

B kayecTtBe aKTMBHbIX KOMMOHEHTOB B TOMEONAaTMYECKMX  OMOAEenbAoKax  WCMONb3YTCA  HACTOWKU
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romMeonaTtu4yeckme MaTpuUYHble UM romeonaTudeckne paspefeHuss B koHueHTpauun 3%, 5%, 10% wunu mHbIX
KOHLIEHTpaUMsaX, CMECU HACTOEK roMeonaTU4ecKMX MaTpPUYHBIX WKW CMECWU pasBedeHU HAcToek romMeonaTmyeckux
MaTpU4YHbLIX, UM FroMeonaTU4eckme pasBedeHusi, WUNu Opyrve nekapcTBeHHble cpeacTea. JleTyune M naxydue
WHrpeamneHTbl JOBaBNAT B NOCEAHION ovepeab.

M3rotoBneHne romeonaTM4eCcKMx Masem, cogepkaLlmx NopoLLKM METAnNOoB, OCYLLECTBISAETCA NyTEM CMELLNBaHMWS
1 yacTtu nopoluka metanna ¢ 9 Yactamm maseBor ocHOBbI. Pasmep 80% vactuu meTanna B Takom criyvae AormkeH ObiTb
He bonee 10 MKM 1 He O0JKHO ObITb YacTul, 6onee 50 MKM.

B romeonatuyeckne Ma3n He BBOAATCA CTabunusaTtopbl, aHTUOKCMAAHTbI W KOHCepBaHTbl. [onyckaeTcs
pobaBneHne KOHCEPBAHTOB TOJbKO B TEX ClyYasix, KOrga B Ka4ecTBe OCHOBbI MCMONb3YOTCA renu, coaepXxaiwme Boay,
unu npsimble amynscum (Tvn "Macno B soae").

JdonycTumble OTKMOHeHWs B obLien macce romeonatMyeckux masenm B Tybax ykasawbl B Tabnuvue N 7.1
npunoxeHnst N 3 k HacTosawwmm Mpasunam.

M3rotoBneHne romeonaTtn4eckoro macna

85. Nomeonatnyeckoe macno npeacraBnseT cobOOM XMAOKYK JNEKapCTBEHHYH opMy B BuAE IKCTpaKTa wunm
pacTBopa Ansi HapyXXHOro MPUMEHEHUS, COCTOSILLYIO U3 TOMEONaTUYECKUX JeKapCTBEHHbIX CPeACTB WM PacCTUTENbHOro
UM MMHeparnbHoOro macna.

"lomeonaTtnyeckoe Macno U3roTaBnnMBaeTCs:

MauepaLumnen BbICYLLEHHOTO pacTUTENBHOMO UIN XMBOTHOMO Cbipbsi PACTUTENbHBLIM UM MUHEPanbHBIM MacroMm;

CMeLLnBaHNEM 3(PMPHBIX Macen U pacTUTENbHbIX U MUHEPanbHbIX MacerT;

MHbIM cnocobom, obecneyvmBaroLLMM NOoflyYeHne CTabubHOWM NeKapCTBEHHON (DOPMbI.

"omeonaTtnyeckoe Macno MOXeT cogepxaTb OAUH Unm Bonee MHrPeaneHToB.

86. [omeonaTnyeckoe Macro M3roTaBnMBaeTcs MO Macce B cooTHoweHuun: (1:10) unn (1:20) unam B  MHbIX
COOTHOLUEHMSAX.

B kayectBe Macen WCMOMb3ylOTCA ONMBKOBOE, apaxMcOBOE, MOACOINTHEYHOE, KOCTOYKOBbIE W Apyrue
pacTuTenbHble Macna UM MUHeparsnbHble Macna, pa3peLUeHHble 411 MeAULMHCKOrO NMPUMEHEHMS.

JlekapcTBeHHble npenapatbl Ha OCHOBe Macen MOryT ObiTb MOHOKOMMOHEHTHbIMWU WIAW  KOMMMEKCHBIMU.
KomnnekcHble nekapcTBeHHbIE npenapaTtbl Ha OCHOBE Macesl U3roTaBfMBalTCA CMELUMBAHMEM MOHOKOMMOHEHTHbIX
Macern, NOTEHUMPOBaHHOW OCHOBbLI Y APYrMX BO3MOXHbIX MHIPEAMEHTOB C Macnamu nnm 6es Hux.

lomeonaTuyeckoe Macno U3rotaBnMBaeTcs crieayoLwmmm cnocobamu.

Cnoco6 1. l'omeonaTuyeckoe Macrno M3roTaBnmnBaeTcsi U3 1 BECOBOW YacTW BbICYLUEHHOrO PacTUTENBHOTO MIN
XMBOTHOro cbipbst 1 10 mnm 20 BecoBbIx YacTey Macna. BecoBasd yacTb M3MENbYEHHONO pPAaCTUTENLHOINO Chipbs
nomMeLlaeTcs B 3aKpbIThin cocy u cmavmBaeTcs 0,25 BecoBow yactu cnupta atunosoro 95%. Cmecb HakpbiBaeTcs u
ocTaBnseTcd cToAaTb 12 4, a 3aTem cmewwmaeTca ¢ 10 unu 20 BecoBbIMM YacTAMM Macra W BbiAepXMBAETCA Mpu
TemnepaTtype 60 - 70 °C B TedeHue 4 vacoB. [locrie aToro mnonydeHHasi CMeCb OTXUMaeTcsas W unbTpyeTcs.
Monyyaetca 10% unu 5% romeonaTuyeckuit npenapaTt Ha OCHOBE Macna.

Crnoco6 1a. OpgHa 4acTb W3MENbYEHHOrO CbipbA MOMELLAETCA B 3aKpblBAKOLIMACSA COCYA, B KOTOPbIV
npubaensietca 10 unu 20 yacten macna (ans Cbipbs, COAEPXKaLLEro CUNbHOAENCTBYIOLLME BELLECTBA), HAarpeBaeTcs Oo
37 °C v BblaepXX1MBaeTCcsa Npy 3TON TeMNepaType B TeYeHne 7 OHEN, NepeMeLllnBasi yTpoOM U BEYEPOM B TeYEHME 5 MUH.
3aTem cMecb OTXMMaeTCs U punbTpyeTes.

Cnocob6 2. NloMeonaTuyeckoe Macno n3rotaBnuBaeTcs NyTeM cMelmnsaHns 1 BeCOBOM YacTu ahMpHOro Macna ¢
9 unn 19 BecoBbIMM YaCTAMWU Macra U1 UHbLIMW COOTHOLLEHUSIMU, MUCMNOMb3YEMOro B KavyecTBe OCHOBbLI. [lony4vatoTcs
10% wnnu 5% nnbo MHOW KOHLIEHTPaLMK roMeonaTmnyeckme npenapaTbl HA OCHOBE Macer.

Cnoco6 3. [inga nonydeHus macnaHoro pa3sefeHuns D3 cHayana 1 4acTb XuaKoro roMeonaTu4eckoro pa3segeHuns
D1 BcTpsaAxuBaeTcs ¢ 9 YacTaMum cnupTa 3TUNOBOro abcontoTMpoBaHHOro. M3 1 yactm aTtoro pas’BedeHus aHanorm4yHo
roTOBUTCS >KMAkoe romeonatudeckoe pasBegeHne D3. OgHa 4acTb XMAOKOrO romeonaTtuyeckoro passegeHus D3
cMmewmBaeTcsd ¢ 99 yacTaMuM Macna, MCnonb3yeMoro B KayeCTBE OCHOBbl. JTa CMeCb SBMSETCHd MachsHbIM
passegeHmem D3.

MacnsiHoe pa3BefeHue D4 roToBUTCA aHanorM4HbIM CrocoboM M3 XUOKOro romMeonatudeckoro passefeHuss D2,
aHanorm4yHo roToBATCA U MacnsiHble pa3segeHus D5 v Bbiwe.

Cnocob6 3a. OgHa YacTb romeonaTnyeckon TpuTypaumm cmelwmBaetTcs ¢ 99 vactaMym macrna, UCnorib3yemoro B
KayecTBe OCHOBbl, 4O FOMOFEHHOrO COCTOSIHMS, MPU 3TOM Macrno BBOAUTCHA MocnegoBaTenbHO Yactamu. Bpems
nepemMeLLMBaHns ¢ 0OCHoBoM cocTaensieT 20 MUH.

Cnocob 4. lomeonaTnyeckoe Macfno W3roTaBnMBaeTCcs MyTeM CMelwmBaHWa 1 4acTM romMeonaTuyeckoro
pasBedeHnMst WM CMECU TOMeonaTU4eckux pas3BedeHun ¢ 9 YacTaMyM MUHepanbHOro Macfna unu B Opyrux
COOTHOLEHMAX. BBegeHre BOAHbIX N CIMPTOBbLIX COCTaBASALWNX NPOU3BOAUTCS MOCTaAMNHO MM C MUCMONb30BaHMEM
amynbratopa (naHomnuHa, ero NPon3BOAHbIX UK Macrna Kakao).

Cnoco6 5. WasrotoBneHve KOMOWHMPOBAHHBLIX rOMEONaTUYEeCKMX Maces, B COCTaB KOTOPbIX BXOOAT
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romeonaTuyeckme pasBefeHUss WM CMEecU TOMeonaTUYecKUX pasBefeHuin, MacnsHble 3KCTPaKTbl, 3(UpPHble U
CUMHTETUYECKNE Macna, OCYLIEeCTBMNSETCA C Y4eTOM (PU3UKO-XMMUYECKUX CBOWCTB BCEX KOMIMOHEHTOB, BXOASLLIMX B
coctaB. TexHomormyeckue MpUEMbl, WCMOMb3yeMble MpW  W3rOTOBFEHUM KOMOWHMPOBAHHBLIX Maces, AOJIKHb
npeaynpexaaTb HexenaTernbHble B3aUMOOENCTBUA NEeKapCTBEHHbIX CPeACTB APYr C APYroM, a Takke BBOAUTLCSA B
OCHOBY B onpe/ernieHHol NocrnefoBaTensHOCTM B 3aBUCUMOCTU OT cocTaBa Macrna. [Maxydvse u neTyyvMe KOMMOHEHTI
[06aBnsTCS B MOCMNEHIO0 oYepenb.

V. OcoBeHHOCTN N3roTOBNEHNS cynnosntopues

87. [Anst n3rotoBneHns Cynno3nTopmeB NCMOMb3yOTCA BCMOMOraTesbHble BeLIeCcTBa: HOCUTENW JeKapCTBEHHbIX
cpencTs (OCHOBbI), KOHCEPBAaHTbI, aHTUOKCUAAHTbI, aKTUBaTOPbl BCACbIBAHUA.

Cynnosutopun U3rotaBnMBaroTCsi N0 Macce MeTo4aMU BblKaTbiBaHUS, NPECCOBAHMWS U BbINIMBAHUS.

Mpn MeToae BbINMBAHUA FEeKapCTBEHHble CPeACTBa, PacTBOPMMbIE B XUpPaxX, PacTBOPHATCA B NMNOMUILHON
OCHOBE.

lMpn meToge BbIKaTbiBaHWS TEKAPCTBEHHbIE CpPEACTBa, PacTBOPUMBIE B XWpax, PacTUpalTCa C 4acTbio
N3Mernb4YeHHOW OCHOBbI UM ONTUMArbHBIM KOSIMYECTBOM BCMOMOraTeNlbHOM XWAKOCTU, POACTBEHHOW K ocHoBe. [lpu
06pa3oBaHMK IBTEKTUYECKON cmecu A06aBNATCA yNnoTHUTENN.

BogopactBopuMble nekapCTBEHHble CpeAcTBa pacTBOPSIOTCH B MUHMMAanbHOM KONMUYECTBE pacTBOPUTENS C
YyY4eTOM MX PacTBOPUMOCTU M AONYCTUMbIX OTKITOHEHWA B Macce HaBEeCKU OTAErNbHbIX MeKapCTBEHHbIX CPEACTB B
nopoLLUKax 1 cynno3nTopusix (Mpy N3roToBNEHUN METOAOM BblKaTbiBaHWS UMW BbINMBaHMS), yKasaHHbIX B Tadnvue N 2
npunoxeHna N 3 K HacTodawmm Npasunam.

JlekapcTBeHHbIE CpeacTBa, He pacTBOPMMbIE HM B BOAE, HU B OCHOBE, BBOAATCS B OCHOBY B BuAe Menb4anlimx
MOPOLLKOB.

Oc0o6EHHOCTM U3rOTOBMEHUS TOMEONATUYECKNX cynnosntopues

88. TlomeonaTmyeckMe Cynno3uTopuu codepxaT OAMH WM HECKONMbKO aKTUBHbIX  KOMMOHEHTOB B
COOTBETCTBYIOLLUX FOMEONaTNYeCcKMx pa3segeHunsX.

omeonaTnyeckne Cynnos3MTopuUn cogepkaT aKTUBHbIE KOMMOHEHTbI B rOMEONaTUYECKUX pasBefeHusix,
paBHOMEPHO pacnpeferneHHble B Cynno3uTOpHO OCHOBE.

B kauyecTBe aKTMBHbIX KOMMOHEHTOB WCMOMb3YHTCA HACTOMKM roMmeonaTudeckme MaTtpudHble U (4nn)
romeonatuMyeckme passegeHus u (Mnu) nx cmecu, TpuTypaumm romeonaTmyeckme.

Mpn N3roToBRNEHNN roMeonaTUYECKNX CyNnMO3UTOPUEB B KAYECTBE OCHOBbI MPUMEHAIOTCA MAcIo Kakao, TaHOMMH 1
rMOpOreHN3npoBaHHbIE XXUPbI.

Cynnosutopuun ns geTen rotoBATCA Ha OCHOBE Macra Kakao uiv TBepaoro xupa.

AKTMBHbIE KOMMOHEHTbI BBOAATCA B OCHOBY, cobniogas cooTHoweHue 1:10 (mecatuyHas wkana) unu 1:100
(coTeHHas wkana) NMMbo B MHbLIX COOTHOLIEHUSX. [py BBEOEHUWM aKTMBHbIE KOMMOHEHTbI CMELUMBAKOTCS C OCHOBOW
HenocpeACTBEHHO MMM NOCIe PaCTBOPEHUS UMW pacTUpaHus ¢ HebOonbLUMM KONMYEeCTBOM pachnaBfiEHHON OCHOBHI,
BOAbI, CMMPTO-BOAHO-TMMLEPNHOBON CMECU, Macria Ba3eSIMHOBOIrO UM Apyroro pacTBopuTens.

Macca ogHoro cynno3utopus onsi 4eTen gormkHa coctaenaTb okono 1,0 r, ang B3pocnbix 1,5-2,0T.

AKTMBHbIE KOMMOHEHTbI B XuAKOW OpMEe, He coepxalwpue neTydnx akTMBHbIX KOMMOHEHTOB, nepen
CMeLLMBaHNEM C OCHOBOW MOTYT ObITb CKOHLIEHTPMPOBaHbI NyTEeM YrnapuBaHus.

TepmonabunbHble akTUBHbIE KOMMOHEHTLI J0OABMAOTCA K OCHOBE HEMOCpeACTBEHHO nepern hOpMUMPOBaHUEM
Cynno3nTopwueB.

He ponyckaeTcsa gobaBneHne NoBEPXHOCTHO-aKTMBHbIX BELLECTB, KOHCEPBAHTOB U Kpacutenen.

Cynnosutopun romeonaTnyeckme OPMUPYIOTCS CnocobOM BbIKaTbIBaHWS, MPECCOBAHUSA WM BbINMBaHWSA
pacnnaBneHHO Maccbl B NMUTLEBbIE CYMMO3NTOPHLIE (POPMBI.

Mpn dopmupoBaHMM romMeonaTuyeckux Cynno3uTopmeB CnocoboM BbINMBaHUS, MPUroTOBMEHHas Macca
npeaBapuTenbHO pacnnaBnseTcs Npyu HarpeBaHMM U pasnuBaeTcss B COOoTBeTcTBywlWMe d¢opmbl. CynnosuTtopumn
3aTBepeBaloT npu  oxnaxgeHuu. [Ona  obecneyenus  3aTBepaeBaHUsA  gonyckaeTca  AobaBneHue  Takux
BCMOMOraTerbHbIX KOMMOHEHTOB Kak TBEPAbIE >XUPbl, MACIO Kakao, JTAHOMVH U MMULEPUH.

Mpn dopmMmpoBaHnM romeonaTUYeCKMX Cymnno3nTOpUeB CMocoboM BbiKaTbiBaHMS B KayecTBe CBHA3YHOLLEro
BELLECTBA NPUMEHSIETCS NaHONMMH 6Ee3BOAHbBIN.

M3rotoBneHue cynnosmtopmneB METOLO0M BblKaTbiBaHUA
89. npl/l N3roToBJ1IEHNN CYNNO3NTOPUEB METOOOM BblKaTbiBaHUA MACI10 Kakao npenBapuTesibHO u3Mersrib4aeTcAa B

CTPY)XKY U €ro paccyMTaHHOe KONM4ecTBO [00aBnseTcss YacTsMu K JIekapCTBEHHbIM cpefcTBam. [lonyyeHHas
CYNno3nTopHas mMacca YMUHaETCs B CTYMKe ANS yNy4lleHUs: NNacTUYHOCTY.
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U3 nonyquHoﬁ CyﬂI'I03I/ITOpHOIZ MacCcChl (bOle/IpyeTCﬂ 6pyCOK nnn LI,MJ'II/IHLI,pVI‘-IeCKI/IIZ CTepXeHb OﬂpeﬂeﬂeHHOﬁ
AOJTNHBbI. OCYLLI,GCTBJ'IFIIOTCFI Oo3npoBaHne n nony4vyeHune Ccynno3nTopmues.

M3roTtoBneHne cynno3ntopmes MeTo40M BblfIMBaAHNUSA

90. inst 3roToBMNEHUs Cynno3NTOpPUEB METOAOM BbINMBAHMS UCMOMb3YOTCA crieumanbHble opMbl.

Mpu pacyeTe konNUYecTBa CyMMNO3UTOPHOM OCHOBbLI y4MTbIBaOTCA 0ObeM rHesga dopMbl, MpUpoda OCHOBbLI U
coaepxaHue rekapcTBeHHbIX CPeacTB.

lMpu copepxaHum nekapcTBeHHbIX cpedcTB 5% u 6Gonee yunTbiBaeTcs KoapduumeHT 3amewleHns (Ey) vnm
obpaTHbI ko3 dunumneHT 3amerteHus (I/Ex) B cootBeTcTBUM ¢ npunoxeHnem N 14 k HacTosawmm MNpasunam.

(DOprI OnAa N3rotoBrieHna cynnosntTopues nepe BblninBaHMeM npeanBapuTeribHO oxnaxgatTcd U CMa3blBalOTCA
XMAKOCTbH, HE POACTBEHHOM CYNNO3MTOPHOWN OCHOBE.

V1. Oco6eHHOCTM N3rOTOBNEHMS NEKAPCTBEHHBLIX (DOPM
B aCEMNTUYECKUX YCIOBUAX

91. K WM3roToBMEHU0 neKapCTBEHHbIX (YOPM B acenTUYecKMX YCMOBUSX MNPeabsaABnsaoTcsa TpeboBaHus,
HanpaBreHHble Ha cBeAeHUe K MUHUMYMY pUCKa 3arpa3HEHUs X MUKPOOPraHM3MamMuy U MexaHM4eckumMm Yactmuamu.

92. KayecTBO M3roTOBMEHHbLIX PacTBOPOB ANA UHBLEKUUA U UHY3NA, OPTanbMONOrMYECcKUX NeKapCTBEHHbIX
dopM UK neKapCTBEHHbIX POPM, MpedHas3HaYeHHbIX ANS fnevYeHusl HOBOPOXAEHHbIX aeTem wn geten go 1 roaa,
NEeKapcTBEHHbIX (OpM C aHTUOMOTMKaMK, IeKapCTBEHHbIX MpenapaToB B BWAE BHYTPUMANTEYHOM 3aroTOBKM
onpegensieTcs B COOTBETCTBMM C METOAAMM KOHTPOSIS KAYeCTBa, YCTAHOBMIEHHbIMM dhapMaKonenHon crtatben, obluen
hapmakonenHomn ctateen, Nbo B cnyvae ee OTCYTCTBUSA - 4OKyMEHTa B 06r1acTu KOHTPOMs KadecTBa.

B cnyyae oOTCcyTCTBUA METOAOB KOHTPOMS KayecTBa fEKApCTBEHHbIX NpenapaToB, YCTAHOBMEHHbIX
hapmakonenHon crtatben, oOLien apmMakonerHon cTaTbel WM [OKYMEeHTa B 00MacTM KOHTPOMS Ka4vecTsa,
N3roTOBIEHNE NeKApCTBEHHbIX (hOpM, NpefHa3HaYeHHbIX ANsl NPUMEHEHNST Y HOBOPOXAEHHbIX AeTen u geTten o 1
roga, OCyLlecTBrnsieTcs noA HabnogeHWem npoBu3opa-aHanuMTUKa WM MPOBU30pPA, BbIMOMHSAIOLWErO KOHTPOSbHbIE
YHKUUN NPU U3rOTOBIIEHMM M OTMNYCKE JIEKAPCTBEHHbIX NpenapaTos.

M3rotoBneHne NHbLEKLNOHHbIX 1 I/IHq.)ySMOHHbIX NeKapCTBEeHHbIX (*)OpM

93. M3rotoBneHHble MHBLEKUMNOHHbIE M UHAY3NOHHbIE PacTBOPbl OOSMKHbI ObiTb CBOOOAHLIMW OT BUOUMBIX
MEXaHNYECKMX BKIMIOYEHWIN, CTEPUITbHLIMU, CTaOUITbHLIMU, BbIAEPXKMBATL UCMbITAHNE HA MUPOTEHHOCTb.

HononHutensHbIMu TpeboBaHUAMU ANS U3rOTOBMEHHbBIX MH(PY3MOHHBIX PACTBOPOB ABMSIOTCA MX WU30TOHUYHOCTb,
N30rMapNYHOCTb, U3OMOHUYHOCTb, N30BSA3KOCTb.

MHBbeKUNOHHbIE N NH(Y3UOHHbIE PaCcTBOPbI M3rOTaBNUBAKOTCH B aACENTUYECKMX YCMOBUAX MaCCO-00BbEMHbIM
METOL0M Ha BoJe AN UHbEKLUNA.

94. 3anpeljaeTcd OLHOBPEMEHHOE W3rOTOBIIEHWE HA OOHOM paboyeM MeCTe HECKOSbKMX MHBEKUMOHHBIX U
WMH(Y3NOHHBLIX pPacTBOPOB, COAEpXaluxX JlekapCTBEHHble CpeacTBa C  pPas3fUYHbIMW - HAWMMEHOBaHUSMU  UNN
nekapCTBeHHble CPeACTBa OAHOINO HAUMEHOBAHMWS B Pa3HbIX KOHLEHTpaUusiX.

3anpeLlaeTca n3rotaBnnMBaTbh UHBEKLUNOHHBIE U MHAY3MOHHBIE PACTBOPbI MPU OTCYTCTBMM AAHHBLIX O XMMUYECKOMN
COBMECTMMOCTU BXOAALLUMX B HUX FEKAPCTBEHHbIX CPEACTB, TEXHOMOMMU U pexuMme CTepunmsauuu, a Takke npu
OTCYTCTBMM METO0B KOHTPOSSl KAa4ecTBa, YCTAHOBIEHHbLIX dapMakonenHon ctaTben, obLen hapmakoneiHon craTbew
nnbo B cny4ae ee OTCYTCTBUSA - LOKYMEHTa B 0611acTu KOHTPOIS KadecTBa.

95. NHBbEeKUMOHHbIE U MHAY3NOHHBIE PacTBOPbI (OUMBTPYIOTCS C MCMOMB30BaHNEM pPa3peLUEHHbIX K MPUMEHEHUIO
unNbTpOBasbHbIX MaTepuanoB 1 YCTaHOBOK. PMnbTpoBaHME pacTBopa CoYeTaeTcs C OQHOBPEMEHHBIM PO3IMBOM €ro B
NoAroTOBIEHHbIE CTEPUSIbHbIE (DNAKOHbI, KOTOPbIE YKYMOPUBAKOTCHA CTEPUIBbHBIMU NPOOKaMMU.

WHTepBan BpeMeHu OT Havana U3roToBneHUst MIHbBEKLIMOHHOTO N MHAY3MOHHOTO pacTBopa [0 CTepunusauumn He
JOIDKEH npeBbIlaTh 3-X YacoB.

96. NNHbeKUMOHHbIE U MHPY3NOHHBIE PAcTBOPbI CTEPUNN3YIOTCA B COOTBETCTBUM C TpebOoBaHMAMM K pexumam
cTepunmsaumm, ykasanHseiMu B Tabnuue N 1 npunoxenusa N 15 k Hactosiwum MNpaBunam.

He pgonyckaoTcsa cTepunm3aumsa pactBopoB o6bemom 6onee 1 nutpa n NoOBTOpHAs CTEPUNN3aLmUsa MHBEKLMOHHbIX
N NHPY3NOHHBIX PACTBOPOB.

Mpouecc cTepunuaauumn JomkeH obecneumBaTb 3PHEKTUBHOCTL CTEPUNMN3ALIM BCEro obbema 3arpyskiu.

KoHTponb napameTpoB 1 3HEKTUBHOCTU TEPMUYECKUX METOAOB CTEPUNM3ALMU OCYLLECTBISETCA C MOMOLLbIO
KOHTPOSbHO-U3MepUTENbHbIX MPUBOPOB, XMMUYECKMX N BUONOrMYECKNX TECTOB.

97. Pexvmbl cTepnnmusauum NCXogHbIX NeKkapCTBEHHbIX CPeACTB, N3rOTOBIEHHbLIX MHBEKUMOHHBIX Y MHAY3NOHHBIX
pacTBOpPOB, @ TakKe BCMOMOraTesibHbIX MaTepuanoB W MOCyAbl PErucTpuUpYIOTCS B JKypHane perncrpauum pexuma
CTEpPMNM3aLMM NCXOOHbIX NIEKAPCTBEHHbBIX CPEeACTB, M3rOTOBIIEHHbIX JIEKAPCTBEHHbIX MpenapaTtoB, BCMOMOraTenbHbIX
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MaTepuanos, Nocyabl U NPOYNX MaTepuanos.

B XypHane peructpaumm pexvma CTepunM3auum MWCXOAHbIX JIEeKApCTBEHHbIX CPeacTB, W3roTOBIEHHbIX
nekapCTBEHHbIX MpenapaToB, BCMOMOraTesibHbIX MaTepuanoB, Mocydbl W MpPOYMX MaTepuarnoB YKasblBaloTCH
crnegyoLwmne cBeeHus:

a) Aarta v NopsAKOBbIN HOMEP MPOBEAEHNS CTepUnNu3auum;

6) Homep peuenTa unu TpeboBaHus;

B) HaMMeHOBaHWe MaTepuarna, NoAnexallero cTepunmaaumm,

r) KONMWYECTBO WCXOAHbIX JIEKAPCTBEHHbIX CPEeAcCTB, W3rOTOBIIEHHBLIX  JIEKAPCTBEHHbIX  Mpenaparos,
BCMOMOraTenbHbIX MaTepuarnos, NoCyabl M NPOYNX MaTepuanos;

4) ycriosus ctepunmsaumm (tTemnepatypa, Bpemsl);

€) TEpMOTECT;

) noanuck nuua, NPOBOAMBLLENO CTEPUNN3ALIMIO MaTEpPUarnos.

KypHan peructpauum pexuma CTepunusaumm UCXOAHbIX — NeKapCTBEHHbIX  CPeAcTB,  U3roTOBMEHHbIX
nekapCTBEHHbIX MpenapaToB, BCMOMOraTeflbHbIX MaTepuanoB, MocyAbl M MNpoYMX MaTepuarioB [OIDKeH ObITb
NMPOHYMEPOBaH, MPOLUHYPOBaH M CKPEMNJieH NOAMMCbI0 PYKOBOAUTEMNs anTeYyHOW opraHu3aumm (MHOMBUMOYaIbHOro
npeanpvHMMaTens) 1 neyartbio (Mpu HanuuMM nevaru).

98. NHbeKUMOHHbIE U HAY3NOHHbIE PACTBOPbLI NEKAPCTBEHHbIX CPeacTB, TPebylLlwmx 3awmTbl OT BO3AENCTBUS
MOBbLILLIEHHON TemnepaTypbl, CTEPUNM3YIOTCA UNbTPOBaAHUEM B JlaMWHAPHOM MOTOKEe BO3dyXa C  MNOMOLUbIO
MeMOpaHHbIX (UILTPOB C HOMUHamNbHbIM pa3mepom nop He 6Gonee 0,22 MKM MW rnyOGUHHBIX UNBTPOB C
3KBUBAIEHTHLIMW CBONCTBaMM MO YAEPXKAHUIO MUKPOOPraHW3MOB.

HenocpeacTtBeHHO nepen HanmornHeHveM akoHa peKoMeHOyeTcs MOBTOpHasi wnbTpaums pacTtBopa 4depes
OONOMHUTENbHbBIN YOEPXMBAOLWLMA MUKPOOPraHN3Mbl CTEPUSTUYIOLLNN PUNbTP.

OkoHuaTenbHyo cTepunuaytowyto hunbTpaumio pacteopa cnegyeTt NpoBoAMTb HEMNOCPeACTBEHHO OKOMo MecTa
HanonHeHus. CrnegyeT NCNONb30BaTb MUNLTPLI C MUHUMAIbHBLIM OTAENEHNEM BOSIOKOH.

99. OueHka kavyecTBa MHBEKLUMOHHBLIX U MH(PY3MOHHBIX PacTBOPOB A0 CTepunuMsauun npoBoaUTCH MO BHELLUHEMY
BMAY, OTCYTCTBUIO MEXaHWYECKMX BKIMIOYEHWI, 3HaA4YeHuto pH, MOANMMHHOCTM W KONMUYECTBEHHOMY COAEPXaHUIO
nekapCTBEHHbIX CPEACTB, COOAEPKaHNI0 N3OTOHMPYHIOLLMX U CTAabUNN3MPYIOLLMX BELLECTB.

OueHka KayecTBa UHBEKUMOHHBIX U MH(PY3MOHHBLIX PACTBOPOB MOCME CTepunu3aumMm npoBOAUTCS MO BHELLUHEMY
BMAY, OTCYTCTBUIO MEXAHUYECKNX BKITKOYEHWUIA, NPOBEPKE HOMMWHANBHOIrO 06bema npu posnmee BO (prnakoHbl, 3HAYEHUIO
pH, gonycTuMble NOrpeLlHOCTN NpU U3MepeHUn KoTopor npusedeHbl B Tabnuvue N 9 npunoxenna N 3 kK HacToAwmM
MpaBunam, NOANNHHOCTU U KONIMYECTBEHHOMY COOEPXaHUIO NEKAPCTBEHHBLIX CPEeACTB, OTKMOHEHWIO OT HOMMWHAarbHOro
ob6bemMa, PUKCMPOBAHHOCTU YKYMOPKK, CTEPUIBHOCTU, MMPOrEHHOCTU NN COAEPXKaHMD GaKkTepuanbHbIX 3HAOTOKCHMHOB.

Mpn HECOOTBETCTBMM OQHOMY U3 NEPEYNCIIEHHBIX TPEOOBaHU PacTBOPbI ABMASTCA HE4OOPOKa4YEeCTBEHHBIMMU.

100. Tpwn M3roTOBNEHUN NEKAPCTBEHHbIX MpPenapaTtoB Afs MHbEKUMA M MHAY3UM BCe CTagun WU3roTOBIEHUS
PEervcTpupyoTCs B XXypHarne permctpaumm pes3ynbTatoB KOHTPOMS OTAENbHbIX CTagui MU3roTOBMEHMS feKapCTBEHHbIX
npenapaTtoB Ans UHBbEKUMI N NHADY3NN.

B ypHane perncrpauum pesynbTaTtoB KOHTPONSA OTAENbHbLIX CTaAuA U3roTOBNEHUS PACTBOPOB AJ1 UHBLEKUMA U
MHY3UI yKa3biBalOTCS CreayoLlmne cBeaeHns:

a) Aata v NopsiAKOBbIN HOMEP MPOBEAEHNST KOHTPOJIS;

6) Homep peuenTa unu TpeboBaHus;

B) HAMMEHOBaHME N B3ATOE KONMMYECTBO NCXOAHBbIX CPeacTB (B TOM YMcre BOAb);

r) HauMeHoBaHWe 1 06BEM U3rOTOBIIEHHOrO PacTBOpa;

A) NoAnuchb nuua, N3roToBMBLLENO PacTBOP;

e) dunbTpoBaHne u dacoBka (po3nuB) (ykasblBaeTca 00bEM B MWNAWAMTPAxX WM KOMMYECTBO OyThbINOK
(dbnakoHoB));

) noanuck nuua, pacdacoBasBLLEro pacTeop;

3) nognvch nNuua, NPOBOAUBLLErO NEPBUYHBIN KOHTPOMb pacTBOpa Ha MexaHU4Yeckue BKMYEHS;

n) ctepunusauma (ykasblBaetcs TemnepaTypa, Bpemsa "ot" m "po", TepMoTecT, nognucb nuua, NpoBOAUBLLENO
CTepunmn3aLmio pactTeopa Ha MexXaHU4eCckne BKIMYEHUS);

K) MOANUCH N1LA, MPOBOAMBLLETO BTOPUYHbIA KOHTPOSb pacTBOpa Ha MEXaHNYECKME BKITHOYEHUS;

n) HoOMepa aHanM30B 4O U Nocne cTepunusauun (ykasbiBaroTca Yyepes opobb);

M) KONMYECTBO EMKOCTEN rOTOBOW NPOOYKLMW, MOCTYNUBLLEN AN1S OTMNYCKa;

H) NoAnuCb Nuua, JOMYCTUBLLEro U3roTOBMNEHHbIE NeKapCTBEHHbIE NpenapaThl K OTAYCKY (O4OMYCK WU3roTOBMEHHbIX
pacTBOPOB AN1A UHBEKLUIA U MHPY3UI K OTMNYCKY OCYLLECTBNSAET OTBETCTBEHHOE NULO, HasHa4YeHHoe pykoBoauTenem
anTeyHon opraHuMsauun, UM UHAMBWAYanbHbLIA NpeanpuHMMaTenb, UMEILWNA FNMLEH3UI0 Ha dapMaueBTUYECKYHo
OEesATenbHOCTD).

>KypHan peructpaumm pe3ynbTatoB KOHTPOSS OTAENbHbIX CTagui M3rOTOBMEHUS PacTBOPOB ANS WUHBLEKUMA U
MHY3UN JOMKeH ObITb MPOHYMEPOBaH, NPOLUHYPOBAH M CKPErnyieH MOAMNWCbI0 PYKOBOAWUTENSA anTeyHOW OpraHu3aumm
(MHOuBMAYanbHOro NpegnpvHumaTtens) U nevaTbio (Mpy Hanuuun nevaTwn).
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OcobeHHOCTN U3rOTOBMNEHNS] MHBEKLIMOHHbBIX
romeonaTtn4eckmnx pactBopoB

101. HBbEKLMOHHBIE rOMeonaTUYECKMe pacTBOpbl NPEACTaBnAOT COOON CTEPUIBbHYIO XUOKYH NEKapCTBEHHYHO
dopmMmy, coaepXkallyldo OAMH UMM HECKONbKO aKTMBHbIX KOMMOHEHTOB B COOTBETCTBYHLUMX FOMeOonaTuyecKnx
pasBeaeHusX.

YcnoBust 1 NpaBuia W3rOTOBMEHUSA TOMEOMATUYECKNX MHBEKLUMOHHBbIX PacTBOPOB [AOIMKHbI COOTBETCTBOBATb
YCIOBMSIM Y MpaBuIiamM U3roTOBMEHNS] MHBEKUMOHHBIX N MHAY3UOHHbBIX NEKAapCTBEHHBLIX (OOPM.

[ns n3rotoBneHms MHbLEKLNOHHBLIX TOMeonaTUyYecKkMx pacTBOPOB B Ka4eCTBE pacTBOPUTENS MCMoNb3yeTcsa BoAa
ONst UHbEKUUIA.

Mpy M3roTOBNEHUM UHBEKLIMOHHBIX FOMeOoNaTMYeCKNX pacTBOPOB 13 BOAHO-CNNPTOBLIX pas3BefeHUNn copepxaHue
cnupTa 3TUITOBOro B rOTOBOM pacTBOPE He AOMKHO npeBbiwaTh 0,5% vnmn AomkHo 6biTb MUHUManbHbIM. [Ns 3TOro Ha
OBYX nocregHux atanax (NpyM MNOTEHUMPOBaHUM MO AECATUYHOW LIKane) unu Ha nocrnegHem artane  (npwu
MOTEHUMPOBAHUN MO COTEHHOW LUKarne) MCMosib3yeTcs WM30TOHMYECKU pacTBOp, MPUIOTOBMIEHHBLIM Ha Boge Ang
VHBEKLNN.

[na n3oToHMpoBaHWsS NPUMEHSAETCA HaTpusa xnopua. Mcnonb3oBaHue [pyrMx BCMOMOraTeribHbIX BELLECTB, 3a
UCKIHOYEHMEM BELLECTB AN N30TOHUPOBaHMSA U NoaAepXaHMsi NOCTOAHCTBa BenNu4umHbl pH, He gonyckaeTcs.

M3rotoBneHune OCbTaJ'IbMOJ'IOFI/I‘-IeCKMX JIeKapCTBEHHbIX (bOpM

102. K obTanbmMonorm4eckMm nekapCTBeHHbIM popmMam OTHOCATCA TMnasHble Kanju, pacTBOpbl Of1 OPOLLEHMS,
rnasHble Masu, rmasHble NPUMOYKM.

[na mnsrotoBneHns ogTanbMOMOMMYECKUX NeKapCTBEHHbIX (POPM MPUMEHSAIOTCH NEeKapCTBEHHbIE CpeacTBa W
BCMOMoOraTenbHble BellecTBa (pacTBOpUTENW, Mas3eBble OCHOBLI, CTabunusatopbl, OydepHble  pacTBOpbl,
N30TOHMPYIOLLMNE BELLECTBA, KOHCEPBAHTbI, MPOMOHIaTopbl U UHbIE).

103. BogHble rmasHble nekapcTBeHHble OPMbl AOIDKHbI ObiTh CTEPUIBHBIMU U U30TOHUYHBIMU, ECIM HET OpPYIuX
yKasaHui B hapMakonemnHbIX CTaTbax, MMeTb ONTUMarbHoe 3HadeHue pH, cooTBeTcTByloWwee pH cnesHonm Xugkoctu -
7,4 (ponyckatotca npegenel pH ot 3,5 go 8,5), cTabunbHbIMM NPU XpaHEHUM N COOTBETCTBOBATb TpeboBaHUAM
(hapmakonenHon ctaTbun, 0bLEeNn hapmakonenHom ctTaTbn UM JOKyMeHTa B 06n1acTu KOHTPONsS KayecTBa Ha BUAMMbIE
MeXxaHu4ecKne BKINIOYEHUS.

104. MNasHble Kannum n pacTBOpbl M3rOTABMNMBAKOTCA B aCEMTUYECKNX YCMOBUAX Macco-06beMHbIM METO4OM Ha
BOAE OYULLEHHOWN.

[Mpn n3roToBRNEeHWM rnasHbiX Kanenb M PacTBOPOB NeKapCTBEHHble CPeACTBa pPacTBOPSIOTCA B CTEPUITbHOM
€MKOCTM B pacCYnMTaHHOM o6beMe BOAbl OUMLLEHHOW, MPU HEOOX0AMMOCTU [06aBNATCA BCNOMOraTernbHble BELLECTBA,
PUNLTPYIOTCHA C UCNONBb30BaHNEM paspeLLeHHbIX K NPUMEHEHNI0 PUbTPOBarbHbIX MaTepuanoB U YCTaHOBOK.

Mpun nsroToBneHN Manbix 06bEMOB rMa3HbIX Kanenb NekapCTBEHHbIE CPEACTBA M BCMOMOraTernbHble BellecTBa
pacTBOPSIOTCA B YaCcTM BOAbl OYMLLEHHOW, MOJTYYEHHbIA pacTBOp (bunbTpyeTca 4vepe3 NpeaBapUTENibHO MPOMbIThIN
BOZOWN OYMLLIEHHOW (DUNBTPOBASbHLI MaTepuar, 3ateM 4epe3 TOT Xe (unbTp NpoduibTPOBLIBAETCS OCTaBLUEEeCcs
KONMMYeCTBO BOAbI OYULLEHHON.

[MasHble Kannm u pacTBOPbl CTEPUNMN3YIOTCA B COOTBETCTBUM C TpeboBaHMAMM K pexmmam CcTepunusauuu,
ykasaHHbIM B Tabnuue N 2 npunoxenus N 15 k HacTosawmm Mpasunam.

B rnasHbix kannsx u pactBopax onpefensieTcsl OTCYTCTBME MeXaHUYECKUX BKITHOYEHUI A0 1 Nocne CTepunmnsaumu.

105. PacTBopbl NekapCTBEHHbIX CpeacTs, TpeOywux 3awmuTbl OT BO34ENCTBMSA MOBLILWEHHOW TemnepaTtypbl,
FOTOBAITCA B acenTUYeCKUX YCMOBWSX Ha CTEPUNBbHOW BoAde ouvweHHon 6e3 mocrnegylolen crepunusauum mnm ¢
MCMNonb30BaHWeEM CTepunusauum GunbTPOBaHNEM.

106. MasHble kannu, cogepXaline HapkoTUYECKME CPEACTBa, MNCUMXOTPOMHbIE, SO0BUTbIE, CUNBbHOOENCTBYOLWNE
BellecTBa, 0693aTenbHO NOABEPratoTCs NOMHOMY XMMUYECKOMY KOHTPOSHO.

Ocob6eHHOCTM M3rOTOBIEHMSI MMTA3HbIX FOMeoNnaTUYecKNX Kanesb

107. masHble romeonaTvyeckne Kanmnu CcoaepxaT OAMH WM HECKOMbKO  aKTMBHBLIX KOMMOHEHTOB B
COOTBETCTBYIOLLUX FOMEeoNnaTnyeckmx passegeHunsx.

MaroToBneHue romeonaTuyeckmx passeaeHuni pernameHtuposaHo [nason |l pasgena "UsrotoBneHue pactsopoB
romeonaTuyeckmx 1 pasBedeHun romeonatuyecknx” Hactoawumx Mpasumn.

[Ma3Hble romeonaTuyeckue Kannuv W3roTaBnMBalOTCA MO Macce B acenTuyecknx ycnosusx. B kadvecTse
pacTeopuTEnel NpMMEHSEeTCS BoAa OYMLLIEHHAsA CBEXENPUroTOBEHHas, M3OTOHNYECKUIA pacTBOP HATpWsa xnopuga unm
OydepHble pacTBopbI.

108. MNepen nobaBneHnem pasBegeHUin roMeonaTMYeckuX akTMBHbIX KOMMOHEHTOB WM MX CMECEN B rfasHble
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romeonaTtuyeckne Kannu pABa nocrnefHnx [AOeCATUYHbIX pasBefeHus WnM nocrnegHee COTEHHOe pa3BefeHue
NOTEHLMPYIOTCA C NMPYMEHEHNEM CBEXEMPUTOTOBIIEHHOW BOAbI OYMLLEHHON Unn pacteopa Hatpusa xnopvga 0,9% wnu
M30TOHMYECKOro pacTBopa, coctosilero 13 0,2 vacten HaTpus rmapokapboHaTta, 8,8 yacten Hatpus xnopuaga u 91
4YacTu CBEXENPUroToBfIEHHOW BOAbI OYULLEHHOMN.

Mpn NOTEHUMPOBaAHUKN pa3BEeAEHMWI aKTUBHbIX KOMMOHEHTOB, COAEPXALLUMX CMPT STUMOBLIN U NpeAHa3Ha4YeHHbIX
0N U3roTOBMEHUS rnasHblX Kanenb, KOHLEHTpaLns OCTaTOYHOr0 CnMpTa B NasHbIX Kannsx He AOfkHa npeBblaTb
Jonyctumyto Hopmy (He 6onee 0,005rB 1,0T).

BcnomoraTeneHble BellecTBa A00aBNSATCA B [Ma3Hble FOMeonaTMYeckue Kanmnum Mocfe OKOH4YaTenbHOro
NOTEHLUMPOBAHUS aKTUBHbBIX KOMMOHEHTOB.

M3rotoBneHune rnasHbix Mmasemn

109. NasHble Ma3n N3roTaBNBAKOTCHA B aCENTUYECKUX YCITOBUSX HA CTEPUITbHON Ma3eBow ocHoBe. TpeboBaHus K
pexvMmam cTepunmnsauumn rnasHbix Masen ykasaxbl B Tabnuue N 4 npunoxeHus N 15 k HacTtoawmm Mpasunam.

MaseBasi ocHOBa He AOJfKHA cogepaTb MpUMecen, OOIMKHa ObITb HEeNTpanbHOW, CTEPUITbHOW, PaBHOMEPHO
pacnpenenaTbesi No CnM3ncTon oboroyke rrnasa.

[(MasHble Ma3n n3roTaBnNmMBaOTCs METOA0M MO Macce.

Mpn oTcytcTBUMM B peuente unu TpeboBaHWM yKasaHUM O COCTaBe Ma3eBOM OCHOBbI WCMOMb3yeTcs ChnaB
Ba3esnvHa, He CoOAepXallero BOCCTaHaBMMBatOLLIMX BELWECTB, 1 NaHomnnHa 6e3BogHOro B COOTHOLLEHMM 9:1.

110. JlekapcTBeHHbIE CPEACTBA BBOASTCA B OCHOBY [MTA3HOM Ma3u Mo TNy pacTBopa, 3MyJbCUX, CYCMEH3NN.

Masb-pacTBOp U3roTaBnMBaeTCs PpacTBOPEHNEM JNTIEKAPCTBEHHbIX CPEACTB B CTEPUIBHON Ma3eBOW OCHOBE.

Masb-amMynbcusi Ha abCcopOLIMOHHON OCHOBE M3rOTaBNIMBAETCS] PACTBOPEHNEM BOAOPACTBOPUMbIX NIEKAPCTBEHHbIX
CpeacTB (B TOM yuchne, pe3opLmHa U UUHKa cyrnbgarta) B MMHMMAanbHOM KONMYECTBE CTEPUIBHON BOAbI OYULLLEHHON WU
CMeLUMBaHNEM C Ma3eBOW OCHOBOW.

B Ma3b-cycneHsuio nekapcTBeHHble CpeAcTBa BBOAATCA B BUAE MefbyaulLMX MOPOLLIKOB MOCMe TuWaTenbHOro
OMCcneprupoBaHmMs ¢ HebONbLIMM  KOJIMYECTBOM CTEPWUIIbHOWM  BCMOMOraTenbHOW  XUAKOCTM  (Npy  COAepXXaHuu
nekapcTBEHHbIX cpeacTB 4o 5%) unum YacTtu pacnnasrieHHOW OCHOBbI (NPW CoOAepXXaHUKN NeKapCTBEHHbIX cpeacTB 5% u
oonee).

111. MnasHble Ma3n, cogepxalime HapKOTMYECKMe CpeacTBa, MCUXOTPOMHbIE, SAOBUTHIE, CUNbHOAENCTBYIOLLME
BellecTBa, 06a3aTenbLHO NOABEPratoTCs NOMHOMY XMMUYECKOMY KOHTPOSHO.

M3roToBrneHne nekapcTBeHHbIX POpM, NpeaHasHa4YeHHbIX
ONs NneYeHns HOBOPOXOEHHbIX AeTei 1 aeTeit o 1 rona

112. JlexapcTBeHHbIE (bOpPMbI, NpeAHa3HayYeHHble A8 NeYeHUs HOBOPOXAEHHbIX AeTen n geten go 1 roaa,
roTOBATCS B aCenTUYECKNX YCNOBUSX MO NpaBuiiaM U3roToBMEHUS NekapCTBEHHbIX (hOpPM, YCTAaHOBMEHHbLIX HACTOSALLMMU
MpaBunamu.

113. JlekapcTBeHHblE POPMbI, NpeaHa3HaYeHHbIE AN NeYeHns HOBOPOXAEHHbIX AeTen u geten Ao 1 roga, B ToM
yucrie pacTBopbl ANs BHYTPEHHETO U HApY>KHOTO NMPUMEHEHMUS, B 3aBUCMMOCTM OT MNPUPOAbl NEKapCTBEHHLIX CPEACTB,
BXOOSLLMX B UX COCTaB, U TEXHOJOMMYECKOrO NpOoLIecca U3roTOBIEHUS, OENATCA Ha OBe Tpymnmnbl: pacTBOPbl, KOTOPbIE
CTEPUNM3YIOTCA B KOHEYHOW YMaKoOBKE, W PacTBOPbl, U3roTaBfMBAEMble B acenTUYECKUX YCIOBUSIX Ha CTEPUITbHOM
pacTtBopuTene 6e3 nocneaytoLlen TepMUYECKON CTepUNn3aLmn.

114. B cooTBeTCTBUM C TPEBOOBaHUSAMY K pEXMMaM CTepunmnsaumun, ykasanHbimm B Tadbnuue N 3 npunoxexma N 15
K HacToAwwmm lMpaBunam, CTepunmnsyoTcsa criefyloLimne nekapcTBeHHble OpMbl, NpegHa3HauYeHHbIe ANS NMPUMEHEHUS Y
HOBOPOXAEHHbIX AeTen n geten go 1 roga:

pacTBOPbLI 41151 BHYTPEHHETO U HAPY>KHOTO MPUMEHEHUS], N3rOTOBSEHHbIE HA BOAE OYNLLIEHHON;

Macna ans Hapy>XHoro NPUMeHeHus;

TEPMOCTOMKNE NOPOLLKK (KCcepodopM).

M3rotoBneHune JIEKapCTBEHHbIX (*)OpM C aHTMBMOTUKaMm

115. Bce nekapctBeHHble POPMbI C aHTUBMOTMKAMM N3roTaBNMBaKOTCS B aCENTUYECKUX YCNOBUSIX.

[Mpn M3roToBneHWM MOPOLIKOB C aHTUOMOTUKaMM y4duTbIBalOTCA TpeboBaHUSA, YCTaHOBMEHHble B pasgene
"UsrotoBneHne nekapcTBeHHbIX npenapatoB B ¢opme nopowkos” rmasbl || HacTtoswmx [Mpasun. TepmocTonkue
WHrpeaueHTbl NpeaBapuTenbHO CTEPUNNSYIOTCS.

Masn 1 cynnosvTopum C aHTMOMOTMKaMW M3roTaBNMBAKTCA NO NpaBuiiamM W3rOTOBMEHWUS COOTBETCTBYIOLLUMX
neKkapcTBeHHbIX popM, ycTaHoBNEeHHbIM HacTtoswumu [pasunamn. OcHoBa AN Masen npeaBapuUTENbHO
cTepunusyeTcs.
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VII. KoHTporb kadecTBa NekapCTBEHHbLIX NpenapaToB

116. KoHTponb kayecTBa W3roTaBnMBaeMbIX M W3rOTOBIEHHbIX NEKApCTBEHHbIX MpenapaToB OCYLLECTBSETCS
NnocpeacTBOM:

NMPUEMOYHOrO KOHTPOIS;

MUCbMEHHOIO KOHTPONS;

OMPOCHOrO KOHTPONS;

OpraHonenTU4YecKoro KOHTPOIS;

PU3NYECKOrO KOHTPOIS;

XVIMUYECKOIO KOHTPOIS;

KOHTPOIsi MpW OTMNyCKe NekapCcTBEHHbIX NpenapaToB.

Bce n3rotoBneHHble nekapcTBeHHbIe Npenapatbl noanexart 06si3aTenbHOMY NMCbMEHHOMY, OpraHONenTU4ecKoMy
KOHTPOIO NP OTNYCKe.

117. Pe3ynbTaTbl OPraHonenTU4eckoro, n3ny4eckoro 1 XMMMYEeCKOro KOHTPONS M3roTOBIIEHHbLIX NEKapCTBEHHbIX
npenapaToB, B TOM 4uCre B BWAE BHYTPMAanNTeYHOW 3aroTOBKM M (pacoBKM, KOHLEHTPUPOBAHHbLIX pPacTBOPOB,
TpUTypauumn, cnvpTa 3TUIIOBOrO PErucTpyMpyrloTca B KypHamne perucrpaumm pesynbTaToB OpraHonenTU4eckoro,
hM3NYECKOrO N XMMUYECKOTO KOHTPOMS NIEKaPCTBEHHbIX MPenapaToB, U3rOTOBIEHHbIX NO peuentam, TpeboBaHusm n B
BMOE BHYTPUAnNTEYHOW 3aroTOBKW, KOHLEHTPMPOBAHHbIX PacTBOPOB, TPWUTypauu®l, cnupTa 3TUMOBOrO U acoBKu
neKkapCTBEHHbIX CPeACTB.

B oaHHOM XXypHane ykasblBaloTCs crieayolme CBEAEHNS:

a) AaTta OCyLLEeCTBIEHNS KOHTPOMNS U HOMEP MO NOpPSAAKY;

6) Homep peuenTa, TpeboBaHUSA, HAMMEHOBaAHNE MEOULNHCKOW OpraHu3auum, BoligasBLuern ux (Mpy Hanmumm);

B) HOMEpP Cepuu NIeKapCTBEHHOTO CPEACTBA NPOMbILLIIEHHOIO NPOU3BOACTBA;

r) cocTaB fekapCTBEHHOrO CPEeACTBA: OnpeaensemMoe BeLeCcTBO WM MOH (ykasblBaeTcst npu hU3M4ecKoOM Wru
XMMUWYECKOM KOHTPOIE feKapCTBEHHbIX hOPM, M3rOTOBIEHHbIX MO peLienTam);

4) pesynbTatbl (OU3NYECKOrO, OPraHoNenTUYecKoro, KayeCTBEHHOrO KOHTpOns (KaXabll Mo LwiKane:
NOMNOXMTENBHbBIA U OTPULLATESNBHbIN), XUMUYECKOrO KOHTPOMS (Ka4eCTBEHHOE M KONMYECTBEHHOE onpeferneHmne);

e) ®NO nuua, nsrotosmBLLErO, pactacoBaBLLErO JIEKAPCTBEHHbIV Npenapar;

) NoAnuChb n1ua, NPOBEPUBLLENO U3rOTOBMEHHbIN NIEKapCTBEHHbIN Npenapar;

3) 3aKnoYeHne no pesyrnbTataMm NMCbMEHHOrO KOHTPOS: yAOBNETBOPUTENBHO UMW HEYAO0BNETBOPUTENBHO.

XKypHan peructpauum pesynbTaToB  OpPraHoONenTU4ecKoro, (U3MYEeCKOro U XMMUYECKOrO  KOHTPOns
nekapCTBEHHbIX MpenapaToB, W3rOTOBMEHHbIX MO pelentaMm, TpeboBaHWsSM M B BUOE BHYTPUANTEYHOW 3aroTOBKMU,
KOHLEHTPUPOBaHHbLIX PacTBOPOB, TPUTYpauuii, CMpTa 3TUIOBOIO U (pacoBKM JTEKAapCTBEHHbIX CPEACTB OOIMKEH ObiTb
NMPOHYMEPOBaH, MPOLUHYPOBaH M CKPEMnsieH NoAmvCbio PyKOBOAUTEMNs anTeYyHOW opraHu3aumm (MHOAMBUOYarbHOro
npeanpyHMMaTens) 1 nevyaTblo (NPY HaNnU4MKU nevyatn).

MpreMOYHbIN KOHTPONb

118. MNMpMemMOoYHbIA KOHTPOSb OpPraHM3yeTcs C Lenblo NpeaynpexaeHns NoCTyNeHNst B anTeYHY0 OpraHu3aumio, K
WMHAVBUOyanbHOMY npeanpuHMMaTentd HegobpoKayeCTBEHHbIX JIEeKapCTBEHHbIX CPeACTB, MCMOMNb3yeMbiX AN
N3roTOBMEHNS NeKapCTBEHHbIX NMpenapaToB, a Takke HeKa4YeCTBEHHbIX YNakoBOYHbIX MaTepuanos.

Bce nocTtynatowme nekapcTBeHHble cpedcTBa (HE3aBUCUMMO OT MCTOYHMKA WX MNOCTYNfeHus) noaseprarTcs
NPUEMOYHOMY KOHTPOSIO.

119. MpremMoYHbI KOHTPOSb 3aKNo4YaeTcsl B MPOBEPKE MOCTYNaKLWUX JTEKapCTBEHHbIX CPEACTB HA COOTBETCTBUE
TpeboBaHMsIM no nokasatenam: "OnucaHue", "Ynakoeka", "MapkupoBka", a Takke B MNpPOBEpPKE MNPaBUITbHOCTU
ohopMIEeHNs CONpoBOAUTENbHbBIX AOKYMEHTOB, BKMOYas AOKYMEHTbl, MOATBEPXKAAOLWME KayeCTBO JleKapCTBEHHbIX
cpencTs.

B koHTpornb no nokasatento "OnucaHne" BkrovaeTca NpoBepka BHELLHEro BMAa, arperatHoro COCTOsHUSA, LBeTa,
3anaxa NlekapCTBEHHOro cpefcTBa. B criyyae BO3HMKHOBEHMS COMHEHMWI B KaYeCTBE JleKapCTBEHHbIX CPeacTB obpasLbl
HaMpaBnAlTCA B aKKPeOMTOBAHHYK MCMbITaTeNnbHyt nabopatopuio (LEHTPp) Ans NpoBedeHMs AOMOSTHUTENbHbIX
ucnbeiTaHuin. Takne nekapcTBeHHble cpefcTBa ¢ 0b6o3HavyeHnem "3abpakoBaHO Npy NPUEMOYHOM KOHTpOIe" XpaHATCs B
KapaHTMHHOW 30HE NOMELLEHNSI XpaHEeHUS U30NIMPOBAHHO OT APYIrUX JIeKapCTBEHHbIX CPEACTB.

Mpu npoBepke no nokasatento "Ynakoska" ocoboe BHMMaHMe obpallaeTcs Ha ee LernoCTHOCTb M COOTBETCTBUE
PUINKO-XMMUYECKMM CBONCTBAM NEKAPCTBEHHbIX CPEACTB.

Mpu koHTpone no nokasatento "MapkupoBka" npoBepsieTcs COOTBETCTBUE MAapPKUPOBKU MEPBUYHON, BTOPUYHOWM
YyNaKkoBKM JIEKapCTBEHHOrO cpeacTBa TpeboBaHWsIM [OKYMeHTa B 00facTu  KOHTPONSA KayecTBa, Hanuuue
NCTOBKM-BKNadbllla Ha PYCCKOM $43blke B yMNakoBke (MnNv OTAENbHO B Mavke Ha BCE KOMMYECTBO T[OTOBbIX
nekapCTBEHHbIX NpenapaTos).
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[MNCbMEHHbIN KOHTPOIb

120. Mpw n3roToBnNEHNM NEKapCTBEHHbIX MpenapaTos, B TOM YMCHe No peuentam n TpeboBaHuAM, a Takke B Buae
BHYTPUaNTE4YHOW 3aroTOBKM, 3aMOSIHAETCA NacnopT NMMCbMEHHOIO KOHTPONS, B KOTOPOM YKa3bIBaloOTCS:

a) 4aTa N3roToBNEeHNs NeKapCTBEHHOIO Npenapara;

6) Homep peuenTa unu TpeboBaHus;

B) HaUMeHoBaHWe MeAULIMHCKOW OpraHu3aumnn, HassaHwe otaeneHns (Npyu Hannyumn); HoOMep cepun, KONMYecTBO B
cepun - ons nekapcTBeHHbIX NpenapaToB B BUAE BHYTPUanTe4YHOW 3aroTOBKY;

r) HaMMEeHOBaHUSA B3HATbIX JIEKAPCTBEHHbIX CPEACTB M MX KOMMYECTBa, CTEMNEHb B3ATbIX FOMeEONnaTU4ecKux
pasBedeHMn UnM romeonaTUyecknx CybCcTaHuMin, 4uMcro [o3, NoamvMcu vy, W3roToBMBLUEro, pacdacoBaBLUErO U
NPOBEPUBLLETO NEKAPCTBEHHYHO hOPMY.

[MacnopT NUCbMEHHOro KOHTPONSA 3anofHseTcs cpa3y Mocne WM3roTOBMEHUS NeKapCTBEHHOro npenaparta, C
yKasaHueM fnekapcTBEHHbIX CPeACTB Ha NaTUHCKOM SA3blKe, B COOTBETCTBUM C NOCeL0BaTENbHOCTLIO TEXHONMOMMYECKMX
onepaumnin.

[MacnopTa NMCbMEHHOIO KOHTPONSA XPaHATCA B TeYeHMe OBYX MECSLEB CO OHSA M3rOTOBMEHUS NeKapCTBEHHbIX
npenapaTos.

Mpwn M3roTOBNEHMM NOPOLLKOB, CYNMNO3MTOPUEB YKa3bIBalOTCs 00LLaa Macca, KONM4eCcTBO U Macca OTAErNbHbIX 403.

O6Lwan cynno3uTopHasi Macca, KoHUeHTpaums 1 o6beM (UnmM macca) U30TOHMPYHOLLEro BeLLlecTBa, 400aBNeHHOro
B rMasHble Kanau, pacTBOpbl AN MHBbEKUMIA U UHADY3UIA, OOMKHbI ObiTh YKka3aHbl HE TOMbLKO B Macnoptax MMCbMEHHOro
KOHTPONsi, HO M Ha OOOPOTHOM CTOPOHE peLenTa Ha NekapCTBEHHbIV Npenapar.

B cnyyae ncnonb3oBaHUsl KOHLEHTPUPOBAHHbBIX PACTBOPOB B NacnopTe MMCbMEHHOIO KOHTPOMS YKa3blBATCA WX
COCTaB, KOHLEHTpaLms 1 B3sTbIi 06beM.

121. Bce pacuyeTbl ANl U3rOTOBIMEHUSA NEKAapCTBEHHOrO npenapata MNPOU3BOAATCA [0  M3roTOBMEHMS
nekapcTBEHHOro npenapara U 3anucbiBaloTCa B NacnopTe NMCbMEHHOro KOHTPOIS.

Ecnn B cocTtaB nekapCTBEHHOro npenapaTta BXOAAT HapKOTUYeckue cpenctsa, MCUXOTPOMHble, SA0BUTbIE WU
CUINbHOAENCTBYOLLME BELLECTBA, a Takke apyrve neKapcTBeHHble cpencTsa, noanexaiune
NpeaMETHO-KONMMYECTBEHHOMY YYeTY, UX KONMYECTBO YKa3biBaeTcs Ha 06OPOTHON CTOPOHE peLenTa.

122. B cny4ae, ecnu nekapcTBeHHble MpenapaTtbl U3roTaBfUBAOTCA M OTMYCKAIOTCA OOHUM U TEM Xe JMLOM,
nacnopT NMMCbMEHHOTO KOHTPONSA 3anoSiHAETCsA B NPoLecce U3roTOBMEHMS NIeKapCTBEHHOMO Npenapara.

123. W3rotoBneHHble nekapcTBEHHble npenapatbl, peuentbl U TpeboBaHUSA, MO KOTOPbIM  WU3rOTOBMIEHbI
nekapcTBeHHbIE Npenaparthbl, 3anofHeHHbIe NacnopTa NMCbMEHHOrO KOHTPONs nepefarTca Ha MpOBEepKy NpoBM3OpY,
BbIMOSHAIOLLEMY KOHTPOSIbHbIE (DYHKLMKN MPU N3TOTOBIIEHNM U OTMYCKE NIEKAPCTBEHHLIX NPenapaTos.

KoHTponb 3akntoyaeTcs B NpOBEpPKe COOTBETCTBUS 3anMCen B NacnopTe MMCbMEHHOTO KOHTPONS Ha3Ha4YeHUsM B
peuenTe unm TpeboBaHMK, NPaBUITbLHOCTN NPOU3BEOEHHbIX PAacYETOB.

Ecnn npoBM3OpOM-aHaNUTUKOM MNPOBEAEH MOMHbIA  XMMWYECKUI KOHTPOSb KayecTBa W3rOTOBMEHHOIO
nekapcTBEHHOro npenapara, To Ha NacnopTe NUCbMEHHOrO KOHTPOMS NPOCTaBNAETCA HOMEpP XMMUYECKOro aHanusa wu
noanunchb NpoBmU3opa-aHanuTuKa.

OnpocHbIN KOHTPOSb

124. ONpOCHbIA KOHTPOMb OCYLLECTBSETCS BbIOOPOYHO M MPOBOAUTCA MOCME M3rOoTOBMEHUs dapmaueBToM
(npoBM30pOM) He Bonee NATU NekapCTBEHHbIX (OPM.

Mpu NpoBeAEHUN ONPOCHOrO KOHTPOMS NPOBU3OPOM, OCYLLECTBIISIOWMM KOHTPOSbHYIO (PYHKUMIO, Ha3blBaeTcs
nepBoe BXodsilliee B COCTaB fleKapCTBEHHOro nNpenapaTa nekapcTBEHHOe CPeACTBO, @ B JIEKApCTBEHHbIX MpenapaTax
CMOXHOro COCTaBa yKa3blBaeTCs Takke ero Konm4yecTBo, nocne 4ero dapmaueBToM (NPOBM3OPOM) YKasbiBalOTCA BCe
WHble UCMOnb3yemble feKapCTBeHHble CpeacTBa M MX KonmudecTBa. [lpyM MCMONb30BaHUM  KOHLEHTPUPOBAHHbIX
pacTBopoB (hapmMaueBTOM (NPOBU3OPOM) yKa3biBAETCH TaKKe UX COCTaB U KOHLEHTpaums.

OpraHOJ'IeI'ITVI‘-IeCKI/IVI KOHTPOJ1b

125. OpraHonenTu4ecKknn KOHTPOMb SBMASETCA obs3aTenbHbIM BWAOM KOHTPOMS W 3aKnioyaeTcs B MpoBepke
neKkapcTBEHHOro npenapara Mo BHeWHeMy BuAy, 3anaxy, OAHOPOAHOCTM CMELUMBAHMUSA, OTCYTCTBUIO MeEXaHW4YeCKUX
BKITIOMEHUA B XXKMOKUX FeKapCTBeHHbIX popmax. Ha BKyCc npoBepstoTCs BbIOOPOYHO NeKapCTBEHHbIE QOPMBI,
npeaHasHadYeHHble Ansa geTen.

OQHOPOAHOCTL NOPOLLUKOB, TPUTYpaALMIA roMeonaTUYecKkmx, Macern, CUpornoB, Masen, Cynno3MTopues NPoBepseTes
BbIGOPOYHO y Kaxkgoro dapmMaueBTa (NpoBu3opa) B TeyeHue paboyero OHS C y4eTOM BCEX BWAOB M3rOTOBMIEHHbIX
neKkapcTBEHHbIX hOpM.

PesynbTaTbl OpraHonenTMYecKoro KOHTPOMS PerucTpupyroTcs B XKypHane peructpauun  pesynbTatos
OpraHonenTM4eckoro, PU3M4ECKOro U XMMUYECKOrO KOHTPONSA FeKapCTBEHHbIX NpenapatoB, W3rOTOBMAEHHbIX MO
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peuentamMm Ha JNeKapCTBEeHHble npenaparhl, Tpe6OBaHI/IF|M MeONLIMHCKUX OpFaHI/I3aLIMl7I n B Buae BHyTpMaﬂTe‘JHOVI
3aroToBK1, KOHUEHTPUPOBaAHHbLIX PacTBOpPOB, TpMTypaLl,VIVI, cnupTa 3TUIoBoro 1 (*)aCOBKVI JNeKapCTBEHHbIX CpPeacTB.

DU3MYECKNI KOHTPOIb

126. ®dnsmyecknn KOHTPOMb 3akniovaeTcs B NpoBepke obLlen maccbl nnu obbema nekapCTBEHHOro npenapaTa,
KonmnyecTBa U Macchl OTAEMbHbIX 403 (He MeHee Tpex [403), BXOASLLMX B NTeKapCTBEHHbIN nNpenapaT, KonMyecTsa rpaHyn
B OHOM rpaMMe romeonaTU4ecKnx rpaHys, pacnagaemMocT romeonaTnyeckmx rpaHyn.

B pamkax m3nM4eckoro KOHTPONSA MPOBEPHAETCA TakkKe Ka4yeCTBO YKYMOPKM W3rOTOBMEHHOrO J1I€KapCTBEHHOrO
npenapara.

JlekapcTBeHHbIE NpenapaThbl, U3roTOBMNEHHbIE MO peLenTamM, TpeboBaHusM, nognexat (OU3N4ECKOMY KOHTPOIIHO
BbIOOPOYHO B TeveHme paboyero AHS ¢ y4eTOM BCeX BUOOB M3rOTOBMNEHHbIX NeKapCcTBEHHbIX (oopM, HO He MeHee 3% OT
UX KONU4ecTBa 3a OeHb.

JlekapcTBeHHbIE Npenaparbl, U3roTOBMIEHHbIE B BMAE BHYTPUAMTEYHOW 3aroTOBKM, Moanexat (uanyeckomy
KOHTPOIO B KONMYECTBE HE MEHee Tpex yNakoBOK Kaxdow cepun (B TOM Yncne dpacoBka MPOMbILLIIEHHON MpogyKuMni 1
romMmeonaTuyeckmx IeKapCTBEHHbIX CPeacTB). Pu3anyeckMin KOHTPOnb 06s3aTernbHO OCYLLECTBRSETCHS B OTHOLUEHWM
NneKapcTBEHHbIX MpenapaToB, MpeAHasHadeHHbIX ANs NPUMEHEHWs Y AeTen B Bo3pacTe o 1 roga, coaepXalymx
HapKOTUYeCKMe CpeacTBa, NCUXOTPONHbIE U CUNBHOAENCTBYIOLLME BELLECTBA, NleKapCTBEHHbIE Npenapathl, TpebytoLne
cTepunuaaLmm, cynno3nTopmneB, UHbEKLVNOHHBIX FOMeonaTU4eCcKUx pacTBOPOB, HACTOEK rOMeonaTUuYecknx MaTpUYHbIX.

127. Ob6sA3aTenbHOMY KOHTPOMK KOMMYECTBa FpaHysl B OQHOM rpaMMe noanexaTt rpaHynbl caxapHble, Kak
BCMOMOraTenbHOe BELLECTBO, MPU MOCTYNIIEHNM B anTEYHYI0 OpraHM3auuto, K MHAMBMAyaneHOMY npegnpvHumMaTento.

BaBewmnBaetcs 1 rpamm rpaHyn ¢ ToyHocTbio 0,01 rpamma 1 NoAcUMTLIBAETCSl KONMMYECTBO rpaHyn. [poBoauTest
He MeHee OBYX onpeaeneHni.

[paHynbl romeonaTuU4eckMe, U3roTOBMEHHbIE B BUAE BHYTPManNTEYHOW 3aroTOBKW, MOABEPralTCs KOHTPOI
pacnagaemMocTh BbI6bopoyHo, HO He MeHee 10% OT 06LLLEero Yncna U3roToBIEHHbIX 3a MeCsIL, CEpPUN.

10 rpaHyn nomeLLarnTCca B KOHUYECKY0 konby BmectumocTbio 100 mn, npubaensetcs 50 mMn BoAbl OYMLLIEHHOW,
umetowen temnepatypy 37 °C +/- 2 °C. Konba megneHHo nokaumBaeTcs 1 - 2 pasa B cekyHay. [MpoBoautcs He MeHee
Tpex onpeaeneHun.

"paHynbl AOMKHBI pacnagaTtbCs B TedeHne He 6onee 5 MUH.

128. PesynbTatbl U3NYECKOrO  KOHTPONA  (OUKCUMPYIOTCA B XKypHame perucrpaumMum  pesynbTaToB
OopraHonenTUyeckoro, U3NYECKOro M XUMUYECKOr0o KOHTPOMs JeKapCTBEHHLIX MpenapaToB, MW3roTOBMEHHbLIX MO
peuenTtam, TpeboBaHNAM U B BUAE BHYTPUANTEYHOW 3aroTOBKW, KOHLEHTPMPOBAHHLIX PacTBOPOB, TpUTypauui, cnupta
3TWUMOBOrO U (pacoBKM NEKAPCTBEHHbBIX CPEACTB.

XVMNYECKNIN KOHTPOIb

129. XMUYECKMIN KOHTPOSb 3aKMOYaeTCA B OLIEHKE KayecTBa W3roTOBMIEHWSA NEeKapCTBEHHbIX MpenapaToB Mo
nokasaTensiM:

KaueCTBEHHbIN aHanu3: NOASIMHHOCTb JIEKAPCTBEHHbIX CPEACTB;

KOJIMYECTBEHHbIV aHanm3: KoNM4ecTBEHHOe onpeaerieHne NekapCTBEHHbIX CPEACTB.

Ons npoBegeHWs XWMMUYECKOro KOHTpomns obopyayeTcs crneuuansHoe paboyee MeCTO, OCHaLleHHoe
HeobxoauMbIM 0GopyaoBaHMeM, NpubopamMu U peakTusamu, obecrnedyeHHoe [OOKyMeHTamyu B 06nacTv KOHTpons
KayecTBa 1 CNpaBOYHOIN NUTepaTypoi.

PesaynbTaTbl KayeCTBEHHOrO aHanuW3a  PerncTpupyloTcs B XKypHane  peructpauuv  pesynbTaToB
OpraHosnenTU4eckoro, U3MYECKOr0 U XUMMUYECKOrO KOHTPOSS JIeKapCTBEHHbIX MPEnapaToB, W3rOTOBMIEHHbIX MO
peuentam, TpebGoBaHNAM M B BUAE BHYTPUaNTEYHOW 3aroTOBKM, KOHLIEHTPUPOBAHHBLIX PacTBOPOB, TPWUTypauui, cnvpTa
3TUMOBOIO M (PacoBKM MNEKAPCTBEHHbIX CPEACTB, a Takke B )XypHane perucrpauvn pesynbTaToB KOHTPOMA
NeKkapcTBEHHbIX CPeACTB Ha NOASNMHHOCTb.

130. KayecTBeHHOMY aHanu3y B 06a3aTenbHOM NopsaaKe NoaBepratTcs:

a) ouulleHHas Boda M Boda ANA MHBLEKUMIA exeOoHeBHO U3 kakgoro 6GannoHa, a npu nogadye Bodbl MO
TpybonpoBoay - Ha Kaxzgom paboyeM MecTe Ha OTCYTCTBME XIOpvaoB, cynbdatoB M conenr kanbuus. Bopa,
npedHasHavyeHHas Ansi M3roTOBIEHUS] CTEPUIbHbIX PACTBOPOB, AOMKHa ObiTb Takke NpoBepeHa Ha OTCyTCTBUE
BOCCTaHaBMMBaIOLLIMX BELLECTB, COneil aMMOHMS U yrnepoaa AMoKCuaa,;

6) BCe NnekapcTBeHHbIE CPeACTBa U KOHLEHTPUPOBaHHbLIE PacTBOpbl (B TOM 4YMCIe HacTOMKM romeonaTtuyeckue
MaTpu4Hble, TPUTYpaLMM romeonaTuyeckme NepBoro AecATUYHOIO pasBedeHns, pacTBopbl roMeonaTtuyeckMe MepBoro
OECATUYHOIO pasBedeHusl), MNocTynawlme U3 MOMeLleHUiA Ons XpaHeHWs B MOMeLLeHUs Ons  U3roTOBeHus!
NeKapCTBEHHbIX NpenapaTos;

B) NeKapCTBEHHblE CPeacTBa, NOCTYMNMBLUME B anTEYHY OpraHn3auutio, K MHAMBUAYyansHOMY MpPeanpuHMMAaTento
B Cny4Yae BO3HUKHOBEHMWSI COMHEHUS B UX Ka4eCTBe;
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) KOHLLEHTPUPOBAHHbIE PACTBOPbI, XXUAKME NeKapCTBEHHbIe CPeACTBa B OIOPETOYHON YCTAHOBKE U B LUTaHrnacax
C NUNEeTKaMu1, HaxoasaLWMecs B MOMELLLEHUN N3rOTOBIIEHNS NIEKAPCTBEHHbLIX NPENAapaToB, NPU NX 3aNOfHEHNN;

4) paccacoBaHHbIe NeKapCTBEHHbIE CPeaCTBa NPOMBILLNIEHHOTO NPOM3BOACTBA;

€) romeonaTtmyeckue nekapcTBEeHHbIe NpenapaThl B BUAe BHyTpManTeyHon 3aroToBku. KayectBo nekapCTBEHHOrO
npenapara OLEeHMBaKT NO BCMOMOraTenbHbIM BELLECTBAM.

Bopga ounweHHas n Boga AnNs MHBEKUMIA OOIMKHbI €XekBapTarnbHO MOABEpratbCsl MOSIHOMY KayeCTBEHHOMY W
KONMYeCTBEHHOMY aHanmay.

131. Mpu NpoBEAEHUN XMMNYECKOTO KOHTPOJIS OYULLIEHHON BOABI M BOAbI ANSt UHBEKLUMIA B XXypHane perncrpauum
pe3ynbTaToB KOHTPOIIS BOAbI OYMLLEHHON, BOAbI AMsi UHBbEKUMI B 0083aTeNbHOM NOpsiAKe yKasbliBaloTCS:

a) oaTa nony4veHus (OTroHKW) BoAbl;

0) oaTa KOHTpONS BOAbI;

B) HOMEpP NPOBeAEHHOro XMMUYECKOro aHanmaa;

r) Homep 6annoHa unu 6lpeTkn, U3 KOTOPLIX B3SiTa HAa aHanu3 BoAa;

4) pe3ynbTaTbl KOHTPOMS Ha OTCYTCTBUE NPUMECEN;

€) nokasatenu pH cpegpbi;

X) 3aKnoveHne o pesynbTatax aHanusa Bogbl (y4OBNeTBOpPsieT/He yooBNETBOPSIET);

3) noAnuch NuLa, NPOBOAMBLLENO aHaNMs3.

XKypHan pervctpauum pesynbTaToB KOHTPONS BOAbl OYMLLEHHOW, BOAbl AN WHBLEKUWMA [OIKEeH ObiTb
NPOHYMepoBaH, MPOLIHYPOBaH W CKpenfeH MNOAMUCHI0 PYKOBOAMTENS YYPeXOEHUS W MnevaTbld BblLECTOsLLEeN
opraHm3auum.

132. KayectBeHHOMY aHamnu3y [OJDKHbI NMOABEpPratbCs BbIOOPOYHO FEKAPCTBEHHbIE MpenapaTbl  pPasfnuyHbIX
nekapCcTBeHHbIX POpM, N3rOTOBMEHHbIE hapMaLeBTOM (MPOBM3OPOM) B Te4eHne paboyero gHs, Ho He meHee 10% oT
obLLero KonM4ecTBa M3roTOBMEHHbIX KaxabiM dhapMaLleBTOM flekapCTBEHHbIX NpenapaToB, KPOME roMeonaTu4ecKmx.

FomeonaTuyeckMe nekapcTBEHHble npenapatbl B BWAe BHYTPUANTEYHOW 3aroTOBKM W3roTaBnMBaloT  Mnof
HabniogeHnem  MpoBu3opa-aHanMTUKa WNW  NpoBu3opa-TexHonora. B TpuTypaumsax  romeonaTvyecknx u
romMmeonaTMyeckmx rpaHynax Ka4ecTBo fiekapCTBEHHOMO NpenapaTta AOMNOMHUTENBHO OLIEHUBAOT MO BCMOMOraTerbHbIM
BeLlecTBaMm.

133. MNpn NpoBEegEHUN XUMMUYECKOTO KOHTPOSS NOANMHHOCTM NIEKapCTBEHHbLIX CPEACTB B OIOPETOYHON YCTAHOBKE,
LUTaHrnacax 1 WraHrnacax ¢ nuneTkamu B XXypHane perncrpaumm pesynbTaToB KOHTPOSS NeKapCTBEHHbIX CpeacTB Ha
NOAIMHHOCTL B 00A3aTENbHOM NOPSAKE YKa3biBaOTCA CneayroLlme CBeAeHNs:

a) faTa 3anosfHeHus 6lopeToYHON YCTaHOBKY, WTaHrMaca;

0) NOPSIAKOBLIA HOMEP XMMNYECKOTO aHanmaa;

B) HaMMEHOBaHWeE NIEeKapCTBEHHOIO CpeacTBa;

r) HOMep cepun UM HOMEpP aHanun3a NekapCcTBEHHOro cpeAcTBa NPOM3BOAMTENS NEKapCTBEHHbIX CPEACTB;

4) HOMep 3anofHAEeMOoro LWTaHrnaca;

€) onpegensieMoe BeLLecTBO (MOH);

X) pesynbTaTbl KOHTPOSA MO WKane "nnoc" unu "MnHyc";

3) nognucy nuL, 3anosIHMBLLMX U NPOBEPUBLLMX 3aMOSTHEHME.

>KypHan pesynbTaToB KOHTPOSS NEKApCTBEHHbIX CPeACTB Ha MOAMMHHOCTE [JOSMKEH OblTb MPOHYMEPOBaH,
NPOLUHYPOBAH M CKPEMIeH NOANUCHLI0 PYKOBOAUTENS anTe4YHON opraHusaummn (MHOMBMAYanbHOro npeanpuHuMaTens) u
neyartbto (Mpy HaNUuYUKU NevaTwn).

134. KayecTBeHHOMY ¥ KOMWYECTBEHHOMY aHanuay (MOMHbLIA XMMUYECKUW KOHTPOMb) MoABepraiTca B
ob6s3aTenbHOM Nopsiake:

a) Bce pacTBOpbl AN MHBEKUUA WM UHDY3MM [0 CcTepunu3auun, BKMYasi onpegeneHve 3HadeHus pH,
N3OTOHMPYIOLWNX N CTabunusmpyrowmx BewecTB. PacTtBopbl Ons MHBEKUMA W MHY3WA Nocre cTepunusauum
NpOBEPSAIOTCA MO 3HayeHutio pH, MOONMHHOCTM U KOMMYECTBEHHOMY COOEPXaHu OEeNCTBYIOLWUX BELLECTB;
cTabunusaTopbl Nocrne cTepunusauuny MNpoBEpPSsItOTCS NUWb B CriyyYae, NpeayCMOTPEHHOM [OKYMEHTOM B obnactu
KOHTPONS Ka4yecTBa;

6) cTepunbHble pacTBOPbl AN HAPYXXHOrO0 MpuMeHeHus (odTanbMonorMyeckMe pacTBOpbl Afsi OPOLUEHWN,
pacTBOpbl AMA JIEYEHWUs] OXOrOBbIX MOBEPXHOCTEW M OTKPbITbIX paH, ANS WHTpaBarMHanbHOrO BBEAEHUS W  WHble
CTepurbHbIe PacTBOpbI);

B) rnasHble KannvM 1 Masu, COAepXalliMe HapKoTMYeckue CpeacTBa, MCUXOTPOMHbIE, CUMbHOAENCTBYOLLME
BewlecTtBa. MNpy aHanuse rnasHbIX Kanenb coAepXaHWe B HUX MW3OTOHMPYIOLMX U CTabunmuaupyolmMx BeLLeCTB
onpeaensieTca 4o cTepunusaunm;

r) Bce nekapcTBeHHble hopMbl, NpeaHa3HavYeHHbIe AN NevYeHns HOBOPOXAEHHbIX AeTen n aeten Ao 1 roaa;

[) pacTBopbl aTponuHa cyrbdara v KUCIOoTbl XNOPUCTOBOAOPOAHON (4N BHYTPEHHErO MPUMEHEHNWS), pacTBOPbI
cepebpa HuTpaTa;

€) BCe KOHLEHTPUPOBaHHbIE PaCcTBOPbI, TPUTYpPaLMKU, KPOME FOMEONaTUYECKNX TPUTypaLni;

X) nekapcTBeHHble npenapaTbl B BMOE BHYTPUanNTEYHOW 3aroTOBKM KaXXOOW Cepuu, KPOME roMeonaTu4ecKmx
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neKkapcTBEHHbIX Npenaparos;

3) cTabunusaTopsbl, NpUMeHsieMble MpPU W3rOTOBMEHWM PacTBOPOB AN WHLEKUMA U WHAY3WUiA, GydepHble
pacTBOpPbI, TPYMEHSIEMbIE MPY U3rOTOBIIEHNM FNa3HbIX Kanernb;

1) KOHUEHTpaLMs CrMpTa 3TUIIOBOTO MPU pasBedeHn, a Takke B Clly4yae BO3HVMKHOBEHWUS COMHEHWIn B KayecTBe
CnMpTa 3TWUIIOBOrO NPU ero NOCTYNIEHUN B anTeYHY0 OpraHn3aumio, K UHAMBMAyansHoOMy npeanpuHMmaTento;

K) MHBEKLIMOHHbIE roMeonaTnyeckmne pacTBopbl;

n) nekapcTBeHHble (POPMbI, M3roTOBIEHHbIE MO peLenTaMm M TpeGoBaHUAM, B KONMMYECTBE He MeHee Tpex
nekapcTBeHHbIX (popM Npu paboTe B OoOHY CMEHY C Y4eTOM pasfiMyHbiX BUAOB rekapcTBeHHbiX dopMm. Ocoboe
BH/MaHWe OO/MKHO obpallaTbCs Ha JlekapCTBeHHble (opMbl Ans AeTel, NMpUMeHsieMble B 0 TaribMOOrMyeckom
npakTvKe, coagepkallie HapKoTUYeCKMe U SO0BUTbIE CPEACTBA, PacTBOPbI A4S NeYeOHbIX KNN3M.

TpeﬁoBaHl/IFl K KOHTPOIIO Ka4eCTBa CTepUuIibHbIX pacTBOpOB

135. MN3rotoBneHMe M KOHTPOSb KayecTBa CTEPUITbHLIX PaCTBOPOB OCYLLECTBAATCA B COOTBETCTBMU C
HacToswmmn [paBunamu, TpeboBaHusamMu [ocypnapctBeHHoW hapmakonen XIl n3gaHMs unu MHOro LOKYMeEHTa B
0bnacTn KOHTPONA KadecTBa.

136. Mukpobuonornyeckmmn KOHTPOsb PacTBOPOB, 3a UCKIMIOYEHNEM PACcTBOPOB MHANBMAYANBHOMO M3roTOBEHWS,
Ha CTEPUNBHOCTL U UCMbITaHWE Ha MUPOreHHOCTb UNM BGakTepuanbHble 3HAOTOKCUMHbI PACTBOPOB AN UHBEKLUUA U
WHGY3UIN NpoBOAUTCA B COOTBETCTBUM C TpeboBaHusMmn [ocygapcTBeHHon dapmakoneun Xl usgaHus unu mMHoro
JOKyMeHTa B 0b6nacTu KOHTpPONsA kavyecTsa.

137. 0o v nocne crepunusaumMn CTEPUITbHbIX PACTBOPOB BbIMOMHAETCA WX KOHTPOSib Ha MexaHudeckue
BKITHOYEHUS.

MexaHn4yeckuMn  BKIIOYEHMAMM  SBNAIOTCA MOCTOPOHHME MNOABWXKHbBIE HEpacTBOpMMbIE BELLeCcTBa, KpoMme
Ny3bIpbKOB ra3a, Criy4anHo NpuCcyTCTBYIOLLME B pacTBOpax NeKkapCTBEHHbIX NpenapaTos.

OpHOBpEMEHHO JOIMKHBI NMPOBEPSATLCS 0O0bEM PaCTBOPOB B EMKOCTSAX M KAYECTBO UX YKYMOPKW.

138. B npouecce W3roToBMEHUs CTEPUIbHbIE PACTBOPbI AOMKHbI MOABEPraTbCA MEPBMYHOMY UM BTOPUYHOMY
KOHTPOJO Ha MeXaHU4YeCcKne BKITIOYEHNS.

[MepBUNYHBIN KOHTPOSTb OCYLLECTBSETCA nocrne ounbTpoBaHMsS U dacoBKM U3rOTOBIEHHONO pacTeopa.

[Mpn obHapyxeHUM MexaHWYEeCKMX BKMYEHUW pacTBOpP MOBTOPHO UNbTPYeTCH, BHOBb MpOCMaTpuBaeTCs,
YKynopuBaeTCs, MapKkUpyeTcs U CTEPUNU3YeTCs.

PacTBopbl, U3roTOBMEHHbIE acenTUYeCcKn, MPocCMaTpMBaOTCA OAMH pa3 nocne (acoBKM UNU CTEPUNU3YIOLLLEro
MNbTPOBaHUS.

lMepBrYHOMY 1 BTOpU4HOMY KOHTpornto nognexat 100% emkocTewn ¢ pactBopamu.

139. KoHTpornb pacTBOpPOB Ha OTCYTCTBME MEXAHUYECKMX BKITHOUYEHMWI OCYLLIECTBIAETCA NPOBM3OPOM - TEXHOSIOTOM
C cobnogeHnemM ycrnoBmmn 1 TEXHUKM KOHTPONS.

[ns npocmoTpa emkocTen AOMKHO ObITb chneuwansHo obopygoBaHHoe paboyee MecTo, 3alULeHHoe OoT
nonagaHus NpsiMbIX COMHEYHbIX Nydel, JonycKaeTCcs NpUMeHeHne YepHO-6enoro akpaHa 1 cneumanbHbIX YCTPONCTB.

B 3aBucumocTy oT o6 bema eMKOCT MPOCMATPUBAOTCA OQHOBPEMEHHO OT OAHOM A0 NATH LUTYK.

KOHTporib Npu oTnycke NiekapCTBEHHbIX NpenapaToB

140. KoHTponto npu oTnycke NekapCTBEHHbIX NpenapaToB MNoABEPraloTcs BCE M3rOTOBMEHHbIE JeKApCTBEHHbIE
npenapaTbl, B paMKax KOTOPOro npoBepsieTcs COOTBETCTBUE:

a) yNaKkoBKW NeKapCTBEHHOIO npenapaTta (PU3NKO-XMMWYECKMM CBOWCTBaM, BXOAALMUX B HEr0 JIEKapCTBEHHbIX
CpencrTs;

0) ykasaHHbIX B peuenTte unu TtpeboBaHWM O03 HAPKOTMYECKMX CPeacTB, MCUMXOTPOMHbIX, CUIbHOAENCTBYIOLLMX
BELLEeCTB BO3pacTy NauMeHTa;

B) peKBM3UTOB peLenTa, TpeboBaHUA CBeAEHMSM, YKa3aHHbIM Ha YMakoBKE M3roTOBMEHHOrO NeKapCTBEHHOro
npenapara;

r) MapKMPOBKW fEeKapCTBEHHOrO npenapata TpeboBaHMsAM, yka3aHHbIM B npunoxeHun N 1 K HacToAWwUMm
MpaBunam.

Mpu BbIABNEHNM OQHOTO M3 YKa3aHHbIX HECOOTBETCTBUN U3rOTOBIIEHHbIV NEKAPCTBEHHbIV NpenapaTt He MNOAMNEeXUT
OTNYCKY.

VIII. MpaBuna oTnycka N3roToBNeHHbIX
rnieKkapCTBEHHbIX NpenapaToB

141. K oTnycKy M3roTaBnmnBaembix JiekapCTBEHHbIX NMPenapaToB NPUMEHSIIOTCS NpaBuiia oTrycka JieKapCTBEeHHbIX
npenapartoB A5 MEAMLMHCKOrO NMPUMEHEHMs! anTeYHbIMU OpraHu3auusamMmn, UHAMBUAYanbHbIMU NpeanpuHUMaTensamu,
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nMerLwmnmmn NMMUEeH3nto Ha d)apmau,eBTquCKylo neaTenbHoCTb <1>.

<1> Yactb 2 ctaTtbn 55 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6palleHnn nekapCTBEHHbIX
cpeactB" (CobpaHue 3akoHogatenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815; N 31, cT. 4161; 2013, N 48, cT.
6165; 2014, N 52, cT. 7540).

142. MapKI/lpOBKa OTNyCKaeMblX J1eKapCTBEeHHbIX npenapatoB AOJKHa COOTBEeTCTBOBATb Tpe6OBaHMﬂM,
YCTaHOBJ1€HHbIM B NPUIIOXKEHUN N 1 K HacToAWMUM I'Ipanu'laM.

Mpunoxexne N 1

Kk MNpaBunam n3roToBneHNst N OTMycKa
nekapCTBEHHbIX NpenapaToB ANs MeAULMHCKOro
NPUMEHEHNs1 anTeYHbIMU OpraHu3aLUusiMu,
MHOMBUOYanNbHLIMU NpeanpUHUMaTENSaMU,
MMELLUMM NULIEH3NIO Ha (bapMaLleBTUYECKYIO
OEeSATeNbHOCTb, YTBEPXKOEHHbLIM NMPUKa30M
MuHUCTepcTBa 34paBOOXPaHEHMS

Poccuiickon depepaumm

OT 26 okTa6psa 2015 . N 751H

TPEBOBAHNA
K MAPKMPOBKE N3rOTOBIEHHbIX NNEKAPCTBEHHbIX NMPEMNAPATOB
AnAa MEANMLUMHCKOIo NPMMEHEHNA

1. Bce nekapcTBeHHble npenapaTtbl, W3roTOBMEHHbIE W pacdacoBaHHble B anTeyHOW opraHuMsauun unm
UHauBMAYyarnbHbIM NpeanpuHUMaTeneM, UMeLWMM NULEH3UI0 Ha dapMaLeBTUYECKYD AesATeNbHOCTb, OOPMMSOTCA
COOTBETCTBYIOLLNMU STUKETKAMMU.

2. OTuKeTKN ANsi opOpMIEHNsT NIEKapCTBEHHbIX MpenapaTtoB B 3aBMCMMOCTM OT crnocoba ux MNpUMEHEHMWS
noapasgensoT Ha:

a) 9TUKETKM N5l TEKapCTBEHHbIX NPenapaToB BHYTPEHHETO MPMMEHEHUS C HAgNUCbio "BHyTpeHHee";

6) aTMKETKN AN NeKapCTBEHHbIX MpenapaToB HAPYXXHOMO NPUMEHEHUS ¢ Hagnucbio "HapyxHoe";

B) 9TMKETKM Ha NekapCTBEHHbIE Npenaparbl ANs NapeHTepanbHOro BBeAeHNs ¢ Haanuebto "Ona uHbekuun”, "Ons
WHpy3nn";

r) 9TUKETKM Ha rMasHble NleKapCTBEHHbIE Npenaparbl ¢ Hagnuceto "MMasHble kannu”, "MasHaa masb", "PacTeopbl
ans opoweHms";

4) AN roMeonaTU4eKknx fiekapCTBEHHbIX NpenapaToB C Haanucblo "lomeonatudecknii" unu "lomeonartudeckoe
nekapcTBeHHOe cpeacTeo”.

3. OTukeTKM MMeloT Ha 6enom ¢oHe crieaytoLLmMe CUrHanbHble LiBeTa B BUae nons:

a) Ans BHYTPEeHHEero NnpuMeHeHuUs - 3eMeHbIn LBET;

6) ANst HAPY)XHOTO MPUMEHEHUS - OPaHXXEBbLIV LIBET;

B) O4NA rMasHbIX Kanesnb, rnasHbiX Ma3en, pacTBOPOB OIS OPOLLEHUS] - PO30BbIV LiBET;

r) AN MHbEKUMA U MHAY3UIA - CUHWIA LIBET.

4. Ha Bcex aTmkeTKax ans ohopMneHnst M3roToBMEHHbIX NTEKAPCTBEHHbIX NPENapaToB AOMKHbI ObiTb OTNeYaTaHbl
npeaynpeauTenbHble HAANUCKU, COOTBETCTBYHOLLNE KaXA0W NekapCTBEHHOW hopMe:

a) Anst MUKCTYp - "XpaHuWTb B MpoxflagHOM UM 3awuuieHHoM oT ceBeTa Mecte", "lMepen ynoTpebneHuem
B30anTbIBaTbL";

0) ona mMasen, rmasHblX Masen 1 rnasHbiX kanenb - "XpaHuTb B NPOXNagHOM M 3allMLLIEHHOM OT CBeTa MecTe”,
A58 romeonaTuyecknx masen "XpaHuTb B 3alUMLLIEHHOM OT CBeTa MecTe npu TemnepaType ot 5 go 15 °C";

B) A4NA Kanernb BHYTPEHHEro NpUMeHeHus - "XpaHuTb B 3alUMLEHHOM OT cBeTa MecTe"; Ans romMeonatuyeckux
Kanenb - "XpaHuTb B 3alLMLLEHHOM OT CBeTa MecCTe, Npu TemnepaType He Bolwe 25 °C"; Ans rpaHyn romeonaTn4eckux -
"XpaHuTb B CyxOM, 3aLLMLLEHHOM OT CBeTa MecCTe, Npu Temnepartype He Bbiwwe 25 °C";

r) 4Ns MHbEKUUA 1 MHy3un - "CTepunbHo".

5. Bce aTukeTkn 0653aTeNbHO AOMKHbI cCoaepXaTb NpeaynpeanTenbHyo Hagnuck "XpaHuTte B HEOOCTYNHOM AnS
aeten mecrte".

6. MNpepynpeouTenbHble HaAONMUCKW, HaKMNeMBaeMble Ha W3rOTOBMEHHbIE FEKAPCTBEHHbIE NpenapaTbl, OOIDKHbI

KoHcynbTaHTlINOC

www.consultant.ru Crpanuua 26 us 77
HafeXxHasa npaBoBan noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA [JokyMeHT npepocTaBneH KoHcynbrauTlnroc
JIEKapCTBEHHbIX MpenapaTos AN ... [llata coxpaHerus: 21.06.2016

UMETb CneayLnMn TEKCT U CUrHanbHbIE LiBeTa:

a) "MMepep ynotpebneHnem B3banTbiBaTh" - HA 6eromM hoHe 3eneHbI LWpUAT;

6) "XpaHuTb B 3alLMLLIEHHOM OT CBeTa MecTe" - Ha cMHeM ooHe 6enbiv WpUdT;

B) "XpaHuTb B NpOXnagHOM mecTe" - Ha ronyoom cdoHe Genbin wpudT;

r) "OeTckoe" - Ha 3eneHoM ¢hoHe BenbIn WpndT;

A) "0nsa HoBOpOXAEHHLIX" - HA 3eNeHOM (oHe Benbiv LWpPUAT;

e) "ObpaLLaTbCsi C OCTOPOXHOCTLIO" - Ha 6eroM hOHE KpaCHbIN LWPUMT;

X) "CepaeyHoe" - Ha opaHXeBoM hoHe benbin WpudT;

3) "Bepeyb OT OrHa" - Ha kpacHoM dooHe 6enbi WpUdT.

7. Ona nekapcTBeHHbIX NpenapaToBs, TPebyLwmnx 0cobbIX YCMOBMIN XpaHEHUs, OOpalleHWss U NPUMEHEHUs, Ha
3TUKETKAX MOTYT nevataTbCs U HaknemBaTbCs AONONHUTENbHbIE NpeaynpeanTenbHble HaAMMCHK.

8. Pasmepbl aTUKeTOK onpeaensoTcs B COOTBETCTBMU C pasMepamn NocyAbl UM OPYrod ynakoBKM, B KOTOPOW
OTNYCKalTCA U3rOTOBMEHHbIE NeKkapCTBEHHbIE NpenapaThbl.

9. JlekapcTBEHHbIE NpenapaTbl B 3aBUCMMOCTU OT JIEKapCTBEHHOW (QOPMbl M Ha3HadeHus crnedyeT odopmnaTb
COOTBETCTBYHOLWMMN Bugammn atukeTok: "Mukctypa", "Kannu", "Kannu agna npuema BHYTpb romeonaTtndeckue",
"Mopowkn”, "paHynbl romeonatunyeckue", "MasHble kannu", "MasHas masp", "Masb", "Masb romeonaTtudeckas",
"Onogenbgok romeonatudeckun”, "CynnosuTopum pekTanbHble romeonatudeckue", "Macno romeonaTtudeckoe",
"HapyxHoe", "0ns nHbekumin", "Kannm B Hoc" u ap.

10. Ha atukeTkax ans odhopMreHns NekapCTBEHHbIX NpenapaToB, U3rOTOBIEHHLIX 1151 HACENEHUs], JOIMKHO ObITb
yKa3aHo:

a) HaumeHoBaHve antedHon opraHunsauum, ©.1.0. nHaMBnayansHOro NPeanpUHUMATENs, MMEIOLEro JNMLEH3MNIO
Ha hapmaLeBTUYECKYIO AeATENbHOCTb;

6) MecTOHaxoX4eHne anTe4yHON opraHM3aunn unm Mecto apmaueBTUYeCcKOn OeATEeNbHOCTU WHAMBUAYANbHOrO
npegnpuHMMaTens;

B) HOMep peuenTa (NpucBanBaeTcs B anTeke);

r) ®.1.0. naumeHTa;

4) HaMeHOBaHWe UM COCTaB NeKapCTBEHHOIO Npenapara;

e) cnocob npUMEHEHWs1 FEeKapCTBEHHOro npenapata (BHYTPEHHee, HapyXHoe, And WHbeKuun), Bug
nekapcTBeHHoOW opMbI (rNasHble kannu, Masb U T.4.);

X) nogpobHoe onuncaHue cnocoba npuMeHeHns (4Na MUKCTYp: "No noxke pa3 B AeHb enbl"; Ans
Kanenb 4ns BHYTPeHHero ynotpebneHus: "no Kanenb pas B AeHb eabl"; Ans NopoLlKoB: "Mo NMOPOLLKY
pa3 B AeHb enbl"; Ons rnasHbiX Kanenb: "No Kanesnb pa3 B AeHb B rnas3"; Ons ocTtanbHbIX

nekapCTBeHHbIX (hOpM, MPUMEHSAEMBIX HAPYXXHO, JOIMKHO ObITb OCTaBNEHO MECTO ANS YKka3aHus crnocoba MpuMeHeHus,
KOTOPOE 3anonHAEeTCs OT PyKM UK NPOCTaBneHneM LWtamna. Ha aTnkeTkax nekapCcTBEHHbIX MpenapaToB Af1S UHBbEKLMNA
N NHAY3NN JOMKHO BbITb 06a3aTenbHO NPeayCMOTPEHO MECTO AMNS HaNMCaHWs COCTaBa NeKapCTBEHHOMO npenaparta u
ykasaHus cnocoba ero npuMeHeHnss Unu BeedeHus);

3) AaTta U3roToBIIeHNs NleKapCTBEHHOro npenapara;

1) CPOK roQHOCTM NekapcTBeHHOro npenapara ("l'ogeH oo ");

K) LleHa NieKkapCTBEHHOrO Npenapara;

n) npegocTtepexeHune "XpaHUTb B HEQOCTYNMHOM ANd AeTen MecTe".

11. Ha Bcex atukeTkax Ang odopMMeHus nekapCTBEHHbIX MpenapaTtoB, W3rOTOBMEHHbLIX AN MeOULMHCKUX
opraHu3aummn, JOMKHO BbITb yKasaHo:

a) HaMMeHOBaHWe MeaWLIMHCKOWM OpraHnsaumm 1 ee CTpyKTypHoe nogpasgeneHue (npyM HeobxoanMocTw);

6) HaumeHoBaHWe anTevyHon opraHnsaunn/d.M.0. MHOuBMAYanbHOro npeanpuHUMaTensi, UMEKLWEro fUUEH3no
Ha hapMaLeBTUYECKYIO AeATENbHOCTb;

B) MeCTOHaxoXAeHue anTeyHoW  opraHusauuu/papmMaueBTU4ecKon  OeATEenbHOCTM  MHAMBWAYaNbHOro
npeanpyHMMaTens, UMeLLEro NMUEH3No Ha hapmaueBTUYECKY0 AeATenbHOCTb;

r) ®.1.0. nauneHTa, ANs KOTOPOro MHAMBUAYANbHO N3rOTOBMNEH NEKapCTBEHHbINM Nnpenapat (Npy HeobxoamMmocTw);

A4) crnoco® npuMMEHeHWs neKapCTBEHHOro npenapaTta (BHYTPEHHee, HapyXHoe, [Ans WHbeKuui), Bug
nekapcTBeHHON popMbl (rNasHble Kanmnu, Masb U T.4.);

€) AaTta U3roToBIEHNs NTEKapCTBEHHOIO Npenapara;

X) CPOK rogHOCTU NekapcTBeHHoro npenapara ("lMoageH go ");

3) NOANNCY N3rOTOBMBLLETO, MPOBEPUBLLErO U OTMYCTMBLUErO nekapCTBeHHbI npenapat (“"Usrotosun ,
nposepun , OTMyCTUN ");

1) HOMep aHanusa NPOBEPKN NeKkapCTBEHHOro npenapaTa;

K) coCTaB feKapCTBEHHOro npenapara (npegycMmaTpmuBaeTcsl NycToe MecTo Ans ykasaHusa coctaBa). Ha aTukeTkax
nekapCTBEHHbIX NpenapaToB AN UHbEKUUA N MHPY3MI OoMmkeH ObiTb yka3aH cnoco® NpUMEHEHUs fieKapCTBEHHOro
npenapaTa: "BHyTpnBeHHO", "BHYTPMBEHHO (KanenbHo)", "BHyTpUMbILLEYHO".

12. TekcT 3TUKETOK AOMKeH ObiTb HaneyataH Tunorpad)ckum cnocobom Ha pycckom s3blke. CocTaB
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"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
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[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

NlekapCTBEeHHOro npenaparta nnuueTca OT PyKn Ui HaAaHOCUTCA LUTaMIOM. HanmeHoBaHus JNIeKapCTBEHHbIX MpenapaTos,
4acCTO BCTpeYawnLWmnxcd B peuentype, nim n3rotoerdemMbixX B Buae BHyTpI/IaI'ITe‘-IHOIZ 3arotoBKu, MoryTt ObITb Hane4vaTaHbl

Tunorpadckum cnocobom.
13. Ha aTtukeTkax ansg oOQOpMIIEHUS TFOMEONMATUYECKMX JIEKAPCTBEHHbLIX Mpenapartos,

BHYyTpManTeyHad 3arotoBka no 4acTto BCTpevarwmmca nponncam, oJNKHO ObITb YKa3aHo:
a) HanMeHoBaHue anTe4yHomn opraHusaumu, d.N.0. nHamenayanbHOro npeanpuHuMartend, mMerwero nuueHsunro

Ha cbapMaLeBTUYECKY0 AeATENbHOCTb;
6) agpec MeCTOHaxOXOAeHUs anTeyHoW opraHusaumMn wunu

AesATENbHOCTN MHAMBUAYaNbHBIM NPEeANpUHUMaTenemM;
B) HauMeHOBaHWe MOHOKOMMOHEHTHOrO FOMeOonaTUYecKoro NeKapCTBEHHOro mpenapara Ha pPYCCKOM  SA3blke
(TpaHcnuTepaums);
HauMeHOBaHVe KOMMMEKCHOro roMeonaTUYeCcKoro IekapCTBEHHOMO Npenaparta Ha PycCKOM SA3bIKE;
r) coctaB Anst MOHOKOMMOHEHTHbIX M KOMMIEKCHbIX FOMeonaTUYeCcKnX feKapCTBEHHbIX NnpenapaTtoB (akTWBHble
KOMMOHEHTBI - Ha NAaTUHCKOM A13bIKe, BCOMOraTeNbHble KOMMOHEHTbI - HA PYCCKOM S3bIKE);

4) macca;
€) cnocob NpUMeHeEHNs;
X) BUA NekapCTBEHHON POpMbI (rpaHyrbl romeonaTuyeckue, Kannmum romeonaTuyeckve, Masb romeonaTuyeckas,
TpUTypaums romeonatmyeckas 1 1.4.);
3) AaTta U3roToBrieHNss TOMeonaTUYECKoro nekapCcTBEHHOro npenapara;

1) CPOK roQHOCTM NekapcTBeHHOro npenapara ("l'ogeH oo ");

K) cepusi;
n) ueHa nekapCcTBEHHOrO npenapara;
M) WTpMX-KOA (Mpu Hanm4mm);
H) npegocTepexeHne "XpaHuUTb B HEOOCTYNHOM AN AeTen MecTe", YCNoBuUst XpaHeHUs.

N3roTOBJ1IEHHbLIX KaK

MeCTa OcCyuleCTBrieHusA (*)apMaLleBTI/ILIeCKOVI

Mpunoxexune N 2

Kk MpaBunam M3roToBrneHUs 1 OTNyckKa
NeKkapcTBEHHbIX NpenapaToB Ans MeauUUHCKOro
NPUMEHEHNsT anTEYHbIMU OpraHM3aLnsaMK,
VHAOUBUZYANbHLIMW NPEeANPUHUMAaTENSMY,
VUMEOLLIMM MULIEH3MIO Ha hapMaLIeBTUYECKYHO
AesATeNbHOCTb, YTBEPXKAEHHBIM NPUKa3oM
MuHUCTepcTBa 34paBOOXpaHeHs!

Poccuiickon denepaunn

oT 26 okTs6ps 2015 1. N 751H

Tabnunua N 1
MapameTpbl anTeyHbIX CTYNOK
N n/n OunameTp, Pabouas |Koadbduune | Pabouun Bpemsa 3arpyska, r
MM Mo NOBEPXHOCT | HT CTYNKuU | 06bem, cM3 | namernbueHm
BEPXHEMY b, CM? , ceK Makcumanb | onTumManbHa
oboay Has a
1. <*> 50 45 1 20 60 1 0,5
2. 75 90 2 80 90 4 1,5
3. 86 90 3 80 90 4 1,5
4. 110 135 3 160 120 8 3
5. 140 225 5 320 150 16 6
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H
"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
NeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

6. 184 450 10 960 210 48 18
7. 243 765 17 2240 300 112 42
<*> [lanee - ctynka N 1.
Tabnuua N 2
HopMbl noTepb nekapcTBEHHbIX CPeACTB NpY pacTUpaHnm
B ctynke N 1 <*>
N n/n | HanmeHoBaHWe nekapCTBEHHOro cpeacTBa (MeXayHapoAHOE HenaTeHTOBaHHOE, BenuunHa
Unn rpynnMpoBOYHOE, UMM XUMUYECKOE U TOProBOe HauMeHoBaHMS) notepu (Mr)
1. AHecTesuH 24
2. AckopbuHoBas kncnorta 12
3. AueTuncanuumnoBasi KACNOTA 33
4. Bpomkamdopa 15
5. BucmyTta HUTpaT OCHOBHOM 42
6. "ekcameTuneHTeTpaMuH 26
7. Ounbason 18
8. Kanns 6pomna 15
9. Kanua nogng 21
10. Kanbuwnsa rnmuepodocdaTt 25
11. Kamdopa 24
12. KodenH 15
13. Kcepodopm 57
14. JleBomunueTUH 29
15. MarHusi kapboHaT OCHOBHOW 19
16. Marnusa cynedat 17
17. MeHTon 10
18. Hatpus 6eH3oat 20
19. Hatpus rugpokapboHaT 11
20. Hatpusa canuuunat 23
21. HukoTMHOBas kucrnota 15
KoHcynbTaHTINIOC
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA [JokyMeHT npepocTaBneH KoHcynbrauTlnroc
NeKapCTBEHHbIX NpenapaTos AN ... Aata coxparennsa: 21.06.2016

22. PesopuuH 27

23. CanuumnoBas kucnoTa 55

24, Cepa ocaxgeHHasi 24

25. CtpenTtouma 23

26. CynbtagnmesuH 18

27. TeodunnnuH 16

28. TepnuHrugpat 15

29. deHuncanmyunar 24

30. LinHka okeng 36

<*> [N CTYNOK APYrMx pa3MepoB, yKa3aHHbIX B MyHKTax 2 - 7 Tabnuupl 1 HACTOALLEro NPUIOXEHUS BENTUYUHY
nortepu, B3sATy0 ansd ctynku N 1, yMHOXaOT Ha koadduUMeHT paboyen noBepxHOCTU. MakcMmanbHas 3arpyska
KaXxgoro HoMepa CTynku He JormkHa npesbiwaTth 1/20 yactn ee o6bema. py nuamensyYeHun B CTynke cpasdy HECKOMNbKUX
neKapCcTBEHHbIX CPEACTB OHM M3MEmNbYalTCA He3aBMCMMO ApYr OT Apyra, noaToMy B CTyrnke 6onee pauuoHansHO
n3menb4yaTb CMECh NIeKapCTBEHHbLIX CPEACTB, YEM KaxKAoe N3 HUX N0 OTAENBHOCTU.

MpunoxeHne N 3

K MNpaBunam U3roToBMEHNsI N OTMycKa
NleKapCTBEHHbIX NMpenapaToB A1t MeANLMHCKOro
NPUMEHEHNST aNnTEYHbIMU OPraHM3aLMSIMMU,
MHAMBUOYaNbHLIMU NpeanpuHUMaTEnsIMu,
MMEKLLUMM NMLIEH3UIO Ha (hbapMaLleBTUYECKYIo
OEeSATENbHOCTb, YTBEPXKOEHHBLIM NPUKa30M
MuHucTepcTBa 30paBOOXPaHEHNS

Poccuiickon denepaunmn

OT 26 okTs6psa 2015 . N 751H

AJOMNYCTUMBIE OTKNOHEHUA
B MACCE, OBbEME, KOHUEHTPALINWM 1 MOMPEWHOCTW MNMPU NSMENBYEHNA
NP N3roTOBNEHNU NNEKAPCTBEHHbIX NMPETMAPATOB
AnAa MEANMLUMHCKOIo NPMMEHEHNA

Tabnunua N 1
[onycTMMble OTKINOHEHUSI B Macce OTAENbHbIX 403 (B TOM YMcne
npu cdacoBke) NOPOLLKOB
MponucaHHasa macca, r OTknoHenus, %

Ho 0,1 * 15

Csbiwe 0,1 10 0,3 t 10

Csbiwe 0,3 oo 1 t5
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H
"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA

NEeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

Csbiwe 1 oo 10 3

Cabiwe 10 go 100 3

Cebiwe 100 go 250 t2

Cabilwe 250 * 0,3
MpumeyvaHwue:

1. OTKNOHEHNs oMNyCcKalTCA B TOM Yucrne npu hacoBke NOPOLUKOBLIMU JO3aTOPaMMU.

2. OTKNOHeHWs, JoMNYyCTUMblEe B Macce OTAENbHbIX 403 MOPOLLUKOB (B TOM Yncne npu gacoBke), onpeaensioTca Ha
nponucaHHylo A03y oaHoro nopolwka. OTKNOHeHWs, JonycTuMmble B OOLLEen Macce romeonaTtudeckux TpuTypauui,
onpeaenstTca Ha MPONUCaHHYI0 Maccy TpUTypauuu.

Tabnuua N 1.1

,D,OI'IyCTMMbIe OTKITOHEHNA B MaccCe OTAENbHbIX 403 (B TOM Yucne

npu cbacoBke) rpaHy”n

npOI'II/IcaHHaf-I mMacca, r

OTKnoHeHus, %

Csbiwe 1 go 10

Csbliwe 10 go 100

T4

3

Tabnuua N 2

,D,OI'IyCTI/IMbIe OTKIMOHEHNA B Macce HaBeCKU
OTAENbHbIX NEKapCTBEHHbLIX CPeACTB B NMOPOLLUKaxX U Cynno3nTopusax
(I'Ipl/l M3roToBJ1IEHNN METOAOM BblKaTbiIBaHUA UITN BbIJ'II/IBaHVIS'-I)

MponucaHHas macca, r OTknoHenust, %
o 0,02 t 20
Cabiwe 0,02 go 0,05 15
Csbiwwe 0,05 o 0,2 * 10
Csbiwe 0,2 0o 0,3 +8
Csbiwe 0,3 00 0,5 t6
Csbiwe 0,5 0o 1 +5
Csbiwe 1 go 2 T4
Csbiwe 2 8o 5 +3
Csbiwe 5 o 10 T2
Csbliwwe 10 +1
MpumeyaHue:

1. CpeaHiolo maccy onpeaensioT B3BewmBaHmeM (¢ TouHocTbio go 0,01 r) He meHee 10 cynnosutopues. [Mpu
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA [JokyMeHT npepocTaBneH KoHcynbrauTlnroc
JIEKapCTBEHHbIX MpenapaTos AN ... [llata coxpaHerus: 21.06.2016

nsrotosrieHun meHee 10 LWITYK B3BELLMBAOT BCE CyNmno3vTopun.

2. OTKMNOHEeHWs B Macce Cynno3nTopueB OT CPEAHEN MACChl ONpeaensoT B3BELLUMBAHNEM KAXO0r0 CyMNno3vTopus
C MUHMMaIbHOM BbIOOPKON 5 LUTYK.

3. [lonyCTUMBbIE OTKIIOHEHMS OT CPEAHEel MacChl He AOMKHbI MpeBbIlaTh T 5%.

4. OTKNOHEHNs, JONYyCTUMbIE B Macce HaBeCKM OTAErNbHbIX fEeKapCTBEHHbIX CPeacTB B CynnosuTopusax (npwu
N3roTOBMIEHUN METOAOM BbIKaTbiBaHMS UMW BbINIMBAHUSA), ONPEeaENsatoTCA Ha 403y KaXAoro NeKapCTBEHHOro cpeacTsa,
BXOJSLLEro B 9TU NieKapCTBEHHbIE (DOPMBI.

Tabnuua N 3
JonycTumMble OTKMOHEHMS B 06LLEM 00BbEeME XUAKMX NeKapCTBEHHbIX
dopM Npu N3roTOBNEHNN MACCO-06BEMHBIM METOAOM <*>
MponucaHHbIn 06beM, MN OTknoHeHus, %
Oo 10 * 10
Csbiwe 10 go 20 T8
Csbiwe 20 go 50 t4
Csbiwe 50 go 150 3
Csbiwe 150 go 200 +2
Csbiwwe 200 T 1
Tabnuua N 4
JonycTumMble OTKNOHEHWS] B Macce HAaBeCKW OTAEMbHbIX
NeKapCTBEHHbIX CPeACTB B XUAKNX NEKAPCTBEHHbIX (hopMax
npv M3roTOBMEHUN MaCCO-06bEMHBIM METOAOM <*>
MponucaHHasa macca, r OTknoHeHnuns, %
o 0,02 + 20
Csbiwe 0,02 go 0,2 * 15
Cebliwe 0,1 40 0,2 * 10
Csbiwe 0,2 0o 0,5 T8
Csbiwe 0,5 00 0,8 t7
Csbiwe 0,8 o 1 T 6
Csblwe 1 g0 2 t5
Ceblwe 2 1o 5 T4
Ceblwe 5 t3
Tabnuua N 5
JonycTnMble OTKIOHEHNS B 0OLLEel Macce XUOKMX NEKapCTBEHHbIX
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA [JokyMeHT npepocTaBneH KoHcynbrauTlnroc
JIEKapCTBEHHbIX MpenapaTos AN ... [llata coxpaHerus: 21.06.2016

dopM Npu U3roTOBNEHMN METOAOM MO Macce <*>

MNponucaHHas macca, r OTknoHeHns, %
Jo 10 * 10
Cssbiwe 10 go 20 8
Csbiwe 20 go 50 5
Cssbliwe 50 go 150 3
Cebiwe 150 go 200 2
Cablwe 200 +1
Tabnuua N 6
[onycTumble OTKNOHEHWS] B Macce HaBeCKM OTAENbHbIX
NeKapCTBEHHbIX CPEACTB B XUAKUX NEKAPCTBEHHLIX hopmax
npu M3roTOBNEHUM METOOM MO Macce U B Massax <*>
MNponucaHHas macca, r OTknoHeHns, %
Jo 0,1 + 20
Csebiwe 0,1 80 0,2 * 15
Cabiwe 0,2 8o 0,3 T 12
Csbiwe 0,3 10 0,5 * 10
Csbiwe 0,5 10 0,8 s
Csabiwe 0,8 go 1 t7
Csbiwe 1 4o 2 e
Csbiwe 2 go 10 5
Csbiwe 10 3
MpumeyaHue:

<*> OTKINOHEHUS, LONYCTUMbIE B MacCce HaBECKU OTAENbHbIX NIEKAapCTBEHHbLIX CPEACTB B XKUOKMX NEKapCTBEHHbIX
doopmax Mpu M3roToBrEHMM CMOCOOOM MO Macce UM Macco-06bEMHBIM CNOCOBOM, a Takke B Ma3six, ONpeaensoTcs He
Ha KOHLEHTpauuio B MPOLEHTax, a Ha MacCy HaBECKM KaXOoro JeKapCTBEHHOrO CpeacTBa, BXOASLWEro B 3Tu
nekapcTBeHHble (DOPMbI.

Hanpumep, npu msrotoneHun 10 mn 2% pacTtBopa nunokapnuHa rugpoxnopuaa macca HaBecku [AOMKHa
coctaBnaTtb 0,2 1, ANA KOTOPOW [OMNyCKaeTcsl OTKINOHeHue * 10%. Mpu aHanu3e JOCTAaTOYHO YCTAHOBWUTb, YTO ObINO
B3ATO He meHee 0,18 r n He Gonee 0,22 r nunNokapnuHa rugpoxnopuaa.

Tabnuua N 7
[onyctumMble OTKNOHEHUA B 0OLen macce masen
[
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Mpuka3 MuH3gpasa Poccum o1 26.10.2015 N 751H
"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
NEKAPCTBEHHbLIX NpenapaToB Ans ...

[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

MponucaHHasa macca, r

OTknoHeHus, %

0o 5

Csbiwe 5 oo 10
Csbiwe 10 go 20
Csbiwe 20 go 30
Csbiwe 30 go 50
Csbiwe 50 go 100

Csbiwwe 100

* 15

I+

10

H + I+
o N o™

H
w

I+
N

Tabnuua N 7.1

Jdonyctumble OTKNOHEHUSA B 06LLen macce romeonaTU4eckux Mmasemn

B Tybax

I'Iporl MncaHHaa macca, r

OTknoHerus, %

Csbiwwe 50 go 100 T4

Tabnuua N 8
JonycTnMble OTKINOHEHUS B KOHLIEHTPaLUK
KOHLEHTPUPOBaHHLIX PaCTBOPOB
CopepxaHue nekapcteeHHoro cpeactea (%) OTtknoHeHus (oT 0603Ha4YeHHOro %)

Ho 20% He 6onee T 2%

Csbiwwe 20% He Gonee £ 1%
Tabnuua N 9

,D,OI'IyCTI/IMbIe NOorpeLwHoCTN nNpu n3aMmepeHnn BefiM4nHbl pH

MeTtopg namMepeHunsa MakcumanbHas NOorpeLwHoOCTb B eaAnHnuax pH npu n3amepeHnmn

C nHtepBanom pH 1 -2

C uHTepsanom pH 0,3 - 0,7

[NoTeHumomeTpudecknin 0,6

0,05

MHankaTopHom Gymaron 1

0,3

MpumeyaHue: NamepeHusa pH npoBOAsT B CpaBHEHUU C BOOOW OUMLLEHHOW UM BOOAOW ANS UHBEKLUNA.
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA [JokyMeHT npepocTaBneH KoHcynbrauTlnroc
JIEKapCTBEHHbIX MpenapaTos AN ... [llata coxpaHerus: 21.06.2016

Mpunoxexue N 4

K MNpaBunam U3roToBMeHNsI N OTMycKa
neKkapCTBEHHbIX NpenapaToB AfS MeAULMHCKOro
NPYMEHEHNs anTeYHbIMWU OpraHu3aunsiMu,
MHOMBMAYanbHbIMY NpeanpuHMMaTensamu,
MMEKLLUMM NMLIEH3NIO Ha (hbapMaLleBTUYECKYIO
0edATenbHOCTb, YTBEPXAEHHbIM NPUKa3oM
MuHUCTepCTBa 34paBOOXPaHEHMS

Poccuiickon denepaunmn

oT 26 okTs6psa 2015 . N 751H

Tabnuua N 1
JonycTtumble HOpMaTKBbI NPY U3rOTOBIIEHNM FOMEONATUYECKUX
rpaHyn <*>
N rpaHyn KonnyectBo rpaHyn s 1 r HaBecka rpaHyn ans nogcyerta mnx CpegHun gnameTp
Konu4ecTBa, 1 rpaHyn, MM

1 470 - 530 0,1 1,4
2 220 - 280 0,2 1,7
3 110-130 0,4 2,2
4 70-90 0,6 2,5
5 40 - 50 1 3,0
6 28 - 32 1,6 3,4
7 22-28 2 3,7
8 16 - 20 2,5 4.1
9 10 5 5,0
10 5 10 6,3
11 3 15 7,4
12 2 25 8,5
<*> [1NOTHOCTb caxapHbIX romeonaTn4ecknx rpaHyn ot 1,52 o 1,59 r/cm3.

Tabnuua N 2

Pa3smep 4acTtuL BbICYLLIEHHOIO Cbipbsi PACTUTENBHOMO
NPOUCXOXAEHMS B 3aBUCMMOCTM OT €ro MOpdOnorm4eckom rpynneoi
unu cogepxatlencsa B Hem rpynnsl BAB
Bua ncnonb3yemoro BbICYLLEHHOO NeKapCTBEHHOrO PacTUTENBHOMO Chipbst Paamep vacTuu,
MM
JInctb4, TpaBbl, LUBETKM 4
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H
"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
NeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

nyKoBuLbI 1 Ap.)

Kopbl, nobern, nog3emMHble opraHbl (KOPHW, KOpHeBWLLa, KNyGHW, krybHenykosuupbl, 3

[Nnoabl u cemena

PactutensHoe Cblpbe, coaepxallee ankanonibl

3HAYEHUA

MpunoxeHue N 5

K MNpaBunam U3roToBMEHNsI N OTMycCKa
NleKapCTBEHHbIX NMpenapaToB At MeAULMHCKOro
NPUMEHEHNST aNnTEYHbIMU OPraHM3aLMSIMMU,
MHAMBUOYaNbHLIMU NpearnpuHUMaTENs MU,
MMEKLLUMM NMLIEH3UIO Ha (hbapMaLleBTUYECKYIo
OEeATENbHOCTb, YTBEPXKOEHHBLIM NPUKA30M
MuHucTepcTBa 30paBOOXPaHEHMS

Poccuiickon depepaunmn

oT 26 okTs6psa 2015 1. N 751H

MNOTHOCTEMN XXMOKNX NEKAPCTBEHHbLIX CPELACTB
N BCNMOMOI'ATEJIbHbIX BELWWECTB

N n/n HavmeHoBaHWe nekapcTBEHHOro cpecTBa, BCNOMOraTernbHoro MnotHocTb, r/lcm3

BellecTBa (r/mn)

1. Ammunaka pactsop (9,5 - 10,5%) 0,956 - 0,959

2. BeHsnnbeHsoat 1,0478

3. BanepuaHbl HacTomka 0,920

4, Banungon 0,894 - 0,907

5. BuHunuH (banssam LLocTakosckoro) 0,903 - 0,921

6. muuepuH 1,225 -1,235

7. HeroTtb 6epe3oBbii 0,925 - 0,950

8. Onmekena 1,101

9. 3Bepobos HacTowka 0,970

10. JlaHgbia HacTonka 0,910

11. | Macno BasenvHosoe 0,860 - 0,890

12. | Macno kacTtopoBoe 0,948 - 0,968

13. |[Macno muHaganbHoe 0,913-0,918

14. | Macno maTbl nepeyvyHomn 0,900 - 0,910
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA [JokyMeHT npepocTaBneH KoHcynbrauTlnroc

[aTta coxpaHeHus: 21.06.2016

NEeKapCTBEHHbIX NpenapaToB AN ...

15. | Macno nepcukoBoe 0,914 - 0,920
16. Macno noagconHevHoe 0,920 - 0,930
17. | Macno TepneHTUHHOE ouuLLeHHoe (ckunuaap) 0,855 - 0,853
18. |Macno asBkanuntosoe 0,910- 0,930
19. |Metuncanuuunat 1,178 - 1,185
20. MsaATbl nepeyHon HacTomnKa 0,858

21. |HawaTblpHO-aHUCOBbIE Kanmnu 0,875

22. |MNepruaponsk (27,5 - 30,0%) 1,096 - 1,105
23. |MonuatuneHrnukons-400 (nonnaTtuneHokena-400) 1,125

24. [NonbiHK HacToMKa 0,910

25. |lycTbipHWKa HacTomnka 0,910

26. | Pbibwuii xup 0,917 - 0,927
27. | Cupon caxapHbli 1,301 - 1,319
28. | Cupon anTenHbin 1,322 - 1,327
29. | CnupT kamdopHbii 10% 0,884 - 0,888
30. |Cnupt atunosbini 40% 0,949 - 0,951
31. | CnupT atunosbii 70% 0,885 - 0,887
32. |Cnupt atunosbii 90% 0,827 - 0,831
33. Cnnpt atnnosbin 95% 0,809-0,813
34. | YkcycHas kucnoTa pa3segeHHast (29,5 - 30,5%) 1,038 - 1,039
35. | YkcycHasa kucnota (98%) 1,055

36. |PopmanuH (36,5 - 37,5%) 1,078 - 1,093
37. | XnopucTtoBogopoaHas kucnoTa passeneHHas (8,2 - 8,4%) 1,038 - 1,039
38. | XnopuctoBogopogHas kucnota (24,8 - 25,2%) 1,122 -1,124
39. | Xnopodopm 1,474 - 1,483
40. 3OBKanunTa HacTolka 0,910

41. Odhmp meguumnHcknin 0,714 - 0,717
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
NEKAPCTBEHHbLIX NpenapaToB Ans ...

[okyMeHT npepoctasneH KoHncynbranTntoc

[aTta coxpaHeHus: 21.06.2016

MpunoxeHue N 6

K npaBI/IJ'IaM N3roToBJ1IEHUA N OTNyCKa
JIeKapCTBEHHbIX NpenapaTtoB Alid MeguumMHCKOro
NnpuUMEeHeHna anTevyHbIMn opraHmnsaynamu,
nHamemnagyanbHbIMU NpeanpunHnmMmaTenamu,
nMerwnmmn nnMueH3no Ha ¢)apmau,eBTW-|eCKy+o
0EATEeNIbHOCTb, YTBEPXOEHHbIM NPUKa3oM

MuHucTepcTBa 30paBOOXPaHEHMS
Poccuiickon denepaunmn
oT 26 okTs6psa 2015 . N 751H

KO3PPNLIMEHTLI YBEITMYEHNA OEBbEMA NEKAPCTBEHHBLIX CPEACTB

N n/n HaumeHoBaHWe nekapcTBEHHOro cpeacTea BogHble CnupToBbIe pacTBOPbI
pacTBopbI,
mn/r mn/r KoHueHTpauus
cnupTa, %
1. AueTuncanuumunoBas Kucrorta 0,72 90
2. AHanbrmH 0,68 0,67 30
3. AHecTe3unH 0,85 70, 90, 96
4. BeHaunneHuumnnuHa HaTpueBas corb 0,68
5. BopHas kucnota 0,68 0,65 70, 90, 96
6. Bpomkamdopa 0,80 70
7. ekcameTUneHTeTpaMmH 0,78 0,79 70, 90
8. Mntoko3a (6e3ogHas) 0,64
9. "nioko3a (BnaxHocTb 10%) 0,69
10. |[moTammnHoBas kucnoTa 0,62
11. | Ownbaszon 0,82 0,86 30
12. | dukauH 0,86
13. | Oumepgpon 0,86 0,87 70, 90, 96
14. | XKenatuH 0,75
15. MN3oHnasng 0,72
16. |Wop (8 pacTBOpe kanus noauaa) 0,23
17. |Kanuns 6pomua 0,27 0,36 70
18. | Kanwua nogva 0,25
19. Kanuns nepmaHraHat 0,36
20. |Kanusa xnopua 0,37
KoHcynbTaHTINIOC
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H
"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
NeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

21. | Kanbuwms rniokoHat 0,50
22. Kanbums xnopua 0,58
23. | Kamdopa 1,03 70, 90, 96
24. |Konnapron 0,61
25. |Kpaxman 0,68
26. |KodeunH-6eHzoaT HaTpus 0,65
27. |JleBomuueTuH 0,66 70, 90, 96
28. |MarHuga cynbdart 0,50
28. |MarHusa cynbdat 0,50
29. MeHTON 1,10 70, 90, 96
30. [MeTtunypauun
31. MeTtunuenntonosa 0,61
32. |Hartpusa auetar 0,71
33. | Hartpus 6eHsoar 0,60
34. | Hatpus 6pomua 0,26 0,30 70
35. | Hartpus rugpokap6oHaT 0,30
36. |Hatpusa HykneuHat 0,55
37. |Hatpwua napa-amuHocanuuunat 0,64
38. |Hartpusa canvumnar 0,59
39. |Hartpusa TeTpabopar 0,47
40. |HaTtpusa Tnocynbdat 0,51
41. |Hatpusa xnopug 0,33
42. | HaTtpusa untpaT (OBy3aMeLleHHbIN) 0,48
43. HoBokauH 0,81 0,81 70, 90, 96
44. |HosokanHamug 0,83
45. |lManaBepwuHa rmgpoxnopua 0,77 0,81 30
46. |MNencuH 0,61
47. | MunokapnuHa rmgpoxsopua 0,77
48. |lMupungokcuHa rugpoxnopug 0,71
KoHcynbTaHTINIOC
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H
"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA

NEeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

49. | MNonuBMHUNNMPPONUAOCH 0,81

50. CanuumnoBas kucrnoTa 0,77 70, 90, 96
51. |Caxaposa 0,63

52. | CnasmonuTtuH 0,86

53. |CrtpentomuumHa cynbdaTt 0,58

54. | Cynbcauyun-HaTtpun 0,62 0,65 70
55. | TepnuHrugpat 0,77 96
56. | TpumekanH 0,89

57. | Tumon 1,01 70, 90, 96
58. |LUwuHka cynbdart 0,41

59. | QydwmnnuH 0,70 0,71 12

60 | 3denpuHa rmagpoxnopug 0,84

Mpunoxexne N 7
Kk MNpaBunam n3roToBneHns N oTnycka

JleKapCTBEeHHbIX npenapaTtos Anda MmeguumnHCKoro

NnpuMMeHeHna anTevYyHbIMn opraHmn3aynamu,
nHamsuayanbHbIMU NpeanpnHnmMmaTenamMmu,

nMMerLwnmmn NMMUEH3NI0 Ha (*)apMaLl,eBTI/I‘-IeCKyPO

AeATenNbHOCTb, YTBEPXKAEHHbBIM MPUKa30oM
MuHucTepcTBa 30paBoOOXpPaHEHNS
Poccuiickon degepanmm

oT 26 okTa6psa 2015 . N 751H

KOHLI,eHTpVIpOBaHHbIe pacTBOpbI, peKoOMeHOyeMble Od OTMepuBaHUA

U3 GIOPETOYHON YCTaHOBKM

N n/n HanmeHoBaHMe KOHLEHTPMPOBAHHOIO pacTeopa KOHu,elngaum, Cpok rogHOCTH, CYTKM
/o HeBblwe 25| 3-5°C
°C
1. | AckopbnHoBas kucnoTa 5 5
2. |lekcameTuneHTeTpamuH 10, 20, 40 20
3. |lnioko3a 6e3sogHas 10, 20, 40, 50 4 10
4. |Kanusa 6pomua 20 20
5. |Kanusa nogva 20 15

KoHcynbTaHTINIOC
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Mpukas

MwuH3gpasa Poccum ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
NEKAPCTBEHHbLIX NpenapaToB Ans ...

[okyMeHT npepoctasneH KoHncynbranTntoc

[aTta coxpaHeHus: 21.06.2016

6. |Kanbuwma xnopug 10, 20 10

7. | Kanbuma xnopug 50 30

8. |KodeunHa-HaTpua-6eHzoaT 5 7 15
9. |KodeunHa-HaTpus-6eH3oaT 20 20

10. |MarHusa cynegaTt 10, 25, 50 15

11. |Hatpus 6eH3oat 10 20

12. |Hatpusa 6pomug 20 20

13. |Hatpus rugpokapboHaT 5 4 10

14. |Hatpua canuumnat 40 20

15. [ XnopuctoBogopogHas Kucnorta 1:10 30

HaHHble Ansa n3rotoBneHns 1 NUTpa KOHLEHTPMPOBAHHOMO pacTeopa
HEKOTOpPbIX NleKapCTBEHHbIX CpeaCcTB
N n/n HanmeHoBaHune KoHueHTpaun | [MNoTHOCTL, KonnuyectBa
KOHLIEHTPMPOBAHHOIO pacTeopa | § pacTsopa, |r/Mn unu r/cm3
% NeKkapcTBEHHOro | BoAbl, M1
cpeacTsa, r
1. AckopbuHoBas kucnoTta 5 1,018 50,0 968
2. |bopHas kucnoTa 3 1,010 30,0 978
3. BbopHas kucnorta 4 1,010 40,0 970
4. "ekcameTnneHTeTpaMmH 10 1,021 100,0 921
5. ekcameTUneHTeTpaMmH 20 1,042 200,0 842
KoHcynbTaHTlIntoC: npumevaHue.
Hymepaumsi NyHKTOB JaHa B COOTBETCTBUM C ohmLManbHbIM TEKCTOM JOKYMEHTA.
7. ekcameTUneHTeTpamMmuH 40 1,088 400,0 688
8. mtoko3a (6e3ogHasn) 10 1,034 100,0 934
9. Mtoko3a (be3BogHas) 20 1,068 200,0 868
10. |lntoko3a (6e3BogHas) 40 1,150 400,0 749
11. |Inioko3a (6e3sogHast) 50 1,186 500,0 685
12. | Kanusa 6pomung 20 1,144 200,0 944
13. |Kanua nognpg 20 1,148 200,0 848
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H
"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
NeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

14. | Kanbums xnopug 5 1,020 50,0 970
15. | Kanbuusa xnopug 10 1,041 100,0 941
16. | Kanbuwms xnopug 20 1,078 200,0 878
17. | Kanbuusa xnopug 50 1,207 500,0 707
18. |KodeuH - HaTpusa B6eHsoat 10 1,034 100,0 934
19. | KodeunH - HaTpusa GeHsoat 20 1,073 200,0 873
20. | Maruusa cynbgaTt 10 1,048 100,0 948
21. | MarHusa cynbgaTt 20 1,093 200,0 893
22. | Maruusa cynbgaTt 25 1,116 250,0 866
23. | MarHusa cynbgaTt 50 1,221 500,0 721
24. |Hatpus beHsoat 10 1,038 100,0 938
25. |Hatpusa 6pomug 20 1,149 200,0 949
26. |Hatpus rugpokapboHaT 5 1,033 50,0 988
27. |Hatpus canuumnat 10 1,030 100,0 940
28. |Hatpusa canuumnar 20 1,830 200,0 883
29. |Hatpus canuumnat 40 1,160 400,0 760
MpunoxexHne N 8
Kk MpaBunam M3roToBneHMs n oTnycka
NeKkapCTBEHHbIX NpenapaToB A5 MeAULMHCKOro
NPUMEHEHNST anTEeYHbIMWU OpraHu3aunsiMu,
MHOMBUOYanNbHLIMU NpeanpUHUMaTENSaIMuU,
MMELLMMM NINLIEH3UI0 HA hapMaLEeBTUYECKYHO
0eATeNbHOCTb, YTBEPXKAEHHbLIM NPUKa3oM
MwuHncTepcTBa 30paBOOXpPaHEHNS
Poccuiickon degepanmm
oT 26 okTa6ps 2015 . N 751H
TPEBOBAHWA K N3rOTOBJIEHNKO APOMATHbBIX BO[,
N n/n CocTaB apomaTtHol BoApl OcobGEeHHOCTH N3roTOBMNEHUS
apomaTHOW BOAbI
1. |Bopga ykponHas 0,005% (xpaHeHne He 6onee 30 cyToK): B acenTuyeckumx ycrnosusax
Macno deHnxenesoe 0,05 r yKasaHHOe KOnmM4yecTBo
Bopa ounuieHHas oo 1 n COOTBETCTBYIOLLErO Macna B
TeyeHme 1 MUH SHEPrnYHO
2. Bopa maTtHaa 0,044% (xpaHeHue He Bonee 15 cyTok): CMeLLMBatoT C BOAOW A0
KoHcynbTaHTINOC
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA [JokyMeHT npepocTaBneH KoHcynbrauTlnroc
NEeKapCTBEHHbIX NpenapaToB AN ... Hata coxparenns: 21.06.2016
Macno msaTbl nepeyHon 0,44 r pacTBOpeHus

Bopa oumuieHHas oo 1 n

KoHcynbTaHTINIOC
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MNpuka3 MuH3gpasa Poccum o1 26.10.2015 N 751H

" HokymeHT npeaoctaBneH KoncynbraHtatoc
06 yTBEPXAEHUM MPaBWIT M3rOTOBMIEHWS M OTNYCKA JIEKAPCTBEHHbIX NpenapaTos AN ...

[ata coxpaHeHnus: 21.06.2016

Mpunoxexune N 9

k MNpaBunam nU3roToBneHnst U oTnycka
NekapCTBEHHLIX NpenapaToB ANst MeOULMHCKOTO
NPUMEHEHMST anTeYHbIMW OpraHM3aLnsiMu,
WHAMBMAYaNbHBIMU NPEeAnPUHUMATENSIMU,
UMEOLLMMU NULEH3UI0 Ha (bapMaLLeBTUYECKYHO
OesaTenbHOCTb, YTBEPXKAEHHbLIM MPUKa3oM
MuHUCTepCcTBa 30paBoOXpaHeHus

Poccuiickon ®epepaumu

OT 26 okT6ps 2015 1. N 751H

CMNMNPTOBbLIE PACTBOPbI

Tabnuua N 1
CooTBeTcTBME 0OBEMOB (MIT) CMpTa 3TUOBOrO PasfnMyHON
KoHueHTpauun macce (r) 95% cnmpta 20 °C
O6bem, n 5 10 15 20 25 30 40 50 100

KoHueHTpauusa

(06BbeMHbIe %)
95 4,06 8,11 12,17 16,23 20,29 24,34 32,46 40,57 81,14
90 3,84 7,69 11,53 15,37 19,22 23,06 30,75 30,44 76,07
80 3,42 6,83 10,25 13,66 17,08 20,50 27,33 34,16 68,32
70 2,99 5,98 8,97 11,95 14,94 17,93 23,91 29,89 59,77
60 2,56 5,13 7,69 10,26 12,82 15,38 20,51 25,64 51,28
50 2,14 4,27 6,41 8,54 10,68 12,81 17,08 21,35 42,70
40 1,71 3,41 5,12 6,83 8,53 10,24 13,65 17,07 34,13
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MNpuka3 MuH3gpasa Poccum o1 26.10.2015 N 751H

"06 YTBEPXAEHUN NMPaBUJT U3roTOBNEHUA N OTMYCKA JIEKAPCTBEHHbLIX NpPenapaToB An4 ...

[JokyMeHT npepoctasneH KoHcynbraHTntoc
[ata coxpaHeHnus: 21.06.2016

30 1,28 2,56 3,84 5,12 6,40 7,68 10,24 12,30 25,60
20 0,85 1,70 2,56 3,41 4,26 5,11 6,82 8,52 17,04
Tabnuua N 2
CooTBeTcTBME 0OBEMOB (MIT) CNMpTa 3TUOBOrO PasfMyHON
KoHueHTpauun macce (r) 96% cnmpta 20 °C
O6bem, n 5 10 15 20 25 30 40 50 100

KoHueHTpaums

(06BbeMHbIE %)
96 4,04 8,08 12,11 16,15 20,19 24,23 32,30 40,38 80,75
90 3,79 7,57 11,36 15,14 18,93 22,71 30,28 37,86 75,71
80 3,37 6,73 10,09 13,46 16,82 20,19 26,92 33,65 67,29
70 2,95 5,89 8,83 11,78 14,72 17,67 23,56 29,45 58,89
60 2,52 5,05 7,57 10,09 12,62 15,14 20,18 25,23 50,46
50 2,10 4,20 6,31 8,41 10,51 12,61 16,82 21,02 42,04
40 1,68 3,37 5,05 6,73 8,42 10,10 13,46 16,83 33,66
30 1,26 2,52 3,78 5,04 6,30 7,56 10,08 12,61 25,21
20 0,84 1,68 2,53 3,37 4,21 5,03 6,74 8,42 16,84

Tabnvya N 3
CraHgapTHble CNUPTOBbIE PACTBOPbI
N n/n CnmpToBble pacTBopbl Cocras
1. WMopna 5% WMopa 50,
KoHcynbTaHTINOC

Hapae)XHas npasoBas

noaaepxka
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MNpuka3 MuH3gpasa Poccum o1 26.10.2015 N 751H

" HokymeHT npeaoctaBneH KoncynbraHtatoc
06 yTBEPXAEHUM MPaBWIT M3rOTOBMIEHWS M OTNYCKA JIEKAPCTBEHHbIX NpenapaTos AN ...

[ata coxpaHeHnus: 21.06.2016

Kanus noguaga 20,
Bopabl ounLLeHHON,
CnupTa atunosoro 95%
noposHy 7o 1000 mn

2. BopHow kucnotbl 3% BopHown kucnoTel 30 T,
CnunpTta atunosoro 70% go 1000 mn

3. Canuuunosoi knucnotbl 1% u | Cannuunosown kucnotbl 10 runm 20 T,
2% Cnunpta atunosoro 70% go 1000 mn

4, JNleBomuuetunna 0,25%; 1%; |JleBommuetmHa 0,25; 1; 3munu 5,
3%; 5% Cnupta atunosoro 70% go 100 mn

5. dypaumnuHa 1:1500 dypaumnuHa 1,
(0,067%) Cnunpta atunosoro 70% go 1500 mn

Ta6bnuua N 4

KONMYECTBA BObl OYNLLEHHOW U CNNPTA 3TUOBOIO
KOHLUEHTPALINN 96,1 - 96,9% B TPAMMAX (r), KOTOPbIE HEOBEXOAONMO
CMELWATbL MPW 20 °C, YTOBbI NMOJTYYUTb 1000 r STUITOBOIO CIMNNPTA

KOHUEHTPALINW 30, 40, 50, 60, 70, 80, 90, 95, 96%%
ANS NPUroToBNEeHNs BOAHO-CNUPTOBbIX
romeonaTnyeckmx pacTBopoB

KoHueHnTpay | 30% (mo v) 40% (no v) 50% (o v) 60% (o v) 70% (o v) 80% (mo v) 90% (o v) 95% (o v) 96% (no v)
NS B3SITOTO
cnupTa, % | 24,6% (nom) | 33,3% (no m) | 42,5% (no m) | 52,1% (no m) | 62,4% (no m) | 73,5% (no m) | 85,6% (no m) | 92,4% (no m) | 93,8% (no m)

(no v)

BOAa | CnupT | BOA4a | CNUPT | BOAa | cnupT | BOAA | CNUPT | BOAa | cnupT | BOAa | CnNUpPT | BOAa | cnuUpT | BOAA | CNUPT | BOAA | CNUPT

96,1 738 | 262 | 646 | 354 | 548 | 452 | 446 | 554 | 336 | 664 | 218 | 782 88 912 17 983 2 998

96,2 739 | 261 646 | 354 | 549 | 451 447 | 553 | 337 | 663 | 219 | 781 90 910 18 982 3 997

96,3 739 | 261 647 | 353 | 550 | 450 | 447 | 553 | 338 | 662 | 221 779 91 909 20 980 5 995

KoHcynbTaHTI/0C
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MNpuka3 MuH3gpasa Poccum o1 26.10.2015 N 751H

" HokymeHT npeaoctaBneH KoncynbraHtatoc
06 yTBEPXAEHUM MPaBWIT M3rOTOBMIEHWS M OTNYCKA JIEKAPCTBEHHbIX NpenapaTos AN ...

[ata coxpaHeHnus: 21.06.2016

96,4 739 | 261 647 | 353 | 551 | 449 | 448 | 552 | 339 | 661 | 222 | 778 93 907 21 979 7 994

96,5 740 | 260 | 648 | 352 | 551 | 449 | 449 | 551 340 | 660 | 222 | 777 94 906 23 977 8 992

96,6 740 | 260 | 648 | 352 | 552 | 448 | 450 | 550 | 341 | 659 | 224 | 776 96 904 24 976 9 991

96,7 741 | 259 | 649 | 351 553 | 447 | 451 549 | 342 | 658 | 225 | 775 97 903 26 974 11 989

96,8 741 259 | 650 | 350 | 553 | 447 | 452 | 548 | 343 | 657 | 226 | 773 98 902 27 973 12 988

96,9 741 | 259 | 650 | 350 | 554 | 446 | 453 | 547 | 344 | 656 | 228 | 772 | 100 | 900 29 971 14 986

MpunoxeHne N 10

K MNpaBunam ns3roToBneHnst n oTnycka
nekapCcTBEHHbIX NpenapaToB Ans MEOULMHCKOTO
NPUMEHEHNS anTeYHbIMWU OpraHM3aunsiMu,
WMHOVMBUAYanNbHLIMU NpeanpuHUMaTEnsaMu,
UMELLNUMM NMLIEH3NI0 Ha bapMaLleBTUYECKYIO
OEeATENbHOCTb, YTBEPXKAEHHBLIM MPUKa30oM
MwuHucTepCcTBa 30paBOOXpaHeHNs

Poccuiickon depepaumm

oT 26 okTabps 2015 1. N 751H

KOJIMYECTBO
KAMEJb B 1 TPAMME N 1 MUTTTUITNTPE, MACCA 1 KAMJTN XNOKUX
NEKAPCTBEHHbIX CPEACTB INMPU 20 °C MO CTAHOAPTHOMY KAIMNEMEPY
C OTKNOHEHUAMU £ 5%

KoHcynbTaHTI/0C
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H
"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
NeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

N n/n HavnmeHoBaHue XunaKoro nekapcTBEHHOro cpeacTea KonuyecTBo kanenb Macca 1
Kannu, mr
B1r B1mMn

1. AponHnsng 35 34 29
2. BospbIWHWKa XNOKUIN 9KCTPaKT 53 52 19
3. BanepuaHbl HacTonka 56 51 18
4, Banunpgon 54 48 19
5. Bopaa ouniieHHasa 20 20 50
6. |Wopa cnupToBbin 5% pacTeop 49 48 20
7. KpacaBku HacTorka 46 44 22
8. KopanamuH 29 29 34
9. JlTaHgblwa HacTorka 56 50 18
10. MsaATbl nepeyHon macno 51 47 20
11. | MsaTbl nepeyHon HacTorka 61 52 16
12. MonbiHM HacTonka 56 51 18
13. |lycTbipHWKa HacTomnka 56 51 18
14. HawaTtblpHO-aHMcoBbIE Kansnu 56 49 18
15. |HutpornuuepuHa 1% pacTtsop 65 53 15
16. PeTnHona aueTtaTa MacrnsiHbI pacTBop 45 41 22
17. | XnopuctoBogopoaHas KMcrnoTa passefeHHas 20 21 50
18. Odmp MeagnumnHCKni 87 62 11

Mpunoxexme N 11

k MpaBunam U3roToBneHUst U oTnycka

nekapCTBEHHbIX NpenapaToB A4S MeAULMHCKOro

NPYMEHEHNST anTEeYHbIMWU OpraHu3aunsiMu,

MHAMBUOYANbHLIMU NpeanpUHUMaTENSaMU,

VMMELLMMM NINLIEH3UI0 HA hapMaLEeBTUYECKYHO

OEesATeNbHOCTb, YTBEPXKOEHHbLIM MPUKa30M

MuHUCTEpCTBa 34paBOOXPaHEHMS

Poccuickon ®egepauun

oT 26 okTabps 2015 1. N 751H

KOSOPUNLIMEHTHI
BOOOMNOIMOLWEHNA NEKAPCTBEHHOIO PACTUTENIBHOIO CbIPbA
KoHcynbTaHTINIOC
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H
"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
NeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc

[aTta coxpaHeHus: 21.06.2016

N n/n HanmeHoBaHue KoadhbuumeHt HavnmeHoBaHue KoadbpuumneHt
neKkapCTBEHHOrO BOZAOMNOIOLWEHN NEeKapCTBEHHOTO BOZOMOrMOLLEHM
pacTUTENBHOTO Chipbs A pacTUTENBHOIO Chipbs 2
1. | Avpa KkopHeBMLIa 2,4 MsaTbl nepeyHon NUCTbs 2,4
2. BpycHWKN NUCTbLS 1,5 MopgopoxHuka 60nbLIOoro 2,8
nncTbs
3. | BanepuaHbl KOpHeBMLLaA C 2,9 MonkiHW ropbKon Tpasa 2,1
KOPHSAMM
4. |lopuuBeTa BeceHHero Tpasa 2,8 lMycTeipHMKa TpaBa 2,0
5. |[HOyba kopa 2,0 Pomaluku ueTtku 3,4
6. |3Bepobos Tpasa 1,6 Pa6uHbl nnogp! 1,5
7. | 3meeBuKa kopHeBULLA 2,0 CeHHbl nncTbA 1,8
8. |KanuHbl kopa 2,0 CyLeHunubl TonsHOM TpaBsa 2,2
9. Kpanuebl nnucTbs 1,8 TONOKHAHKM NNCTbA 1,4
10. | KpywwuHbl kopa 1,6 XBolLa nonesoro Tpasa 3,0
11. |Jlangbiwa Tpasa 2,5 Yepeab! TpaBa 2,0
12. | Nlunbl uBETKM 3,4 Wandesa nuctba 3,3
13. | MaTb-uU-mMayexu nucTbs 3,0 LLiInnoBHMKa nnoAapl 1,1
MpumeyaHus:

1. KoadhpumumeHT BOOOMOrMNOLWEHNSs COOTBETCTBYET KONMMYEeCTBY Xuakoctu (mn), yaepxusaemomy 1,0 r
NeKapCTBEHHOrO PacTUTENbHOIO Chipbsa NOCME ero omkaTua B nepopmMpoBaHHOM CTakaHe UHPYHONPKK.

2. Ecnn koacbdUUMEHT BOAONOMMOLWEHUS Ans NIeKapCTBEHHOIO pPacCTUTENbHOMO Chbipbd  OTCYTCTBYET,
pekoMeHayeTCsl MICNONb30BaTh CNeAYOLNE 3HAYEHNS: 115 KOPHEN 1 KOpHeBULL - 1,5 Mn/T; onsa Tpasbl, UBETKOB U
nucTtbeB - 2,0 mn/r; cemsH - 3,0 mn/r.
3. PacxogHbl KO3 MHULMEHT, NCNOSTb3YEMbIN NPUY U3roTOBIEHMM HACTOA KOPHEW anTtes, onpegensiet, BO
CKOINMbKO pa3 crnegyeT yBENUYMTb MacCy Cbipbsi U OObEM 3KCTpareHta, 4YTobbl NOMyyYnTb 3afaHHbIi OObeEM
n3BrneyYeHns HeobxoanMMoNn KOHLIEHTpauuu.
4. PacxogHble KO3(hdULMEHTHI ANA U3rOTOBMNEHWSI HACTOS KOPHEN anTtes pasnuyHon KoHueHTpauun: 1% -
1,05; 2% - 1,10; 3% - 1,15; 4% - 1,20; 5% - 1,30
5. Ina HacToA KOpHeW anTes KOoHueHTpauui Gonee 5% pacxogHbli KO3(hULMEHT paccuuTbiBalOT MO
dopmyne:

Kp - pacxoaHbii KOs hULINEHT;

g __ 100
® T 100—(C-1) B

C - BbiNnMCcaHHasA B peLenTe Bpada nnm TpeboBaHnN MEOULMHCKOW OpraHu3auum koHueHTpaumsa Hactos (%);
V - o6bem HacTos, yaepxueaembliin 1 1 cbipbs (4,6 mn).
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"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA

NEeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc

[aTta coxpaHeHus: 21.06.2016

Mpunoxexne N 12

K I'Ipanu'laM N3roToBJ1IEHNA N OTNYyCKa
J1eKapCTBEHHbIX npenapaTtoB And MmeguumnHCKoro
NnpuMeHeHna anTevyHbIMn opraHn3aynamu,
nHamemayanbHbIMU NpeanpuHnMmaTenamu,
nMerwnmmn nMUEeH3no Ha cbapmau,eBTquCKyro
0EATEeNIbHOCTb, YTBEPXXOEHHBLIM NPUKa3oM
MVIHVICTepCTBa 34paBoOOXpaHeHnA

Poccuiickon depepaumm

OT 26 okTa6psa 2015 . N 751H

CTABUITIMSATOPBLI TETEPOIEHHBIX CUCTEM

N n/n Crabunusartop CtabunuanpyemMbie KOMMOHEHTHI
CyCNeH3nn 1 amynbcum
MacnsaHasi pasa 10 r rmgpodobHoe TBEpAOE NEKAPCTBEHHOE
cpeactBo 1r
C PE3KO BbIPaXXEHHBIMM C Hepesko
CBOWCTBaMMU BblPa)XEHHbIMM
cBoMcTBaMu
1. [>XenaTto3sa 5,0 1,0 0,5
2. |Kpaxman 5,0 (ncnonb3yeTcs B 1,0 (ucnonb3syetca B 0,5 (ncnonb3yeTcs B
Buae 10% pactsopa) Buae 5% pacrtsopa) Buae 5% pacteopa)
3. |NeunTtunH o1 0,75 0o 2,0 - -
(dbochaTngunxonmH)
4. |Metnnuenniono3sa (ML) 1,0 (ncnonbayeTca B 1,0 (ncnonbsyeTcsa B 0,5
Buae 5% pacrtsopa) Buae 5% pacrteopa)
5. | MoHornvuepnabl 2,0 - -
ONCTUNNMPOBaHHbIE
(MrA)
6. |lMekTunH 5,0 - -
7. | Cyxoe Monoko 10,0 - -
8. |[TBun-80 2,0 0,2 0,1
9. [OwmynbraTop T-2 1,5-2,0
MpunoxeHne N 13
K MNpaBunam U3roToBMEHUsI N OTMycKa
neKkapCTBEHHbIX NpenapaToB ANs MeAULMHCKOro
NPYMEHEHNsT anTeYHbIMWU OpraHu3aunsiMu,
MHAMBUOYaNbHLIMU NpeanpuHUMaTEnsIMu,
MMELLMMM NIULIEH3UIO HA hapMaLeBTUYECKYHO
OEeSATENbHOCTb, YTBEPXKOEHHBLIM NPUKa30M
MuHUCTepCTBa 34paBOOXPaHEHMS
KOHCYH bTaHTIntoC www.consultant.ru Crpanuua 50 u3 77
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Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H
"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA [JokyMeHT npepocTaBneH KoHcynbrauTlnroc
NEeKapCTBEHHbIX NpenapaToB AN ... Hata coxparenns: 21.06.2016

Poccuiickon depepatimm
oT 26 okTs6ps 2015 1. N 751H

CrocCOBblI
N3roTOBJIEHNA TOMEONATUYECKNX MATPUYHBIX HACTOEK
13 CBEXKECOBPAHHOIO U (UTN) BBICYLWWEHHOIO PACTUTEJIBHOIO CbIPbA,
MPUBOB N CbIPbA XKNBOTHOIO NMPOUNCXOXAEHWA

Cnocob 1. NpegycmaTtprBaeT NoNy4YeHWe roMeonaTuyeckon MaTpUYHOW HACTOWKM W3 CBexecobpaHHOro
pacTUTENbLHOrO Chipbs, CoAaepxaLlero He MeHee 70% coka 1 He cofepxaluero 3UpHbIX Macer, CMON W Cn3W.

omeonaTmMyeckne MaTpuyHble HACTOMKWM, MOfyYeHHble HACTOAWMM crnocobom, npeactaBnsaiT cobon
CNUPTOBbIE U3BIEYEHNS N3 COKa PACTEHUI, NONYYEHHbIE C UCNONb3oBaHNeM cnupta 86% (m/m).

Menko uamenb4YeHHOe pacTUTENbHOE Cbipbe OTXXMMAaeTCs noA npeccoM. onyyeHHbI CoK B3BELUMBAETCH U
HeMeaIeHHO CMeLUMBAaEeTCs C PaBHbIM KonunyecTBoM cnupTta 86% (m/m), B3banTbiBaeTcA M OcTaBnseTcs Ans
HacTavBaHus B TeyeHMe He meHee 5 cyTok npu TemnepaTtype He Bbiwe 20 °C. locne 3aToro m3BneveHve
dunbTpyeTcs.

B dounbTpaTe onpenenseTca cyxo oCTaTok UMM NPOBOAMTCS KONMUYECTBEHHOE OnpeferneHne OCHOBHbIX
rpynn 61Uonornyeckn akTMBHbIX BELLECTB.

Ecnn copepxaHue cyxoro octatka WM akTMBHbIX KOMMOHEHTOB MpeBbIaeT perfameHTUpyemyto
dapmakonenHon craTben BENMUMHY, TO KonmdecTBo cnupta 43% (M/m) B kunorpammax (E4), Heobxoammoe ans
pa3baBneHus, BbluncrnisieTcs no gopmyne (1):

_ ??TX(B:_HE:}
B (1),

o

E,

roe m - macca ounbTpara, Kr;

By - cogepkaHue cyxoro octaTka unm cogepxaHne akTMBHbIX KOMMOHEHTOB B dounbTtparte, %;

Bo - cogepxaHue cyxoro octatka WM akTUMBHbBIX KOMMOHEHTOB, perfiameHTupyemoe apmakonenHon
ctatben, %.

dunbTpaT CMELLMBAETCS C paccyYUTaHHbIM KonmyecTBom cnupta 43% (M/M), oTCTaMBaeTcs B TeYeHue He
MeHee 5 cyTok npu TemnepaType He Biiwe 20 °C u npu Heo6Xx04MMOCTU PUnbTpyeTCS.

CopgepxaHve cnupTta B HAaCTOWKe rOMeoNaTUYeCKon MaTpUYHOM AOMKHO COCTaBnATb Okorno 43% (m/m).

MepBoe gecsatTuyHoe passedeHne (D1) rotoBUTca n3 2 Yacten HaCTOMKN romeonaTuyeckon MmaTpuyHonm n 8
yacten cnupta 43% (m/m).

Btopoe gecatuyHoe passeageHue (D2) rotoButca ns 1 yactu nepsoro gecatnyHoro passegervs (D1) m 9
yacten cnupta 43% (M/m).

Mocnepyowme pa3segeHns roToBATCA aHanormyHo.

lMepBoe coTeHHoe pa3BeaeHue (C1) rotoBUTCs M3 2 YacTew HAaCTOMKM roMeonaTMyeckon mMaTpuyHon m 98
yacten cnupta 43% (m/m).

BTopoe coteHHoe pa3BeaeHue (C2) rotoButca u3 1 4yactu nepBoro coTeHHoro passegenusa (C1) m 99
yacten cnupta 43% (m/m).

Mocnepywowme pa3segeHns roToBATCA aHanormyHo.

Cnocob6 2. NpeaycmaTtprBaeT NoNyYeHWe roMeonaTUYecKon MaTpPUYHOM HACTOWMKM M3 cBexecobpaHHOro
pacTUTENBHOTO Cbipbs, cogepXallero meHee 70% coka, ¢ BnaxHocTblo 6onee 60%, He coaepxallero 3UpHbIX
macen, CMOS 1 Cru3u.

FomeonaTtunyeckue MaTpU4HbIe HacTOWMKN nony4yarTcA MeToaooM Mauepauun. PacTtutenbHoe Cbipbe
B3BELUMBAETCH, OMNpefensieTcsi ero BMaXHOCTb, 3aTeM Cbipbe TWaTenbHO u3menb4yaetcs. [lonyveHHas
n3Mernb4YeHHasi Macca B3BELLUMBAETCH U HEMEeOJIEHHO 3annBaeTCsl HE MeHee YeM MOSIOBUHHBLIM OT MaccChl B3ATOrO
pacTUTENBHOTO Cbipbs KonmMdecTBoM cnvpTta 86% (M/M), NnepeMeLllnBaeTcsl U OCTaBNsAeTCA B MIOTHO 3aKPbITOM
cocyae npu Temnepatype He Bbiwwe 20 °C.

Heobxogumoe konnuyectso cnupta 86% (M/M) B knnorpammax (E2) paccumTbiBaetcs no gpopmyne (2):

_ mxW

2= o0 2),

roe m - Mmacca nekapCtBeHHOro pactuTesNlbHOro CblpbA, Kr;
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W - BnaxHocTb cbipbsi, %.

OT paccumTaHHoro konu4yectea cnupta 86% (E2) BbluMTaeTca KOnM4ecTBO paHee NpubaBneHHOro cnupra,
M OCTaTOK CrupTa CMELUMBAETCS C NOoMny4yeHHon Maccon. Macca octaBnsieTcd He MeHee 4yem Ha 10 cyTok npwm
TemnepaTtype He Bbiwe 20 °C npyn nepnoan4eckom BCTpSAXuBaHUN. 3aTem Macca OTXKMMaeTcs N PUnbTpyeTcs.

Ecnun copgepxaHne cyxoro ocTaTka WAM  aKTUBHbIX KOMMOHEHTOB  MpEeBbIaeT  HOPMUPYeMyto
hapmakonenHon ctaTben BENUUMHY, NpoBoaAnTCA pasbaBrneHne HacCTOMKM CnOcoBoM, ykaszaHHbIM B criocobe 1.

CopepxaHue cnupTta B HacTovke AOMKHO cocTaBnsaTb okomno 43% (M/m).

YKnpokne passegeHus rotoBsaTCA B COOTBETCTBMU C TpeboOBaHUAMUN, OonpeaerneHHsIMu B cnocobe 1.

Cnocob 2a. NpegycmaTpmBaeT NonyyYeHne romeonaTmyeckon MaTpUYHOM HACTOMKM C MCMNOSb30BaHMEM B
KayecTBe aKcTpareHTa cnmpTa 62% (Mm/m).

Ecnn copepxaHue cyxoro octatka WM akTUBHbIX KOMMOHEHTOB MpEeBbILAET perrnameHTUpyemyto
dapmakonenHom ctaTbelt BENUUUHY, NpoBoauTcs pa3baBrieHne HacTOWkM B COOTBETCTBUM C TpeboBaHusiMu,
onpeaeneHHbIMK B cnocobe 1, ucnonesys cnupt 30% (M/m).

CopgeprkaHve cnupTa B HacCToWKe AOMKHO cocTaBnsTb okono 30% (m/m).

MepBoe gecsatTuyHoe passedeHne (D1) rotoBuTca n3 2 Yacten HaCTOMKN roMeonaTnyeckon MmaTpuyHon n 8
yacten cnupta atunosoro 30% (m/m).

Btopoe gecatuyHoe passeaeHue (D2) rotoBuTca n3 1 4yactu nepeoro gecatnyHoro passegerus (D1) u 9
yacten cnupta 15% (M/m).

Mocnepywolwme pa3BegeHns roOTOBSTCA aHANOMMYHO.

lMepBoe coTeHHoe pa3BeneHune (C1) rotoBUTCS 13 2 YacTer HaCTOMKN roMmeonaTtuyeckon maTpuyHon u 98
yacten cnupta 30% (m/m).

BTopoe coteHHoe pa3BeaeHue (C2) rotoButca u3 1 yactu nepBoro coTeHHoro passegenusa (C1) m 99
yacten cnupta 15% (m/m).

Mocnepyowme passegeHns roToBATCA aHanormyHo.

Crnoco6 3. TlpegycmaTpvBaeT MOMy4YeHWe TroMeonaTtudeckon MaTpuU4HOW HACTOWKUM W3  CBEXEro
pacTUTENBHOIO ChiPbS C BNaXXHOCTbIO MeHee 60% mnnu cogepallero apvpHbie macra, CMOSbl U CrM3n, a Takke
N3 CBEXNX rpMOOB.

HacTtoikn romeonatuyeckMe MaTpuyHble MOMyyalTCcs MEeToAOM Mauepaumn. PacTutenbHoe cbipbe
B3BELUMBAETCH, OMNPEOENAETCs €ro BMaXHOCTb, 3aTeM TwaTeNbHO W3Mernb4yaeTcsl, W Mofy4YeHHas macca
HeMe/reHHO 3anMBaeTCcsa He MEHEE YEM MOJSIOBMHHBIM OT MacChl PacTUTENBHOTO ChIpbsS KONIMYECTBOM cnupTta
86% (m/m), nepemelLMBaETCA 1 OCTaBNSETCH B MIOTHO 3aKpbITOM cocyae npu Temnepatype He Bobiwe 20 °C.

Heobxogumoe konnuectso cnupta 86% B knnorpammax (E3) paccumtbiBaetcs no gpopmyne (3):

2xm=W
F. ="
: 100 3),

roe m - Macca nekapCcTBEHHOro pacTUTENbHOMO ChIpbsl, KT;

W - BnaxHocTb cbipbsi, %.

OT paccumTaHHoro konu4yectea cnupta 86% (E3) BbluMTaeTCa KONMYeCTBO paHee NpubaBneHHOro cnupra,
M OCTaTOK CrupTa CMELUMBAETCS C NOMy4yeHHon Maccon. Macca octaBnsieTcd He MeHee 4yem Ha 10 cyTok npwm
TemnepaTtype He Bbiwe 20 °C npy nepMogn4eckom BCTPSAXMBAHWUW, 3aTEM OTXKUMAETCH U unbTpyeTcs.

Ecnn copgepxaHve cyxoro octaTtka WM aKTMBHBIX KOMIMOHEHTOB MPEBLIWAET pernameHTupyemyto
hapmakonenHon ctaTben BenuuuMHy, NpoBoauTcs pasbaBneHMe HaCTOMKM B COOTBETCTBUMM C TpeboBaHuaMM,
onpepaerneHHsIMuU B crnocobe 1, ucnonbaysa cnmpt 62% (m/m).

CopgeprkaHue cnupTta B HAaCTOWKe AOMKHO COCTaBnsATb okono 60% (m/m).

MepBoe gecsatTuyHoe passedeHne (D1) rotoButca na 3 Yacten HaCTOMKN roMeonaTuyeckon MmaTpudHon n 7
yacten cnupta 62% (m/m).

Btopoe gecatuyHoe passegeHue (D2) rotoButca n3 1 yactu nepsoro gecatnyHoro passegervs (D1) m 9
yacten cnupta 62% (M/m).

Mocnepytowne passefeHUs rOTOBATCA aHanorMyHo, MCMomnb3ys Ans NofnydYeHusl TpeTbero AeCATUYHOro
pasBegeHus cnupT 62% (M/Mm), a ¢ YETBEPTOro AECATUYHOrO pasBeneHus - cnupT 43% (m/m).

MepBoe coTeHHoe pa3BeneHune (C1) rotoButcs n3 3 Yacter HaCTOMKN roMmeonaTuyeckon maTpudHon u 97
yacten cnupta 62% (m/m).

BTopoe coteHHoe pa3BeaeHue (C2) rotoButca u3 1 4yactu nepBoro cCoTeHHoro passegenusa (C1) m 99
yacten cnupta 43% (M/m).

Mocnepyouwme passeneHns roTOBATCA aHanornyHo.
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Cnocob6 3a. 'omeonaTnyeckMe maTpuyHble HACTOWMKM MOMy4atoTcsl Mo cnocody 3 npv UCMONb3oBaHMN B
KayecTBe aKkcTpareHTa cnupta 73% (M/m).

Ecnu copgepxaHne cyxoro octaTka WM akTMBHBIX KOMMOHEHTOB MpPEBbIWAET perfnameHTUupyemyto
hapmakonenHon ctaTben BENUYUMHY, NpoBoAuTCA pas3baBneHMe HaCTOMKM B COOTBETCTBMM C TpeboBaHUAMMW,
onpeaerneHHbIMu B crniocobe 1, ¢ ucnonssosaHnem cnmpta 43% (M/m).

CopepxaHue cnupTta B HacTovke AOMKHO cocTaBnsaTb okomno 43% (M/m).

MepBoe gecatnyHoe passenerue (D1) rotoBuTCA M3 3 YacTen HACTOMKN FOMeoNaTUYEeCKon MaTpuyHon n 7
yacten cnupta 43% (m/m).

BTopoe gecatnyHoe passeneHue (D2) rotoButcsa us 1 yactu nepBoro gecatuyHoro passegenunsa (D1) v 9
yacten cnupta 30% (m/m).

TpeTbe gecatuyHoe passeaeHue (D3) rotoButcsa us 1 yactu BTOporo gecatudHoro passegeHus (D2) n 9
yacten cnupta 15% (M/m).

Mocnepywolwme pa3BegeHns roOTOBSTCA aHANOMMYHO.

lMepBoe coTeHHoe pa3BeneHune (C1) rotoButcs n3 3 Yactern HaCTOMKN roMeonaTtuyeckon maTpuyHon u 97
yacten cnupta 43% (m/m).

BTopoe coteHHoe pa3BeaeHue (C2) rotoButca u3 1 4yactu nepBoro coTeHHoro passegenunsa (C1) m 99
yacten cnupta 30% (m/m). TpeTbe coTteHHoe pasBegeHue (C3) rotoButca M3 1 4acTu BTOPOrO COTEHHOMO
passeneHus (C2) n 99 yacten cnupta 15% (M/m).

Mocnepywolwme pa3BegeHns roOTOBSTCA aHANOMMYHO.

Cnocob6 36. NomeonaTuyeckMe MaTpudHbie HACTOMKM MONy4arTCs Mo cnocoby 3 npu MCMONb3oBaHUU B
KauyecTBe akcTpareHTa cnmpTa 43% (M/m).

Ecnu copgepxaHne cyxoro octartka M akTMBHbIX KOMMOHEHTOB BELLECTB NpeBbIllaeT perfnameHTUpyemyto
dapmakonenHom ctaTbelt BENUUUHY, NpoBoauTcs pa3baBrieHne HacTOWKU B COOTBETCTBUM C TpeboBaHUsiMU,
onpeaeneHHbIMK B cnocobe 1, ¢ ucnone3sosaHmem cnupta 30% (m/m).

CopgeprkaHve cnupTta B HacToWke AOMKHO cocTaBnsaTb okono 30% (m/m).

MepBoe gecsatTuyHoe passedeHne (D1) rotoBntca ns 3 Yacten HaCTOMKN roMeonaTuyeckon MmaTpudHon n 7
yacten cnupta 30% (m/m).

Btopoe gecatuyHoe passegeHue (D2) rotoButca n3 1 4yactu nepeoro gecsatnyHoro passegerHus (D1) u 9
yacten cnupta 15% (M/m).

Mocnepywolwme pa3BegeHns roOTOBSTCA aHaNOMMYHO.

lMepBoe coTeHHoe pa3BeneHune (C1) rotoButcs n3 3 Yactern HaCTOMKN roMeonaTtuyeckon maTpuyHon u 97
yacten cnupta 30% (m/m).

BTopoe coteHHoe pa3BeaeHue (C2) rotoButca u3 1 4yactu nepBoro coTeHHoro passegenunsa (C1) m 99
yacten cnupta 15% (m/m).

Mocnepyowme pa3segeHns roToBATCA aHanormyHo.

Cnocob 4. lomeonaTuyeckne MaTpuyHble HACTOWKWM MOJTyYalT U3 BbICYLUEHHOTO ChipbS pPacTUTENbHOro
NMPOUCXOXAEHNSI U TPUOOB, CBEXETO ChIPbS XMBOTHOMO MPOUCXOXAEHUS.

omeonaTuyeckne MaTpU4Hble HACTOMKM Mofy4varTcs MeToAOM Mauepauum u3 OfHOW 4YacTu  Cbipbs
pacTUTENBHOIO MMM XMBOTHOTO npoucxoxdeHuss M 10 4yacTell 3TaHona B KOHLEHTpauuu, yKasaHHOW B
dapmakonenHom craTbe.

KonunyectBo cnupTa, M3pacxogoBaHHOE Ha NpeaBapuUTEnbHY0 0OpaboTKy CBEXEro CblpbA >KUBOTHOMO
NPONCXOXAEHUS (YMEPLLBIIEHNE HACEKOMbIX, U3MENbYEHNE 1 T.4.) BblUNTaAETCa U3 obLLero KonmvyecTtBa cnvpTta,
HeobX0AMMOro Ans NoNny4YeHUss HaCTOMKMN.

Cblpbe, n3MenbYeHHoe [0 HeobGXO0OMMOW BENUYMHLI, CMEelUMBaeTCsl CO CAMPTOM M OCTaBnsieTcs B
3aKpbITOM cocyfe Npu exxegHeBHOM B30anTbiBaHWMM Npu TemnepaTtype He Bbiwe 20 °C B TeyeHMe He MeHee 8
CYTOK, €CNM WHOE He ykas3aHo B dhapMakornemHon cratbe. [locrne aToro u3BreYeHue CrvMBaeTCs, Cbipbe
OTXKMMAETCH (Cblpbe PaCcTUTENBHOIO NPOUCXOXAEHUSA U rpUbbI - NO4 MPECCoM), oTKaTas XUAKOCTb 00beaMHAETCA
C M3BrneyeHmem n unbTpyeTcs.

Ecnu copgepxaHne cyxoro octaTka WM akTMBHBIX KOMMOHEHTOB MpEBbIWAET perfnameHTUpyemyto
hapmakonenHon ctaTben BENUUMHY, NpoBoAUTCA pas3baBneHne HaCTOMKM B COOTBETCTBMM C TpeboBaHUAMMW,
onpegeneHHeiMu B crnocobe 1, McCnomnb3yst CNUPT B MpeanucaHHOW KOHLEHTpauMu WnM ucnonb3yemMon ans
Nnony4YeHnst HAaCTONKN.

HacTolka romeonaTnyeckas maTpyyHas [OJPKHa COOTBETCTBOBATb MEPBOMY OECATUMHOMY pa3BeAeHUIo
D1.

BTopoe pecatnyHoe passegeHune (D2) rotoBntca n3 1 yacTu HACTOMKM MaTpudHor romeonaTtudeckon (D1)
1 9 yacTel aTaHoMNa B KOHLLEHTPALMKW, UCMONb3yeMOW ANs NOoNyYeHUst HAaCTONKN.
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TpeTbe gecatudHoe passeaeHue (D3) rotoButcsa ns 1 yactu BToporo gecatudHoro passefeHus (D2) n 9
YyacTen aTaHona B KOHLEHTpaLMK, UCNONb3yeMO AN NOMYyYEeHUs1 HACTOMKN.

HaunHasa ¢ yeTBepToro gecatuyHoro passegeHus (D4) ucnonb3yetcs cnupT 43% (M/M), ecnv uHoe He
yka3aHO B (apMakonenHowW cTaTbe, W pasBedeHne rOTOBUTCS aHanorMyHo npeapigylium  OeCATUYHBIM
pa3BefeHusaM.

MepBoe coTeHHoe pa3seneHue (C1) rotoButca u3 10 YacTen HaCTOMKM MaTpuyHOM romeonaTtudeckon (D1)
1 90 yacTen aTaHona B KOHLEHTpaLUun, UCMONb3yeMOol AN NOMyYeHUs HaCTONKU.

BTopoe coTteHHoe pa3BegeHue (C2) rotoButca 13 1 yactu nepeoro coTeHHoro pas3segeHus (C1) m 99
yacten cnupta 43% (M/M), ecnv MHOe He yKa3aHo B (hapmMaKonenHon cTaTbe.

Mocnepywlwme pa3segeHns rOTOBATCA aHaNOMMYHO.

Cnocob 4a. NlomeonaTtuyeckne MaTpuyHble HAaCTOMKN NOSYyYaloTCA U3 BbICYLLIEHHOMO Chipbsl PacTUTENbHOro
UINW XXUBOTHOIO NPOUCXOXAEHUS METOA0OM NEPKONSALMM.

OpHa 4YacTb BbICYLIEHHOIO WM3MENbYEHHOTO CbIpbA PACTUTENBLHOrO WM XKMBOTHOTO MPOUCXOXOEHMS
3anuBaeTcd 5 yacTaAMM cnvpTa B KOHLUEHTpauuu, ykasaHHOMW B dhapMakonemHon cTaTbe, M HacTamBaeTcs B
TeyeHue 2 CyToK Npu yactom B3banTbiBaHUW. [10ArOTOBMEHHOE Chbipbe MIIOTHO YKNadblBA€TCS B MEPKOMSTOp.
3arem, Npu OTKPbITOM CMYCKHOM KpaHe, [o0aBNsaeTCca Takoe KONMMYeCcTBO CNupTa TOM Xe KOHLEHTpauuu, YToObl
€ro crnow Hag NOBEPXHOCTLIO Cbipbs cOCTaBnsAn 1 - 3 cM (BbITEKaloLlasi U3 KpaHa XUOKOCTb HanMBaeTca obpaTHo
B nepkondatop). Nocne 3Toro nepkondat ¢ onpeaerieHHOW CKOPOCTbIO BbIMYCKAeTCs U3 KpaHa, HenpepbiBHO
JonvBas B NEPKONATOP TaKoe KONMMYEeCTBO CnmpTa, YTobbl Ha 1 YacTb cbipbsi Nnpuxogunocb 10 Yacten cnupta, U
Hag cbipbeM Obinl ero NocTosiHHbIM crow. [pouecc nepkonsdAuMn npoporkaetcs Ao nonydeHuss 10 yacTten
N3BIIEYEHNs, KOTOPOe OTCTaMBaeTCs B TevyeHue 8 cyTok, punbTpyetcs, unbTpaT B3BELUIMBAETCA M B HEM
onpegenseTcsa cogep)kxaHne Cyxoro octaTka Uin akTUBHbLIX KOMMOHEHTOB.

Heobxoaumo cobnogate cneaytoLLyo CKOPOCTb BbITEKAHUSA W3BMEYEHUs U3 Nepkonsitopa npu 3arpyske
cblpbs: go 1 kr - 10 - 15 kanenb/muH; o 2 kr - 20 - 25 kanenb/MuH; oo 3 kr - 30 - 35 kanenb/mMuH; go 10 kr - 40 -
70 kanenb/MuUH.

Ecnu copgepxaHne cyxoro octaTka WM aKTUMBHBIX KOMMOHEHTOB MpPEBLIWAET  pernameHTUpyemyto
hapmakonernHon ctaTbe BENUYUMHY, NpoBoAuTCA pas3baBreHMe HaCTOMKM B COOTBETCTBMM C TpeboBaHUAMMW,
onpegeneHHbiMn B cnocobe 1, MCnomnb3yss CNUpPT B MpeanucaHHOW KOHUEHTpauuu wunyv Mcnonb3yemMon ans
Nony4YeHnst HACTONKN.

lomeonaTtuyeckas MaTpuMyHas HacTorka [OfKHa COOTBETCTBOBaTb MEpPBOMY OECATUHHOMY pasBedeHuIo
D1.

YKnokne passegeHns n3rotaBnmBaloTcs B COOTBETCTBUU € TpeboBaHUAMU, onpeaerneHHbIMu B cnocobe 1.

Cnocobbl 5.1 - 5.5. [omeonaTnyeckne wmaTpuyHble (EpPMEHTUPOBAHHbIE HACTOMKM MNOMy4YalT U3
CBeXeCobpaHHOro Cbipbst PACTUTENBLHOIO MPOUCXOXKOEHUS.

Cwmewmsatotcs 100 r M3MeENbYEHHOrO CBEXeCOOPaHHOro pacTUTENbHOMO Chipbs C  OnpeaeneHHbIMU
KonuuecTBamu BOAbl, Mea 1 NakTo3bl B CeayrLmX COOTHOLLEHNSAX:

N crnocoba Meg (B rpammax) Jlakto3a (B rpammax) Bogaa (B rpammax)
5.1 0,75 0,75 50
5.2 0,75 0,75 75
5.3 0,75 0,75 125
5.4 0,75 0,75 200
5.5 0,75 0,75 275

N3mepsieTca BenununHa pH cmecu u cmech (MauepaTt) OCTaBnsieTcsa ANns HacTavMBaHus Mnpu Temnepartype
(37 £ 0,5) °C B TeueHue 3,5 cyTok. ExxeJHEBHO YyTPOM 1 BEYepOM onpeaenseTcs BennumHa pH cmecu, U cmech
oxnaxpgaeTcs B CMecu BOAbl CO NbAom (TemnepaTypa He Bbiwe 4 °C) kaxabli pa3 B TeyeHne 2 4acos.
HenocpeactBeHHO [0 M nocne oxnaxaeHuWs cMmecb nepemelwuvBaeTcd. Bce ocranbHoe Bpemsi cmecbh
BbIAEPXMBAETCS B MNOTHO 3aKPbITLIX cocyaax npu Temnepatype (37 £ 0,5) °C. Kak Tonbko BenuumnHa pH HauHeT
CHWXaTbCS, CMECb OCTaBMSETCA NPU KOMHATHOM TemnepaType, NPOAoKas eXxeaHeBHO, YTPOM 1 Be4YepoMm Mo 2
Yaca oxnaxgaTb ee B CMecu BOAbl CO NbAOM, ONpeaenaTb BenuunHy pH, TwaTtensHo nepemelunsaTb 40 U Nochne
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oxnaxnaeHus. Mo ncrteyeHnn 3,5 cyTok, BO BpeMsi OMepeIHOro OXnaxaeHus, pacTutenbHoOe Chlpbe OTXUMaeTCH,
NCMNOMb3ys CTEPUNBHYIO TKaHb (CypoBOe MOMOTHO M Ap.). OTKartoe pacTUTENbHOE Chipbe BbLICYLUMBAETCS Ha
Bo3ayxe. [lanee cbipbe TWaTeNbHO NnepemMelumBaeTcd, 3 - 5 1 cblpbd nomewaetca B hapdopoBbii TUrenb n
CKuraeTcst Npu TemnepaTtype TeMHo-kpacHoro kanexusi (okorio 700 °C) go nonyyeHuss 3onbl. B TeyeHwne
nocriegyowmx 3,5 CyTOK XMOKOE W3BMNEYEHUE BbIEPXKMBAETCA MPUM KOMHATHOW TemnepaType, npogosnkas
€Xe[HeBHO YTPOM 1 BeyepoM onpefensaTtb BenuumHy pH, no 2 yaca oxnaxaatb B CMeCUM BOAbl CO NbAOM,
TWaTenbHO nepemMeLlunBaTh A0 1 Nocne oxnaxaeHus. Mo ucreyeHnn 3,5 CyTok n3BneveHme uUNbTPyeTca yepes
CTEPWUIbHYIO TkaHb, onpegensietcd pH un obbem dunbTpata (punbTpaT AomkeH ObiTb MyTHbIM). 3aTem
nony4eHHbIN UNbTPaT CMeLLMBaeTCH ¢ 3o5ioM (M3 pacyeTta 5 mr 3omnbl Ha 100 1 punbTpaTa), CMechb NomeLlaeTcst
B npoxnagHoe, 3alulieHHOe OT CBeTa MeCTO W HacTaumBaeTcs He MeHee 6 mecsues; obpasylrolmncs npu
HacTanBaHMM OCafOoK HE NCMONb3YeTCS.

Cnocobbl 6.1 - 6.3. [omeonaTnyeckne wmaTpuuHble (EPMEHTUPOBAHHbLIE HACTOMKM MNOMy4alT U3
CBEXeCOOpPaHHOro MNM BbICYLLIEHHOTO NNEKAPCTBEHHOIO PacTUTENBHOIO ChIPbS.

Henat 100 yacten namenbYeHHOro cBexxecobpaHHoro (cnocobbl 6.1 1 6.3) UM BbiCyLLEeHHOro (cnocob 6.2)
NeKkapCTBEHHOIO pPacTUTENbHOrO ChipbA U ONpeAerieHHble KonnyecTBa BOAbI, Meda W, eCrnv ykasaHo, NakTo3bl
MoHorngparta Ha 7 4YacTen.

N cnocoba Bopa (B yactsax) Meg (B yacTtsx) JlakTo3a moHorngpar (B
YyacTax)
6.1 500 0,75
6.2 500 0,75
6.3 200 1,5 1,5

[MepBoe NpuroToBneHWe M3roTaBnNMBaeTCs YTPOM M3 OLHOW YaCTU U3MENbYEHHOro NeKkapCTBEHHOro
pacTUTENbLHOrO Chipbs, BOAbI, Mefa, U nakTo3bl MoHoruapaTa (cnocob 6.3) u HacTamMBaeTcd nNpu Temnepatype
(37 T 0,5) °C. Beuepom cmecb oxnaxgaeTcsl B BOAEe CO MNbAOM B TeyeHMe 2 4yacoB Mpu TLaTenbHOM
nepemMeLlLMBaHUM 4O M MNocne oxnaxaeHus. locne aToro cMecb BHOBb MOMELLAETCA ANs HacTavMBaHus Mpu
Temnepatype (37 = 0,5) °C. Yepes 24 yaca (yTpom) nepBasi 4acCTb CbIpbs OTAEMAETCS, ODKMMAETCA, MCMOSNb3ys
CTEPUIbHYIO TKaHb.

MMonyyeHHOEe M3BMNEeYeHVWEe CMELLUMBAETCA CO BTOPbLIMW YacTsIMUM PaCTUTENBbHOTO Cbipbd, BOAbI, Meaa,
nakTo3bl MoHornapaTta. Cmeck HacTausaeTcs npu Temnepatype (37 L 0,5) °C. Beuepom cmech oxnaxgaeTcs B
BOAE CO NbAOM B Te€YEHMEe 2 YacoB NpuU NepemMeLLMBaHNN HEMOCPEACTBEHHO 0 1 Nocne oxnaxaeHus. Yepes 24
Yyaca (yTpOM) pacTuTeNbHOE Cbipbe OTXKUMAETCS Yepes CTEPUIbHYIO TKaHb.

Hanee aHanornyHbiM obpasom obpabaTbiBaloT ocTaBLUMECH 5 YacTel pacTUTENbHOTO Chipbsi, BOAbI, MeAa,
NakKTo3bl MOHOMMApPaTa B TEYEHME NOCNeayoLWmMX 5 CyToK.

M3BneyeHune, nonyyeHHoe nocne obpaboTkn CedbMOW 4YacTu pPacTUTENbHOIO Cbipbsl, OCTaBMseTCs AnA
oTcTamBaHus (He MeHee 2 - 3 YyacoB), nocre 4Yero unbTpyeTcs Yepes CTepunbHyo TkaHb. OnpeaensieTcst 06bem
nony4YeHHoro cunbTpaTa (punbTpaT JomKeH ObiTb MyTHBIM). OTXXaToe pacTUTeNbHOE Chipbe BbICYLLUMBaETCA Ha
Bo3gyxe. [lanee coipbe TWATENbLHO NepemelumBaeTcs, 3 - 5 yacTen cbipbs NoMeLllaeTcs B hapdopoBbIi TUrerb
N CKUraeTcs nNpu TemnepaType TEMHO-KPACHOMo KaneHus 00 MnofydYeHus 30Mbl. 3aTeM MOofyveHHbIn unbTpat
cMelumBaeTcs ¢ 3050 (M3 pacdeta 5 wmr 3onbl Ha 100 r dwunbTpata), cMecb NOMeLLAeTcss B MpOXIiagHoe,
3allyMLEeHHoe OT cBeTa MEeCTO U HacTauBaeTCcs He MeHee 6 MecsueB; 0bpasyroWniAcs NpyM HacTaMBaHMU OCadoK
He ucnonb3yeTcs.

Cnocobbl 7.1 - 7.5. [omeonaTnyeckue maTpudHble (EPMEHTUPOBAHHbLIE HACTOMKM MNOMy4YalT U3
CBexecobpaHHOro pacTUTENBHOIO ChIpbS.

Cwmewmsatotcs 100 r M3MeENbYEHHOrO CBEXeCOOPaHHOro pPacTUTENbHOMO Cbipbs C  OnpeaefieHHbIMU
KonnyecTBamu BOAbI 1 MOMOYHOW CbIBOPOTKU B CrieAyoLLMX COOTHOLLEHMNSAX:

N meToga Mono4Has cbiBOpoTKa (B rpaMmmax) Bopa (B rpammax)
71 50 He npubasnsioT
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7.2 50 25
7.3 50 75
7.4 15 110
7.5 50 225

N3mepsieTca BenuumHa pH cmecn n ganee nsrotaBnnMBaeTCs HAaCTOMKa B COOTBETCTBUM C TpeboBaHMSMM,
onpefeneHHeiMn cnocobamm 5.1 - 5.5.

Cnoco6 8. NomeonaTtuyeckne MaTpuyHble hEepPMEHTUPOBAHHBbIE HACTOMKU MONyYalT U3  BbICYLUEHHOIO
pacTUTENBHOIO ChIpbS.

Oenutca 100 yacten M3MENbYEHHOro BbICYLLEHHOrO pactuTenbHoro cbipbsi, 300 yacten Bogbl M 200
YacTe MOJIOMHOM CbIBOPOTKM Ha 7 4acTenh, M [anee Wu3rotaBnMBaeTCd HacToWka B COOTBETCTBMM C
TpeboBaHusiMK, onpeaeneHHsIMn cnocobamm 6.1 - 6.2.

PasBegeHusa (MOTeHUUM) M3 HACTOEK MaTpU4HbIX (PEPMEHTUPOBAaHHLIX FOTOBATCA NO Macce Ha Boae
OYMLLEHHOW CBEXEMNPUIrOTOBIIEHHON MPU BCTPAXUBAHUN (MOTEHLMPOBAHUN).

MepBoe pecatnyHoe (D1) unmM nepBoe coTeHHoe pasBegeHne (C1) rotoButcs mM3 1 vactu
depMeHTUPOBaHHOW HAcToOVkM 1 9 unn 99 YacTten Bogbl.

BTopoe pecatnyHoe (D2) wunm BTOpoe coTteHHoe (C2) pasBepeHue rotoBATca M3 1 4yactu nepsBoro
aecatuyHoro (D1) nnu nepsoro coteHHoro (C1) passeaeHus n 9 nnu 99 yactein Boapl.

Mocnepyowmne passefeHUs rOTOBATCA M3 OLHOW 4acTu npeabiayliero AeCATUYHOrO UMW COTEHHOrO
passeneHus u 9 nnmn 99 yacrten Bogbl.

Cnoco6 9a. [lomeonaTnyeckne MaTpuyHbIe HACTOMKN Ha MMULEPUHE MOMyYalT U3 yOUTbIX >KUBOTHbLIX WK
CBeXe3abUuTbiX TEMMOKPOBHbLIX XXMBOTHbLIX UMM UX YacTen u rmuuepuHa.

[ns nony4veHuns nepsoro gecatnyHoro (D1) passegeHus nnu nepsoro coteHHoro (C1) passegeHnsa 1 4acTtb
MENKO M3MeNbYEeHHOr0 UCXOAHOro Chbipbs cMmelwmBaeTcs ¢ 9 vactamu (ang D1) wnn 99 vactamm (ana C1,
cooTBeTcTBYytowemy D2) rnuuepvHa 85% w  BcTpsixuBaeTca. [lepen  m3MenbyeHMeEM [onycKaeTcs B
060oCHOBaHHbIX criyyasix npubasnenve 1 yactm rmvuepuvHa 85% k 1 yacTu umcxogHoro cbeipbs. B cnydae
HeobX04MMOCTUN 0CaoK OTUNBTPOBLIBAETCS.

HacTonka romeonaTtnyeckas maTpyMyHas Ha rmmuepvHe JOSPKHa COOTBETCTBOBaTb MEPBOMY AECATUMHOMY
passegeHuio (D1).

BTopoe pecatnyHoe passeneHue (D2) rotoButca n3 1 yactm MaTpUYHOM HAaCTOMKM U 9 yacTen rnuuepuHa
85% wnu cnmpTa atunosoro 15% (no macce).

TpeTbe gecatnyHoe passegeHue (D3) rotoBuTca U3 1 YacTn BTOPOro A4eCATUYHOIO UK NEPBOro COTEHHOTO
passegeHus (C1, cootBeTcTBYeT D2) n 9 yacten cnupta atunosoro 15% (no macce).

Mocnepywowme pa3segeHns roTOBATCA aHaNOMMYHo.

BTopoe coteHHoe (C2) passegeHue rotoButcs M3 1 4yacTM nepBOro COTEHHoro passegeHua (C1,
cootBetcTByeT D2) n 99 uacten cnupta atunosoro 15% (no macce). Nocneaytolime passefeHUss rOTOBATCS
aHarnorm4Ho.

Ecnu BTopoe pecatnyHoe passegeHune (D2) rotoButca co cnvpTom atunosbiM 15% (no macce), aTo
OOMKHO ObITb yKa3aHO B MapKUpPOBKE.

Cnocob6 96. NlomeonaTuyeckne MaTpmyHble HACTOMKN Ha rMULEPUHE MONyYalT U3 YOUTLIX XUBOTHBIX WIU
CBeXe3abUuTbIX TEMMOKPOBHbIX XXMBOTHbLIX UM UX YacTen u rmuuepuHa.

Ans nony4yeHnss MaTpMYHOM HACTOMKKU 1 YacTb MENKO WU3MENbYEHHOr0 MCXOOHOr0 CbipbS CMELUMBAETCS C
2,1 yactamu rmvuepuHa 85% v BcTpsixmBaeTcs. B cnydyae HeobxogmMMocTu cmech unbTpyeTcs.

MepBoe pecatnyHoe paseaeHune (D1) rotoButca u3 3 4yacterm MaTpUYHOM HACTOMKM M 7 4acTen BoAbl
OYMLLIEHHOMN.

BTopoe pecatnyHoe passeneHue (D2) rotoButca 13 1 yacTn NnepBoro AecaTUYHOro passefeHus n 9 yacten
BOJbl OYULLIEHHON.

Mocnepywolme pa3BegeHns rOTOBSTCA aHANOMMYHO.

B cnydae npuroToBneHnss MHLEKLMOHHBLIX PacTBOPOB MCMONb3YeTCA BoAa AN WHBbEKUMA BMECTO BOAbI
OYNLLEHHON.

BogHble pa3BegeHus, NPUroToBrEHHbIE MO AaHHOMY cnocoby, AOMKHbI UMETb B MAapKUMPOBKE YKasdaHue
"BoaHOE".
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Hactoliku romeonaTudeckune MaTpuU4Hble MuUuuepuHoBble, NOoJNy4vYeHHble nNo OaHHOMY CI'IOCO6y,
NCMONb3YKOTCA AONA NPUroTOBJIIEHUA  XUOKUX pa3Be,D,eHI/|l7I ANs MHbEeKUWK, Kanenb rnasHblX, CMecen
romeonaTtn4eckumnx.

Cnoco6 10a. N'omeonatnyeckue MaTpuyHble HACTOMKW Ha FMUUEepuHEe MOoMyyaltT U3 XKMBOTHbLIX, YacTeun
XXMBOTHbIX UMW UX BbIAENEHUIA U MMULIEPUHA, COAEPKALLIErO HATPUS Xnopua,.

OpHa yacTb MerikKo U3MeNbYEHHOTO ChlPbS XMBOTHOIO MPOUCXOXKAEHUS cMmelumBaeTca ¢ 5 vactamu 1,5%
pacTBopa HaTpus xJfiopyaa B BOAE O4YMLLEHHOW, 3aTem npubaBnsetrca 95 uvacten rnuuepuHa. Cmecb
nepemMeLLMBaETCs 1 OCTaBNSAETCA AN HacTanBaHWs B 3alUMLLIEHHOM OT CBETa MeCTe Npu TemMnepaType He Bbllle
20 °C B TeyeHne He MeHee 7 CyTOK, HO He Gomnee 21 cyTOK Mpu NepuoanyveckoM nepemeluMBaHun. 3aTem
XWOKOCTb OEKaHTUPYETCSa 1 Npu HEOBX0AMMOCTH UnNbTpyeTca Yepe3 mapnto. PunbTpaT SBNSETCA HaCTOMKON
romMmeonaTuyeckon maTpuyHon. Hactoka romeonartudeckass MaTpUyHasi COOTBETCTBYET BTOPOMY AECATUYHOMY
passegeHunio (D2) nnn nepsomy coteHHoMy passegeruio (C1).

Mpu cTOsIHUM BO3MOXHO 0DOpa3oBaHMe ocagka, KOTOphI Nepes AanbHenwen nepepaboTkon Heobxooumo
cycneHaupoBaThb.

B kadecTBe pacTtBopuTena Ans NpUroToBneHus passefeHun mcnonbdyetca pacteop 0,2 4yactu Hatpus
rmgpokapboHaTta n 8,8 yactenm Hatpua xnopuga B 991 yactu BOAbl ouMLeHHOW. B cnyyae npurotoBneHus
WMHBEKLUMOHHBIX PacTBOPOB UCMOMb3yeTcs BoAa ANS UHBbEKLUMIN BMECTO BOAbI OYULLIEHHOMN.

TpeTbe pecatudHoe pasBegeHue (D3) rotoButca M3 1 yactm Hactoriku maTtpudHom (D2) n 9 wyactem
pactBopuTens. MNocnegyrowme pasBegeHns FOTOBATCA aHaNormyHo.

PasBegeHus, ncnonb3yemble AN NONyYEHWS MHBEKLMOHHBLIX PACTBOPOB, FOTOBATCS CrieayoLmMm oopa3om:
yeTBepToe AecaTnyHoe paspegeHue (D4) rotoButca ns 1 yactn tpetbero gecatmyHoro (D3) passemenus, 5,6
yacTu pacTeopuTens u 3,4 yactu BoAbl AN NHBEKLNNA.

Mocnepyowme passeaeHns roToBSATCS, UCMONb3Ys BbllLUeyKa3aHHbIA PacTBOPUTESb.

BTopoe coteHHoe pasBegeHue (C2) rotoButca u3 1 yactu Hactomkm maTtpuyHonm (C1) m 99 wvacten
pacTBOpUTENS.

Mocnepywlwme OeCATUYHBIE W COTEHHble pa3BedeHUs TOTOBATCS aHanoruM4yHoO, MCMOoNb3yst TOT ke
pacTBOpuUTENb.

Cnocob6 106. NomeonaTuyeckme MaTpuvHble HACTOWKM Ha rNUUEpUHE MONyyalT U3 XKMBOTHbIX, YacTen
YKMBOTHbIX NN UX BbIAENEHU U TMULIEPUHA, COAEPXKALLEro HaTpus xropua.

OpaHa YacTb MeNKO U3MENbYEHHOIO ChIPbsi XXMBOTHOIMO MPOUCXOXAEHMSA cMelwmBaeTcst ¢ 5 yactammn 4%
pacTBopa HaTpus Xfopuaa B BoAe OYMLEHHOW, 3aTeM Npubaensietca 95 uvacten rmuuepuHa. [danee HacTonka
N3roTaBnMBaeTCHA B COOTBETCTBMM C TpebOBaHMUsIMU, onpeneneHHbiMmn B cnocobe 10a.

HacTtorika romeonatmyeckasd MatpuyHas AOfKHA COOTBETCTBOBAaTb BTOPOMY AECATMYHOMY pa3BeAEeHMIO
(D2) unun nepsoMy coTeHHoMy pa3segeHuto (C1).

B kauecTBe pacTBopuTeENs ANsi NPUrOTOBIEHWUSI pa3BefeHuid ucnonbdyetca pacteop 0,2 yactn HaTpus
rmgpokapboHata n 8,8 yacten HaTpua xnopuga B 991 yacTm BoAbl ouuLLeHHOW. B cnydae npurotoBneHum
WHBEKUMWNOHHBIX PacTBOPOB MCMOSIb3YEeTCsl pacTBOP aHanorM4yHOro cocTaBa, MPUrOTOBMEHHbIM Ha BoAe Ans
VHBEKLNNA.

PasBegeHuns rotoBaTca B COOTBETCTBMM C TpeboBaHuaMmK, onpegeneHHbiMyu B cnocobe 10a, ncnonb3ys
BhlLLIEeyKa3aHHbIN pacTBOPUTENb.

Cnoco6 10B. 'oMeonaTuyeckne MaTpU4HblE HACTOMKW Ha FMNULEPUHE MNOMNy4aloT W3 KUBOTHbIX, YacTen
XXMBOTHbIX UMW X BblAENEHNIA U IMULEPUHA, COAEpPXKaLLEero HaTp1s XIopua.

OpHa yacTb Meriko U3MENIbYEHHOTO ChIPbs XXMBOTHOMO MPOMCXOXAEHUA cmewwmBaeTca ¢ 5 vactamm 8%
pacTBopa HaTpusa Xnopuaa B BoAe OYMLLEHHOW, 3aTeM Npubaensetca 95 vacten rmuuepuHa. [danee HacTowka
N3roTaBnMBaeTCsi B COOTBETCTBMU C TpeboBaHMAMM, onpeaeneHHbIM1 B cnocobe 10a.

HacTtolika romeonaTuyeckass MaTpuyHas OO/MKHA COOTBETCTBOBATb BTOPOMY OECSATUYHOMY pa3BedeHMio
(D2) unun nepeoMy coTeHHoMy pa3BefeHuto (C1).

B kadecTBe pacTBopuTENsa ANs NPUroTOBIEHWsI passBefeHun ucnomnbdyetca pacteop 0,2 yactm HaTpus
rmgpokapboHaTta n 8,8 yactenm Hatpusa xnopuga B 991 yacTu BOAbl O4vMLleHHOW. B cnyyae npurotoBneHus
WMHBEKLMOHHBIX PAacTBOPOB MCMOMNb3yeTCcsl BOAA ANst UHBEKLMIA BMECTO BOAbI OYMLLIEHHOMN.

Pa3BeneHus rotoBSTCA B COOTBETCTBUM C TpeboBaHusMM, onpegeneHHbiMu B cnocobe 10a, ucnonbays
BblLLIEeyKa3aHHbIA PacTBOPUTESb.

Cnocob 10r. MomeonaTuyeckne MaTpuUyHble HAacTOWMKM Ha TMULEpPUHe MOMy4yalT U3 COCTaBHbIX YacTen
KpoBwW nowuagu.
OT60p KpOBWM AMNA MONyYeHMsI COCTaBHbIX YacTEN MPOM3BOOAUTCS BETEPUHAPHBIM BPAYOM OT XKMBbIX
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nowapen. KpoBb XMBOTHOrO, momyyeHHas npu yboe cCKOTa, He [OfKHa MCMnomnb3oBaTbCA. Y KMBOTHOMO
oTbmpaeTca 200 mn KpoBY M Kaxkabln Mn KpoBu cmewmBaetcss ¢ 15 ME renapuHa Hatpusa n 0,625 mn 0,9%
pactBopa Hatpus xnopuga. lNocne oTaeneHus COOTBETCTBYHOLUMX COCTaBHbIX YacTerl KPOBW C MOMOLLbIO
LeHTpudyrn Ans pakuMoHMPOBaHNS K NOMYYEeHHOMY KNeToYHOMY ocagky npubasnsetcs kaxgbin pas 1,1 mn
0,9% pacTBopa HaTpusa xrnopuaa u 0CaoK pecycrneHanpyeTcs.

3aTtem 1 yacTb KNeTo4YHOro ocagka cMmewwmsaeTtcs ¢ 5 yactamu 1,5% pactBopa HaTpusa xnopuga B BoAe
ouuLLeHHown, 3aTem npubasnseTtcs 95 yacTel rmuueprHa. CMecb OCTaBnsAeTCA B 3alluLLEeHHOM OT cBeTa MecTe
npu Temnepatype He Bbiwe 20 °C B TeyeHne He MeHee 7 CyTOK, HO He bonee 21 cyTok. 3arem XMAKOCTb
AekaHTvpyeTcs W, npu HeobxoaumocTu, cuneTpyetca 4Yepes Mapn. PunbTpaT ABNSETCH  MaTPUYHON
HaCTOMKOWN.

HacTonka romeonaTnyeckas MaTpuyHas Ha rmyuepuHe AOoMmKHa COOTBETCTBOBATb BTOPOMY OECATUYHOMY
passegeHunio (D2) nnn nepsomy coteHHoMy passegeruto (C1).

Mpu cTOsIHUM BO3MOXHO 0DOpa3oBaHMe ocagka, KOTOphIN Nepes fanbHenwen nepepaboTkon Heobxooumo
CycrneHampoBaTb.

B kauecTBe pacTBopuTens Ans NpUroToBneHus pasBedeHun ucnonedyetca pacteop 0,2 yactu HaTpus
rmgpokapboHaTta n 8,8 yactenm Hatpusa xnopuga B 991 yactu BOAbl OuvMLLEHHOW. B crnyyae npurotoBneHumn
WHBEKLUMOHHBIX PacTBOPOB UCMOMb3yeTCs BoAa ANS UHBbEKLMIN BMECTO BOAbl OYULLIEHHOMN.

Tpetbe pecatnyHoe passegeHue (D3) rotoButca uM3 1 yactu HacTtomkm matpuyHon (D2) m 9 yacten
pacteopuTens. MNocnegyrowme passefeHus roTOBATCA aHanornyHo.

Btopoe coteHHoe (C2) pasBegeHue rotoButcst U3 1 4actu Hactorkm matpuyHon (C1) m 99 wvacten
pacteopuTens. lNMocneayowme passegeHns roToBATCA aHanorm4Ho.

HacTtonku romeonatuyeckne MaTtpuyHble U WX pas3BedeHUs, W3roTOBMEHHble B COOTBETCTBUM C
TpeboBaHnaMK, onpedeneHHblMu B cnocobax 9a, 10a, 106, 108, 10r, ncnonb3ylTCA AN NPUrOTOBREHUS
TPUTYpaLMRA, XNOKMX pa3BegeHu AN UHbEKUMI, Maseln, Cynmno3MTopueB, rMasHblX Kanenb, rpaHyn, a Takke
cMecer romeonaTuyeckmx.

OMPEOENNIEHVE COOEP>XXAHMA COKA B CBEXEM NNEKAPCTBEHHOM
PACTUTENBbHOM CbIPbE

Cnocob 1 (B cbipbe ¢ BnaxHocTbio 60% v 6onee).

B aByx npobax maccoi no 3 - 5 r naMenb4eHHOro pacTUTENBHOIO Chipbs (B3BELLEHHbIX C NMOrPELLIHOCTLIO 40
T 0,01 r) onpenensieTcs BNaxHOCTb. 3aTeM HeBOMbLLOE KONMYECTBO M3MENbYEHHOTO ChipbS OTXUMAaeTcs Noj
NpPeccoM, 1 NOMyYeHHbIN COK PUNbTPyeTCs Yepes OyMaXkHbI ckrnagdatbii unbTp A0 MOMyYeHUst Npo3padvyHoro
cdunbTpaTta. B gByx npobax no 5 £ 0,01 r onpeaenseTca coaepxaHue Cyxoro octaTka.

CogepxaHue coka B cbipbe B MpoLleHTax (X) Bbluncnsietcs no oopmyne (4):

_looxw
“T00-8 Y

roe W - BNaxHOCTb Cbipbsi, %;
B - coagepxaHune cyxoro octaTka B punbtpaTte, %.

Cnocob 2 (B Cbipbe C BNaXHOCTbIO MeHee 60%).

Onpegensercs BNaXHOCTb M3MENbYEHHOIO PACcTUTENBHOIO ChIpbs, Kak yka3daHo B cnocobe 1.

K251 £ 0,01 r usMenb4YeHHOro pacTUTENbHOrO Chipbsi NpubaBnseTcs paBHOe (MO Macce) KONMMYecTBO
BOObl OYULLIEHHOW, NepeMeLLMBaEeTCa W HacTauMBaeTCca B TeyeHue 24 4acoB, nocre 4yero unetpyeTcs Ao
nonyyYeHnss nNpospayHoro cunbTpata. 3atem B ABYX npobax no 5 r £ 0,01 r nonydyeHHoro cunbTpaTa
onpegenseTcs coaepxaHme Cyxoro ocrarka.

CopaepxaHue coka B cbipbe B npoueHTax (X) BblumcnsieTcd no dopmyne (5)

. 100=(W+B
x=1 2D )
100-B

roe W - BnaxHoCTb cblpbsl, %;
B - cogepxaHue cyxoro octatka B dounbTpate, %.
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Mpunoxexne N 14

K I'IpanmaM N3roToBIIEHUA N OTNYyCKa
NekapCTBEeHHbIX npenapaTtos And MmeguumHCKoro
npUuMeHeHNnA anTevYHbiMn opraHn3aunamMmu,
nHamsunayarnbHbIMU NpeanpnHnmMmaTenamMmu,
nMMerLwnmmn NIMUeH3no Ha (*)apMaLl,eBTI/I‘-IeCKyI'O
OEeATEeNIbHOCTb, YTBEPXXAEHHbIM NPUKa3oM

KOQOOULIMEHTbI
SAMELLEHWS (Exx) U OBPATHBIE KOSOOULIMEHTHI SAMELLEEHWIS (I / Exq)
HEKOTOPbIX NEKAPCTBEHHbIX CPELCTB

MuHKcTEpCTBa 30paBOOXPaHEHUS
Poccuickon ®egepauun
oT 26 okTabps 2015 1. N 751H

N n/n HavnmeHoBaHWe nekapCTBEHHOro cpeacTea KoadbdpuumneHt | OBpaTHbIn ko3 PULNEHT
3amMeLleHns 3ameLleHust
(Ex) (17 Ex)
1. AMONUMNUH 1,72 0,59
2. AHanbrvH 1,27 0,79
3. AHecTesuH 1,33 0,75
4. Anunak 1,48 0,68
5. AckopbuHoBas kucnota 1,73 0,58
6. BeHannneHMumnnnmMHa HaTpmueBasi Cofb 1,75 0,57
7. BopHas kucnota 1,60 0,625
8. BucmyTa HUTpaT OCHOBHOM 4,80 0,21
9. mioko3a 1,23 0,81
10. |Oepmaton 2,60 0,38
11. | WxTnon 1,10 0,91
12. Kanbuus rntokoHaTt 2,01 0,50
13. |Kamdopa 0,98 1,02
14. | Kcepodhopm 4,80 0,63
15. |NleBoMuULETUH 1,59 0,63
16. Macno kactopoBoe 1,00 1,00
17. |Hatpwus 6pomng 2,22 0,45
18. Hatpus rugpokapboHaT 2,12 0,47
KoHcynbTaHTINIOC
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19. |Hatpwua canuyunat 1,98 0,52

20. HoBokauH 1,40 0,71

21. |MNanaBepuHa rugpoxnopua 1,59 0,63

22. |MapaduH 1,00 1,00

23. |lpoTtapron 1,40 0,71

24. PesopumH 1,41 0,71

25. | Cepa ocaxgeHHas 1,41 0,71

26. |CtpentoMuumH 0,26 0,80

27. | TeodounnuH 1,23 0,81

28. | ®denuncanumyunar 1,40 0,72

29. |®eHobapbutan 1,40 0,71

30. |®ypasonuaoH 1,81 0,55

31. | UwHka okeup 4,00 0,25

32. |UwuHka cynbdat 2,00 0,50

33. | QydwmnnuH 1,25 0,80

KoadhdunumneHT 3ameLLeHnst NokasbiBaeT KONIMYECTBO NEKAPCTBEHHOIO CPEACTBA, KOTOPOE 3aHNMAET TaKOM
xe 0bbem, kak n 1,0 xupoBor ocHoBbl. ObpaTHbIN KO3 PULMEHT 3aMeLLEHNS MOKa3bIBAET KONMYECTBO XMPOBOWN
OCHOBbI, KOTOPOE 3aHMMaeT Takou xxe obbem, kak 1 1,0 nekapCTBEHHOro CpeacTBa.

MpunoxeHne N 15

Kk MpaBunam n3roToBneHus 1 oTnycka
neKapCTBEHHbIX NpenapaToB A MeAULMHCKOro
NPUMEHEHNS anTeYHbIMU OpraHM3aumsMu,
WHAMBMAYaNbHBIMU NPeAnPUHUMATENSMMU,
VUMELLMMM NNLIEH3MI0 Ha (hapMaLEBTUYECKYHO
OEATENbHOCTb, YTBEPXKAEHHLIM MPUKA3OM
MuHKcTEpCTBa 30paBOOXPAHEHMS

Poccuickon ®egepauun

oT 26 okTabps 2015 1. N 751H

TPEBOBAHNA K PEXXUMAM CTEPUNTN3ALIMN NEKAPCTBEHHbBLIX NMPEMAPATOB

Tabnunua N 1
PacTtBopbl AN MHBEKUMIA U UHAY3UiA
N n/n HanmeHoBaHue CoctaB Pexum Mpoporxute | [MpumedaHune
rniekapCTBEHHOrO cTepunusauum NbHOCTb
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npenapaTa (TemnepaTypa, XpaHeHus
Bpemsl) (cyTKkm)
1 2 3 4 5 6
1. PactBop atponuHa | ATponuHa cynbdata 0,5r, 1| 120 °C - 8 muH. 30 XpaHeHue B
cynbata 0,05%, r,10r,25r,50r, 3alMLEHHOM OT
0,1%, 1%, 2,5%, 5% PactBopa KucnoTol cBeTa MecTe
xnopuctosogopogHon 0,1 M
10 mn,
Boabl ona Hbekunn oo 1 n
2. Bopa ans nHbekuni 120 °C - 8 MUH. 30
3. Pacteop rnnuepuHa | MnuuepuHa (B nepecyete Ha | 120 °C - 8 MuH. 30
10% ©esBopgHbI) 100 T,
Hatpua xnopmnga 9,
Boabl onsa nHbekumn go 1 n
4, PacTtBop rnoko3sbl ntoko3bl (B nepecyete Ha | 120 °C - 8 MuH. 30
25% 6esBogHyto) 501, 100 r, 200
r,250r,
PacTtBopa kucnotbl
xnopuctosogopogHon 0,1 M
nopH 3,0-4,1,
Hatpusa xnopuga 0,26 r,
Boabl ona Hbekunn oo 1 n
5. PacTtBop rnokosbl ntoko3bl (B nepecyete Ha | 120 °C - 8 MuH. 60
5% c kanus ©6e3BogHyt0) 50 T,
xnopugom 0,5% wnu | Kanua xnopuga 5 runmn 10 T,
1% Boabl ona Hbekunn oo 1 n
6. PacTtBop rnokosbl mntoko3bl (B nepecyete Ha | 120 °C - 8 MuH. 90
10% conesow 6e3BoaHyto) 100,
Kanusa xnopuga 2,
Kanbuna xnopuaa (B
nepecyeTe Ha 6€3BOAHbIN)
04r,
Boabl onsa nHbekumnn go 1 n
7. PacTteop anbasona Oubasona5r,10r, 20T, 120 °C -8 muH. | 60 (0,5% u
0,5%, 1%, 2% PacTtBopa kucnothl 1% p-p)
xnopucrtosogopoaHoun 0,1 M 30 (2% p-p)
10 mn,
Boabl ana nHbekunn oo 1 n
8. PactBop aukanHa OukanHa 1r,2,5r, 3T, 120 °C - 8 MUH. 30
0,1%, 0,25%, 0,3% PactBopa KucnoTol
XITOPUCTOBOLOPOAHON
0,1 M 10 mn,
Boabl ona nHbekunn oo 1 n
9. PacTtBop ankaunHa Ovkaunna 10T, 20T, 120 °C - 8 MuH 90
1%, 2% Hatpusa Tnocynbdara 0,5,
Boabl ana nHbekunn oo 1 n
10. | PactBop anmegpona Oumeppona 10r, 20T, 120 °C - 8 MUH 30 XpaHeHue B
1%, 2% Boabl ona Hbekumn oo 1 n 3aWMLEHHOM OT
KoHcynbTaHTINIOC
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cBeTa mecTe
11. | XKuakocTtb MNeTpoBa Hatpwua xnopuga 15, 120 °C - 8 MuH 30
KpoBO3ameHsoLas Kanwns xnopuaga 0,2,
Kanbuua xnopuga 1,
Boabl ona nHbekunn oo 1 n
12. PacTtBop kanus Kanusa xnopmga 5r,10r,30 | 120 °C - 8 MuH 30
xnopuga 0,5%, 1%, r,50r 75r, 100,
3%, 5%, 7,5%, 10% | Boabl ans nibekuun Ao 1 n
13. PacTtBop kanus Kanuna xnopmnga 2,5r,5r,10| 120 °C - 8 MuH 30
xnopuga 0,25%, r,
0,5%, 1% c "MoKo3bl (B MepecyeTe Ha
TTOKO30M MK 6e3sogHyto) 50 1 mnu
HaTpUs XNopnaom HaTpus xnopuga 9,
Boabl ona nHbekunn oo 1 n
14. PacTtBop kanbuus Kanbuus rntokoHata 100 T, 120 °C - 8 MuH 7
rntokoHaTta 10% Boabl Ana Hbekunn oo 1 n
15. PactBop kanbumusi Kanbums xnopuaga 2,5r,5r, | 120 °C - 8 MmuH 30
xnopuga 0,25%, 10r,50r,100r,
0,5%, 1%, 5%, 10% | Bogbl Ana nHbekumn oo 1 n
16. PactBop
Kapanonnernyeckui
N 1a Hatpusa xnopuvga 4,5, 120 °C - 8 muH 6 mec.
Kanusa xnopuga 2,22,
MarHus xnopuga (8
nepecyeTe Ha 6€3BOAHbIN)
04r,
"ntoko3bl (B NnepecyeTe Ha
6e3BoaHyt0) 1,
MaHHuTa 18,
Boabl Ana nHbekunn oo 1 n
N 16 "Moko3bl (B nepecyeTe Ha 120 °C - 8 muH 2 cyT.
6e3BoaHyt0) 50 T,
MarHus cynedata 15,
Kanus xnopuaa 45,
Boagbl onsa nHbekunn go 1 n
17. PactBop
Kapanonnernyeckui
N 2a Kanus xnopuga 5,6 r 120 °C - 8 muH 60
Hatpusa xnopuga 5,0 r
"MoKo3bl (B NepecyeTe Ha
6e3BogHy0) 6,45
MaHHuTa 23,65 r
Boabl ona Hbekumn go 1 n
N 26 'MoKko3bl (B nepecyeTe Ha 120 °C - 8 MyH 2 cyT.
0e3BogHyto) 50 T,
Marnusa cynbata 15,
Kanua xnopuga 15,
Boabl ona nHbekunn oo 1 n
KoHcynbTaHTINIOC
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18. PacTtBop Hatpusa xnopvga 4,5, 120 °C - 8 MuH 12 mec.
Kapamonnern4yeckni Kanusa xnopuaga 1,125,
N3 MarHus xnopuga (8
nepecyeTe Ha 6€3BOAHbIN)
3,232,
Kanbumus rntokoHata 0,3 T,
"Moko3bl (B nepecyeTe Ha
6e3BogHyto) 1,
MaHHuta 19,
Boabl onsa nHbekumn go 1 n
19. PacTtBop Hatpusa rmgpokapbonata 1r,| 120 °C - 8 MuH 90
"KBapTtaconb" Hatpua auetata 2,6,
Hatpusa xnopuga 4,75,
Kannsa xnopuga 1,5,
Boabl onsa nHbekunn go 1 n
20. PactBop kucnotel | Kucnotel rntotammHoson 10 | 120 °C - 8 muH 30 XpaHeHue B
rnoTammHoBon 1% r, 3alMLLEHHOM OT
Boabl onsa nHbekumn go 1 n cBeTa MecTe
21. Pacteop KodpeunHa-6eHsoata Hatpusa | 120 °C - 8 muH 30
kodenHa-6eH3oaTa 100, 200,
HaTpusa 10%, 20% PactBopa HaTtpa egkoro 0,1
M, 4 mn,
Boabl onsa nHbekumnn go 1 n
22. PactBop marHus MarHus cynedata 20, 120 °C - 8 muH 2 cyT.
cynbata 2% Boabl Ana nHbekunn oo 1 n
23. PacTteop HaTpus Hatpusa 6eHsoarta 150 T, 120 °C - 8 MuH 30
6eHsoarta 15% Boabl ona Hbekunn oo 1 n
24. PacTteop HaTpus Hatpus 6pommnga 50, 100 | 120 °C - 8 MuH 30 XpaHeHue B
opomuaa 5%, 10%, r,200r, 3alluLeHHoOM oT
20% Boabl ansa nHbekunn oo 1 n cBeTa mecTe
25. PactBop HaTpusa HaTtpusa rugpokapboHaTa 120 °C - 8 MuH 30
rmgpokapboHata 3%, | (x.4. unn y.g.a) 30, 40T, 50
4%, 5%, 7% r, 70T,
Boabl ana nHbekunn oo 1 n
26. PactBop HaTpusa Hatpusa rmgpokap6oHaTta 30 | 120 °C - 8 MuH 30
rmgpokapboHaTa 3%, r,40r,50r, 70r,84r
4%, 5%, 7%, 8,4% | TpunoHa b 0,1 r (ana 3 - 5%
ctabununsmpoBaHHbii | p-pa)n 0,21 (gna 7 - 8,4%
p-pa)
Boabl ona nHbekunn oo 1 n
27. PacTtBop HaTpus Hartpusa xnopmga 4,51, 9, 120 °C - 8 MuH 90
xnopuga 0,45%, 58,5r,100r,
0,9%, 5,85%, 10% | Boabl ansa uHbekumn oo 1 n
28. PactBop HaTpus Hatpwua xnopuga 30 T, 120 °C - 8 MuH 2 cyT.
xnopuaa 3% Boabl ona nHbekunn go 1 n
29. PactBop HaTpusa Hatpusa uutpara (B 120 °C - 8 MuH 30
untpata 4%, 5% nepecyeTe Ha cyxoe
BewectBo) 40T, 50,
KoHcynbTaHTINIOC
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Boabl ona nHbekunn oo 1 n
30. PactBop HaTpus Hatpua 120 °C - 8 MuH 7 XpaHeHue B
napaammuHocanuuun | napaammHocanuumnara 30 r 3alUMLLIEHHOM OT
ata 3% Hatpusa cynbguta cBeTa MecTe
©e3BoagHoro 51
Boabl ona nHbekunn oo 1 n
31. PacTtBop HaTpus Hatpus canuumnata 30T, 120 °C - 8 MuH 30 XpaHeHue B
canvuunaTta 3%, 100 r 3allnLLEeHHOM OT
10% HaTtpua metabucynsguta 1 cBeTa MecTe
r
Boabl onsa nHbekumn go 1 n
32. PactBop HukotnHammpa 101,20, 25| 120 °C - 8 MmuH 30 XpaHeHue B
HukoTUHammaa 1%, r,50r, 3alunLLeHHOM oT
2%, 2,5%, 5% Boabl ona nHbekunn oo 1 n cBeTa MecTe
33. | PactBop HoBOKkamHa | HoBokamHa 2,5T, 5T, 10T, 120 °C - 8 MuH 30 XpaHeHue B
0,25%, 0,5%, 1%, 20T, 3allnLEeHHOM OT
2% Pacteopa kucnotbl cBeTa mecTte
xnopuctosogopogHon 0,1 M
po pH 3,8 -4,5,
Boabl onsa nHbekumnn go 1 n
34. | PactBop HoBokauHa | HoBokanHa 201,50, 100, | 120 °C - 8 MuH 90 XpaHeHue B
2%, 5%, 10% PacTtBopa kucnotbl 3alULLIEHHOM OT
xnopucrtosogopogHon 0,1 M cBeTa MecTe
4 mn, 6 mn, 8 mn,
Hatpwua tnocynbecata 0,5,
Boabl ana nHbekunn oo 1 n
35. | PacTtBop HOBOKaunHa HosokanHa 50 r PactBop He 1 XpaHeHue B
5% onsa Boabl ona nHbekunn oo 1 n CTEPUNN3YIOT. 3aWMLEHHOM OT
CMMHHOMO3roBOW HoBokavH B cBeTa mecTe
aHecTe3uu NnopoLLKe
CTepunuaytoT
ropsivumm
BO3yXOM Mpwu
120 °C B
TeyeHme 2 yacos.
[oTOBAT Ha
CTEepUnbHOMN
BoAE C
nocrnegyouien
MUKpodmbTpaLl
nen pacreopa
36. PactBop ManasepuHa rugpoxnopuaga | 120 °C - 8 MuH 30 XpaHeHue B
nanaBepuHa 20T, 3alMLEHHOM OT
rmgpoxnopuaa 2% | Bogbl ons nHbekuun oo 1 n cBeTa MecTe
37. PacTtBop PuHrepa - Hatpusa xnopuga 5,26 r, 120 °C - 8 MuH 30
auertara Hatpusa auetata (B
nepecyeTe Ha 6€3BOAHbIN)
41,
Kanbunsa xnopuga (B
nepecyete Ha 6e3BOAHbIN)
0,28,
KoHcynbTaHTINIOC
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Marnus xnopuga (B
nepecyeTte Ha 6e3BOAHbIN)
0,14,
Kanna xnopuaa 0,37 r,
Kucnotbl
XJSIOPMCTOBOAOPOAHOM
passegeHHon (8%) 0,2 mn,
Boabl ona nHbekunn oo 1 n
38. PacTtBop PuHrepa - Hatpusa xnopmaga 9, 120 °C - 8 MuH 30 (cpok | Mony4atoT nytem
Jlokka Kanusa xnopuga 0,2, XpaHeHus CMelUMBaHuA
Kanbuua xnopuga 0,2, KaXxgoro n3 | paBHbIX 06beMoB
HaTpwus rugpokap6onara 0,2 pacTBopoB) | ABYX OTAENbHO
r, NPUroTOBIEHHbIX
MoKko3bl (B nepecyeTe Ha n
©e3BoaHyto) 1, npocTepunun3oBa
Boabl ansa nHbekunn oo 1 n HHbIX pacTBOpPOB
(HaTpusa
rmapokapboHaTa
W KO3kl C
conamu)
39. Pacteop CnasmonutnHa 5, 10T, 120 °C - 8 muH 30 XpaHeHue B
cnasmonutuHa 0,5%, PacTtBop kucnoThl 3alULLIEHHOM OT
1% xnopucrtosogopogHon 0,1 M cBeTa MecTe
20 mn,
Boabl onsa nHbekumn go 1 n
40. PactBop Ctpentoumaa pacteopumoro | 120 °C - 8 MuH 30 XpaHeHue B
cTpenTouuaa (B Nnepec4yeTe Ha cyxoe 3aLUMLLEHHOM OT
pacTtBopuMoro 5%, BewecTBo) 501, 100, cBeTa MecTe
10% Hatpusa Tnocynedarta 1,
Boabl ana nHbekunn oo 1 n
41. PactBop TpumekanHa (B nepecyeTte 120 °C - 8 MuH 30 XpaHeHue B
TpumekauHa 0,25%, | Ha 6e3BogHbIN) 2,5T, 5T, 10 3alluLEeHHoOM oT
0,5%, 1%, 2%, 5% r,20r, 50r, cBeTa MecTe
Hatpua xnopmga 9r, 771, 5T, 5% pacTBop He
Boabl ona Hbekunn oo 1 n N30TOHUPYIOT
42. PacTtBop dyparuHa dyparvHa pacTBOpPMMOro 100 °C - 30 muH 7 XpaHeHue B
pacteopumoro 0,1% 10% c HaTpus xnopuaom 3aluLLEHHOM OT
C HaTpu1s XNopynaom 90% - 10, cBeTa MecTe
0,9% Boabl ona nHbekunn oo 1 n
43. | PactBop acbegpuHa | OdpeapuHa rugpoxnopuga 120 °C - 8 MuH 30 XpaHeHue B
rmgpoxnopuaa 2%, 20r,30r, 50T, 3aWMLEHHOM OT
3%, 5% Boabl Ana nHbekunn oo 1 n cBeTa MecTe
MpumeyvaHue: Bpemsi cTepUnn3aLMoHHON BbIOEPXKKN yKa3aHo Anst pactBopoB obbemom oo 100 mn.
[pyrve cTtepunbHble pacTBOpbI
44. PacTtBop rntoko3bl "ntoko3bl (B NepecyeTe Ha 120 °C - 8 MuH 90
50% (ans 6e3BoaHyt0) 500,
WHTpaaMHeanbHOro Bogbl ounwienHon go 1 n
BBEOEHMS)
45, PactBop KucnoThl Kucnotbl 6opHom 20 T, 120 °C - 8 MuH 30
KoHcynbTaHTINIOC
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B6opHon 2% Bogbl oumnwieHHon go 1 n
46. PactBop MeTunypauuna 7 r, 120 °C - 8 MuH 30 XpaHeHue B
meTtunypaumna 0,7% | Bopgpbl ounweHHon go 1 n 3aWMLEHHOM OT
cBeTa MecTe
47. PactBop HaTpusa Hatpusa TeTpabopata 20T, 120 °C - 8 MuH 30
TeTpabopaTta MuuepnHa 80 r
20% B rnuuepuHe
48. PactBop HaTpusa Hatpua xnopuga 200 r, 120 °C - 8 MuH 90
xnopuaa 20% (ans Boap! ounuieHHon oo 1 n
WHTpaaMHearlbHoro
BBELEHMS)
49. PactBop Oypaumnuua 0,1, 0,2, 120 °C - 8 MuH 30 XpaHeHue B
dypaumnuHa 0,01%, Hatpua xnopmnga 9, 3alMLEHHOM OT
0,02% Boapb! ounuieHHon ao 1 n cBeTa MecTe
50. PacTtBop PacTtBopa xnoprekcngnHa 120 °C - 8 MuH 90
xroprekcuanHa ourniokoHaTta 20% 1 mn, 2,5
ourniokoHaTta 0,02%, Mmn,
0,05% Boapb! ounweHHon go 1 n
Tabnmua N 2
(MasHble Kannu, pacTBOpPbI AN OPOLLUEHNS, KOHLEHTPUPOBAHHbLIE
pacTBOpbl ANs U3roTOBJIEHUS MMa3HbIX Kanesb
N mn HanmeHoBaHwue (cocTaB) Pexum MpooomknTensHoCTb MpumeyaHue
cTepunmnsaumm XpaHeHus npu
(TemnepaTypa, TemnepaType:
Bpemsl)
He Bbiwwe 25| 3-5°C
°C
1 2 3 4 5 6
2.1. MnasHble kannm
51. PacTtBop aTtponuHa cynbdarta 100 °C - 30 muH 30 XpaHeHue B
0,25%, 0,5%, 1% 3alMLEHHOM OT
CocraB: ATponvHa cynbdaTta cBeTa MecTe
0,025r,0,05r,0,1,
Hatpusa xnopuga 0,088 r, 0,085
r,0,08r,
Boapbl ounuieHHon o 10 mn
52. | PactBop gukanHa 0,25%, 0,5%, | 100 °C - 30 MuH 30
1%
CocrtaB: [ukanHa 0,025, 0,05
r,0,1r,
Hatpua xnopuga 0,085, 0, 081
r,0,072r,
Boabl ounwenHon go 10 mn
KoHcynbTaHTINIOC
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53. PactBop ankauHa 0,5%, 1%, 120 °C - 8 MuH 90 90 (0,5% | 5% pacTtBOp roToBAT
2%, 3% pacTtBop) | ©e3 cTabunusaTtopa.
CocraB: ukanHa 0,05, 0,1, 30 (1% Henb3sa xpaHuTb B
0,2r,0,3r, pacTtBop) | xonogunbHuke 2% u
Hatpusa xnopuga 0, 081 r, 0,072 3% pacTBopbl.
r,0,053r, 0,035,
Boabl ounweHHon go 10 mn
54. Oukaunna 0,05, 120 °C - 8 MuH 30 30
LinHka cynbcpata 0,05,
PacTtBopa kucnotbl 6opHon 2% -
10 mn
55. Oukanna 0,05, 120 °C - 8 MuH 30 30 Mocne cTepunusaunmn
LinHka cynbdpata 0,05 T, N OXNaxkgeHus
PesopuwnHa 0,05, pacTBopa,
PacTtBopa kucnotbl 6opHon 2% - cofepxxallero
10 mn ANKauH, KNCnoTy
OOpHyt0, LIMHKa
cynbar,
pobasnseTcs
pes3opuuH B
acenTuyecknx
YCINOBUSIX
56. Pacteop anmeapona 0,25%, 120 °C - 8 MuH 90 90 XpaHeHue B
0,5%, 3alluLeHHOM OT
Cocras: umegpona 0,025, cBeTa MecTe
0,05,
Hatpusa xnopmnga 0,085, 0,08 r,
Boabl ounwenHon go 10 mn
57. Oumepgpona 0,02, 120 °C - 8 muH 30 XpaHeHue B
PacTtBop kucnotbl 6opHon 2% - 3alunLLeHHOM OT
10 mn cBeTa MecTe
58. PactBop kanusa nognga 3%, 120 °C - 8 MuH 30 30 XpaHeHune B
CocraB: Kanusa nognga 0,3 r, 3alunLLeHHOM OT
Boabl ounweHHon go 10 mn cBeTa MecTe
59. Kanusa hnogupa 0,05 T, 120 °C - 8 MuH 90 90 XpaHeHue B
Kanbuusa xnopuga (B nepecuyete 3alUMLLIEHHOM OT
Ha 6esBogHbIn) 0,05 T, cBeTa MecTe
Hatpusa xnopuga 0,055,
Boabl ounenHon go 10 mn
60. | PactBop kanbuusa xnopuga 3%, 120 °C - 8 MuH 30
Cocras: Kanbuus xnopuga (B
nepecyeTe Ha 6e3BogHbIn) 0,3 T,
Boabl ounenHon go 10 mn
61. PacTtBop kucnoTthl 100 °C - 30 MuH 2 7 XpaHeHue B
ackopbuHoson 0,2%, 3alULLIEHHOM OT
CocrtaB: Kncnotsl cBeTa MecTe
ackopbuHoson 0,02 T,
Hatpua xnopuga 0,086 T,
Bogbl ounLLeHHON
ceexenpokmnayeHon go 10 mn
KoHcynbTaHTINIOC
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62. PacTtBop knogenuHa 0,125%, 120 °C - 8 MuH 90 90 XpaHeHue B
0,25%, 0,5% 3alUMLLEHHOM OT
CocrtaB: KnodenuHa 0,0125, cBeTa mecTe
0,025, 0,05,
Hatpusa xnopuga 0,09,
Boabl ounweHHon o 10 mn
63. PactBop konnaprona 2%, 3% [oToBAT B 30 30 XpaHeHue B
CocraB: Konnaprona 0,2r, 0,3, acenTU4ecKnx 3alMLEHHOM OT
Boabl ounwenHon go 10 mn YCMOBUSX cBeTa mecte. PacTtsop
MOXHO hUNbLTPOBaTh
Yepes3 00e330MEHHbIN
dunnbTp.
64. NeBomuuetnna 0,01 r, 100 °C - 30 MmuH 7 30 XpaHeHue B
PacTtBopa 6opHon kncnotbl 2% - 3alluLLEeHHOM OT
10 mn cBeTa MecTe
65. JNleBomuuetnnHa 0,02 r, 100 °C - 30 MuH 15 XpaHeHue B
LinHka cynbdpata 0,03 T, 3alUMLLEHHOM OT
PesopuwnHa 0,05 T, cBeTa MmecTe. lNocne
PacTtBopa 6opHon kncnotbl 2% - cTepunmsaumm n
10 mn oxnaxgeHusi
pacTBopa,
cogepxallero
NEBOMULIETUH,
KMCIoTy BOpHYHO,
UMHKa cynbdar,
nobaenseTcs
pe3opuvH B
acenTuyecKknx
yCrnoBusix
66. | Hatpus rmugpokap6oHaTta 0,05, 120 °C - 8 MuH 30 30
Hatpus teTpabopata 0,05,
Hatpusa xnopuga 0,04 ,
Boabl ounwenHon go 10 mn
67. HosokanHa 0,05 T, 100 °C - 30 muH 10 30 XpaHeHue B
LinHka cynbcpaTa 0,02 T, 3alMLEHHOM OT
PesopumHa 0,1, cBeTa mecrte. [locrne
PactBop kucnotel 6opHon 1% - cTepunusamm u
10 mn oxnaxgeHus
pacTBopa,
cofepxallero
HOBOKaWH, KUCMOTY
OOpHyto, LIMHKa
cynbdar,
pobasnseTcs
pes3opuuH B
acenTU4ecKknx
YCINOBUSAX
68. PactBop nunokapnuHa 120 °C - 8 MuH 30 30 XpaHeHue B
rugpoxnopuaa 1 %, 2%, 4%, 6% 3alUmLLEHHOM OT
Cocras: lNunokapnuHa cBeTa MecTe.
rmgpoxnopmga 0,1r,0,2r, 0,4,
0,6,
Hatpwua xnopmaa 0,068 r, 0,046
KoHcynbTaHTINIOC
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r,
Boapbl ounuieHHon o 10 mn
69. MunokapnuHa rugpoxnopuaa 120 °C - 8 MuH 30 XpaHeHue B
0,1r, 3aWMLEHHOM OT
PacTtBopa kucnotbl 6opHon 2% - cBeTa MecTe.
10 mn
70. PactBop pubodnasuHa 0,02% 120 °C - 8 MuH 90 30 XpaHeHue B
CocraB: PubognasuHa 0,002, 3alUMLLEHHOM OT
Hatpwus xnopuga 0,09, cBeTa MecTe.
Boapbl ounuieHHon o 10 mn
71. PubodnasmHa 0,001 , 100 °C - 30 muH 2 7 XpaHeHune B
KucnoTel ackopbuHoson 0,03 , 3alluLeHHOM OT
Kucnotel 6opHon 0,2 T, cBeTa MecTe.
Boapb! ounieHHon
cBexenpokunnsayeHHon go 10 mn
72. PubodnasmHa 0,002, 100 °C - 30 muH 2 7 XpaHeHue B
Kucnotbl ackopbuHosown 0,02, 3aluLLEHHOM OT
"ntoko3bl (B NepecyeTe Ha cBeTa MecTe.
6e3BogHyt0) 0,2,
Hatpusa xnopuga 0,05,
Bogbl ounLLeHHON
cBexenpokmnayeHHon go 10 mn
73. Pacteop dypaumnuHa 0,02% 120 °C - 8 MuH 30 30 XpaHeHue B
Cocras: ®ypaumnumna 0,002, 3aWMLEHHOM OT
Hatpua xnopuga 0,085, cBeTa MecTe.
Boabl ounweHHon go 10 mn
74. LinHka cynbcpaTa 0,03, 100 °C - 30 muH 30 XpaHeHue B
HosokauHa 0,1 T, 3aWMLEHHOM OT
PactBopa kucnotel 6opHon 2% - cBeTa MecTe.
10 mn
75. LinHka cynbdpaTa 0,025, 100 °C - 30 muH 30 XpaHeHue B
Oumeppona 0,03 r, 3aWMLEHHOM OT
PactBopa kucnotel 6opHon 2% - cBeTa MecTe.
10 mn
76. PactBop acbegpuHa 120 °C - 8 MuH 30 30 XpaHeHue B
rmgpoxnopuaa 3% 3alULLEHHOM OT
CocraB: ddegpuHa cBeTa MecTe.
rmgpoxnopuga 0,3 r,
Boabl ounweHHon go 10 mn
2.2. PacTtBopbl 451 opoLleHns
77. | Conesou opranbmonorudeckui | 120 °C - 8 MuH 30 [MpumeHsitoTca Npu
pacTtBop MUKPOXMPYPINYECKMX
CocraB: HaTtpusa xnopuga 5,3 r, onepauusx rnasa.
Kanna xnopuaga 0,75,
Kanbuusa xnopuga (B nepecyete
Ha 6e3BogHbIn) 0,48 T,
Hatpusa aueTtarta (B nepecyeTte
Ha 6e3BogHbIN) 3,9 T,
"ntoko3bl (B NepecyeTe Ha
KoHcynbTaHTINIOC
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6esBoaHyto) 0,8,
KncnoTbl XnopncToBo4OPOAHbIN
passeneHHon (8%) 0,05 mn,
Boabl ounwenHon go 10 mn
78. | Conesou opranbmonorudeckui | 120 °C - 8 MuH 30 [MpumeHsitoTca Npu
pacTBop (C MarH1s Xnopuaom) MUKPOXMPYPrudeCcKnx
CocraB: HaTtpusa xnopuga 5,3 r, onepauusx rnasa.
Kanna xnopuaga 0,75,
Kanbuusa xnopuga (B nepecyete
Ha 6e3BogHbIN) 0,48 T,
Hatpusa aueTtarta (B nepecyeTte
Ha 6e3BogHbIN) 3,9 T,
"ntoko3bl (B NepecyeTe Ha
6e3BogHyt0) 0,8 ,
MarHusa xnopuga (B nepecyeTte
Ha 6e3BogHbIN) 0,3 T,
KucnoTbl XnopnucToBogOPOAHbIV
passeaeHHon (8%) 0,05 mn,
Boabl ounenHon go 10 mn
2.3. KoHUeHTpMpOBaHHbIE pacTBOpbI A4Sl M3rOTOBEHMWSA Ma3HbIX Kanesnb
79. PactBop kanua noguga 20% 120 °C - 8 MuH 30 XpaHeHue B
3allUMLLIEHHOM OT
cBeTa MecTe.
80. PacTtBop kucnothl 100 °C - 30 muH 5 30 XpaHeHue B
ackopbuHoBol 2%, 5%, 10% 3alMLEHHOM OT
cBeTa mecTe. PactBop
N3roTaBnMBaeTcs Ha
BOAE OYULLEHHOWN
CBEXENPOKUNAYEHHON
. Mpun dacoske
pacTBopa goiakoHbl
3anornHaTCs
O0BEpXYy.
81. PacTtBop kucnotbl 6opHon 4% 120 °C - 8 MuH 30
82. PacTtBop HaTtpus Tnocynedgara | 100 °C - 30 MmH 30
1%
83. PactBop pnbocnaeuHa 0,02% 120 °C - 8 MuH 90 30 XpaHeHue B
3allUMLLIEHHOM OT
cBeTa MecTe.
84. PubodnasmHa 0,02, 100 °C - 30 muH 5 30 XpaHeHue B
KucnoTbl ackopbuHoBon 2 1 unm 3alMLEHHOM OT
10T, cseTa mecrte. Mpun
Boabl ounweHHon dacoBke pacTBopa
ceexenpokunaveHon go 100 mn ¢ornakoHblI
3anorHaTCs
Josepxy.
85. PubodnasmHa 0,02 T, 100 °C - 30 muH 30 XpaHeHue B
Kucnotbl 6opHom 4 T, 3alUULLEHHOM OT
Boabl ounweHHon go 10 mn cBeTa MecTe.
KoHcynbTaHTINIOC
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NEeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc

[aTta coxpaHeHus: 21.06.2016

86. PubodnasumHa 0,02, 100 °C - 30 MuH 30 XpaHeHue B
Kncnotbl HukotnHoBom 0,1 T, 3alnLLeHHOM OT
Boabl ounenHon go 10 mn cBeTa MecTe.
87. PacTtBop umHka cynedata 1% 120 °C - 8 MuH 30
mnn 2%
Tabnuua N 3
JlekapcTBeHHbIe hOpMbIl, MpegHa3HaAYeHHbIE AN MPUMEHEHUS
Yy HOBOPOXAEHHbIX AeTen n geten go 1 roga
N n/n HanmeHoBaHue (cocTas) Pexvm Mpogonkuten MpumevaHne
cTepunmsaummn bHOCTb
(Temnepatypa, XpaHeHust
BpeMsl) (cyTkM)
3.1. PacTBopbl AN BHYTPEHHErO NPUMEHEHNS
88. Bopa ouuleHHas 120 °C - 8 MuH 30
89. | PactBop rntoko3sbl 5%, 10%, 25% | 120 °C - 8 muH 30 oToBAT 63 cTabunusaropa.
90. PactBop rntokosbl 5% - 100 mn, 100 °C - 30 MuH 5 XpaHeHue B 3alUULLEHHOM OT
Kucnotbl ackopbuHoBon 1 1 cBeTa MecTe.

[[OTOBAT Ha OYNLLEHHON
ceexenpokunayeHon soge. Mpu
dacoBke drnakoHbl 3anosHSAT

OOBEpXY.
91. [ PactBop rntoko3bl 10% unu 20% -| 120 °C - 8 MuH 30 XpaHeHune B 3aLULLIEHHOM OT
100 mn, cBeTa MecTe.
KncnoTtbl rmotamnHoBomn 1 1
92. PacTtBop anbasona 0,01% 120 °C - 8 MuH 30
93. Pacteop anmeapona 0,02% 120 °C - 8 muH 30 XpaHeHue B 3alUULLEHHOM OT
cBeTa MecTe.
PacTBop ncnonb3yoT TOMbKO B
dacoske no 10 mn. B ycnosumsx
poaunbHOro goma cnegyet
BO3JEPXKMBATbCA OT NPUMEHEHNS
pacTBOpOB AnMeapona,
y4uTbIBasi Ero BblpaXKeHHOE
cefaTuMBHOe AencTeue,
yrHeTatowee Bnusiiue Ha LIHC n
BO3MOXHOCTb Pa3BUTUS
WMHTOKCUKKaL MK
94. PacTtBop kanusa noguga 0,5% 120 °C - 8 MuH 30 XpaHeHue B 3alUULLEHHOM OT
cBeTa MecTe.
dacoBka pacTBopa He A0SKHa
npesbiwatb 20 mn.
95. | PacTtBop kanbuusa rnokoHata 1%, | 120 °C - 8 MuH 7 PacTBopsitoT B ropsiden Boge.
3%, 5%
KoHcynbTaHTINIOC
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"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA

NEeKapCTBEHHbIX NpenapaToB AN ...

[okyMeHT npepoctasneH KoHncynbranTntoc

[aTta coxpaHeHus: 21.06.2016

96. Pacteop kanbums xnopuaa 3% 120 °C - 8 MvH 30 [ns npuroToBneHuns pacTeopa
LenecoobpasHo MCNoMb30BaTh
10 - 50% KoHueHTpaT
97. | PactBop kucnotbl ackopduHoson | 100 °C - 30 MuH 5 XpaHeHue B 3aLlUMLLIEHHOM OT
1% cBeTa MecTe.

[OTOBAT Ha OYULLIEHHON
cBexenpokunnsyeHon soge. Mpu
dacoBke ¢rakoHbl 3anosHSAT

O0Bepxy
98. | PactBop kucnotbl rnotammHoson | 120 °C - 8 MuH 30 XpaHeHue B 3aLlULLEHHOM OT
1% cBeTa mecTe
99. PacTBOp KMCNOTbLI HUKOTUHOBOW 120 °C - 8 MuH 30 XpaHeHue B 3alUMLLIEHHOM OT
0,05% cBeTa MecTe
100. PacTtBop kodenHa-6eH3oaTta 120 °C - 8 MuH 30
HaTpusa 1%
101. PacTBop: 120 °C - 8 MmuH 30 XpaHeHue B 3aLlULLEHHOM OT
KodenHa-6eH3oata HaTpus 0,25 1 cBeTa mecTe
unm 0,5,
Hatpusa 6pomuga 0,5 rvunm 1,
Boabl ounweHHon go 100 mn
102. | PactBop MarHus cynbdata 5%, 120 °C - 8 muH 30
10%, 25%
103. Pacteop HaTpus 6pomnga 1% 120 °C - 8 MvH 30 XpaHeHue B 3alLMLLEHHOM OT
cBeTa MecTe
104. | PactBop HaTtpusda xnopuga 0,9% 120 °C - 8 MvH 30
105. PactBop nupmngokcuHa 120 °C - 8 muH 30 XpaHeHue B 3alUULLEHHOM OT
rmgpoxnopuaa 0,2% cBeTa MecTe
106. Pacteop aydunnuHa 0,05%, 120 °C - 8 MmuH 15 XpaHeHue B 3aLULLIEHHOM OT
0,5% cBeTa MecTe
3.2. PacTtBopbl, Macna ans Hapy>XHOro npuMeHeHus
107. PactBop kanus nepmaHraHata oTOBAT B 2 XpaHeHue B 3alLMLLEHHOM OT
5% acenTuyeckmx cBeTa MecTe.
YCIOBUSAX PacTBop rotoBAT Ha CTEPUILHOM
O4NLLEHHON BOAE, pa3nuBaloT B
cTepusnbHble brnakoHbI
108. PacTtBop konnaprona 2% [oToBAT B 30 XpaHeHue B 3aLULLEHHOM OT
acenTuyeckmx cBeTa MecTe
YCIOBUSAX PacTBop rotToBAT Ha CTEPUIBLHOMN
OYMLLEHHON BoAe, pa3nuaBatoT B
cTepuribHble driakoHbl
109. PacTtBop npoTaprona 2% [oToBAT B 30 XpaHeHue B 3aLULLEHHOM OT
acenTuyeckmx cBeTa MecTe
YCROBUSAX PacTBOp roTOBAT Ha CTEPUSBHOMN
OYULLEHHOM BoAe, pasnuaatoT B
cTepurbHble PNakoHbl
KoHcynbTaHTINIOC
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110. PacTtBop HaTpusa TeTpabopaTa 120 °C - 8 MmuH 30
10% B rmuuepuHe
111. | PacTtBop nepekncu Bogopoaa 3% [oTOBAT B 15 XpaHeHue B 3allULLEHHOM OT
acenTU4ecKmx cBeTa MecTe
YCroBusx PacTBop rotoBAT Ha CTEPUILHON
OuYULLIEHHON BOAE, pa3nuvBaloT B
cTepunbHble (NakoHbl,
YKynopvBatoT NONN3TUIEHOBLIMU
npobkamu 1 3aBUHYMBAEMbIMU
KpbILLKaMM
112. dypaunnuHa 0,02, 120 °C - 8 MuH 30
Pacteop HaTpusi xnopuga 0,9%
mnn 10% po 100 mn
113. Macno nepcukoBoe 180 °C - 30 MuH 30 XpaHeHue B NpoxnagHoMm,
3aLUMLLEHHOM OT CBEeTa MecTe
Macna cTepunmsyoT B EMKOCTSIX
Ons KpoBKU eMKOCTbIo 50 mn,
YKYMOPEHHbIX PE3NHOBBIMMN
npobkamu mapku MIP-21 nog
obkaTky
Mcnonb3oBaHue nNpobok Mapkm
251 (kpacHoro ugeTa) He
pekomeHayeTCs
114. Macno onuekoBoe 180 °C - 30 muH 30 XpaHeHne B NpoxnagHoM,
3aLUMLLEHHOM OT CBETa MecTe
115. Macno nogconHe4dHoe 180 °C - 30 MuH 30 XpaHeHue B NpoxnagHomMm,
3alULLIEHHOM OT CBETa MecTe
116. Macno BasenuHoBoe 180 °C - 30 MuH 30 XpaHeHne B NpoOxnagHoOM,
3aLUMLLEHHOM OT CBeTa MecTe
3.3. NasHble kannm
117. Pacteop konnaprona 2%, 3% [oToBAT B 30 XpaHeHune B 3aULLEHHOM OT
acenTU4ecKmx cBeTa MecTe
YCroBUsX. PacTtBop MOXHO punbTpoBaTh
yepes bymakHbIN 06e330MeHHbIN
dunbTp
3.4. MNopoLuku
118. [Ownb6asona 0,001 r, [oTOBAT B 90 XpaHeHue B 3alUULLEHHOM OT
Caxapa (rmtokosbl) 0,2 1 acenTuyeckmx cBeTa MecTe
YCIOBMSAX
119. Oumeppona 0,002, [oToBAT B a0 XpaHeHue B 3alUULLEHHOM OT
Caxapa (rnmoko3sbl) 0,2 1 acenTU4ecKumx cBeTa MecTe
YCIOBUSAX
120. ®eHobapbutana 0,002 r nnu oTOBAT B 90 XpaHeHue B 3alLMLLEHHOM OT
0,005, acenTuyeckmx cBeTa MecTe
Caxapa (rnmoko3sbl) 0,2 1 yCroBUAX
121. Oydunnumua 0,003 r, [oTOBAT B 20 XpaHeHue B 3alUMLLEHHOM OT
KoHcynbTaHTINIOC
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[aTta coxpaHeHus: 21.06.2016

Caxapa 0,2r acenTU4ecKmx cBeTa MecTe
YyCroBUAX
122. Mpucbinka kcepodgopma 10 © 180 °C - 30 MuH 15 XpaHeHue B 3alMULLEHHOM OT
cBeTa mecTe
®riakoHbI C MPUCLINKOW B
OTKPbITOM BUAE CTEPUNMU3YIOT B
OuKcax B BO3AYLUHbIX
cTepunusaTopax c
nocnenyoLen yKynopkom
hr1akoHOB CTEPUIbHBIMA
npobkamu B acenTn4eckux
yCrnoBusx
Tabnuua N 4
Mazwn
N n/n HaumeHoBaHue (cocTas) Pexnm MpogonxutensHoc MpumevaHune
cTepunmsaumm Tb XpaHeHusi Npu
(temnepaTypa, | Temnepatype 3 -5
BpeMsi) °C (cyTkn)
1 2 3 4 5
123. Masb gumeaponoBas 5% 30 XpaHeHue B 3alUULLEHHOM
CoctaB N 1: OT CBeTa MecTe
Oumeppona 5, [aHHbIn cocTaB
BasenuHa 86,5, pekoMeHayeTcs
JlaHonuHa 6e3BoaHoro 9,5r Mcnonb3oBaTh, ecnn Bpay
Npwv BbINUCbIBAHUN Ma3n He
yKasan OCHOBY
O6nagaeTt NOBEPXHOCTHLIM
nencTemem
124. Masb gumegponosas 5% 30 XpaHeHue B 3alUULLEHHOM
CoctaB N 2: OT cBeTa MecTe
Oumegpona 5, O0GnagaeT NpoHUKaKLWMUM,
Macna nogcoriHe4vHoro, pe3opbTNBHBIM AENCTBMEM
Bopabl ounLeHHoN,
JlaHonuHa 6e3BogHoro no 31,6 r
125. Masb TeocmnnmuHoBas 10% 1roa XpaHeHue B 3alUULLEHHOM
CocraB: TeocmnnuHa 10, OT cBeTa MecTe
Omynberatopa T-2 9,
BasenunHa 54,
Boabl ounieHHom 27 T,
Ouwmekcnpga 10 r
126. Masb dypauyunnmHoasd 0,2% 30 XpaHeHue B 3aLULLIEHHOM
Cocrag: dypauunnuia 0,2, OT cBeTa MecTe
Macna BasenuHoBoro 0,6 T,
BasenuHa 99,2 r
Ma3au rnasHbie
127. | OcHoBa Aans rnasHbix Masen <*> 30 XpaHeHue B 3alUULLEHHOM
KoHcynbTaHTINIOC
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[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

100r
CocrtasB: JlaHonuHa 6/B 10 T,

BasenuHa CcopTa AnA rmasaHblX

masen 90 r

OT CBeTa MecCTe

<*> OCHOBY ANs rnasHbIX Maser nonyyarT NnyTemM CnnaBneHus naHonuHa 6e3sBo4HOrO M BasenuHa copTa
ONnsA rmasHblX Masen B papdopoBOW 4Yallke Mpu HarpeBaHuUM Ha BogsiHoW GaHe. PacnnaBneHHyt OCHOBY
UNbTPYIOT Yepe3 HECKOSIbKO CIOEeB Mapnu, ¢acyloT B Cyxve MNpOCTEPUNIN30OBaHHbIE CTEKMAHHbIE OaHKw,
06Bs3bIBAOT NEpraMeHTHON Bymaro 1n cTepunuayloT B BO3gylHOM ctepunusaTtope npu t = 180 rpag. C B

TeyeHne 30 - 40 muHyT nnmn npu t = 200 rpag. C B TeveHue 15 - 20 MUMHYT B 3aBMCMMOCTM OT 00bemMa Masu.

Tabnuua N 5

lomeonatnyeckme JleKapCTBEHHbIE (*)OprI

KoHcynbTaHTlntoC: npumevaHume.
Hymepauus rpad B Tabnuue gaHa B COOTBETCTBUM € obuLmanbHbIM TEKCTOM JOKYMEeHTa.

N n/n HanmeHoBaHue Pexnm Cpoku MpumevaHue
nexkapcTBeHHON OpMblI cTepunmsaumm rogHOCTU B
(Temnepatypa, Mecsuax
BpeMms)
1 2 3 5 5
1. HacTtowkn romeonatmnyeckue 60 XpaHeHue npu TemnepaType
MaTpuyHble (CNUPTOBLIE) He Bbiwe 25 °C B
3aLUMLLEHHOM OT cBeTa
MecTe, B XOPOLUO
YKynopeHHon Tape
2. HacTtoliku romeonatnyeckme 60 XpaHeHue npu TemnepaType
MaTpu4Hble 12 - 15 °C B 3alUULLLEHHOM OT
hepMeHTUPOBAHHbIE cBeTa MecTe, B XOPOLLO
YKynopeHHou Tape
3. fomeonaTtnyeckne passeaeHns 60 XpaHeHue npu TemnepaType
BOOHO-CNUPTOBbIE He Bbille 25 °C B
3aLUMLLEHHOM OT cBeTa
MecTe, B XOPOLUO
YKYrNOpeHHon Tape
4, fomeonaTtnyeckne pasBeaeHns 120 °C, 8 MuH 36 XpaHeHue npu TemnepaType
BOAHblE He Bbilwe 25 °C B
3aLUMLLEHHOM OT CBeTa MecTe
5. YKnakoctu ans HapyxHoro 36 XpaHeHue npu TemnepaType
NPUMEHEHUS He Bblwe 25 °C B
3aLUMLLEHHOM OT CBeTa MecTe
6. Kannu romeonartnyeckne B HOC 120 °C, 8 muH 12 XpaHeHue npu TemnepaType
(BOOHbIE) (7 nHen He Bbiwe 25 °C B
nocne 3aLLUMLLEHHOM OT CBEeTa MecTe
BCKpbITUSA
YMNaKoBKM)
KoHcynbTaHTINIOC

HafeXxHasa npaBoBan noaAepXXkKa

www.consultant.ru

Crpanuua 75u3 77



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpukas MuH3gpasa Poccun ot 26.10.2015 N 751H

"O6 yTBEpXXAEHUN NPaBW/ N3rOTOBMIEHMS] M OTMYCKA
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[okyMeHT npepoctasneH KoHncynbranTntoc
[aTta coxpaHeHus: 21.06.2016

7. Kannu romeonatunyeckne ang 60 XpaHeHue npu TemnepaType
npuemMa BHYTPb CNUPTOBbIE He Bbiwe 25 °C B

3aLLUMLLEHHOM OT CBEeTa MecTe

8. Kannu romeonatunyeckne 120 °C, 8 MuH 12 XpaHeHue npu TemnepaType
rnasHole (7 pHen He Bbilwe 25 °C B

nocne 3alUuLLIEHHOM OT cBeTa MecTe
BCKpbITUSA
YMaKOBKM)

9. Tputypauun romeonaTtmyeckme, 36 XpaHeHune B Cyxom,

NMOPOLLKM roMeonaTu4eckme nNpoxragHoM, 3aLluLLIEHHOM
OT CBETA MecTe

10. Masau romeonatunyeckume, B 6 XpaHeHue npu Temnepartype
COCTaB OCHOBbI KOTOPbIX 12 - 15 °C B 3alLMLLEHHOM OT
BXOOAT Ba3esiMH, Ba3envHOBOE cBeTa MecTe
Macrio, ¥ aKTUBHbIN
KOMMOHEHT/aKTUBHbIE
KOMMOHEHTbI HEOPraHN4YeCKOro
NPONCXOXAEHUSA

11. Masu romeonaTtuyeckue, B 60 XpaHeHue B 3alUMULLEHHOM OT
COCTaB OCHOBbI KOTOPbIX cBeTa MecTe npu
BXOOAT MOTEHUUPOBAHHbIN TemnepaTtype oT 5 go 15 °C.
AKTUBHbIN
KOMMOHEHT/aKTUBHbIE
KOMMOHEHTbI, NaHOMNNH
6e3BoHbIN, Ba3ENUH U Apyrue
aKTVBHbIE KOMMOHEHTBI

12. Masu romeonaTtuyeckue, B 6 XpaHeHue npu TemnepaType
COCTaB OCHOBbI KOTOPbIX 12 - 15 °C B 3aWMLLEHHOM OT
BXOAST NOTEHLUMPOBaHHbBIN cBeTa MecTe
aKTUBHbIN
KOMMOHEHT/aKTUBHbIE
KOMMOHEHTbI, NaHOMNH
6e3BoaHbIN, Ba3enuH, Macno
pacTUTENBLHOIo UK
MUWHeparbHOro NPOUCXOXAEHMNS
1 Opyrve BeLecTBa,
paspeLleHHble Ang
MEeLMLMHCKOro NPUMEHEHMS,

Oe’CTByoLWME pa3BedeHn oo
20%

13. Masau romeonatmnyeckume, B 6 XpaHeHue npu Temnepartype
COCTaB OCHOBbI KOTOPbIX 12 - 15 °C B 3aWMLLEHHOM OT
reneobpasyoLime KOMMNOHEHTbI cBeTa MecTe

14. Masu romeonaTtuyeckue, B 60 XpaHeHue B XONoaurnbHUKe, B
COCTaB OCHOBbI KOTOPbIX 3aLUMLIEHHOM OT CBeTa MecTe
BXOOAT reneobpasytoime
KOMMOHEHTbI CUHTETMYECKOIO
NPONCXOXAEHUSA

15. Macna MOHOKOMMOHEHTHbIE U3 12 XpaHeHue B 3alUMLLEHHOM OT
BbICYLLEHHOIO pacTUTENBHOMO cBeTa MecTe B NMOTHO
NN XMBOTHOTO Cbipbs A0 20% 3aKpbITON €MKOCTU Npu

KoHcynbTaHTINIOC
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Temnepartype He Bbiwe 25 °C

16. Macna MOHOKOMMOHEHTHbIE U3 12 XpaHeHue B 3alUULLEHHOM OT
CBEXEro pacTUTENBHOIO Cbipbs cBeTa MecCTe B MOTHO
3aKpbITON eMKOCTU Npu
Temnepartype He Boiwe 25 °C

17. Macna romeonaTtunyeckue, B 60 XpaHeHue B 3alUULLEHHOM OT
COCTaB KOTOPbIX BXOAUT cBeTa MecTe npu
NOTEHLMPOBAHHbIN aKTUBHbIN Temnepartype He Bbiwe 25 °C.

KOMMOHEHT/aKTUBHbIE
KOMMNOHEHTbLI, Macro
MUHEPAaJ1bHOIo NPOUCXoXaeHn4
n apyrmne seulecrtea

18. Cynnosutopumn 6 XpaHeHue npu Temnepartype
romeonartunyeckue 12 - 15 °C B 3aWMLLEHHOM OT
cBeTa MecTe

19. Cynnoautopun pekTarnbHble 36 XpaHeHune B Cyxom,
romMmeonaTmyeckme Ha ocHoBe 3alUMLLEHHOM OT cBeTa
Macra Kakao 1 naHonvHa MecTe, Npu Temneparype ot 5
po 15 °C.
20. Onopenbaokn xungkme 60 XpaHeHue npu Temnepartype
romeonartuyeckme 12 - 15 °C B 3alLMLLEHHOM OT

cBeTa MecTe, Ui B CYXOM,
3alumLLeHHOM OT cBeTa
MecTe, Npu TemnepaTtype He
Bbiwe 25 °C.

21. "paHynbl romeonaTu4eckme 60 XpaHeHue B Cyxom,
NPOXMnagHoM, 3alULLIEHHOM
OT CBETA MECTE, MUIN B CyXOM,
3aLUMLLEHHOM OT cBeTa
MecTe, Npu Temneparype He
Bbiwe 25 °C.

22. Cwuponkl romeonaTuyeckune 12 XpaHeHue npu TemnepaType
12 - 15 °C B 3aW1LLEHHOM OT
cBeTa mMecTe

MpumeyvaHue:

CpokuM rogHOCTU NekapCTBEHHbIX NpenapaToB, He Boweawunx B Tabnuubl N1, N2, N3, N4 n N 5;
ANS rnasHbIX Kanenb - He 6onee 2 CyTok;

OJ151 HACTOEB, OTBAPOB, CNM3eln - He bornee 2 CyTok;

AN MHBEKUMOHHbBIX pacTBOPOB 1 MHAY3U - He Bornee 2 CyTok;

ONa 3MyNbCUin, CycneH3un - He bonee 3 cyTok;

ONsl OCTanbHbIX NEKapCTBEHHLIX opM - He 6onee 10 cyTok.

KoHcynbTaHTINIOC
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