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Mpuka3 Munsgpasa PP o1 26.10.2015 N 751H — O6 yTBepXaeHuUu npasun
M3roTOBNEHUA U OTNYCKa NeKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro
NPUMeHeHUs anTe4YHbIMU OpraHn3aumsamMmm, tHAMBMAyarbHbIMU
npeanpuHUMaTenaMu, UMerLWUMM NULEH3UI0 Ha dapMaLeBTUYECKYIO
AeATenbHOCTb — [lecTByOLWas nepBas peaakumsa — 3apermcTpupoBaHo B
MuHrocte PP 21.04.2016 N 41897 — Hayano aencteua pokymeHta 01.07.2016

B cootBetcTBUM co cTaTbelt 56 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 ob6palleHun
nekapcTBeHHbIx cpeacts" (CobpaHue 3akoHopatensctBa Poccuiickon ®epepaumn, 2010, N 16, cT. 1815)
npukasbiBaio:

1. YTBepauTb MpaBuna MW3rOTOBMEHUS U OTMYyCKa NeKapCTBEHHbIX npenapaTtoB And MeauLUHCKOro
NPUMEHEHUST anTeYHbIMU OpraHu3auMaMKn, UHAMBUAYANbHLIMW MNPeanpUHUMATENSIMU, UMELWMMU FULEH3NI0 Ha
hapmMaLEeBTUYECKYIO AeATENbHOCTb, COMMacHO NPUOXKEHWIO.

2. Hactosawmn npukas sctynaet B cuny 1 uionsa 2016 roga.

MpunoxeHue k npukady Munsgpasa P® ot 26.10.2015 N 751H

I'Ipanma N3roToBJrieHNA N OTNYCKa JNIeKapCTBeHHbIX npenapatoB AnAa MmeauunHCKOro
nMPpUMeHeHnAa anTe4YHbiMn opraHn3auymnamum, vtHAnBunAyarnbHbIMU NpeanpuHUMaTensamu,
nMmeroimMm NMUUEH3N Ha cbapmaueBTquCKyro AeATerNIbHOCTb

. O6wme nonoxeHus

1. Hactosiwme [lpaBuna ycTaHaBnuBalT TpebOBaHUA K M3IrOTOBIIEHMIO M OTMYCKY J€KapCTBEHHbIX
npenapatoB  Ans  MEOULUMHCKOrO  MPUMEHEHWs  anTeYHbIMWU  OpraHusauusiMi,  UHAMBMAOYarbHbIMU
npeanpuHAMaTENsaMN, UMELMMUN NULEH3NIO Ha apMaLeBTUYECKYHD OeSATENbHOCTb C MPaBOM W3rOTOBIIEHMS
NeKapCTBEHHbIX MpenapaToB AN MEeOMUMHCKOro MpUMEHEHMsT (Janee COOTBETCTBEHHO - [lpaBuna,
neKapcTBEHHbIE NpenapaTthbl, anTeYHble OpraHu3aumu, HANBUAYyanbHble NpeanpuHUMaTenm).

2. Hactosilwume npaBuna pacnpoCTPaHSATCsl Ha W3rOTOBMIEHME U OTMYCK JEKAPCTBEHHLIX NpenapaTtos
anTeYHbIMXU OpraHM3auMsMM W MHOMBUAYaNbHLIMW NpeanpuHUMaTensiMM, B TOM 4ucCre Mo peuentaMm Ha
nekapcTBeHHble npenapatbl <1> u no TpeboBaHMAM-HaKNagHbIM MEOULMHCKUX OpraHusaumm <2> (ganee
COOTBETCTBEHHO - peLenT, TpeboBaHue).

<1> NMpuka3s MuHncTepcTBa 3apaBooxpaHeHns Poccuiickon Pepgepaumm ot 20 gekabpsa 2012 r. N 1175H "O6
YyTBEPXXAEHMN NOpsiAKa Ha3HAYEHUS U BbINUCbIBAHMS JIEKAPCTBEHHbBIX MpenapaTtoB, a Takke opM peLenTypHbIX
OnaHKOB Ha NeKkapCTBEHHble MpenapaTbl, nopsgka odopMIeHus ykasaHHbIX OfaHkoB, MX yyeTa u xpaHeHusa"
(3apeructpmpoBaH MwuHucTepcTBom tocTuumm Poccuickon Pepepaumm 25 uoHa 2013 r., perncrtpauuoHHbin N
28883), C M3MeHeHUsIMN, BHECEHHBIMY NMpukadamn MuHncTepcTBa 3gpaBooxpaHeHmns Poccuinckon ®enepauum ot 2
aekabps 2013 r. N 886H (3apeructpmpoBaH MuHuctepcTeom toctuummn Poccuiickon ®epepaummn 23 gekabpst 2013
r., permctpaumonHbii N 30714, ot 30 mioHs 2015 r. N 386H (3apeructpupoBaH MuHioctom Poccuiickon Pepepauum
oT 6 aBrycta 2015 r., per. N 38379).

<2> [nasa Il npunoxeHns N 13 k npukazy MuHuCTepcTBa 34paBOOXPaHEHUS U COLUMANbHOMO PasBUTUSA
Poccuinckon ®epepaumm ot 12 gekabps 2007 r. N 110 "O nopsiake Ha3Ha4YeHUs 1 BbINUCbIBAHWS NIEKAPCTBEHHbIX
npenapaTtoB, M3OENUA MEAWNLUMHCKOrO Ha3HAYeHUs M CheuManuavpoBaHHbIX MPOAYKTOB nedyebHoro nurtaHus”
(3apeructpupoBaH MuHuctepcTBom tocTuumm Poccuickon Pepepaummn 27 anpensa 2007 r., perctpaunoHHbii N
9364), C N3MEHEHUSAMUN, BHECEHHbIMU MpukasamMmn MuHMCTEPCTBA 34PaBOOXPAHEHUs] M COLUMAnbHOrO PasBUTUS
Poccunckon ®epepaumm ot 27 asrycta 2007 r. N 560 (3apernctpupoBaH MuHUCTEpCTBOM OCTULMM Poccuinckon
depepaummn 14 centsbpsa 2007 r., permctpaumoHHbin N 10133), ot 25 ceHTabpst 2009 r. N 794H (3apernctpmpoBaH
MwuHucTepcTBom tocTuuum Poccuiickon ®eaepauum 25 Hosi6psa 2009 r., peructpaumonHein N 15317), ot 20 siHBaps
2011 r. N 13H (3apeructpypoBaH MwuHucTepctBoMm toctuumm Poccuickon ®epepauum 15 mapta 2011 r.,
permctpaumonHein N 20103), npukaszom MwuHUCTepcTBa 3apaBooxpaHeHus Poccunckon Pepepaummn ot 26
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deBpans 2013 r. N 94H (3apernctpmpoBaH MuHucTepcTBom tocTuumm Poccuickon ®egepauum 25 mions 2013 r.,
permctpaumoHHiin N 28881).

3. Tlpu KM3roToBNEHUM nEKapCTBEHHbIX MpenapaToB WUCMONb3ylTcs dapmaueBTndeckne cybcTaHumm,
BKITIOYEHHbIE B rOCyAapCTBEHHbLIN peecTp JieKapCTBEHHbIX CPeACTB AN MeAMUMHCKOro npuMeHeHus (ganee -
nekapcTBeHHblE CPeaCTBa).

4. KayecTBO M3roTOBMEHHOIO fIeKapCTBEHHOrO MpenapaTa onpeaenseTca ero cooTBeTcTBneM TpeboBaHusiM
hapmakonernHon ctaTtbk, 00LLen hapMakonernHon cTaTbn, MO0 B criydyae Ux OTCYTCTBMS - AOKYMeEHTa B 06nacTtu
KOHTpOMsl KayecTBa, cogepxalwero TpeboBaHus W MeToObl OnpefdeneHns KavyecTBa  W3rOTOBIIEHHbIX
neKapCcTBEHHbIX NpenapaToB (4anee - 4OKYMEHT B 061acTh KOHTPOIS KavyecTBa).

5. AnTeyHble opraHM3auMn U UHAMBMAYanbHbIE NPeAnpUHUMaTEny obecneynBaoT UCNPaBHOCTb U TOYHOCTb
CpeacTB U3MepeHWn, NPeayCMOTPEHHbIX HOPMAaTMBHOW, TEXHWYECKOMW [OKyMEeHTauuen npousBoauTens wu
COOTBETCTBYIOLUMX TPebOBaHMAM K UX MOBepke U (Mnu) kanubpoBke, NpedycMOTpeHHbIM cTtaTbamu 13 mn 18
depepanbHoro 3akoHa OT 26 uoHa 2008 r. N 102-®3 "O6 obecneyeHun eguHCTBA M3MeEpeHUR" <1>,
MCNonb3yeMbIX MpU U3roTOBIIEHNM M KOHTPOSE KayecTBa fleKapCTBEHHbIX MpenapaToB, a Takke perynspHoCcTb UX
NOBEPKM 1 (UNK) KANMOPOBKM.

<1> CobpaHue 3akoHogaTenbcTBa Poccunckon denepaumm, 2008, N 26, ct. 3021; 2014, N 26, cT. 3366; N
30, cT. 4255.

6. Ha Bcex GaHkax wunu pnakoHax C nputepTon nNpobkon (ganee - LWTaHrMac), B KOTOPbIX XpaHATCA
rnlekapCTBEHHbIE CPEACTBA, YKa3blBalOTCS HaMeHOBaHWE fIekapCTBEHHOIO CPEeACTBa, AaTa 3anofiHeHWs WTaHrnaca
NeKkapCTBEHHbIM CPEeACTBOM, JaTa OKOHYaHWsi cpoka rogHocTw (rogeH Ao ), mognuchb nuua, 3anofTHUBLLETO
LUTaHrnac 1 noaTeepXaatoLLero, YTo B LUTAHINace COAEPKUTCSH MMEHHO YKka3aHHOEe flekapCTBEHHOE CPeACTBO.

Ha wraHrnacax ¢ nekapctBeHHbIMU cpedcTBaMu, NpedHasHa4yeHHbIMW 4SS M3rOTOBMEHUS pacTBOPOB AN
MHBEKUUIA N NHAY3NIA, AONOMHUTENBHO yKa3biBaeTcs "Onst MHbekumn".

LTaHrnacbl € XMOKAMW NEeKapcTBEHHbIMUM cpedcTBaMu obecnednBaloTcs Kannemepamy Unu nuneTkamu.
Yucno kanenb B onpegeneHHom obbeme nnmn macce 0603HavyaeTcs Ha WwTaHrnace.

7. N3rotoBneHne nekapcTBEHHbIX MpenapaToB OCYLLECTBMNSIETCA B YCMOBUSIX, OTBEYatloLMX CaHWTapHO-
3ANNOEeMMONIOrM4YEeCcKMM TpeboBaHmsM <1>,

<1> degepanbHbi 3akoH oT 30 mapTta 1999 r. N 52-93 "O caHuTapHo-3nngemMmonormdeckom Grarononyymnm
HaceneHusa" (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®enepauun, 1999, N 14, ct. 1650; 2003, N 2, cT1. 167; N
27, c1. 2700; 2004, N 35, cT. 3607; 2005, N 19, ct. 1752; 2007, N 49, cT1. 6070; 2008, N 29, cT. 3418; 2009, N 1,
cT. 17; 2011, N 1, cT. 6; N 30, cT. 4590, cT. 4596; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N 30, cT. 4079; N 48,
cT. 6165; 2014, N 26, c1. 3366, 3377).

Mpy N3roToBMEHNN KOHLIEHTPMPOBAHHBLIX PacTBOPOB, NofydgabpukaToB, NEKAPCTBEHHbLIX NpenapaToB B BUAE
BHYTpManNTEYHON 3aroTOBKM U (hacoBKe NEKAPCTBEHHbLIX MpPenapaToB BCEe 3anucu NPOMU3BOASITCA B XypHane
nabopaTopHbIX 1 (acCOBOYHLIX paboT, 0opMISEMOM Ha ByMa)KHOM HOCUTENE UK B SNEKTPOHHOM BUAE.

B »ypHane nabopaTopHbIx 1 hacoBOYHbIX paboT yKka3blBaOTCA CNeAyoLMe CBEAEHUS:

a) gata u NopsiaKoBbIA HOMEP NPOBEAEHWS KOHTPOMS BblAaHHOMO B paboTy NekapCTBEHHOrO CpeacTBa
(cbipbs);

6) Homep cepuy;

B) HaVMEHOBaHWE NEKAPCTBEHHOIO cpeacTBa (Cbipbsl), AMHMLA U3MEPEHMS, KONMMYECTBO, PO3HUYHASA LIEHA,
CyMMa pO3HUYHas (B TOM YMCrie CTOMMOCTb MNOCYAbI);

r) NopsiaKoBbIA HOMep pacdacoBaHHOW NPOAYKUMW, €AMHMLA U3MEPEHUSs, KONMYECTBO, PO3HMYHasi LieHa,
CYMMa pPO3HWUYHas!, B TOM Yucne Ans TabneTupoBaHHbIX NIEKAPCTBEHHbLIX MPenapaToB, fIekapCTBEHHbIX NpenapaToB
B (hopMe MOPOLLIKOB, A03NPOBAHHbIX XUOKMX NEKAPCTBEHHBLIX (POPM, OTKITOHEHWE;

) noanvck nuua, pacgacoBaBLUEro NeKapCcTBEHHOE CpeacTBo (Chipbe);

€) mognucb nuua, MNpoBepuBLUErO paccacoBaHHOE NEKapCTBEHHOE CpeAcTBO (Cbipbe), Aata M HOMep
aHanusa.

YKypHan nabopaTopHbiXx U hacoBOYHbIX paboT AomkeH ObiTb MPOHYMepoBaH, MPOLLUHYPOBaH W CKpemnneH
MOANUCLI0 PYKOBOAWTENSI anTeYHOW opraHusauuy (MHAMBMAYaNbHOro npeanpuHumaTtens) u nedatbio (Mpu
HanMuumn neyatn).

8. YnakoBKa M3roTOBMEHHbIX NEKAPCTBEHHbLIX MpenapaToB OCYLLECTBNSETCS B 3aBUCMMOCTU OT (DOpMbl U
cnocoba NpUMeHEHWs ekapCTBEHHOIO NpenaparTa.

B npouecce ynakoBKM M3roTOBMEHHBLIX NEKAPCTBEHHbLIX MpenapaToB OCYLLECTBsSeTCs npoBepka obLiero
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BMAAa YNakoBKMW, NPaBUNbHOCTU MCNOMNb30BaHWUS YMakoBOYHbIX MaTepuaros, MapkKMpoBKN YNaKOBKN.

JlekapcTBeHHbIE NpenapaTbl, M3roTOBMEHHbIE B POPME MOPOLLKOB B aCEMTUYECKUX YCIOBUSX, CTEPUIbHBIE U
acenTuyeckn W3roTOBMEHHbIE XMOKNE NeKapCTBEHHble (POopMbl, rMasHble Ma3n YNakoBbIBAOTCH B CTEPUIbHYIO
yMaKkoBKy.

Ma3sn ynakoBbIBalOTCA B LUMPOKOropnble OaHkW, KOHTeMHepbl, TyObl U OpyrMe emKocTw, yaobHble Ans
NCMNOMNb30BaHMs.

YKuakue nekapctBeHHble HOPMbl YNAKOBLIBAIOTCS B NMOTHO 3aKpblBaOLLMECS EMKOCTU.

Cynnosntopun ynakoBbIBAKOTCA B MHAMBUAYalNbHYI MEPBUYHYIO YNAKOBKY M MNOMELLAIOT BO BTOPUYHYHO
yNakoBKy (KOPOOKY vnu naker).

9. MapkupoBka M3roTOBIEHHbIX IEKAPCTBEHHbLIX MpenapaToB [AOfKHA COOTBETCTBOBATb TpebOBaHMAM,
ykasdaHHbIM B npunoxeHun N 1 k HacTtoawmm MNpasunam.

Il. Oco6eHHOCTU U3roTOBIEHNSI TBEPAbIX JIeKAPCTBEHHbIX (hbopM
MN3roToBneHue nekapcTBeHHbIX NpenapaToB B (hOpMe NOPOLLKOB

10. JlekapcTBeHHble NpenapaTbl B yOpMe NOPOLLKOB (Janee - NopoLLOK) MOryT BbITb:

NPOCTbIMK (COCTOALMMUN U3 OQHOrO UHrpeaueHTa);

CMOXHbIMK (COCTOALMMU U3 ABYX 1 Bornee MHrpegneHToB);

[03MPOBaHHbLIMM (pa3geneHHbIMU Ha OTAeNbHbIe 403bl);

HeA03MPOBaHHbLIMK (Hepa3aeneHHbIMU Ha OTAenNbHbIe 003bl).

11. MNMOpPOLUKM N3roTaBNUBAKOTCA C UCMOMNb30BAHUEM CMECUTENEN U U3MENbUUTENEN UMK B CTYMNKaxX C y4eTOM
nX PU3NKO-XMMUYECKNX CBONCTB.

Cmecb Onst U3roTOBMEHWst MOPOLUKOB pas3gensieTcsl Ha [[o3bl C UCMONb30BaHWEM pPYYHbIX BECOB U
3MNEKTPOHHbIX BECOB MMM JO3aTOPOB B COOTBETCTBMU C MAacCov OAHOro NOpPOLUKa U MX KONMYECTBOM, YKa3aHHbIM B
peuenTte unm TpeboBaHnN.

JlekapcTBeHHble cpeacTBa B konuvectBax meHee 0,05 r Ha BCO mMaccy nopollka MCnonb3yrTcs B Buae
TpUTYypaummn (CMeCb NEKapCTBEHHOIO CpeacTBa M BeromoratenbHoro Bewectea) 1:10 unum 1:100.

12. Mpwn M3roToBnNEHMM NOPOLLKOB B CTyNke obLyasi Macca NopoLlKka He JOSKHA MPEBbIWAaTb MakCUMarbHYH
3arpysky CTyMnkM C y4eTOM MapaMeTpoB CTYrMKW, onpedeneHHbix B Tabnuue N 1 npunoxennss N 2 K HacTosLwmMm
Mpasunam.

MiamenbyeHne un cCMelvBaHME MNOPOLUKOB OCYLLEeCcTBnseTca nytem pgobaBneHus nocnegoBaTeribHO
WHrpeaueHToB OT MEHbLUMX KONMMYecTB K OomMbluMM KONMUYecTBaM B MNpeaBapuUTeNbHO 3aTepTon  CTyrke
nHAN@EPEHTHbEIM B (PapMaKonOrMyeckoMm OTHOLLIEHWM BCMOMOraTenbHbIM BELLECTBOM WU JNleKapCTBEHHbIM
CpeAcTBOM C cobnogeHnemM notepb B cooTBeTCcTBMM € Tabnuuen N 2 npunoxernst N 2 k Hactosawmm MNpasunam.

OcranbHble VHIPeaneHTbl NpU M3rOTOBMEHUN MOPOLLKOB A00aBNSATCA B MOpsAKe YBENUYEHWs UX macchbl
npw cobnogeHMn cooTHowweHus 1:20.

JlekapcTBeHHbIE cpeacTBa, obnagaroLme KpacawmMmm ceoincTtBamu, 4o6aBnsalTCs B CTYMNKYy Ha NOCreaHeM
aTane cMeLUMBaHMS MOPOLLKOB UMM MEXAY COSMU HEKPACALLNX JIEKapCTBEHHbIX CPEACTB.

JlerkopacnbinsioLwmecs nekapcTBeHHble cpeacTBa 406aBNATCS B CTYMKY B NOCMEOHIO ovepeap.

TpygHomnsmMernb4yaemble fiekapCTBEHHbIE cpeacTBa (TMMON, hof, kamdopa, MeHTon, 6opHas KMcrnoTa 1 UHble
BELLeCTBa) W3Menb4valTCd Mpu HeobXxoAUMOCTM C UCMOMb30BAaHWEM >KWAKOTO FEKAapCTBEHHOrO cpeacTsa
(Hanpumep, cnupT aTUNoBbIn 95% 13 pacyeTta 10 kanenb Ha 1 I 3MEeNbLYaeMoro BeLLeCcTBa).

Kviokue nekapcTBeHHble cpecTBa 406aBnsATCS K M3MENbYEHHOW CMEeCH MOpOLLKA B MOCMEAHION ovepeab
C COXpaHeHWeM Npu 3TOM OCHOBHOIO CBOMCTBA MOPOLLIKA - ChIMy4YeCTu.

13. [onycTumble OTKIMOHEHUS B Macce OTAerbHbIX 03 (B TOM 4yMcre npu ¢acoBke) NOPOLLKOB yKa3aHbl B
Tabnuue N 1 npunoxenunsa N 3 k HacTosium lNpasunam.

M3roToBneHmne nekapcTBeHHbIX NpenapaTos B (hopme TpUTypaLmi romeonaTnyeckux

14. JlekapCTBEHHbIN npenapat B opMe TpuTypauum romeonatudeckon npencraBndeT cobown TBepayto
NlekapCTBEHHYO (QOPMYy B BMAE MOPOLUKA, COCTOSLLEr0 M3 OOHOMO WIIN HECKOMNBbKUX WM3MESTbYEHHbIX aKTUBHbIX
KOMMOHEHTOB K (MNM) WX pasBedeHuMn CO BCMoMoraTerbHbIM BeLecTBOM. B KayecTBe BcrnomoratenbHoOro
BELLECTBA UCMOMb3yeTCsl NakTo3bl MOHOTMAPAT (€CNW B peLenTe He YKa3aHo MHOe).

15. VsrotoBneHne TpuTypaumii romeonaTnYeckmMx OCYLLLECTBSIETCA creayoLmmMm cnocobamu:

N3roTOBIIEHNE TPUTYPAL MK FOMEONATUYECKON U3 TBEPAbIX JIEKAPCTBEHHBIX CPEACTB;

N3roTOBMEHNE TPUTYpaLMKU TFOMEONaTU4YECKON W3 HACTOEK TFOMeOoNnaTU4YecKUX MaTpWYHbBIX, PacTBOPOB
romMeonaTuyecKMX 1 XUOKNX FOMeoNnaTU4eCKnX pasBeaeHun.
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M3roToBneHne TpuTypauun romeonaTmyeckux Mpou3BOAUTCA METOAOM MO Macce C UCMOSMb30BaHUEM
MacCOBbIX YacTewn.

16. B TpuTypauusix romeonaTM4eckMx pasmMep MOIyYeHHbIX 4YacTuL, WCXOOHOro BeLlecTBa B MNEpPBOM
OECATUYHOM UIM MEPBOM COTEHHOM pasBefeHnn He JormkeH npesbiwatb 100 MKM.

17. i3rotoBneHue TpuTypauum romeonaTn4eckon u3 TBepablX NeKkapCTBEHHbIX CPEACTB.

[ns n3rotoBneHus TpUTypauuin roMeonaTtu4yecknux 4O YeTBEPTOro AeCATUYHOIO Ui YETBEPTOrO COTEHHOIo
pa3BedeHUs BKIHOUYUTENBHO HeobXoaouMmMoe KOMMYECTBO NakTo3bl MOHOrMpaTta WM MHOro BCMOMOraTeNibHOro
BeLlecTBa OeNUTCS Ha Tpu paBHble YacTu. [NepBas YacTb NomeLLaeTcs B CTYMNKY U pacTUpaeTcs, YToObl 3aKpbITb
nopbl CTynk1. 3aTem NpubaBnsieTcs BCe KONMMYECTBO akTMBHOIO KOMMOHEHTA, pacTUPaeTcs C YCUITMEM B TeYeHne 6
MWH., MOCMEe 4ero MOpoLLIOK HeMeTannuyecknm Linatenem crpebaeTtcss M cockabnmBaeTcsl CO CTEHOK CTYMKW.
[aHHas onepauusi noBTopsieTcs elle pa3. 3atem gobaensieTcs nocrnegoBaTeNnlbHO BTOpasi M TPETbs 4acTu
NakTo3bl MOHOrMapaTa, MOBTOPSIi C KaXO4OW YacTbld OMMCaHHble Bbiwe onepauun. MuHumanbHoe Bpewms,
Tpebyemoe ansi Bcero npoLecca U3roToBreHns TpuTypaumm romeonaTmydeckon, coctaensieT 1 vac.

[na un3roToBneHWss romeonaTU4yeckon TPUTYpaLMK BbilEe MATOrO AECATUYHOrO WM MNSiTOFO0 COTEHHOro
pa3BefeHusl, pa3BedeHnsl Nony4aTcs U3 YacTu TpUTypaLumn romeonaTnyeckon npeablayLero 4ecATUYHOo Unm
COTEHHOro passefeHusa u 9 nnm 99 yacten NakTo3bl MOHOrMApaTa, NpeaBapuTENbHO pa3feneHHon Ha TpU paBHble
yactu. K nepBor 4acTM nakTto3bl MOHOrMagparta MocTeneHHO HebonblmMy nopumsmu npubaenseTca Bce
KONMNYECTBO TPUTYpaL MM romeonaTuyeckon npeablayLiero passegeHus 1 TwaTenbHO pactTupaeTcsa 40 NonyvyeHus
OAHOpoAHOro nopoulka. 3atem gobaBnseTcsl nocrnefoBaTenibHO BTOpPas M TpeTbsl YacTu NakTo3bl MOHOrMapaTta u
TWaTeNbHO pacTnpaeTca 40 OOHOPOOHOCTH.

18. NaroTtoBneHue Tputypaumm romMeonaTU4yeckonm U3 HACTOEK roMeonaTU4eCKMX MaTpU4YHbIX, PacTBOPOB
romMeonaTuyecKmX 1 XXUOKUX roMeonaTu4ecknx passeaeHuni.

Mpn M3roTOBRNEHUN TPUTYpaLMUM FOMEOMNaTUYECKON C HACTOMKaMW rOMeonaTUYeCcKMMM MaTpUYHbIMK,
pacTBopaMuM rOMeonaTUY4eCKUMN W XKUOKUMU ToMeonaTU4YeckMMu pasBegeHnsiMM Ko BCceMy Heobxoammomy
KONMMYECTBY INakTO3bl MOHOrMgpaTa MOCTENEHHO, HebonblMMKM nopunsamu, npubaBnsieTcss BCE KONMUYECTBO
HaCTOMKM roMeonaTU4yeckom MaTpuUYHOW, pacTBopa rOMEOoNnaTUYeckoro WAn >XUOKOro roMeonaTU4eckoro
pasBefeHMs npeabliaywero pasBedeHuMst M TWaTenbHO CMelMBaeTcs A0 MNOofyyYeHust OAHOPOOHOM Macchl.
[[lomMoreHHass Bna)kHass CMEeCb OCTOPOXHO BbICYLUMBAETCs, NPU HEOoOXOAUMOCTM U3MeNbvaeTcsa U elle pas
cMellnBaeTcs.

Mpn M3roToBNEHUN TPUTYpaL MM rOMEeoNaTMYEeCKon NCNOSb3YETCHA Takoe KOSIMYECTBO flakTo3bl MOHOrMapaTa,
4TOObI MOCNE 3aBepLUEHMS NMPOLIECCa M3rOTOBIEHUS Oblna A4OCTUrHYyTa Heobxoaumas macca.

HacTonkn romeonatuyeckne MaTpuuHble, pPacTBOPbl FOMeonaTU4ecKMe W XWUAOKMe Tromeonartudeckmne
pa3BefeHunsl, UCMomnb3yeMble 45151 U3rOTOBMNEHUST TPUTYPaLIMIA FOMEOoNaTUYECKMX, NOTEHLMPYIOTCA B COOTHOLLEHUSIX,
COOTBETCTBYIOLNX cnocobam mx nonyyeHusi. [pyn M3roToBrEHMN UCMONb3YETCA CTOMbKO NaKTOo3bl MOHOrMapaTa,
4yTOObI OOLlad Macca TpUTypauum romMeonaTuyeckon Mnocne BbICYLUMBAHUSA COCTaBnsana And OecsaTUYHOro
pa3seneHusa 10 yacten n gnst coteHHoro passegeHusa 100 yacTen.

Mocnepyowme pasBegeHuss TPUTypauun FOMEONATUYECKMX W3 HACTOEK rOMeonaTUyYeckmx MaTpUYHbIX,
pacTBOPOB rOMEONaTUYECKUX WU XUOKUX FOMeonaTU4ecKMx pasBedeHuir nonyyarTcs M3 1 yactu Tputypauum
romeonaTtMyeckon npeablayLlero passegeHns n 9 yacten (ons 4eCATUYHONM WKanbl) unu 99 yacTtewn (4n1s COTEHHOM
LKanbl) NakTo3bl MOHOrMApara, TwaTenbHO CMeLLMBas 40 O4HOPOAHOCTM.

M3roTtoBreHne nekapcTBEHHbIX NpernapaToB B oOpMe rpaHy roMeonaTtnyeckmx

19. JlekapcTBeHHbIN npenapat B )opme rpaHyrn roMeonaTuyecknx (ganee - romeonaTUyeckue rpaHysbl)
npeacTaBnseT cobon TBepAyl NEKapCTBEHHYIO hOpMy AN Npuema BHYTPb B Buae cdep oanHakoBoOro AnameTpa,
COAEPKaLLYO aKTUBHBIN KOMMOHEHT (aKTUBHbIE KOMMOHEHTbI) B pa3Be4eHUSX rOMeonaTu4eckux.

20. TomeonaTnyeckMe rpaHyfbl W3rOTABMMBAKTCA MNyTEM HACbIWEHWMS WM HAHECEHMS  KUOKOro
romMeonaTMyecKkoro pa3Be4eHns O4HOIO UMM HECKOMNBbKUX aKTUBHBIX KOMMOHEHTOB Ha BCMOMOTraTENbHbIN KOMMOHEHT
- TpaHyfbl, MonydaeMble W3 caxapo3bl, MakTo3bl WNW OPYrUX MOAXOOSAWMX CaxapoB, paspelleHHbIX K
MEOMNLUHCKOMY NMPUMEHEHNIO.

[nsa obecnevyeHnss paBHOMEPHOIO pacnpeneneHnst XXnaKMx roMeonaTuyeckux passeeHnii romeonaTnyeckmne
rpaHyrnbl OMKHbI ObITb O4MHAKOBOIO pa3mepa.

Pasmepbl romeonaTnyeckux rpaHyn pasnuyatoTcs no Homepam ot 1 o 12 B 3aBUCUMMOCTM OT UX AMamMeTpa,
€CI1 He NMPUMEHSIOTCH VHbIE.

omeonatuyeckme rpaHynbl KnaccuduuupyloTcs No  KonuyectBy rpaHyn B 1 rpamme. KomnumyectBo
romMmeonaTtMyeckmx rpaHyn NOACHUTLIBAETCHA B OBYX NapanmenbHbiXx Npobax B HaBecke, B3BELUEHHOW C TOYHOCTbIO
0o 0,01 rpamma. [lonycTumble HOpMaTyBbl NPY N3rOTOBIIEHWMM TOMEONATUYECKUX FPpaHyn onpegenexsl B Tadnuue N
1 npunoxeHus N 4 k HacTosawmm NMpasunam.
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JonycTMMble OTKIMOHEHMS B Macce OTAENbHbIX 403 (B TOM 4Yucre npu hacoBKe) roMmeonaTUYecknx rpaHyn
ykasaHbl B Tabnuue N 1.1 npunoxennst N 3 k HacTosAwmm Mpasunam.

21. VisrotoBneHne romeonaTtmMyeckmx rpaHyn OCyLLEeCTBMASIETCA cneayowmmm cnocobamm:

HacbILLeHWe rpaHyn caxapHbIX XUOKUM rOMeonaTU4YeCcKkUM pas3BedeHMEM UMM CMECBIO pa3BedeHui;

HacnavBaHWe Ha rpaHysbl CaxapHble XXMUOKOro roMeonaTu4eckoro pa3seieHust.

22. HackhlleHne rpaHyn caxapHbIX XXUOKMM roMeonaTU4eckMM pasBegeHneM UM CMECHIO pa3BefeHni.

CaxapHble rpaHynbl HachILLalTCA COOTBETCTBYHOLUUMU XKUOKMMW FOMeonaTudeckumMm pasBeqeHnsMn unm
CMECbI0 >KMOKUX roMeonaTuyeckux pasBefeHun, NpuUroToBrneHHbIMM Ha cnupte 62% (no Macce), 4To
cooTBeTCcTBYET 70% (06BEMHbIE NpoLeHThl). CogepxaHne cnupTa B pa3BedeHMn U CMeCK OOMKHO ObiTb HE MeHee
60% (no macce), 4To cooTBeTCTBYET 68% (N0 0OBEMY).

Ecnn koHUeHTpauus cnupta Hwke TpebyemoWn, U3roToBfeHne AEeCATUYHOIO WM COTEHHOrO pa3BeLeHUs,
npefHa3Ha4YeHHoro AN1s1 HacbIWeHNsi FOMeonaTUYeCcKnx rpaHys, OCyLLECTBSIETCA C Ucnonb3oBaHneM cnupTta 62%
(no macce) unm 70% (no obbemy).

[na paBHOMEPHOro pacnpefeneHns pasBedeHust rpaHynbl caxapHble npeaBapuUTenbHO CMaduBatoTCs
cnupTtoM 62% (no macce) nnu 70% (no o6wemy), koTopbli NpubaensieTcs u3 pacydeta 1 rpamm Ha 100 rpanyn.

HachbllweHne rpaHyn caxapHbIX XUOKAMW FOMeonaTuyYecKUMn pa3BefeHUsIMU UM CMEecsiMU MPOU3BOAUTCS
METOAOM NepeMeLUMBaHNs B MEXaHWYEeCKUX cMecuTensix 6e3 OBWMKYLUMXCS paboyumx 4acter unm Bpy4Hylo (ons
Macchl [0 2 Kr) B CTEKMNSAHHbIX MIIOTHO 3aKpbIBaloLLMXCS cOCydax.

Pabounin obbem cmecutensa gormkeH 6biTb B 1,5 - 2 pasa 6onblie 3arpyxaemor macchl rpaHyn. lNMpouecc
nepemMelLMBaH1s B MEXaHUYECKMX CMecUTensX Npou3BoAnUTCs B TeveHne 3 - 4 MUHYT, Npu pydHOM criocobe - B
TeveHne 10 MUHyYT.

BnaHble rpaHynbl BbICYLLUMBAKOTCA Ha BO3AyXe NpW KOMHATHOM TeMnepaTtype 40 NOCTOSHHOW Macchl.

Mpun M3roTOBRNEHUN FOMEoNaTUYECKMX FpaHys ONUCbIBaeMbIM CNOCOGOM He JOoMycKaeTCsl HacbilLeHWe rpaHysn
caxapHbIX XXMOKUMW roMeonaTuYeckuMmn pasBefeHUsMM HKEe TPETbEr0 COTEHHOro pasBeneHusi, NonyyYeHHbIMU 13
NeTy4Ynx 1 naxyymx BeLLecTB, a TakKe U3 BCeX KNCHOT.

23. HacnavBaHume Ha rpaHynbl CaxapHble XXWOKOro romeonaTU4ecKoro pasBedeHMs OCYLLeCTBNAeTCs
NnocpeacTBOM:

HacnavBaHus roMmeonaTnYecknx BoAHbIX passedeHun: ansa nonydeHms 100 rpamm romeonaTUYecKUX rpaHys
1 rpamm romeonaTn4eckoro BOAHOIO passBedeHust UM BOAHOM CMeCW BCTPSAXMBAOTCA C 9 rpammamMmn caxapHoro
cupona v nomnyyeHHole 10 rpaMmMoB CMECUM paBHOMEPHO HacrnavMBalTCA Ha rpaHynbl caxapHble, Macca KOTOPbIX
paccuuTbiBaetcsa no oopmyne (100 - X) rpamm, rae X - KONMYECTBO caxapa B caxapHOM cupone, B rpaMmmax;

HacrnavBaHusi TpUTypauui romeonaTnyeckmx: ana nonydeHmss 100 rpammoB romeonaTtudeckmx rpaHyn 10
rpaMmoB TpuTypauum BcTpsixmBaeTcs ¢ 20 rpammamu caxapHOro cupona, noflydeHHas CMeCb PaBHOMEPHO
HacravMBaeTCA Ha rpaHyrbl caxapHble, Macca KOTopbIX paccumTbiBaeTcs no dopmyne (100 - X - Y) rpamm, rge X -
KONMMYeCcTBO caxapa B CcaxapHOM cupone, B rpammax, Y - KONMUYECTBO BCMOMOraTenbHOro BeLLeCcTBa,
copepalleecs B TpUTypauum romeonaTtnyeckomn, B rpaMmmax;

HacnavBaHuUs CMeceln: CMeCu rOTOBATCA B COOTBETCTBMM C pasgernom "M3rotoBrneHne romeonaTnyeckmx
cmecen” massbl |l HacToAwmx MNpaBun NyTeMm COBMECTHOrO BCTPSXMBAHUSA BOAHbLIX rOMEONaTUYecknx passeaeHun
n (wnun) TpUTypauui romeonaTnyeckmx B caxapHom cupone. [Ona nonydeHus 100 rpammoB romeonaTmyeckmx
rpaHyn 1 rpamMm M3roTOBIIEHHON CMECU BCTPsIXMBaeTCs ¢ 9 rpaMmamum caxapHoro cupona 1 10 rpaMm nosty4eHHoro
pa3BedeHMs paBHOMEPHO HACNauBalTCHA Ha rpaHyIbl caxapHble, Macca KOTOpbIX paccYMTbIBAeTCs Mo dopmyne
(100 - X -Y) rpamm, rge X - KOMMYECTBO Caxapa B caxapHOM cupone, B rpammax, Y - KONM4ecTBO
BCMOMOraTenbHOro BELECTBa, CoAepKalleecs B TpUTypaLmsax romeonaTnyeckmx, B rpaMmax.

HacnavBaHne XWOKUX roMeonaTtU4eckux pasBedeHWN aKTMBHbIX KOMMOHEHTOB B CaxapHOM CUporne Ha
rpaHynbl MPOW3BOAUTCS B APaKMPOBOYHbIX KOTMax C perynupyembiM Mo4orpeBoM. [paHynbl caxapHble
nomeLLalTCs B OPaKMPOBOYHbINA KOTEN, NpeaBapuTeribHO nogorpeTtbi 4o 37 - 42 °C, n menneHHo BpallaTcsa 4o
TeX nop, NoKa BCSA Macca rpaHyn He HarpeeTcsi 40 YKa3aHHOW Bbille TemnepaTypbl. [omeonaTnyeckue pasBegeHus
aKTMBHbIX KOMMOHEHTOB B CaxapHOM CUpOMNe BMAMBAlOTCH B APaXXMPOBOYHbLIA KOTEN MOCTEMNEHHO, HebOomnbLUIMMMU
paBHbIMW MOPLUSMU, YEPE3 PaBHbIE MPOMEXYTKA BpeMEHM. [10 OKOHYaHUM HacnaMBaHWs HarpeB OpaXMpPOBOYHOMO
KOTNa npekpallaeTcs, a ero BpalleHne npogorkaeTcsa Ans BbICYLLIMBaHUA rpaHy 40 MOCTOSAHHOW Macchl.

lll. Oco6eHHOCTU N3roTOBNEHUA XUAKUX NEeKapCTBEHHbIX hopm

24. K xngkum NeKapCTBEHHbIM cbopmaM OTHOCATCA pacTBOpbl HA BOAHLIX W HEBOOHbIX pacTBOpUTENAX,
MUKCTYpPbI, BOOHblE W3BJIEYEHUA U3 J1€KapCTBEHHOIo PaCTUTESIbHOIO CblpbA, PacTBOPbl BbICOKOMONEKYNAPHbLIX
BeLwecCTB, paCcTBOpPbl 3aliuLUEeHHbIX Konnonaos, CyCneH3nn, aMmynbCunn, romeonaTtn4eckne pactBopbl, pa3BeneHus,
cmecu.

Kugkue NeKapCTBEHHbIE CbOprI N3roTaBnNMBaTCA Macco-0ObEMHbIM MeTodoM, METOAOM MO Macce unn
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MeToO0M No o6beMy.

25. Macco-06beMHbIM  MeTOAOM  U3rOTaBMMBAKOTCA  BOAHblE W BOAHO-CMMPTOBbIE  PacTBOPbI
MOpOLLKOOOpa3HbIX eKapCTBEHHbIX CPEACTB.

26. MeTogoM No Macce M3roTaBnMBalTCA PacTBOPb! MOPOLLKOOOPAa3HbIX M XKMOKMX NeKkapCTBEHHbIX CpeacTB
B BSA3KUX W NETYYMX pacTBOpPUTENSX, AO3UPYEeMbIX MO Macce, a Takke 3MYSbCUMU, CYCNEH3NM HE3aBUCMMO OT KX
KOHLIEHTpaLMM 1 roMmeonaTnyeckme nekapcTBeHHble popmbl.

Mo macce [0O3NPYIOTCA XWpHblE WU MUHepanbHble Macna, rMuUepyH, OUMEKCUA, MNONMITUNEHMMKOMM
(nonunaTuneHokcMabl), CUNMKOHOBbLIE XMOKOCTH, 3dup, xnopodopm, beHsunbeHsoaT, Bannaon, BUHUNWH (banb3am
LLlocTakoBckoro), Aerotb 6epe3oBblil, UXTUOM, KACMOTa MOMOYHas, Macna adupHble, ckunuaap, MeTuncanuumnar,
HUTPOINULEPVH, NEPTUAPOIb.

27. MeTtogom no o6bemy W3roTaBMMBAOTCS PACTBOPbl CNUPTa 3TUIIOBOTO PasfMYHOM KOHLEHTpauuu,
pacTBOPbI XUAKNX CTaHAAPTHbIX ddapMakonerHbIX pacTBOPOB (KpoMe nepruapons).

Mo o6bemy Takke 4O3UPYOTCA BOAA OYMLLEHHAA U BOAA AN MHBEKUMIA, BOOHbIE PacTBOPbI JIEKAPCTBEHHbIX
CpeacTB, raneHoBble M HOBOraneHoBble NeKapCTBEHHble CpeacTBa (HACTOWKWU, XWAKME SKCTPaKTbl, afoHU3uG u
nHoe).

28. lNpu ykaszaHuM B peuenTte unu TpeboBaHUM B KauyecTBE KOMIMOHEHTA, MOAMeXallero W3roToBIEHWIo,
nekapcTBEHHOro npenapata "Boga" UCNonb3yeTcs BoAa OuvMLEHHasd, "cnupTt" - CnupT STUnoBbin, "admp" - acpup
ON3TUNOBLIN (MEAUUMHCKMRN); "ruuepun” - rmuuepuH MmeguumnHekuin, cogepxawmm 10 - 16% Bogbl, C NAOTHOCTbIO
1,223 - 1,233 r/cm ky0.

Ecnu B peuenTe unu TpeboBaHNM He yKasaH pacTBOPUTENb, UCMONb3YETCst BOAA OYMLLIEHHAS.

OTKknoHeHne obwero ob6bema UMM Maccbl XUOKUX NEeKapCTBEHHbIX OPM He [OSPKHO npeBblwaTh
JonycTuMble OTKIMOHEHUs1 B obbeMe M macce, npegycMmoTtpeHHble B Tabnmuax N 4 - N 6 npunoxenua N 3 k
HacTodAwmmM Mpasunam.

OCcoBEHHOCTN N3rOTOBMNEHNS XUAKMUX NIEKAPCTBEHHBIX OPM Macco-06bEMHbBIM METOAOM

29. Tpn W3roTOBNEHUN >KMOKOM IeKapCTBEHHOM (OPMbl MacCCO-O0bEMHLIM METOAOM ObWnin obbem
onpegensieTca CyMMON O6beMOB XUAKUX NEKAPCTBEHHbIX CPeaCTB M BCMNOMOraTeflbHbIX BELLECTB, BXOASLMX B
COCTaB JeKapCTBEHHOW (POPMbl, PACCUMTAHHBIX MPU HEOBXOAUMOCTM C YYETOM 3HAYEHUN MAOTHOCTU XKUAKMX
nlekapCTBEHHbIX CPeACTB M BCMOMOraTerbHbIX BELWEeCTB, YkadaHHbIX B npunoxeHun N 5 k HacTtosawmm Mpasunam.

[lonycTMMble OTKNOHEHUs1 B 0OWEeM OObeMe XUOKUX JeKapCTBEHHbIX (DOPM MpPU M3rOTOBSIEHMM MAaCCO-
obbeMHbIM MeTogoMm onpeneneHsl B Tabnuue N 3 npunoxenuna N 3 k HacTosawmm MNpasunam.

M3ameHeHne oblero obbema XMOKOM JEeKapCTBEHHOMW (OpMbl MPW PaACTBOPEHMM MOPOLLKOOOPa3HbIX
NeKkapCTBEHHbIX CPEACTB HE Y4YMTbIBAETCS, €CMM OHM YKNaAblBalOTCA B OTKMOHEHWs, AONyCTUMble B obLiem
obbemMe XuMOKMX FeKapCTBEHHbIX (OpM NpW WM3rOTOBMNEHWM MacCo-06beMHbIM METO4OM, B COOTBETCTBUM C
Tabnuuen N 3 npunoxenns N 3 k MNMpasunam.

Ecnn wu3ameHeHne obObema XuWOKOW JleKapCTBEHHOW popMbl MpUM  pPacTBOPEHMM MOPOLLKOOGPAa3HbIX
nekapCTBEHHbIX CpeacTs bonblue AoNYCTUMbIX HOPM, TO NPY PacTBOPEHNM MOPOLLKOB U3MEHEHNEe 06bema XnaKkon
fiekapCTBEHHON (QOPMblI PaCCYUTLIBAETCA C Y4eTOM KOS((PULUMEHTOB yBENUYEeHUss obbema nekapCTBEHHbIX
cpeacts B CoOTBETCTBMM € npunoxeHmem N 6 K HacToswum [lpaBunam wnv cnegyeT UW3roTaBnvBaThb
nekapcTBeHHylo ¢opmy B mepHom nocyge. KoadpduumeHT yBenmyeHns obGbema nekapCTBEHHOrO CpeacTBa
nokasblBaeT yBenuyeHve obbema pacTBopa B MWUMNMMAMTPaAxX Mpu pacTBOpeHuMn 1 rpamma nekapCTBEHHOro
cpeacTea Uy BcnoMmoraTensHoro Bellectsa npu 20 °C.

30. Mpun M3roToBNEHUN XNOKMX NEKAPCTBEHHBIX DOPM C BOOHOW ANCMEPCMOHHON CPeaon B MEPBYIO oyepenb
OTMEpPMBAETCS pPaCCYUTaHHbIN 0ObEM BOAbl (OYWLLEHHOM WNU apoOMaTHOM), B KOTOPOM MOCHeAoBaTesibHO
pacTBOPSAIOTCA MOPOLLIKOODOpasHble FeKapCTBEHHbIE CpeacTBa M BCOMOratesibHble BeLllecTBa C  y4eToOM
pacTBOPMMOCTMN U BO3MOXHOIO NX B3aUMOOENCTBUSI.

31. [nsa ycKopeHusi pacTBOPEHUS NEKAPCTBEHHbIX CPEACTB NPUMEHSAIOTCA NpeaBapuTEribHOE M3MerNbYeHMe
rNlekapCTBEHHbIX CPeACTB, HarpeBaHUe pacTBopa, NepemMeLlvBaHue, KOMNIekcoobpasoBaHue 1 conodunmsaums.

32. CHayana B OTMEPEHHOM OOBbEME OYMLLEHHOW BOAbl PACTBOPSHOTCA HApPKOTUYECKWUE, MCUXOTPOMHbIE,
CUIMbHOAENCTBYIOLME feKapCTBEHHbIE CPeACTBa; Aarnee - ocCTallbHble FIeKapCTBEHHbIE CPeacTBa C Y4YETOM WX
pacTBOPMMOCTM.

33. lMocne pacTBOpeHWUsi MOPOLUKOOOPAa3HbIX JIEKAapPCTBEHHBIX CPEACTB pPacTBOpbl (OUMbTPYHOTCA 4Yepes
UNbTPYIOLLMI MaTepuan, KOTopbI NogoMpPatoT C y4ETOM CBOWCTB pacTBOPUTENS U NTEKaPCTBEHHOIO CpeacTaa.

BmecTo nopoLlwkooOpasHbIX NEeKapCTBEHHbIX CPEACTB B COCTABE XXWMOKOW IeKapCTBEHHOW (DOpMbl MOTyT
NCMNomb30BaTbCs 3apaHee N3roToBMEHHbIE KOHLEHTPUPOBAHHbIE PacTBOPbLI (B GIOPETOYHON YCTaHOBKE), YKa3aHHbIe
B npunoxeHnn N 7 Kk Hactosiwmm [paBunam, kotopble A0OaBNATCA MOCNe pacTBOPEHMS MOPOLLKOOOPa3HbIX
NleKapCTBEHHbIX CPeACTB U (hUnbTPOBaHMS pacTBopa.
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34. TMpn M3roToBNEHUM BOAHbLIX PACTBOPOB IEKAPCTBEHHbLIX CPEACTB, COAepXallux B cocTaBe MOMeKyrbl
3HauMTENbHOE KOMUYECTBO KPUCTaNnMU3auMoHHON BoAdbl, CMOCODOHLIX BLIBETPMBATLCH, a TakkKe TMrPOCKOMUYHbIX
neKkapcTBEHHbIX CpeACTB creayeT UCMOoMNb3oBaTh UX KOHLIEHTPUPOBaHHbIE PacTBOpPbI.

35. XKugkve MHrpeameHThl, BXOAsALUe B COCTaB rnekapCcTBEeHHON hopMbl, 406aBNATCA K BOAHOMY pacTBOpY
B crieayloLleil nocneaoBaTenbHOCTU: BOAHbIE HeMNeTydne U Heraxy4dme >XUOKOCTU, UHble HemneTyvue XWOKOCTH,
CMeLUBaloLLMecs C BOAO; BoAHbIE NETyuMe XWUOKOCTU; XWOKOCTWU, codepallme 3TUMOBbI CNUPT, B MOPSAKe
BO3pacTaHUs ero KOHLeHTpaLuu; apyrue HeBodHbIe NeTy4ne 1 naxydme XUaKocTu.

M3rotosneHne KOHLUEHTPUPOBaHHbIX paCcTBOpPOB

36. KoHLEeHTpupoBaHHblE pPacTBOPbl M3roTaBNMBAKTCA MacCO-OObLEMHbLIM METOAOM B MEPHOW MOCyhe B
acenTU4eCcKMX YCroBMsX C UCMOMb30BaHMEM CBEXENONYYEHHOW OUYULLIEHHOW BOAbI.

[lonycTuMble OTKIOHEHWS B KOHLEHTpaLMM KOHLEHTPUPOBAHHbLIX pacTBOpoB npuBeneHbl B Tabnuue N 8
npunoxenunss N 3 kK HacTtoswum Npasunam.

37. N3roToBneHHbIE KOHLEHTPMPOBAHHbIE PACTBOPblI (PUNBTPYIOTCH, NOABEPratoTCs NOMHOMY XMMUYECKOMY
KOHTPOJSIO 1 NPOBEPSOTCA HA OTCYTCTBUE MEXAHUYECKUX BKITHOYEHUIA.

38. EMKOCTU C KOHLEHTPUPOBaHHBIMWN pacTBopamMn ohopMaOTCa 3TUKETKAMU C YKa3aHMEM HaMeEHOBaHUS
N KOHLIEHTpauun pacTtBopa, AaTbl U3rOTOBNEHUS, CpoKa rogHOCTU, HOMEepa Cepum M aHanmsa U noanucu nuua,
NpOBEPUBLLErO pacTBOp.

M3ameHeHne uBeTa, MOMYTHEHWE, MOSIBIIEHUE XNOMbEB, HANETOB paHee YCTaHOBIIEHHOrO CpoKa FO4HOCTMU
SABMAKOTCA NPU3HaAKaMn HEMPUrogHOCTM PacTBOPOB.

M3rotoBneHune XNOKUX NeKapCTBEHHbIX CbOpM, cogepxalwunx apomMaTtHble BOAbl B Ka4eCTBe pacTBopuUtend

39. ApomaTHble BOAbl M3rOTaBNMBAKOTCS B COOTBETCTBUMN C TpeboBaHMAMM, yka3aHHbIMK B npunoxeHun N 8
K HacTosilwmum MNpaBunam, n XpaHaTcst B NPOXagHOM, 3alLMLLEHHOM OT CBETa MeCTe.

40. ApomaTtHble BOAbl [03upykoTcss no obbemy. [onycTMMble OTKIMOHEHMS B OOLEM obObemMe XMAKMX
neKkapcTBEHHbIX (hOPM MpU U3rOTOBNEHUN Macco-06beMHbIM MeTo4oM npuBeaeHbl B Tabnuue N 3 npunoxenma N
3 K HacToswmMm MNpaBunam.

Mpn ykasaHum B peuente unu TpeboBaHuM obLIEro obbemMa XWUOKOM NeKapCTBEHHOW (OOpMbl 0O6BHLEM
apoMaTHOWM BOAbl ONpedensieTcs nyTem BblUUTaHUA M3 obuiero obbema nekapcTBeHHOW opMbl 06 bEMOB BCEX
XKUOKNX WHTPEOMEHTOB, @ TaKKe YYMTbIBAETCA W3MEHeHWe B obbeme npu pacTBOPEHMU MOPOLLUKOOOPa3HbIX
neKapCTBEHHbIX CPeACTB, eCrn U3MeHeHne obbema 6onbLue A0NYCTUMBIX HOPM.

41. Tlpn M3roTOBMEHMUM KUOKUX FEKAPCTBEHHbLIX (POPM, B KOTOPbIX OCHOBHOW AOWCNEPCUOHHOW Ccpeaow
ABMNSIETCA apomaTtHasi BoAa, KOHLEHTPMPOBaHHbIE PAcTBOPbI NIEKAPCTBEHHbLIX CPEACTB HE UCTOMNb3YHTCS.

PasBeaeHne ctaHOapTHbIX hapmMaKkonenHbIX pacTBOPOB

42. lMpn pasBegeHMn apmakonenHbiXx pPacTBOPOB, BbIMMCAHHbLIX MNO4 XWUMWUYECKMM HauMEHOBaHMEM
(Hanpumep, pacTtBOop hopmarnbervga), pacyeT UCXOOHOrO NEKapCTBEHHOrO cpeacTsa MPOBOAMTCA C y4ETOM
haKTU4eCcKoro cogepxaHus BeLecTBa B pacTBope.

Mpn BbINUCbIBaHMM apMakoMenHOro pacTBopa Mo4 YCMOBHbIM Ha3BaHWEM (Hampumep, pacTBop
hopmanuHa) KoHLEHTpaLmMsa NCXOAHOro npenapaTa npuHumMaeTtca 3a eaununuy (100%).

M3roToBreHmne XUOKNX NekapcTBEHHbIX (DOPM Ha HEBOAHbLIX PacTBOPUTENSX

43. PacTBopbl Ha BA3KMX U FIETYYNX PACTBOPUTENSX (KPOME CMUPTOBBLIX PAaCcTBOPOB) U3roTaBfMBaOTCA MO
macce. O6Las macca onpegenseTcsi CyMMMPOBaHUEM BCEX MHIPEANEHTOB, BXOASLLNX B JIEKAPCTBEHHYIO hOpMY.

44. lMpu n3roToBNEHNN pacTBOPOB Ha BA3KUX U NETYyYMX pacTBOPUTENSX HENOCPeaCTBEHHO B Cyxon doriakoH
AN OTnycka [O3UPYIOTCA NeKkapCTBEHHble CpeAcTBa, BCMOMOraTenbHble BELeCTBa, 3aTeM OTBELUMBAETCS UMK
OTMEpPUBAETCS PacTBOPUTESTb.

45. lNMpu ncnonb3oBaHUN BA3KUX pacTBOpPUTENEN NMpUMEHSETCA HarpeBaHue C y4eToM (PU3MKO-XUMUYECKUX
CBOWICTB JTEKapCTBEHHbIX CPEACTB.

46. CnupToBble pacTBOpPblI W3roTaBMMBAKOTCA MacCO-OObEMHbIM METOAOM. YKaszaHHOe B pelente unu
TpeboBaHMM KONMMYECTBO 3TUMOBOMO CNMPTa AOMKHO COOTBETCTBOBATL OOBEMHBIM €ANHMLAM U3MEPEHUS.

Mpu oTcyTCcTBUMM B peulente nnn TpeboBaHMM yKa3aHWsi O KOHLEHTpauuM 3TUMOBOrO CnvpTa MCNonb3yeTcs
atunosbi cnupT 90%.

Mpn M3roTOBMEHUN XNOKNX HEBOAHbIX JIEKAPCTBEHHBIX DOPM 3TUIOBLIN CANPT JO3UPYETCA MO 00beMy, He
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yMeHbllas obbeM, yKa3aHHbll B peuente unu TpeboBaHUW, Ha BENUUYUHY ero mnpupocTa Npu pacTBOPEHUU
nekapcTBeHHbIX cpeacTB. Obwuii 06bem yunTbiBaeTCs Npy KOHTPOINE KavyecTBa NiekapCTBEHHON (hopMbl.

Mpn ykasaHum B peuente unu TpeboBaHMM obLlero obbema pacTBopa OOBEM 3TMNOBOrO cCnupTa
onpegensieTcst NyTemM BbluMTaHWUA 13 06LLero oobema 06beMOB BCEX XKUOKMX UHIPEAMEHTOB, a Takke y4YMTbiBaeTCs
n3MeHeHne B obbeme Npu pacTBOPEHMMN MOPOLLKOOOPa3HbIX NeKapCTBEHHbIX CPeaCcTB, €Cnu U3MeHeHne obbema
GonbluUe AoNYCTUMBIX OTKNMOHEHUN, Yka3aHHbIx B Tabnuue N 3 MNpunoxeHus N 3 k HacTosiwmm Mpasunam.

CoctaBbl CTaHAapTHbIX CMMPTOBbLIX PacTBOPOB npuBedeHbl B Tabnvue N 3 npunoxenus N 9 k HacToAwmUM
Mpasunam.

47. Ecnu B peuenTe unu TpeboBaHUM yka3aH pacTBOP, MMEIOLLNIA HECKONMLKO KOHLUEHTpauuii, 6e3 ykasaHust
KOHUEHTpaLun, UMEILLNIA HECKONBKO KOHLIEHTPaLWin, OTNYCKaeTCa pacTBOP HaUMEHbLLEN KOHLEHTpaLuu.

48. YyeT n3pacxogoBaHHOro 3TUMOBOrO cnupTta Npou3BOAMTCA MO Macce B nepecyeTe Ha KOHUEHTpaumio B
cooTBeTCcTBMU ¢ Tabnuuamm N 1 1 N 2 npunoxenuns N 9 k HacToAwmMm MNpasunam.

M3rotosneHne pPacTBOPOB BbICOKOMONEKYIAPHbLIX BELWeCTB

49. PacTBOpbl BbICOKOMOMNEKYISIPHLIX BELLECTB M3roTaBNMBaKOTCA MacCo-06beMHbIM MeToAoM (Hanpumep,
pacTBOpbI NEMNCcUHa, XxenaTnHa) unu no macce (Hanpumep, pacTBopbl kpaxmana, 3UpoB LEnNonossbl).

,U,J'Iﬂ pacTBOpeHUdA orpaHun4eHHo Ha6yxarou.|,mx BbICOKOMOIEKYNAPHbIX BeLecTB MCNoNb3YyTCA
TeXHonornyeckme npuemMbl HabyxaHWs W HarpeBaHusa (HanpuMep, pacTBOPbl XeraTuHa, Kpaxmana) unu
oxnaxaeHus (Hanpumep, pacTBOP METUMLIENIONO3bI).

MNarotoBneHue kanenb

50. C uenbio coxpaHeHWs obbema WM KOHLUEHTpauuM NEeKapCTBEHHblE CpeAcTBa pPacTBOPSAOTCA B 4acTu
ouunwieHHon Bopbl. [lonyyeHHbIn pacTBOp UbLTPyeTCa uYepe3 nNpoMbIThbii BOO4OM (UIbLTP, OCTaBLUeecs
KONM4YecTBO BoAbl OUNbTPYETCH Yepes TOT e PUNbTP 40 NoMyYeHus 3agaHHOro obbema.

Mpn n3roToBneHnn kanenb Ha KOMOWMHMPOBAHHLIX pacTBOPUTENAX (CMUPT 3TUNOBBLIW, TMULEPUH, Macna u
WHblE PaCcTBOPUTENN) YYMTbIBAETCS PacTBOPMMOCTb JIEKAPCTBEHHbIX CPEACTB U COCTaB pacTBOPUTENs, a Takke
KONM4YecTBO Kanesnb B 1 rpamme 1 1 munnunutpe, macca 1 Kannu Xugkux nekapcTBeHHbIx cpeacts npu 20 °C no
CTaHOapTHOMY Kannemepy € oTKIoHeHusaMK +/-5% B cootBeTcTBMU C NpunoxeHnem N 10 k HacToswwmm Npasunam.

M3rotoBneHne BogHbIX M3BNEYEHUIN U3 J1eKapCTBEHHOIo pacTuUTesibHOro Cbipbsa

51. BogHble wu3BneveHuss (HacTou, OTBapbl U MHbIE) W3rOTaBMMBAKOTCS SKCTPaKUMEN JeKapCTBEHHOrO
pacTUTENBHONO CbipbS BOAOW O4YULLEHHOW, a Takke pacTBOPEHMEM CYXUX WIN >KUOKUX 3KCTPAKTOB
CTaHAapPTM30BaHHbIX B pacCinTaHHOM 00bemMe BoAbl OYULLIEHHOM.

Mpn nM3roToBNEHMM BOOHbBIX W3BMEYEHUN HE OOMYyCKaeTCs 3aMeHa JIeKapCTBEHHOrO PacCTUTENbHOMO Cblpbs
HacTonkaMn, 3SMUPHLIMKM MacrnamMm U 3KCTpakTaMu, He npegHas3Ha4YeHHbIMWU Ons U3rOTOBNEHUA BOAHbLIX
N3BMEYEHUN.

XpaHeHne BOAHbIX M3BMEYEHMIN OCYLLECTBNSETCA B MPOXMagHOM MecTe B YMakoBKe, obecrneymBaioLLen
COXpaHeHMe MX KadecTBa.

52. TMpn pacyeTe Tpebyemoro Ansg aKcTpakumm obbema BOObl OYMLLEHHOW MWCNOMb3YHTCA 3HAYEeHWs
KO3 PMLUMEHTOB BOOOMOIMOLLEHNS JIEKAPCTBEHHOIO PACTUTENBHOMO Cblpbs B COOTBETCTBMM C npunoxeHnem N 11
K Hactoswwmm [lpaBunam u 3HayeHne KO3((MUUMEHTOB YBENMYEHUs OO0bemMa JeKapCTBEHHbIX CpeacTs,
NpegycMOTPeHHbIX npunoxeHnem N 6 k Hactoswmm [MpaBunam, ecnu M3mMeHeHus B obLiem obbeme Xuakown
nekapCTBEHHON (POPMbI NMPU PACTBOPEHUN NMOPOLUKOOBPAa3HbIX NTEKAPCTBEHHbIX CPEACTB NPEBbLIAT JOMNYCTUMbIE
OTKINOHEHWS, yka3aHHble B Tabnuue N 3 npunoxexus N 3 k HacToswwmm NMpasunam.

53. Npun M3roToBRNEHUN BOOHBIX N3BNEYEHNI 06ECNEeYMBaIOTCH ONTUMArbHbIE YCNOBUS 9KCTPaKLUMKM, C y4ETOM
B TOM YMCNe CTaHOAPTHOCTWU NEKapCTBEHHOrO PacTUTENTbHOIO Cbipbs, €ro M3MeSlbYEeHHOCTU U TMCTONOrMyYecKom
CTPYKTYpbl, COOTHOLLUEHUS MaccChl Cbipbs M OObeMa 3KCTpareHTa, OU3MKO-XMMUYECKMX CBOWCTB LENCTBYHOLLUX
NleKapCTBEHHbIX CPEACTB M COMYTCTBYHOLLNX BELLECTB.

54. MHOrOKOMMOHEHTHbIE BOAHbIE W3BMNEYEHUS] M3 FIEKAPCTBEHHOIO PAaCTUTENBHOrO Chbipbs, TpebytoLlero
OLVHAKOBOIO peXuma 3KCTpakumu, OOYCIOBMEHHOIO U3MKO-XMMWYECKUMU CBONCTBaMM OEWUCTBYHOLLUMX U
CONYTCTBYIOLLMX BELLECTB, W3rOTaBNMUBAOTCA B OAHOM WH(YHOMPHOM CTakaHe ©0e3 ydeTa IMCTONOorM4eckom
CTPYKTYpPbl ~ FIEKAPCTBEHHOTO  PACTUTENBHOTO Cbipbst W C  Yy4eTOM  KO3(MULUMEHTOB BOAOMOIMOLLEHUS,
yCTaHoOBMeHHbIX B npunoxeHut N 11 k HacToswum MNpasunam.

MHOroKOMNOHEHTHbIE BOOHbIE W3BIIEYEHUS U3 JIEKAPCTBEHHOIO PACTUTENBHOIO Cbipbs, Tpebyrouero
PasnnYHbIX YCNOBUIM IKCTPaKLUK, U3roTaBNMBAOTCA Pa3AernbHO C UCTIONb30BaHMEM Afst SKCTPAKLUUM MaKCUManbHO
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BO3MOXXHOro 06bema BoAdbl OYULLIEHHON, HO HE MEHee YeM 10-KpaTHOFO No OTHOLLEHUK K Macce NnekapCTBeHHOro
PacCTUTENbHOIO CbIpbA.

55. I'IpM N3roTOBNEHUN BOAHbLIX W3BIEYEHUN U3 NNeKapCTBEHHOro CblpbA He O0MyCKaeTCA MCnoJib30BaHUE
KOHLUEHTPUPOBAHHbIX pPacCTBOPOB JIEKapCTBEHHbIX CpeacTB. I'IopouJKoo6pa3Hb|e NeKkapCTBeHHble CcpencTea
pacTBOpPAKOTCA B roTOBOM BOOHOM U3BIIEYEHUU NpU nepemMmeLunBaHnun u q)I/I.I'IpryI'OTCFl 4yepe3d TOT Xe dI)I/IJ'Ipr,
KOTOprVI ncnonb3oBarnca and q)I/IJ'IprOBaHI/lﬂ BOOHOIo MN3BJ1EYEHUA. I'Ip|/| HeobxoaMMocT 00beM J'IeKapCTBeHHOIZ
(bOprI [0BOANTCS BOAOM OYULLIEHHON 00 0bbema, YKa3aHHOro B peuente unn TpeGOBaHl/Il/I.

56. I'IpM N3roTOBNEHUM BOAHbLIX W3BMEYEHUIN MCMNOJNb3yOTCA CTaHOApPTU30BaHHbIE CyxXue W Xuaokume
OKCTPAaKThI. nyme CTaHOapTU30BaHHbIE J3KCTPaKTbl BBOOATCA B COCTaB XWAOKUX J1€KapCTBEHHbIX dI)OpM no
npasuinam pactBopeHusa I'IOpOLLIKOO6pa3HbIX NNIeKapCTBEHHbIX CpencTB, a Xuagkue - no npasunam ,D,06aBJ'IeHI/IF|
cnmpTocoaepXawmnx nekapCTtBeHHbIX CpeacTB.

M3rotosneHne pacTBOpPOB 3allULLEeHHbIX Konnongos

57. PacTBopbl 3alyMLIEHHbIX KOMMOMAOB MNpoTaprofia, Konmaprona, WUXTMona M3roTaeBnvBalOTCA Macco-
06BbEMHBLIM METOAOM.

PacTtBopbl npoTaprona m3rotaBnmMBalOTCs NYTEM pPacCbiNaHUA €ro Ha MOBEPXHOCTb BOAbI OYULLLEHHOW U
OCTaBIEHMS 40 NOSIHOIO PacTBOPEHMS.

PacTtBopbl konnaprona M3rotaesnmeatoTCsa C NpeaBapuTeSibHbIM €ro U3MENbYEHNEM N CMELUMBAHUEM C BOOOM
OYULLIEHHOMN.

KonnowaHble pactBopbl huUnbTpytoTCa Yepes 06€330MeHHbIe ByMaXHbIe UNKU CTEKNAHHbIE (PUNbTPbI.

WM3roTtoBneHne cycneHsni n aMynbcun

58. CycneHann n sMynbCuUM U3roTaBNUBAKOTCA B CTYMKE UM C WUCMOMb30BAaHMEM CMECUTENEN pPasfiMyHOn
KOHCTPYKLMK.

CycneHsnn n amynbCumn He3aBUCUMO OT KOHLIEHTPaLUn N3rotaBnmearoTcs No Macce.

Mpn M3roToBNEHMU CYCMEH3UN U 3MYMbCUN B CMECUTENSAX BCE WHrpeaueHTbl MoMeLlalTcs B annapart u
nepemMelIMBaloTCa [0 MNOnydeHus OOHOpPOOHOW Macchbl. Bpemsa cmewwmBaHua onpegensieTcd  CBOMCTBaMM
nekapCTBEHHbIX CPeACTB M KOHCTPYKUMEN annapara.

CycneHsun He noanexaTt dunbTpauun.

59. WM3rotoBneHme cycneHsunh B CTyrNke MNyTeM W3MeslbYeHNss MOPOLUKOOOpPa3HbIX HepacTBOPUMbIX
NeKkapCTBEHHbIX CPEACTB MNPOM3BOAMTCA NO  MpaBunaM  WU3roTOBIEHWS  MOPOLUKOB C  MOCAeayoLwum
aucneprupoBaHMemM ONTUMAarbHbIM KOMUYECTBOM XMAKOCTM (B KomudectBe 1/2 OT maccbl u3Menb4aemoro
NlekapCTBEHHOIO CpeacTBa MMM U3MEenNbYaemMoro fiekapCTBEHHOMO cpeacTBa M crabunuaartopa) n pasbasneHvem
OWCMEPCMOHHON cpeaon.

60. MWsroToBneHne cycneHsnm u3 rMapodOO6HbIX JEKAapCTBEHHbIX CPEACTB  OCYLLECTBMSIETCA C
NCMNoMb30BaHNEM CTabUNU3aTOPOB TeTEPOreHHbIX CUCTEM, YyKas3aHHbIX B npunoxeHun N 12 Kk HacToswum
MpaBunam, n c y4eToM (PU3UKO-XUMUYECKNX CBOWCTB JIEKAPCTBEHHBIX CPEACTB M CTAbunm3atopoB, a Takke
crnocoba npMMeHeHUs NekapCTBEHHOM hOpPMbl.

61. Tlpn MW3rOoTOBMEHUN 3SMYITbCUA MCMONb3YIOTCA 3MynbraTopbl, BblIOOp KOTOpbIX OOYCroBAEeH wuXx
TEXHOMOTNYECKUMN U (PU3UKO-XMMUYECKMMWN CBOWCTBaMM, KOMUYECTBOM MacnsHOW asbl U HasHayeHuem
3MYIbCUN.

OMynbCUN N3roTaBNUBAKOTCA B CTYMKE 4epe3 CTagulo MEPBUMYHON 3MYyNbCUM C pac4yeToM KonmnyecTBa ee
WHrpeaueHToB C nocreayroLmnm pasbasneHnem aucnepcuoHHoON Cpeaon.

Cnocob BBedeHVs1 FeKapCTBEHHbIX CPEACTB B 3MyNbCUM  onpedensetca uxX U3MKO-XMMUYECKUMMU
CBOVICTBaMM.

M3roToBrneHne pacTBOpOB roMeonaTU4eCKnX 1 pasBedeHnin romeonaTnyeckmx

62. PacTtBOpbl romeonatM4yeckue W pasBefeHuUs TOMeonaTUyYecKkMe MW3roTaBnMBalTCA MO Macce WU
MCMNOMb3ylTCHA B kayecTBe CyOCTaHLMIM ONS1 U3rOTOBIIEHNSI TOMEONaTUYECKNX JIEKapCTBEHHbBIX MpenapaToB unun B
KayecTBe NEeKapCTBEHHbIX NPenapaToB AN BHYTPEHHErO, HAPYXXHOTO M MECTHOIO NMPUMEHEHWSI.

Pa3BegeHuss romeonatuMyeckue MnonyvarTcd MyTeM CTyrneH4yaToro pasbaBreHus, COMnpOBOXAAloLEerocs
BCTPSXMBAHMEM paCTBOPOB T[OMEOMATUYECKUX, TPUTYpauui roMeonaTU4eckux, HaCTOEK T[OMeonaTUYeCcKmx
MaTPUYHbIX.

B kauecTBe pacTBopuTENEn NPUMEHAIOTCA BOAaA OYULLIEHHAs, BOAA ANSt MHBEKUMIA, pacTBOp HAaTpus xropuaa
N30TOHUYECKUIA, MULEPVH, CINPT 3TUMNOBLIN UNW APYroin pacTBOPUTENb, yKaszaHHbIN B dhapMakonenHon ctaTbe Unm
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OOKyYMeHTe B 06n1acTv KOHTPONS KavyecTsa.

KonuyectBa BOObl OYMLLEHHOW WM ClMpTa STUOBOTO AN MPUrOTOBMIEHMS BOLHO-CMUPTOBLIX PacTBOPOB
pasnuyHON KoHUEeHTpauun npueedeHsl B Tabnvue N 4 npunoxerms N 9 k HacTosiwmm Mpasunam.

Pa3BegeHns romeonatuyeckne M3roTaBfMBalOTCA B MOMELLEHUM, 3aALLMLLEHHOM OT MPSIMOrO COJTHEYHOrO
CBeTa, C UCMOSb30BaHMEM MIIOTHO 3aKyMNOPUBAIOLLNXCS CTEKISAHHBLIX COCYAOB, 06bem KoTopbix Ha 1/2 - 1/3 6onblue
obbema pas3BoOgMMOro akTMBHOMO KOMMOHEHTA. B npouecce M3roToBMNEHUS Kaxaoe pasBefeHue MoTeHumMpyeTcs
nyTeEM BCTPSIXUBAHWSI.

B cny4yae vcnonb3oBaHUs 451s U3rOTOBMEHMS pa3BegeHnin roMeonaTuiecknx (pacTBOPOB roMeonaTU4eckunx)
B KAQYECTBE PacTBOPUTENS BOAbI OYULLLEHHOW UK BOObI ANst UHBEKLMI HAa MapKNpoBKe yKa3biBaeTcs "BogHoe".

BoaHble pasBedeHMsi roMeonaTU4eckme MWCnonb3ylTcs AN M3rOTOBMEHMSI PacTBOPOB MHBEKLUMOHHBLIX
romMmeonaTuyeckmx, Masewn, Cynno3nToOpueEB, Kanersb rmasHbIX FrOMeonaTu4eckux.

BoaHble pasBedeHusi romeonatuMdeckue, npefgHasHaveHHble Ansi NOMyYeHUss Masell U CynmnosuTOpuEeB,
N3roTaBfMBaTCA Ha BOAE OYULLEHHOM.

63. [Ins nonydeHus1 pasBedeHuii roMmeonaTnyecknx (PacTBOPOB rOMeONaTUYECKMX) MCMOMb3YTCA METOAbI
"aHemaHa, KopcakoBa n LM-meTog.

Mpn wucnonb3oBaHun metogna [aHemaHa p[ecsTuyHble passefeHus (1:10) obosHavaroTca OGyksBon "D,
coTeHHble passegeHusa (1:100) - 6yksom "C", ¢ ykasaHMeM 4ucna cTyneHen passedeHusi (NOTeHLMpOBaHWSA)
apabckumm umdppamu. Mpyu M3rOTOBMEHMU KaXKZOr0 AECATUYHOTO WM COTEHHOrO pa3BeAeHUst MCMonb3yeTcs
OTAENbHbIN cocya.

[na npurotoBneHus pactBopoB nepeoro gecatnyHoro (D1) unu nepBoro coTeHHoro passegeHust (C1) 1
yacTb cyGcTaHumMmM pacTtBopsieTca B 9 vacTtax unm 99 yactax pacTBOpuUTeENns U BCTpsxmBaeTcsa (MOTeHuupyeTcs),
€CNnn NHOE He yKasaHo B dhapmaKkonenHom ctaTbe.

BTtopoe pecatnyHoe passepeHue (D2) rotoButca n3 1 yactu pacteopa (D1) n 9 yacten cnupta 43% (no
Macce), ecrnv He ykasaH WMHOW pacTBOpUTENb B AOKYMEHTE B 0OOnacTm KOHTponsa kadectBa. [locnegyrouime
pasBefeHns rotoBaTCa aHanornyHo. Bropoe coTeHHoe passeaeHme (C2) rotoButca m3 1 yactm pacteopa (C1) u
99 yacten cnupta 43% (N0 macce), ecnn He ykasaH WHOW pacTBOPUTENb B AOKYMeHTe B 0brnactu KOHTpons
kayectBa. [NocnegyloLine passegeHns roToBATCA aHanormyHo.

Cnocobbl NnonyyYeHnst passegeHuin HacToek roMeonaTUYECKNX MaTpuYHbIX NpuBeaeHbl B npunoxerdmn N 13 k
HacTosAwmm Mpasunam.

Ecnv npu nonyyennn pacteopa Tpebyetcsa ncnons3oanue cnupta 15% (no macce), To nepeoe AeCATUYHOe
passeneHue (D1) nonyyaetcsa cnegyowmm obpa3om: ogHa YacTb cybcTaHuum pacTBopsaeTca B 7,58 yacTsx Boabl
n npubaensetcsa 1,42 yactn cnupta 94% (no macce). [ins nonyyeHus nepBoro coteHHoro passegexus (C1) ogHa
YyacTb cybcTtaHuum pacteopsieTcs B 83,4 yacTtsax Bogbl U K Hel npubasnseTcd 15,6 yacten cnvpta 94% (no macce).

Mpn un3roToBnNEHUM pasBedeHUn romMeonaTnmyeckux (pacTBOpoB romeonatmyeckux) no KopcakoBy
pa3BefeHus obosHavatoTca 6ykson "K" ¢ ykasaHnem umcna CctyneHen passeneHus (NoTeHUMpoBaHus) apabckumm
uncppamu. MNpu gaHHOM MeTOAe COTEHHble pas3BedeHUs roTOBATCA B OQHOM M TOM Xe cocyge. [lepBoe coTeHHoe
pa3BegeHne roToBUTCA B COOTBETCTBMM C METOAOM, UCMOMb3YEMbIM NPV MONTyYEHUN HACTOMKM romMmeonaTnyeckomn
MaTpU4HOM nnun cybctaHuun. B nepBbIi cocyq noMeLlaeTca OTMEPEHHOE KONMMYECTBO HAaCTOMKM roMeonaTn4eckomn
MaTpuyHOM wMnn cybcTaHummn, npubaBnsdeTca HeobxoAuMOe KOMMYECTBO COOTBETCTBYIOLLENO PacTBOPUTENS WU
BCTPSXMBAETCS, B pe3ynbTaTe 4ero nory4vyaeTcd nepBoe COTeHHoe pasBefgeHue. [lonyyeHHoe passBegeHve
nepeHocuUTCst BO BTOpPOW cocyf ¢ 0b6o3HadeHmem K1, nyTem nepeBopadvBaHus BBEPX AHOM WM oTcacbiBaHud. B
nepBbi cocygd, codepXalmh OAdHy 4acTb MNEepBOro COTEHHOro pasBedeHud, npubasndetca 99 vacten
pacTBOpuUTENS, BCTPSXMBAIOT, B pe3ynbTare 4ero nory4yaeTtcs BTOpoe COTeHHoe passefdeHue no Kopcakosy.
MonyyeHHoOe pasBedeHVe NnepeHocuTca B TpeTtun cocyn € obosHadveHvem K2. AHanorMyHo nony4yarTcs Bce
nocneayowe passegeHns, BnuBas kaxabli pa3 99 yacten pacTBOpUTENs B OAWMH W TOT e MepBbi cocyn Ao
JoctmxkeHuss Tpebyemoro passefgeHus. B cnyvae ucnonb3oBaHWsi HepacTBOPMMOW CyOCTaHUWMM nepBble Tpwu
NMOTEHLUMPOBaHHbIE TPUTYpPAaLMN FOMEONaTUYECKNE U3rOTaBNUBAIOTCS C NAKTO30M MOHOIMAPATOM, €CINN HE yKa3aHo
WHoe, no metony, npueseaeHHomy B [nase |l pasgena "M3roToBrneHue nekapCcTBeHHbIX npenapaTtosB B dopme
TpUTypauumn romeonatmdecknx" Hactoswmx lNpasun. MNMocnegyouime passefeHUs roTOBATCH, UCMOMb3ySA XUOKUN
pacTBOpUTENb MO BhILIE NPUBEAEHHOMY METOAY.

LM-pa3BegeHus (1:50000) ob6osHauvaoT OykBamy "LM" C ykasaHMeM uucna CTyrneHen pasBefeHus
(moTeHumpoBaHus) pumckumn undpamu. LM-passegeHns (50-TbiCAYHbIE NOTEHUMM) FOTOBATCA M3 TpUTypauuin
cybcTaHumMn B TpeTbeM COTEHHOM pa3BegeHun (C3), nyTem nocrnegoBaTenibHOro NOTEHLMPOBaAHNS B COOTHOLLEHWU
1:50000 n obosHauvatoTca OykBamm "LM" (L - 50; M - 10 000). B npouecce M3roToBNEHWSA KaKO4oe pasBefeHue
noteHumpyetcs nytem BcTpaxusaHusa 100 pas. Ona LM-pa3segeHun npumeHseTcs wkana ot LM | go LM XXX, T0
ectb umeetcs 30 cTyneHen pasBefdeHus (MOTEHUMPOBaHMA). B oTnuume OT OeCATUYHBIX M COTEHHbIX CTYMeEHb
pa3BeaeHus ansg wkansl LM-pa3segeHus 0603HavanTcs puMckMMmn uudopamu.

Ona nonyyeHusa passegeHusa LM I: 0,06 r TpuTypauumm romeonaTtuyeckon TpeTbero COTEHHOro passefeHus
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(C3) pactBopsietca B 20 mn cnupta 15% (no macce) un BcTpsxmBaeTcst (YTo cooTtBeTcTBYeT 500 kannam). OgHa
Kanns nory4YeHHOro pacTBopa MEepeHOCUTCA B MMOTHO 3akpbiBalOLWMICA cocyd BmecTumocTbio 5 - 10 wmn,
npubaensetca 2,5 mn cnupTta 86% (no macce) (4to cootBeTcTBYET 100 KannsimM) n saHepruyHo BeTpsixmeatotes 100
pa3. lNonyyeHHbIM pasBedeHueM paBHOMepHO yBriaxHsieTca 100 rpamm caxapHbix rpaHyn (okono 470 - 530
rpaHyn B 1 rpamme). lNMocne NponuTbIBaHUS B MIIOTHO 3aKpbIBAKOLLEMCS COCYAE rPaHyrbl BbICYLUMBAKTCA Ha
BO34yXe Npu KOMHaTHOW TemnepaType 40 NOCTOsIHHOW Macchl. [ony4YeHHble rpaHyrbl COOTBETCTBYIOT pa3BefeHmto
LM I.

Ona nonyveHuss passegeHua LM 1l: ogHa rpaHyna B pasBegeHun LM | nepeHocuTcs B NIIOTHO
3aKpbIBaKOLLMIACS COCyd BMECTMMOCTbIO 5 - 10 Mn, pacTBOpsSieTCst B O4HOW Karnse BoAbl OYMLLEHHOW, NpubaensaeTcs
2,5 mn cnupta 86% (no macce) (cootsetcteyeT 100 kannsam) u aHepruyHo BcTpsixuBaeTca 100 pas. MNonydeHHoe
pa3BefeHne HaHocutcs Ha crnegytowme 100 rpamm caxapHbIX rpaHyr, Kak ykasaHo BhiLLe.

AHanornyHo nony4yatotcs nocnegyowme LM-passegeHus.

[Ona nonyyeHus xuaknx LM-passeneHuin us LM-passefeHun rpaHyn ogHa rpaHyna cooTtsetcTeytowiero LM-
passeneHusa pacteopsietca B 10 mn cnupta 15% (no macce). MNonyyaeTtca pacTteop, LM-passegeHue KOTOporo
cooTBeTCcTBYET LM-pa3BeneHunio rpaHynbl, B3SATOM 4118 pacTBOPEHMS!.

64. [Ins M3roToBneHUs pasBefeHun romeonatudeckux (no MaHemaHy) M3 TpuUTypaumii romeonaTmyeckux
ncnonb3yloT ABa cnocoba:

Cnoco6 1. [na nonyyeHna 4eTBEPTOrOo COTEHHOrO Xwuakoro passegeHus (C4) 1 vacTtb TpuTypaumm
cybcTaHumMn TpeTbero coteHHoro passefeHus (C3) pactBopsieTca B 79 vacTtax Bofbl, npubasnsaetca 20 yacTten
cnupTta 86% (no macce) n BcTpsixuaeTcs. atoe coteHHoe (C5) u BCe nocnegylline COTEHHbIE pas3BeaeHus
roToBATCA W3 OLHOM 4YacTu MNpeablayLiero COTeHHoro passedeHus u 99 vacten cnupta 43% (No macce) npwu
BCTPSAXMBAHUMN.

Cnocob 2. [ns nonyyeHus LWECTOro AeCATUYHOro Xuakoro passegeHus (D6) 1 vacTe TpuTypauum
cybCcTaHuMn YeTBepTOro AecaTnyHoro passedenus (D4) pactBopsieTcst B 9 4acTsx Bogbl U BCTpsixuBaeTcs. 3atem
OfiHa YacTb NONy4YeHHOro passefeHus BeTpsxmeaeTcd ¢ 9 yactamum cnnpta 30% (no macce).

AHanorn4yHo nony4vaeTtcsl ceabMoe gecaTnyHoe xugkoe passegeHue (D7) M3 Tputypaumm romeonaTnyeckomn
naToro gecatuyHoro passedeHuss (D5), a Bocbmoe pecaTnyHoe xupkoe passedenune (D8) - m3 TpuTypaumm
romeonaTuyecKkon LeCcToro AecsatTudHoro passeaexus (D6).

Ot gesaToro (D9) 1 BbIWe AeCATUYHbBIE pa3BEeAEHMS TOTOBATCA U3 NpeablayLLMX AECATUYHbIX pa3Be4EeHNI CO
cnmptoMm 43% (no macce) B cooTHowweHun 1:10.

[lna nonyyeHust LIECTOro COTEHHOTO >XuaKoro passeneHuns (C6) ogHa 4acTb TpUTypauun romeonaTuyeckom
YeTBEPTOro COTEHHOro paseeneHus (C4) pactBopsaetca B 99 r Bodbl M BCcTpsixmBaeTcda. 3atem 1 4actb
nony4eHHoro passeaeHuns BcTpsixmsaetcs ¢ 99 yactamum cnupta 30% (no macce).

AHanornyHo nony4aeTcs cegbMoe coTeHHoe passefeHne (C7) n3 TpuTypauuMum roMeonaTtU4eckon NATOro
COoTeHHoro passegeHusi (C5), a BocbMoe coTeHHoe passegeHue (C8) - u3 TpuTypauum LUECTOro COTEHHOrO
pa3seneHus (C6).

Ot gesaToro (C9) u BbilE XMUAOKME COTEHHbIE pa3BeneHUs FOTOBATCA M3 NpeablayLero XnaKkoro COTEHHOro
pa3BeaeHuns ¢ ucnornb3osaHvem cnvpta 43% (no macce) B cooTHowweHumn 1:100.

Kvgokue passegeHus m3 Tputypauun D6, D7, C6 n C7, nomy4yeHHble MO ONMCaHHOMY MeTody, He MOoryT
MCMNomnb30BaTbCA AN1A NOMyYeHUs NOCNeayroLnX pa3segeHni.

M3rotoBneHne romeonaTnyeckmnx cMecemn

65. [omeonaTuyeckne cMecu MpeacTaBnsioT cobonm cmecu TpuTypauunm roMeonaTU4eckmx, HacToek
romeonaTtuyecknx MaTpuU4HbIX, PaCTBOPOB rOMeOonaTUYEeCKUX MU pasBeAEeHUA roMeonaTUYeCcKMX C pasfmnyHbIMK
BCMOMOraTernbHbIMW BELLeCTBaMU U NpedHa3HayeHbl 4118 NONyYeHus NeKapCTBEHHbIX CPeaCTB.

CreneHb pasBedeHVs] aKTUBHbIX KOMMOHEHTOB B TFOMEONaTMYEeCKUX CMEeCHaX MoryyaeTcsa nyTem ux
nocnegoBaTenbHOrO CTyneH4Yatoro pasbaBneHust (NMOTEHUMPOBaHUSA) C  MPUMEHEHMEM  BCMOMOraTeribHOro
BeLlecTBa (Hanpumep, pacTBOPUTESb, HOCUTENb), KOTopoe fobaenseTtca B cooTHoweHun 1:10, 1:100 nnn B uHOM
COOTHOLLUEHMW, YKa3aHHOM B peLenTe unm TpeboBaHunu.

CreneHb pasBedeHUs akTUBHBIX KOMMOHEHTOB B rOMEONAaTUYECKNX CMECAX COOTBETCTBYET YMCHY CTyMNeHen
nX pasBefeHus Mpu NOoMyYeHU roMmeonaTMyecKkmx CMecen.

66. CoMeonaTuyeckne cMecu nony4varTcs AByMsi cnocobamu:

Cnocob 1. Kaxabii akTUBHbBIA KOMMOHEHT, BXOASILLMIA B COCTAB romeonaTtuyeckon cMecu, npeaBaputeribHo
NOTEHLUMPYETCA 0O HEOOXOOMMOW CTEMEHW pas3BedeHust U 3aTeM CMELUMBAEeTCs NpeanucaHHoe Kommyectso (Mo
Macce) KaXKgoro Noy4eHHOro pasBeaeHus.

Cnocob 2. CmelumBaloTCA NPEANUCAHHOE KONMYECTBO (MO Macce) KaKO4oro akTMBHOIO KOMIMOHEHTA, B3SATOrO
B pa3BedeHnM Ha psig CTYNEHEn HWXKEe KOHEYHOro, M COBMECTHO MOTEHUMPYITCA A0 HEOOXOAMMOW CTEMEHU KX
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pa3BefdeHUs B CMeCH.

67. CoBMECTHO NOTEHLMPYIOTCS:

1) romeonaTnyeckMe cMecu, codepkallne TOmbKO XUAKME roMeonaTndeckue pasBedeHusl, Npy MonyyYeHum
KOTOpLIX B KA4eCTBE pacTBOpUTENS (UNKN 3KCTpareHTa) NCMonb3yeTcsl CUPT 3TUMOBbLIA Pa3fMYHON KOHLEHTpaLmm
npu cobnogeHun cootHowenus 1:10 wnu 1:100. B coctaB Takux romeonaTU4ecKMX CMECEN MOryT BXOAUTb
HaCTOMKM roMmeonaTtuyeckme MaTpuuHble, XXMOKNE roMeonaTudeckue pasBefeHus TpUTypaunid romeonaTnyeckmx,
pacTBOpblI rOMeonaTuyeckne 1 (Unu) ux passedeHust. Ha kaxagon CTyneHu MOTEeHUMPOBaHWS O4Ha 4acTb CMecu
B3GanTbiBaeTcs ¢ 9 unm 99 yacTaMu cnmvpTa 3TUMOBOrO KOHLIEHTPaLUK, yKasaHHOW B peuenTe unmn TpeboBaHunu.
Ecnn romeonaTnyeckMe cMecu npefHasHadeHbl ANsi BBEOEHWsI B COCTaB JIeKapCTBEHHbIX opM Ans
napeHTepanbHOro NPMMEHEHUST UMK FNasHbIX Kanenb, ABa NOCNeaHuX OeCATUYHbIX pasBeneHust v nocregHee
COTEHHOEe pa3BefeHMe MOTEHLUMPYIOTCS C UCMOMb30BaHUMEM BOAbI AN UHBEKLMI UNK pacTBopa HaTpusa xnopuaa
0,9% Ansa MHbEKUUI,

2) TpUTypauumM romeonaTuyeckne u Xuakne romeonaTmyeckue pasBefaeHus, NonyyYeHHble C UCMONb30BaHNEM
BOAbl, BOAHO-COMNEBbLIX MIM BOAHO-IMULEPUHOBLIX PacTBOPOB B kayecTBe pacTeBopuTens (Mnm akctpareHTa). B
COCTaB TakMX CMeCeWl MOryT BXOAWUTb BOOHbIE pacTBOPbl, BOAHblE pa3BefeHUs TpUTypauuii roMmeonaTu4eckmx,
HaCTOMKM FrOMeonaTU4yeckne MaTpUYHbIe, MOJTyYeHHble M3 CBEXEro WM BbICYLLEHHOTO PaCTUTENBHOIO Cbipbsi
cnocobom mauepaumm n pepmeHTaumm B CMeCH BOAbl C MOSTOYHOW CbIBOPOTKOW, MEOOM WS NAKTO30M, HACTOMKM
romMmeonaTtuMyeckme MaTpuyHble, NofyvYeHHble Malepaunen Chipbsi >KMBOTHOrO MPOUCXOXOEHNS1 B CMeCcU rmuuepuHa
C pacTBOpOM HaTpus xnopupa. Ha kaxgor CTyneHM NOTEeHUMPOBaHWs OdHA 4YacTb FOMeOonaTU4eckom CMecu
B3banTbiBaeTcs ¢ 9 unu 99 uvacTaAMM pacTBOpuTENsd, yKasaHHOrO B peuente wunu TpeboaHuu. Ecnu
romeonaTuMyeckme cMecu npegHasHadeHbl 4N BBEAEHUS B COCTaB fleKapCTBEHHbIX hOpM Anisi NapeHTepanbHOro
NPMMEHEHMS1 UMW NasHbIX Kanenb, TO ABa NOCneaHux AeCATUYHbIX pasBedeHust UM nocregHee COTeHHoe
pasBedeHne MOTEHLMPYIOTCA C MUCMONb30BaHMEM BOAbl ANS MHbeKuuW, pacTtBopa Hatpusa xnopvaga 0,9% ans
WHBbEKUWUIA, N30TOHMYECKOro pacTtBopa, cogepxawiero 0,2 yactu HaTpusa rugpokapboHata, 8,8 uyacTten Hatpusa
xnopuga 1 91 yactb BOAbI ANs1 MHBEKUMA MW OPYroro pacTBOPUTENS, YKa3aHHOro B dhapMaKonenHowm craTtbe,
obuwen dapmakonenHon crtatbe UNM OOKyMeHTe B 00nacTu KOHTpons kadecTtBa. [lpy npou3BOACTBE TaKuX
romeonaTtuyecknx CMecen crnegyeT pykoBoacTBoBaTbcs TpeboBaHusMM pasgenoB "Oco6eHHOCTM M3roTOBMEHUS
WHBEKLMNOHHBIX roMmeonaTnyeckux pactsopoB” n "OcoOEeHHOCTM N3roTOBNEHNS MMa3HbIX FOMeonaTuyecknx kanemnb"
HacToAwmx Mpasun. MNpu nonyyeHnn cmecen (Npy COBMECTHOM MOTEHLMPOBAHUN TPUTYPALIMM TOMEONATNYECKON U
XUOKUX romeonaTnyecKkmx passegeHnin) Ans HaHeCeHNs Ha UCXOAHbIE FPaHyIibl caxapHble CNocoboM HacnaneaHus
Ha nocnegHen CTyMeHU NOTEHUMPOBaHMSA NPUMEHSETCS Cupon caxapHbii 64%. Bo Bcex gpyrux cnydasx ans
NOTEHLUMPOBaHUSA CMeCcen CMONb3yeTcs BoAa A8 NHbEKLNIA;

3) romeonatuyeckme cMecu, cogepXalwime TOMbKo TpUTypauuum romeonatudeckue, W3roTOBMEHHbIE K3
MOPOLLIKOB, rOMeonaTUYeCKMX MaTPUYHbIX HACTOEK, PaCTBOPOB rOMeOoNaTn4eCckux 1 (Mnu) ux passegeHun.

Ha kagoln cTyneHu NOTEeHUMPOBaHUSA CMeLLMBatoTCa U pactmpatrotess 1 yactb cmecn ¢ 9 unmn 99 yactamu
MOJIOYHOrO caxapa B COOTBETCTBMM C TpeboBaHusmMu [naBebl Il pasgena "M3rotoBneHue nekapCTBEHHbIX
npenapaToB B hopMe TpUTypauun romeonatmdeckmx” Hactoswux MNpasun.

M3roTtosneHne romeonaTtuyeckmx Kanesnb

68. 'omeonaTnyeckme Kannu NpeacTaBnsaloT cOOON XMAKYK NekapCTBEHHY OpMy, cogepkallyto OOuH
W HECKOJBbKO aKTUBHbBIX KOMMOHEHTOB B COOTBETCTBYHOLLUX FOMEONAaTUYECKUX pa3BedeHMsIX.

FomeonaTnyeckme kanmnu roToBATCA MO Macce 1 MOryT cogepXXaTtb OAuH unu 6ornee akTUBHbIX KOMMOHEHTOB.

B «KkayecTBe aKTMBHbIX KOMMOHEHTOB TMPW W3rOTOBMEHWM T[OMEONATUYECKMX Kamernb WUCMOMb3yTCs
romeonaTtMyeckme MaTpuyHble HaCTOWMKK, X roMeonaTuyeckme pasBefeHuns, pacTBOPbl roMeonaTuyeckme, Xugkme
romeonatuyeckme paspegeHus. [locnegHee [eCATUMHOE WINM COTEHHOE pasBedeHVMe aKTUBHOIO KOMMOHEHTa
NMOTEHLUMPYETCS C NPUMEHEHWEM PacTBOPUTENS, MPEgYCMOTPEHHOIO B COCTaBE roMeonaTMyYecKmX Kanerb.

B kayecTBe pactBopuTeneln nNpyu U3roTOBNEHUN FOMEONATUYECKNX Kamnemnb UCMONb3YTCA O4YMLLIEHHAs! BOAA,
rMUUEPUH, CINPT, XUPHbIE N MUHEparbHble Macra, UHOW pacTBOpPUTENb, YKa3aHHbIM B papMakonenHon cratbe,
obLwen dhapmakonernHon cTaTbe UnNn JoKyMeHTe B obnactu obecneyeHms kadecTBa.

69. N3roToBneHHbIe roMmeonaTnyeckue Kannu pacgacoBbiBalOTCA C UCMOSb30BaHNMEM MEepHOW nocyabl Unm
pasnuyHbIX O3aTOPOB B COOTBETCTBMM C OOBEMOM.

M3rotoBneHne romeonaTM4eCkUX CUPONoB
70. T'omeonaTnyeckMn cupon npeacraenseT cobol cupon, coaepXxawuin OAWH UMM HECKONbKO aKTUBHbIX

KOMIMOHEHTOB B COOTBETCTBYHOLLUMX rOMeonaTn4eCKmnxX passeeHnAx.
71. Tomeonartnyeckuin cumpon  mn3rotTaBsimBaeTcA nocpeactsoOM pacTBOPEHUA cwponooGpaayrou.l,ero
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KOMMOHEHTa B KUMSLWEN oYuLeHHOW Boge. MMomnyuyeHHbIn cupon UbTpyeTcs B ropsideM BuAe B CTEPUIIbHYIO
eMKOCTb. KoHUeHTpaLus caxapa B roMeonaTu4eckoM cupone He MoxeT BbiTe Bonee 72%.

B ocTbiBlWMIA cMpON BBOASITCA rOMeornaTWYeckue MaTpudHble HacTOWKM UMM UX TroMeonaTudeckue
pa3BefleHVsl, pacTBOpbl roMeonaTWyeckue U KMOKWEe roMeonaTuyeckue  pasBefeHus,  TpuUTypauuu
romeonartuyeckue 1 (Unm) UX romeonaTu4eckme pas3seieHus.

B kauecTBe KOHCepBaHTa Ans U3rOTOBIEHWUS TOMEONATUYECKOro cupona Ucnons3yeTcsl CrvpT, NPUMEHeHVe
APYrMX KOHCEPBaHTOB He 4OMYCTUMO.

Mony4YeHHbI roMeonaTUYeCKUn CUPON MPOLIEXMBAETCA Yepe3 MIOTHY TKaHb UMW OPYroi noaxomsiuin
maTepwarn.

KoHueHTpauus caxapa B NiekapCTBEHHOM npenapaTte JofkHa ObiTe He MeHee 64%.

M3rotoBneHne HacToek romeonaTU4ecKmnx MaTPUYHbIX U XNOKUX roMmeonaTn4eckmnx passe,u,eanZ (I'IO FaHemaHy)

72. HactonkM romeonatuMyeckme MaTpudHble NPEACTaBnslOT  COOOM  XuOKME  M3BMEeYeHus U3
CBEXeCOOpPaHHOro WnM BbICYLLEHHOTO CbIpbSl PACTUTENbHOMO W/MNU XKMBOTHOTO MPOMCXOXAEHUS, CMECU Coka
pacTeHuin C STaHOMNOM.

73. Cblpbe pacTUTENLHOIO NMPOUCXOXAEHUS M3MenbyaeTcs A0 obpa3oBaHMs Kawuubl, a BbICYLLEHHOEe - OO0
yacTuy, pa3mMep KoTopbiX YkadaH B Tabnuue N 2 npunoxenusa N 4 k HacTosawmm MNMpasunam.

BbICyIJJeHHoe Cblpb€ pPacCTUTENTIbHOIo NPonCxXoXxaeHud, npegHadHa4eHHoe and norfiydeHuna romeonaTtndeckmnx
MaTpPUYHBLIX (PEPMEHTUPOBAHHLIX HACTOEK, M3MerbvaeTcsl [0 pasMepa 4YacTul, MPOXOAsLIMX CKBO3b CUTO C
oTBepCTUsIMKU pasmepom He 6onee 0,5 mm.

Mpun n3rotoBneHUn HepMEHTUPOBAHHBLIX FOMEONATUYECKNX HaCTOEK AOMKHbI cobrogaTeCs TeMnepaTypHbIn
pexum, Benn4YUHbI pH cpenbl, NpoaOoITKUTENbHOCTEL HaCTauBaHUA U pexnmMm nepemMeLinBaHuna. TeMI'IepaTyprIIZ
pexum (HarpeBaHWe) NOoAAEepXMBaAETCA C MOMOLLbI0 TepMocTaToB. [1pouecc 3KCTpakuum MHTEHcuduumpyetca
TWaTenbHbIM NepeMeLllMBaHMeM MaLepaToB ABaxabl B A€Hb.

B kayecTBe Cbipbs O5fS NOMyYEHUss HAaCTOEK roMeonaTUYecKMX MaTpPUYHBIX Ha FNULEpPUHE UCMOMb3yHTCH
XMBOTHbIE, UX YacTU unmn ux Bbigenenus. lNpu 3ToM nepepaboTka YacTer BbICLUMX KUBOTHLIX (TEMSOKPOBHbIX)
OCYLLIECTBNSETCA HEMOCPeaCTBEHHO Mnocre y0osi, HU3LIME XMBOTHbIE YMEPLUBASIOTCA HEnocpeacTBEHHO nepes
nepepaboTKoOM B TOKE yrnepoaa guokcuaa.

74. HacTovku romeonatMyeckme MaTpuyHbie MnonydarTcs cnocobamu nepkonauun wnu  Mauepaumm
3TaHOMOM COOTBETCTBYIOLLEN KOHLIEHTpaLMKW, MauepaumMm OYMLLEHHOW CBEXENPUroTOBMEHHOM BOOOW C
nobaBneHnem mega wnm cMecu Mefa C NakTo30M U CBEXENPUIroTOBIEHHOW MOJSIOYHOW CbIBOPOTKON, MaLepaLmm
rMULEPMHOM B NPUCYTCTBMKU Unn 6e3 HaTpus xropuaa.

OnuncaHns cnocoboB M3roTOBMEHUSA HACTOEK roMeonaTUYeCckux MaTpuUYHbIX NpmuBegeHsl B npunoxeHun N 13
K HacTosiwmm MNpaBunam.

75. Mono4yHas CblBOpOTKa, MCnonb3yemas Ans W3roTOBMEHWS HAaCcTOeK roMeonaTUyecKMX MaTpUYHbIX
hepMEHTUPOBAHHbIX, FOTOBUTCS W3 CBEXEro HaTypanbHOrO ChIPOro KOPOBBLETO MOSIOKa MNMOTHOCTBIO HE MeHee
1027 kr/m3.

Monoko HarpeBaeTCcsi OO KWMNEHUS W KUMATUTCA B TeyeHne 5 muH. [locne oxnaxgeHwss MOSOKO
3aKBalUMBAETCsl MOJIOYMHOKMCbIMKN GakTtepusimu Lactobacillacea n BbigepxuBaeTcss B 3alMLWEHHOM OT CBeTa
mMecTe npu Temnepatype okono 25 °C B Te4eHne 3 CyToK.

[nsa nonyyeHns 3akBackm MOMOYHas CbIBOPOTKA OTAENsAeTCs (punbTpOBaHNEM Yepes3 CTEPUSIBHYIO TKaHb.

B rpybokepamuyeckunii cocyq nomewtaetcs 1 nutp CBEXero HaTypasnibHOrO CbIpOro KOPOBBLETO MOJIOKa
BbICLUEro copTa, npubaenserca 10 mn Nony4yeHHOW 3aKBaCKM M OCTaBMSIETCA ANSA CKBALUMBaHWS B 3aLLMLLEHHOM OT
cBeTa mMecTe npu Temnepatype okorno 25 °C B TeveHue 3 cytok. OBpa3oBaBLUMIACS CaMOMNPECCOBaHHbIA NMPOYHbIN
cryctok 6e3 nysbIpbKOB rasa OTAensieTcs, CbiBOPOTKa (PUNbTPyeTCcs Yepe3 CTepurbHylo TKaHb. epBbie 100 mn
dunbTpaTa oTOpackIiBaOTCA.

Ona HacTtamBaHuns (Mauepauun) MWCMONb3yHTCA MIOTHO 3aKkpbiBawLWMecs rpybokepamMmyeckme unm
CTEKMSHHbIE COCYAbl.

IV. Ocob6eHHOCTN U3roToBrNeHns masen

76. Mo Tuny AMCNepCHbIX CMCTEM Ma3n MOryT ObiTb FOMOreHHbIMM (CnnaBbl, PacTBOpPbI), rETEPOreHHbIMA
(CycneH3noHHbIE U 3MYNbCUOHHBIE) U KOMOUHMPOBAHHBLIMM.

B 3aBMCMMOCTM OT KOHCUCTEHTHbIX CBOWCTB Ma3su NoapasfensoTcss Ha COOCTBEHHO Masu, renu, Kpemb,
nacTbl U MIMHUMEHTBI.

Masu narotaBnumearoTcs Mo Macce. [lonycTMmMble OTKITOHEHUS B 00LLEen macce Ma3en ykasaHbl B Tabnuuax N
6, N 7 npunoxeHusa N 3 kK HacToswmm NpaBunam.
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Maau n3rotaBnMBarOTCA B CMECUTENSIX UK B CTynKe.

77. Ans n3rotToBneHMs mMasemn MCMNOoJ1b3YyHTCA BCNOMOraTersribHble BelecCcTBa: Ma3eBble OCHOBbI, KOHCEPBAHTHI,
aHTUOKCUOAHTbI, aKTUBaTOPbl BCaCbliBaHUA.

MaseBass ocHoBa gorkHa obecnednBaTtb nposasneHne CI'IeLI,I/Id.)I/ILIeCKOIZ adKTUBHOCTWU Ma3Wn, He HapylwaTtb
(byHKLI,l/IVI KOXW, HE BblI3blBaTb arnneprn4ecknx peaKu,wZ, WHbIX MOBOYHbIX AENCTBUA.

Masu, BBOAMMbLIE B MOMOCTU Tena, HaHOCUMbIE Ha 06LLII/IprIe paHbl K OXOroBblie MOBEPXHOCTH,
M3roTaBnmMBaroTCA B aCenTn4eCKnx ycrnosusx.

M3roToBrneHne roMoreHHbIX Masemn

78. K roMoreHHbIM Ma3siM OTHOCSATCA Masu-Crinaebl M Masu-pacTeopbl.

Masu-cnnaebl Ha nUNOMUIBHLIX OCHOBax MOJyYaloTCs CNMaBleHNEM WHIPEAUEHTOB C  YYEeTOM WX
TemnepaTypbl NnaBneHus.

Masu-pacTBopbl Ha NMUNOMUBHBIX OCHOBAX NOMNy4YarTCs pacTBOPEHVEM KMPOPACTBOPUMbIX NTEKAPCTBEHHBIX
CPeacCTB B pacnnaeneHHoh OCHOBe.

Masu-pactBopbl Ha rMAPOMUNbHBIX OCHOBax MOMy4YalTcs MpW  PacTBOPEHUM BOAOPaCTBOPUMBIX
NeKapCTBEHHbIX CPEACTB B BOAE WU OPYIMX KMOKOCTSX C y4eTOM pacTBOPUMOCTW, 3aTeM CMeluuBaloTcsl C
OCHOBOW MW pacTBOPSIOTCS B HE.

MN3roToBneHne cycneH3moHHbIX Ma3seit

79. TlpM WM3roTOBNEHUMM CYCMEH3UOHHbIX Ma3en fekapCTBeHHble CcpeacTBa M3MenbyalTcs, 3aTeMm
auncneprmpyroTcda ¢ onTuMaribHbIM KONMMYEeCTBOM XUOKOCTU.

Mpu copepxaHun TBepaon pasbl B cocTaBe Masm MeHee 5% nekapcTBeHHble CpeacTBa U3MenbyalTes C
OOMOMHUTENbHO BBOAUMOW >XWAKOCTbIO, POACTBEHHOW OCHOBE, B KONMYECTBE NPUMEPHO PaBHOM MOSIOBMHE MaccChbl
n3Mernb4YaeMblX NIEKapCTBEHHbIX CPeacTB.

Mpun cogepxaHumn B cocTaBe Ma3su TBepaomn dasbl oT 5% 00 25% nekapCcTBeHHbIE CPeacTBa N3MeNbYatoTCH C
YacTblo pacnnaBfeHHON OCHOBbLI, PABHOW MOMOBMHE OT MACChl fleKapCTBEHHbLIX CPeacTB, OCTanbHOE KOMMYECTBO
OCHOBbI BepeTcs B HepacnnaBneHHOM Buae.

Mpun copepxaHum B cocTaBe Ma3n TBepaon dasbl 25% 1 6onee ncnonb3yeTca pacnnasneHHas OCHoBa Ans
aucneprupoBaHuns 1 pa3basneHns KoHUeHTpaTa.

M3rotoBneHne amyrnbCUOHHBLIX Ma3en

80. 3MyNbCUMOHHbIE Ma3n Ha NUNOMUITBbHBbIX U OUUNBbHBIX OCHOBAaxX coAepaT BOAHbIE WKW CNUPTOBbIE
pacTBOpPbI NIEKAPCTBEHHbLIX CPEACTB. OMYJIbCMOHHbIE Ma3n Ha rMAPOMUITbHBIX OCHOBAaxX codepXxat rmapodobHblie
XUOKOCTW.

B amynbCuMOHHbIE Ma3u B BuOe BOOHbIX pacTBOPOB BBOOATCHA MPOTapPron, Komnmapros, Cyxve 9KCTPakTbl U
Opyrve BoOoOpacTBOPMMbIE FleKapCTBEHHbIE CPEACTBA, KOTOpble PacTBOPSIOTCA B BoAe C y4EeTOM pacTBOPUMOCTU
NlekapCTBEHHOIO cpeAcTBa WM OOMYCTUMbIX OTKIMOHEHWA B oOWen macce Masen, ykasaHHbix B Tabrnvue N 7
npunoxennss N 3 kK HacTtosium NpaBunam.

Mony4yeHHble pacTBOPbI AMYMbIMPYOTCA U CMELLMBAIOTCHA C OCTABLUMMCS KOSTMYECTBOM OCHOBBI.

Kvigkne nekapCTBeHHbIE CPEACTBa AMYIbIMPYOTCA OCHOBOM.

M3rotoBneHne KOMOGMHNPOBAHHbBIX Ma3en

81. lMpu M3roToBNEHUM KOMOUHMPOBAHHbLIX Ma3el JekapCTBEeHHble CPeAcTBa BBOAATCS B OCHOBY Masu C
YYETOM (PU3MKO-XMMUYECKMX CBOWCTB JIEKAPCTBEHHbIX CPEACTB.

TexHomormyeckne Mpuembl, WUCMOMb3yeMble MPW  M3rOTOBNEHUM KOMOWHMPOBAHHBIX Mas3el, [OOMMKHbI
npeaynpexaaTb HeXxenaTtenbHble B3aMMOAEeCTBUS NIEKapCTBEHHbIX CPEACTB APYr C APYroM Uiy paccrioeHre Masu
B MpoLIecce M3roTOBIEHUSI U XpaHeHUs1, obGecneynBaTb NOMy4YeHne 0OgHOPOAHON Macchl.

M3rotoBneHmne romeonaTnyeckmux masen
82. lomeonaTtnyeckne Masn COCTOAT U3 OCHOBbl M PaBHOMEPHO pacrpedernieHHbIX B Hel OAHOro wunm
HECKOINbKMX aKTUBHbIX KOMMNOHEHTOB rOMeonaTUyYecKNx pasBeaeHni.

o KoHCcUCTEHLMN 1 COCTaBy OCHOBbl Ma3un romeonaTn4yeckme noapasaendroTcd Ha:
romeonatn4yeckme mas3un (MFIFKaFI NeKkapcTBeHHasn cbopma, CcocTodllad wn3 OCHOBbl M paBHOMEPHO
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pacnpeneneHHbiX B HE OAHOIO UM HECKONbKMX aKTUBHbLIX KOMMOHEHTOB roMeonaTUYecknx passeneHnii);
romeonatuMyeckme OonoAenbOokM (MbIbHbLIA JIMHUMEHT, COCTOSILLMIA M3 CMECU aKTUBHbIX KOMMOHEHTOB
romMmeonaTtmMyeckmx pasBeneHnii U OCHOBBI).

83. Mpun N3roToBNEHNM roMmeonaTM4eckon Masm akTUBHbIE KOMMOHEHTLI BBOAATCS B BUAE rOMEOnaTU4ecKmx
MaTPUYHBIX HAcToek W (Mnu) WX pas’BeLEeHWUN, TPUTYpaLMi romMeonaTuyeckux, pacTBOPOB FOMEONaTU4eCcKUX W
XUOKUX  FOMEeonaTUYecKNx pasBedeHUn, CyOCTaHUMA  CUHTETMYECKOrO, MWHEparibHoro U NPUPOLHOro
NPOUCXOXAEHUS UMM UHOTO MPOUCXOXKOEHWS.

Mpn M3roToBNEHMM romeonaTuydeckon Masnm WCMOSb3YITCA OCHOBbI MPUPOLHOTO  MPOUCXOXOAEHUS:
rMapodobHLle - XXMPOBblE W YINEBOAOPOAHbIE (NMaHOMWH, Macra pacTUTernbHble, BOCK MYENMHbLINA, CrepMauerT,
Ba3eNnH, Macrno Ba3enMHOBOe, napaduH), rMapodunbHble - renn BbICOKOMOMEKYNSPHbLIX YrNeBO4OB M Genkos
(TparakaHT, arap, »enatuH, Kpaxmar, meg, rMULEPUH) UM MHble OCHOBbLI, YKa3aHHble B (hapMaKOMneiHon CTaTbe,
obuwen hapmakoneHom cTaTbe Unn JokyMeHTe B obrnactu obecrneveHuss kavyecTea.

84. HacTtolkm romeonatmyeckne MaTpuyHble, BXOASILLME B COCTaB roMeonaTU4ecknx Masemn B KOHLEHTpaLum
bonee 5%, nepen cMelvBaHMEM C OCHOBOW NGO BbinapuBatoTcs (Mog BakyyMOM) AO MOSOBUHLI B3SITOTO
Konu4yecTBa, NMbo Ans MX MHKOPNOPMPOBaHWsSt B BalenuH k Hemy gobaensiotest 5 - 10% naHonvHa 6e3BogHoro
Unun amynbratopa.

KoHLeHTpaLMs akTUBHbIX KOMMNOHEHTOB B rOMEONaTU4eCcKnX Massix ykasblBaeTcs B BUAE pa3BeaeHui.

FomeonaTnyeckme onoaenbaoku U3roTaBnmMBatoTCa B COOTHOLWEHMUM 1:10 UNK B MHBbIX COOTHOLLIEHUSIX.

OcHoBa Onst roMeonaTUYecKUX >KUOKMX OnoaeNnbAoKOB MoflydaeTcsl CMEeLUMBAHMEM CNUPTa MbINIbHOTO,
ouuLLLeHHOM Boabl 1 cnnpTta 95% B cOOTHOLWEHMM No Macce 2:1:1 Unu B UHbIX COOTHOLLUEHUSIX.

B KayecTBe aKkTMBHbIX KOMMOHEHTOB B TOMEOMaTUYECKMX onofdernbaokax WCMOoNb3YyTCA HaCTOMKM
romeonaTtuyeckne MaTpuyHble UMK roMeonaTtudeckne passefeHusa B koHueHTpaumm 3%, 5%, 10% wnn mHbIX
KOHLEHTpaLMsiX, CMECM HACTOEK roMeonaTUYeCcKnx MaTpUYHbIX UMM CMECU pasBedeHUn HacToek romeonaTU4eckmx
MaTpPUYHBIX, MMM rOMeonaTuyeckMe pasBedeHusl, UNn Opyrne nekapcTBeHHble cpeacTtea. JleTyuvMe u naxyyue
WHrpeaneHTbl 406aBNAT B NOCNEOHIO ovepedb.

M3rotoBneHve roMmeonatMyeckux Masewn, cogepxalimx MOpOoLWKN MeTansnoB, OCYLLECTBNSeTCcs nyTem
cMeLwmBaHns 1 YyacTu nopollka metanna ¢ 9 yactamm maseBoun ocHoBbl. Pasamep 80% vactuy metanna B TakoMm
cny4yae gormkeH 6biTb He 6onee 10 MKM 1 He JOMmkHO ObITh YacTuy 6onee 50 Mkwm.

B romeonatunyeckme masuM He BBOAATCA CTabunm3atopbl, aHTMOKCMAAHTbl M KOHCepBaHThbl. [donyckaetcs
AobaBrneHne KOHCepPBaHTOB TOSbKO B TEX Cryyasx, Korga B KayecTBe OCHOBbl UCMOMb3YOTCH renn, cogepxalume
BOAY, UK npsAmble amynbcum (Tun "Macno B Boge").

[onycTMmMble OTKIOHEHWss B o6OLLEen Macce romeonaTuMveckMx mMasen B TybGax ykasaHbl B Tabnvue N 7.1
npunoxennst N 3 kK HacTtosium Npasunam.

M3rotoBneHne romeonaTM4yeckoro macna

85. NomeonaTnyeckoe macrno npegcraBnseT cobon XUOKyH NekapcTBEHHYO hopMy B BMOE SKCTpakTa uim
pactBopa ANA HapYXHOTO MPUMEHEHUS, COCTOALLYI0 W3 TFOMEOMNaTUYEeCKMX JIeKapCTBEHHbIX CPeacTB U
pacTUTENBHOMO UM MUHEparbHOro Macrna.

"lomeonaTnyeckoe Macno n3rotaBnmnMBaeTCs:

Mauepaumen BbICYLLEHHOTO PaCTUTENBHOIO WM XMBOTHOMO CbIpbS PacTUTENbHBIM WAW MUHEparnbHbIM
Macnow;

CMeLUnBaHNEM 3(PMPHBIX Macen 1 pacTUTENbHbIX U MUHEPanbHbIX Macer;

WHbIM criocobom, obecneymBaloLLMM NosydeHne CTabunbHOM NIeKapCTBEHHOW (POPMBI.

"omeonaTryeckoe Macro MOXeT cogepXaTtb OAMH unu 6onee MHrpeaueHToB.

86. NomeonaTuyeckoe macrno M3rotaBnmMBaeTcs nNo macce B cooTHoweHun: (1:10) wnn (1:20) unu B MHbIX
COOTHOLLEHMSX.

B kayectBe Macen WuCMNonb3ylOTCS ONMBKOBOE, apaxMCOBOE, MOACOSIHEYHOE, KOCTOYKOBbIE W Apyrue
pacTuUTenbHbIE Macna UM MUHepasbHble Macna, pa3peLleHHble A MeQULMHCKOrO NPUMEHEHNS.

JlekapcTBeHHblE MpenapaTbl Ha OCHOBE Macen MOryT ObiTb MOHOKOMMOHEHTHLIMU WU KOMMIIEKCHBIMMU.
KomnnekcHble  nekapCTBeHHble  MpenapaTbl Ha  OCHOBE  Macen  U3roTaBfvBalTCA  CMELUMBAHWEM
MOHOKOMMOHEHTHbIX Maces, NOTEHLMPOBAHHOW OCHOBbI U OPYIMX BO3MOXHbIX MHIPEAMEHTOB C Macramu nnm 6es
HUX.

"lomeonaTyeckoe Macno N3rotaBnNmMBaeTCs cneayowmmm cnocobamum.

Cnoco6 1. N'omeonatnyeckoe Macno usrotaBnmBaeTcs M3 1 BECOBOW YacTW BbICYLLEHHOTO PacTUTENBHOMO
UK XMBOTHOTO cbipbsi 1 10 unu 20 BeCOBbIX YacTen Macna. BecoBas 4acTb N3MenbY€HHOrO pacTUTENbHOIO Chipbs
nomMeLLaeTcs B 3aKpbIThi cocyd M cmadmBaeTtcs 0,25 BecoBon yactu cnmpTa atnnoBoro 95%. Cmeck HakpbiBaeTCs
N ocTaBnseTcs cToATb 12 Y, a 3ateM cmelumBaeTcs ¢ 10 unm 20 BECOBbIMU YacTAMU Macra U BbiAepXXMBaeTcsa npu
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Temnepatype 60 - 70 °C B TeyeHue 4 4yacoB. [locne 3TOro nonyyeHHass CMecb OTXKMMAaeTca U punbTpyeTcs.
Monyyaetcs 10% unn 5% romeonaTnyecknii npenapar Ha OCHOBE Macna.

Cnoco6 1a. OpgHa 4acTb M3MENbYeHHOrO Cbipbsi MOMELLAETCS B 3aKpblBAOLWMUNCA COCyd, B KOTOPbIV
npubaengetca 10 wunm 20 yactem Macna (OnNs Cbipbsl, COAEPXKallero CurbHOOEWCTBYHOLWME BeLLeCcTBa),
HarpeBaeTcsa Ao 37 °C v BblaepXuBaeTcsa Mpu 3TOW TemnepaTtype B TevyeHwe 7 OHel, nepemelunBas yTpoMm U
BEYEPOM B TEYEHNE 5 MUH. 3aTeM CMeChb OTXXMMAaETCHa U PUNbTPYETCA.

Cnocob6 2. M'omeonatuMyeckoe Macro M3roTaBnMBaeTCca NyTeM CMelwuBaHuMs 1 BECOBOW 4acTu 3UPHOro
Macna ¢ 9 unu 19 BecoBbIMU YacTaAMKU Macna UnNu UHbIMY COOTHOLLEHUSIMW, UCMONb3YeMOro B Ka4yeCcTBe OCHOBBI.
Monyuyatotcs 10% unun 5% nNnbo MHOW KOHLeHTpauum romeonaTtuyeckne npenapartbl Ha OCHOBE Macer.

Cnoco6 3. [ns nonyyeHust MacnsiHoro passegeHuss D3 cHauyana 1 4yacTb XMOKOro romeonaTtuyeckoro
paseegeHuss D1 BcTpsixuBaeTca ¢ 9 yacTaMu cnvpTa 3TuroBoro abcontoTupoBaHHoro. M3 1 yactm atoro
pasBefeHMs aHanorM4yHo roTOBUTCS XWMAOKOEe romMmeonaTtudeckoe passegeHve D3. OgHa 4acTb  XMAKOMO
romeonartmyeckoro passeaeHus D3 cmelumBaeTtca ¢ 99 yactamum Macna, MCrnornb3yemMoro B Ka4ecTBe OCHOBbI. JTa
CMeCh sBnseTcs MacnsaHblM pa3seaeHnem D3.

MacnsiHoe pa3sBefeHue D4 rotoBuUTCS aHanorMyHbIM cnocoboM M3 XKMAKOrO roMeonaTMyYecKkoro passeneHus
D2, aHanorM4yHo rotoBaTCA U MacnsiHble pa3seaeHuns D5 v Bobiwe.

Cnocob 3a. OgHa 4YacTb romeonaTU4eCcKon TpUTypauumn cmelumaetcsa ¢ 99 yactaMmm macrna, UCnosb3yemoro
B Ka4eCTBE OCHOBbI, JO FTOMOIrEHHOro COCTOSIHMS, MPY 3TOM Macsfo BBOAUTCA MocrieoBaTenbHO YacTamu. Bpems
nepemeLLMBaHns ¢ OCHoBoM cocTaBnseT 20 MUH.

Cnocob 4. omeonaTnyeckoe Macno M3roTaBnMBaeTCsl NMyTeM cMewmBaHus 1 4acTu romeonatuyeckoro
pasBefeHMs UM CMecu roMeonaTU4eckmx pasBefeHun ¢ 9 4YacTaMum MUMHepanbHOro macrna unm B Opyrux
COOTHOLIEHMAX. BBeaeHne BOAHbIX W CAMPTOBBIX COCTABMSOWIMX MNPOM3BOAUTCA MNOCTAguMAHO WM C
NCcnosnb3oBaHUEM amyrbraTopa (JlaHoNuHa, ero NPOn3BOAHbIX UM Macna Kakao).

Cnocob 5. WNarotoBneHne KOMOBMHMPOBAHHLIX TFOMEOMNATUYECKUX Macen, B COCTaB KOTOPbIX BXOOAT
romeonaTtMyeckme pasBedeHUs UM CMECUM roMeonaTtudeckux passBedeHun, MacnsHble 3KCTPaKTbl, 3PMpHbIe U
CUHTETMYECKMEe Macna, OCYLLECTBISETCH C y4eTOM (PU3MKO-XMMUYECKMX CBOMCTB BCEX KOMMOHEHTOB, BXOASALLMX B
COCTaB. TexHOnornyeckMe mnpuembl, WUCMOMb3yemble MpU WU3roTOBNEHWM KOMOMHWPOBAHHBIX Macer, OOSMKHbI
npegynpexgatb HexenaTtenbHble B3aMOAENCTBUS NeKapCTBEHHbIX CPEACTB APYr C APYTOM, a Takke BBOOUTLCS B
OCHOBY B OfNpedereHHoW MnocneaoBaTenbHOCTM B 3aBMCMMOCTM OT cocTaBa Macna. [laxyune un netydue
KOMMOHEHTbI 400aBNSAITCA B NOCNEAHIO oYepeab.

V. OCoO6eHHOCTU U3roTOBIIEHUSA CYNNO3UTOPUEB

87. [Ona wusroToBneHWss Cynno3vTOPMEB WUCMOMb3YHTCA BCMOMOraTernbHble BeLecTBa: HOCUTENU
nekapCTBEHHbIX CpeacTB (OCHOBbI), KOHCEPBaHTbI, aHTUOKCUOAHTLI, aKTUBATOPbI BCACbIBaHUS.

Cynnosntopun U3roTaBnmeatoTCH Mo Macce MeTo4aMu BblKaTbiBaHWs, MPECCOBaHMS U BbINMBaHWS.

Mpn meToAde BbiNMBaHWS NeKapCTBEHHbIE CPEACTBA, PaCTBOPMMbIE B XXMpax, pacTBOPSAIOTCA B NUNOPUIbHON
OCHOBE.

Mpn meTode BblkaTbiBaHUS FIEKAPCTBEHHbIE CPeACTBa, PacTBOPMMbIE B XMpax, pacTUpalTCs C 4acTbilo
N3Mernb4YeHHON OCHOBbI UMW ONTUMarbHbIM KONTMYECTBOM BCMOMOraTenbHOW XUOKOCTW, POACTBEHHOM K OCHOBE.
Mpun obpa3oBaHNM IBTEKTUYECKOWN CMeECK A06aBNATCA YNNOTHUTENN.

BogopacTtBopuMble NieKapCTBEHHbIE CPEACTBa PAacTBOPAOTCA B MUHMMAITbHOM KONMYECTBE pacTBOpUTENS C
y4eTOM UX PacTBOPUMOCTU M AOMYCTUMbIX OTKITOHEHMIW B Macce HaBECKW OTAENbHbIX JIEKapCTBEHHbIX CPeACTB B
nopoLLKax U Cynno3ntopusix (Mpu M3roToBNEHWM METOAOM BbIKaTbIBAHWUS UMK BbIIMBAHWSA), YKa3aHHbIX B Tabnvue
N 2 npunoxenus N 3 k HacTosiwmm NpaBunam.

JlekapcTBeHHblE CcpencTBa, He pacTBOPMMbIE HM B BOAE, HUM B OCHOBE, BBOASITCA B OCHOBY B BuAae
MenbYyanLmx NOPOLLKOB.

OcobeHHOCTN N3roTOBMNEHNsI FOMeonaTU4eCKnX cynnosntopues

88. [lomeonartnyeckue cynnosuvtopun coaepxat OAUH WU HEeCKONbKO aKTUBHbIX KOMMOHEHTOB B
COOTBETCTBYIOLLMX roMeonaTU4eCcKknx passeaeHnqax.

[lomeonatnyeckme cynnosnTopun copepat akTUBHble KOMMOHEHTbl B romeonaTtuvyecknx pasBedeHUudx,
paBHOMEpPHO pacrnpeaerneHHbie B CyI'II'IO3VITOpHOl7I OCHOBe.

B kadecTBe aKTMBHbIX KOMMOHEHTOB MCMNOoJ1Ib3YyHTCA HacTOMKM romMeonaTnyeckmne MaTpu4yHbiE WU (I/IJ'II/I)
romeonatn4yeckme passeaeHna n (VIJ'IVI) X CMecu, Tputypaumm romeonatny4ecKkme.

ﬂpM M3roToBl1IEHUN TomMeonaTn4eCkmnx Cyrnrno3nTopueB B KadeCTBe OCHOBbI MPUMEHAKTCA Maclio Kakao,
JTAHOJTMH U TMAPOreHn3npoBaHHbIE XNPbI.
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Cynnoautopum anst 4eTeN roTOBATCSA Ha OCHOBE Machna kakao Winv TBEPAOro Xupa.

AKTUBHbIE KOMMOHEHTbLI BBOASTCA B OCHOBY, cobniogasi cooTHoweHune 1:10 (gecatudHas wkana) unm 1:100
(coTeHHas Lwkana) NMbo B UHbIX COOTHOLLEHUSIX. [py BBEAEHUN aKTUBHbIE KOMMOHEHTbI CMELUMBAOTCA C OCHOBOM
HEenocpeACcTBEHHO WKW MNOCMNe PacTBOPEHMSI WM pacTUpaHus C HeBOoNbLUMM KONMYECTBOM pachsiaBfieHHON
OCHOBBbI, BOAbl, CMMPTO-BOSHO-IMULIEPUHOBOM CMECU, Macria Ba3enuHOBOro Unu Apyroro pactsopuTens.

Macca ogHoro cynnosuTtopusi 4ng geten AomkHa coctaBnsaTtb okorno 1,0 r, ans s3pocnbix 1,5 -2,0T.

AKTMBHbIE KOMMOHEHTbl B XWAKOW (popme, He cofepKallime NeTydux akTUBHbIX KOMMOHEHTOB, nepen
CMELUNBaAHNEM C OCHOBOW MOTYT BbITb CKOHLIEHTPUPOBaHbI MyTEM ynapuBaHusI.

TepmonabunbHble  akTUBHbIE  KOMMOHEHTbl  A00aBNSATCA K OCHOBE  HEMOCPeACTBEHHO nepes
dopMMpoOBaHMEM CYNNO3NTOPUEB.

He ponyckaeTtcs gobaeneHne noBepxXHOCTHO-aKTUBHLIX BELLECTB, KOHCEPBAHTOB M KpacuTemnen.

Cynnosutopun romeonatmyeckme QOPMUPYHOTCSt CNOCOOOM BblKaTbiBaHUS, MPECCOBaHMS UMK BbINMBaHUS
pacnnaBneHHOW Macchbl B NMNTbEBbLIE CYMMO3UTOPHbIE HOPMBbI.

Mpu copmMupoBaHMM FrOMeonaTUYECKUX CYMMNO3UTOPUEB CMOCOOOM BbINMBaHWS, MPUIOTOBIIEHHAs Macca
npeaBapuTeNbHO pacnnaBnseTcd Npu HarpesBaHuuM U pasnmBaeTcsa B cOoTBeTCTBYyOWMe hopMbl. CynnosuTtopum
3aTBepdeBaloT npu oxnaxgeHun. [Ons  obecneyveHunss 3aTBepaeBaHUs gonyckaetcs gobaBneHue  Takux
BCMomMoraTesbHbIX KOMMNOHEHTOB Kak TBEPAbIE XMPbl, MACo Kakao, NaHOMMH U MULEPUH.

Mpn cdopmmMpoBaHnM romeonaTUYECKMX CyMno3UTOPMUEB CMOCODOOM BblKaTbiBaHWUS B KayecTBE CBA3YHOLLEro
BELLECTBA NPUMEHAETCA NaHONH 6e3BOAHbIN.

M3rotosneHne cynnosnuTopmeB MeTo40OM BblKaTblBaHUA

89. |_|pl/I M3roToeneHnn cynnosmtopmeB MeTOoOOM BblKkaTblBaHMA MaAcCno Kakao npenBapuTeribHO
n3mMenb4vyaeTca B CTPYXKY U ero pacc4mtaHHoe Konn4ecteo LI,OGaBJ'IFleTCFl 4acTAaMU K NeKapCTBEeHHbIM cpeacTBaMm.
Mony4eHHasn cynno3uTopHas Macca yMUHAETCS B CTYMKe AN YNy4YLEeHNs NnacTUYHOCTW.

M3 nonyyeHHOM Cynno3uTOpHOM Macchbl opmupyetTca Opycok unvM  UUNUHOPUYECKMA  CTEPXKEHb
onpegeneHHon anuHbl. OCcyLLecTBNAIOTCA J03UPOBaAHNE U MOMNyYEHNE CYNMno3UTOPUEB.

NsrotoBneHne cynnosuTopneB MeETOO0OM BbllTMBaHUA

90. [1ns1 M3roToBMEHMS CYNMnO3NTOPMEB METOLOM BbINTMBAHUS MCMONb3YOTCA crieumanbHble hopMmbl.

Mpn pacyeTe konM4yecTBa Cynno3MTOPHOM OCHOBbI YYUTLIBAOTCA 06beM rHesga oopMbl, Npupoga OCHOBbLI U
coaepxaHue nekapcTBEHHbIX CPeacTB.

Mpun cogepxaHun nekapcTBeHHbIX cpeacTB 5% u 6onee yuntbiBaeTca koadumumeHT 3amelleHuns (Ex) nnu
obpaTHbIN koadpurumeHT 3ameLleHuns (I/Ex) B cootBeTcTBUM € Npunoxernvem N 14 k HacTosawum Mpasunam.

dopMbl AN M3rOTOBMNEHUS CYNMO3UTOPMEB MNepes BbIMBAHWMEM NPEABApUTENIbHO OXMaXgawTcs Wu
CMa3blBalOTCS XKUAKOCTbIO, HE POACTBEHHOWN CYMNMO3UTOPHON OCHOBE.

VI. Oco6eHHOCTU N3roTOBNEHUs NIeKapCTBEeHHbIX (POPM B acenTU4YecKux ycroBusix

91. K M3roToBneHM0 nekapcTBeHHbIX (HOPM B acenTMYecKuxX YCMoBUSAX MpeabsBnsaTca TpeboBaHus,
HarnpaBfieHHblE Ha CBedEeHVWEe K MUWHUMYMY puUCKa 3arps3HEeHuss MX MUKPOOPraHu3Mamm M MexXaHU4ecKMMu
yacTiuamu.

92. KayecTBO M3roTOBMEHHBLIX PACTBOPOB AMs1 MHBEKUUA U MHY3MIA, O TarbMONOMMYECKMX NIEKapCTBEHHbIX
¢opM M NneKapCTBEHHbIX POPM, MpeaHa3HA4YeHHbIX AN NevYeHuMs HOBOPOXKAEHHbIX AeTen u geten oo 1 roga,
nekapcTBeHHbIX (POPM C aHTUOMOTUKaMKM, FfEeKapCTBEHHbLIX MpenapaToB B BMAE BHYTPUANTEYHOW 3aroTOBKU
onpefenseTca B COOTBETCTBMM C MeTOAaMM KOHTPONSA KayecTBa, YCTaHOBMEHHbIMU (bapMakonemHom cTaTbew,
obwen dhapmakoneriHon ctatben, NMBo B criydae ee OTCYTCTBUS - JOKYMEHTa B 061acT KOHTPOIS KavyecTsa.

B cnyyae oOTCyTCTBMST METOOOB KOHTPOMS KayecTBa JleKapCTBEHHbIX MpenapaToB, YCTaHOBIIEHHbIX
hapmakonemnHon craTben, obuiern hapMakonenHOW CTaTben UM OOKYMEHTa B 0bnacTy KOHTPONS KayecTBa,
N3roTOBIIEHNE NTIEKAPCTBEHHbBIX (POPM, NPeaHa3HaYEeHHbIX 415 MPMMEHEHMS Y HOBOPOXAEHHbIX AeTen 1 geten o 1
roga, ocyLecTBnsieTcs nog HabniogeHvem nNpoBM3opa-aHanuTka UM NpoBM30pa, BbIMOMHSOWErO KOHTPOSbHbIE
PYHKLUMM NPU M3FOTOBIIEHUN U OTMYCKE NIEKAapCTBEHHBIX NpenapaTos.

M3rotoBneHne NHbEKUNOHHBIX 1 VIH(*)y3VIOHHbIX JIEKapPCTBEHHbIX (*)OpM

93. N3roToBnEHHbIE NHBEKLMOHHbLIE U VIHbe3I/IOHHbIe pacTBOpbl OAOJTKHbI OblTb CBOOGOAHLIMM OT BUANMBIX
MEXaHMUYECKMX BKITHOYEHWHN, CTepuIibHbIMU, CTabuIbHbIMN, BblAEePXNBATb UCMbITaHNE Ha NMNPOreHHOCTb.
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JononHutenbHeiMM  TPeOOBaHNSAMU  ANS1  U3rOTOBMIEHHbLIX  MH(PY3MOHHBIX PacTBOPOB  SABMAAKTCA  UX
N30TOHWUYHOCTb, N30TMAPUYHOCTb, N30OUOHUYHOCTb, U30BSA3KOCTD.

VIHbEKUNOHHbIE U MHADY3NOHHbIE PaCTBOPbLI U3rOTABIMBAKOTCS B aCENTUYECKMX YCMOBUSIX MacCo-00bEMHbIM
METOAOM Ha BOAE OJ1S1 UHBEKLMNA.

94, 3anpeluaeTcs OAHOBPEMEHHOE M3rOTOBMEHNE HA OOHOM pabo4YeM MeCTe HECKONbKUX UHBLEKLMOHHBLIX U
MHGY3MOHHbLIX PacTBOPOB, COAEPXKalMX JeKapCTBEHHbIE CPEeACTBA C pPasfMYHbIMU  HAMMEHOBAHUAMWU UMK
neKkapCTBEHHblE CPEACTBA OAHOM0 HaMMEHOBaHMWS B pasHbIX KOHLEHTpaUnsX.

3anpelyaetcs U3roTaBnMBaTb WHBLEKLMOHHbIE U MHMY3NOHHbIE PacTBOPbl MPUM OTCYTCTBUM LAHHBIX O
XUMNYECKOW COBMECTMMOCTMN BXOLSALUMX B HUX FIEKAPCTBEHHbIX CPEACTB, TEXHOMOMMM U PEXMME CTepunmsauum, a
Takke MpuM OTCYTCTBMM METOOOB KOHTPOSS KayecTBa, YCTaHOBIEHHbIX (hapMakonenHon cTaTben, obLuen
hapmakonernHomn ctaTeel NMbo B criydae ee OTCYTCTBUS - JOKYMeHTa B 06nacTu KOHTPOns kavyecTsa.

95. VIHbEeKUMOHHblE W WH(Y3MOHHLIE pacTBOPbl UILTPYIOTCS C WCMONb30BaHMEM paspeLleHHbIX K
NPMMEHEHNIO  OUNbTPOBAnbHbLIX MaTepuanoB W  YCTaHOBOK. ®PunbTpoBaHMe pacTBopa co4yeTaeTcsl C
O[HOBPEMEHHbLIM PO3MIMBOM €ro B MNOATOTOBIEHHbIE CTepuribHble OrakoHbl, KOTOpble  YKYNMopuBaKTCS
CTepUbHbIMK Npobkamu.

VIiHTepBan BpeMeHM OT Hayana U3roToBMeHUss UHBLEKLMOHHOTO 1 MHAY3MOHHOIO pacTBopa 40 CTepunmsauum
He JOKeH npeBbilaTtb 3-X 4Yacos..

96. VIHBbEKUMOHHbIE N WHY3UOHHbIE PacTBOPblI CTEPUNN3YIOTCA B COOTBETCTBMM C TpeboBaHuAMM K
pexumam ctepunmsaumm, ykasaHHeiMy B Tabnuue N 1 npunoxenma N 15 k HacTosawmm NMpasunam.

He ponyckatoTca cTepunusauus pactBopoB obbemom 6Gonee 1 nutpa M NOBTOpHas CTepunmsaums
WHBEKLMOHHBIX M UHAY3MOHHbLIX PACTBOPOB.

Mpouecc ctepunusauumn gormkeH obecnednBaTb ahPEKTUBHOCTL CTEPUNU3aLLIMM BCEro obbema 3arpysku.

KoHTponb napameTpoB M 3MPEKTUBHOCTM TEPMUYECKMX METOAOB CTepunu3aumm OCyLlecTBnseTcs C
MOMOLLbIO KOHTPOSBHO-U3MEPUTENbHBLIX MPUOOPOB, XUMUYECKUX 1 BMONOrMYECKMX TECTOB.

97. PexuMmbl CcTepunu3aummM UCXOOHbIX NEKapPCTBEHHbIX CPeaCcTB, W3rOTOBMEHHbIX WHBLEKLMOHHBIX |
MHAY3MOHHBLIX PacTBOPOB, a TaKke BCMNOMOraTeNnbHbIX MaTepuanoB W MOCyAbl PErncTpupyroTcs B XypHane
perucTpaumMm pexumma CTepunusaumnm MCXOAHbIX feKapCTBEHHbIX CPEACTB, M3rOTOBMEHHbIX J1eKapCTBEHHbIX
npenapaToB, BCrioMOraTerbHbIX MaTtepmarnos, NOCyAbl M NPOYMX MaTepuanos.

B >XypHane perucrtpauum pexuma CTepunmusauum WCXOOHbIX NEeKapCTBEHHbIX CPeacTB, M3rOTOBMEHHbIX
nekapCTBEHHbIX NpenapaToB, BCMNOMOraTenbHbIX MatepuanoB, Mocydbl M MNPOYMX MaTepuanoB YyKasblBalOTCA
crnegywoLme cBegeHus:

a) AaTta 1 NopsiAKOBbIN HOMEP NMPOBEAEHNS CTEpUNM3aLNK;

©) Homep peuenTa unu TpeboBaHus;

B) HAMMEHOBaHWe MaTtepuarna, noanexallero crepunmsaunm;

r) KOMWYECTBO MWCXOAHbIX FEKAPCTBEHHbIX CPeAcCTB, W3roTOBMEHHbLIX JIeKapCTBEHHbIX MNpenapaTos,
BCMOMOraTenbHbIX MaTeprarnoB, NOCyAbl Y NPOYMX MaTepuanos;

4) ycnosus cTepunusaumm (Temneparypa, Bpemsi);

€) TEPMOTECT;

) NOANMCb NULa, NPOBOAMBLLETO CTEPUIIM3ALIMIO MaTepranos.

KypHan peructpaummn pexmma CTepunu3aumm  WCXOOHbIX JIEKapCTBEHHbIX CPEeAcTB, W3roTOBIEHHbIX
flekapCTBEHHbIX MpenapaToB, BCMOMOraTefbHbIX MaTtepuanoB, Mocydbl U MPOYMX MaTepuarnoB LOMKeH ObiTb
NMPOHYMEPOBaH, NPOLUHYPOBaH WM CKPENJIeH MOAMUCHI0 PYKOBOAWUTENS anTE4YHOW opraHusaumn (MHAMBWAYanbHOro
npeanpuHMMaTens) u nevaTblo (MpU HanMuMm neyartm).

98. WHBEKUMOHHbIE W WHAY3NOHHBIE PACTBOPbI JIEKAPCTBEHHbIX CPEeAcTB, Tpedywwmnx 3awutbl OT
BO30ENCTBMSA MOBLILEHHON TemMnepaTypbl, CTEPUNU3YIOTCA (PUNMbTPOBaHMEM B faMMHApPHOM MOTOKE BO3dyxa C
MOMOLL b0 MEMBPaHHbIX (PUMbTPOB C HOMUHAIBHBIM pa3Mepom nop He 6onee 0,22 MKM W ryBUHHBLIX OUNBTPOB C
3KBMBANEHTHBIMW CBOMCTBaMM MO yAEpKaHUI0 MUKPOOPraHU3MOB.

HenocpeacTBeHHO nepea HanornHeHneM hnakoHa pekoMeHAyeTCs NOBTOpHAsA hunbTpauust pactBopa Yepes
OONONHUTENBHBIN YOEPXMBAOLLUIA MUKPOOPraHM3Mbl CTEPUNUIYIOLLUIA PUNBTP.

OkoHYaTenbHy0 CTEPUNU3YIOLLYI0 (buUnbTpauulo pacteopa cregyet NpoBOAUTb HEMOCPEACTBEHHO OKOJO
MecTa HanonHeHus. CnegyeT MCnonb3oBaTh PUNBTPbI C MUHUMATBHBIM OTAENIEHNEM BOMOKOH.

99. OueHka KayecTBa MHBEKUMOHHBIX M MH(Y3MOHHBIX PacTBOPOB OO CTepunv3aumMyM npoBoauTCs No
BHELIHEMY BuAy, OTCYTCTBMIO MEXAHWYECKMX BKITHOYEHUW, 3HA4YeHW0 pH, MOANMMHHOCTM M KONMMYECTBEHHOMY
COLEPXKAHMIO NEKAaPCTBEHHBIX CPEACTB, COAEPKAHNIO U3OTOHNPYIOLLMX U CTabUnM3npyoLLmMx BELLECTB.

OueHKa KayecTBa MHBEKUMOHHBIX M WHAY3MOHHbLIX PAcTBOPOB MOCMNe CTEPUNMU3aLUM NPOBOAUTCA MO
BHELIHEMY BuAY, OTCYTCTBMIO MEXAHWYECKMX BKIHOYEHWUI, MPOBEPKE HOMWUHANbLHOroO obbema Mnpu posnuBe BO
bf1aKoHbI, 3HadYeHuo pH, QONyCTUMbIE MOrPELLHOCTM MPU U3MEPEHWMM KOTOpOW npuBedeHbl B Tabnuvue N 9
npunoxennss N 3 k Hactosawwum [MpaBunam, NOASIMHHOCTU U KONMYECTBEHHOMY COLEPXXaHUI0 J1EKapCTBEHHbIX

18 u3 75


http://disuria.ru/

Mpukas Munsgpaea PO ot 26.10.2015 N 751H — O6 yTBEpPXAEHUN NPaBU U3rOTOBIIEHNSI U OTMYyCKa fleKapCTBEHHbLIX NpenapaToB A
MEANLMHCKOrO MPYMEHEHNS anTeYHbIMU OpraHn3aumnsiMu, UHaMBMAYanbHeIMU NPeAnpUHUMAaTENSMN, UMEIOLLMMM NIULLEH3NIO Ha
hapMaLeBTUYECKYIO AeaTenbHOCTb — [lencTBytoLas nepeas pegakuns — 3apernctpmposaHo B MuHiocte PO 21.04.2016 N 41897 — Havarno
Aevicteua gokymenta 01.07.2016

CpPeAcTB, OTKNOHEHMIO OT HOMUHArMNbHOrO 06bemMa, PMKCPOBAHHOCTM YKYMOPKU, CTEPUINBHOCTU, MUPOreHHOCTU UMK
coaepxaHuio 6akTepmanbHbIX 3HAOTOKCUHOB.

Mpu HECOOTBETCTBUM ofHOMY n3 nepevncrneHHbIX TpeboBaHui pacTeopbl ABMAOTCA
HeJo0OpoKayYeCTBEHHbLIMMN.

100. Mpwn N3roToBNEHUM NEeKapCTBEHHbLIX NpenapaToB AN UHbEKUMN U MHAY3UA BCE CTaauMu U3roToBNEHNs
PErMCTPUPYIOTCS B XKypHarne perucrpauum pesynbTaToB  KOHTPONS  OTAEMbHbIX  CTaguid  U3roTOBrEHUS
NeKkapCTBEHHbIX NPenapaToB Anst UHBEKLMI N MHAY3NNA.

B >kypHane perucrpauum pesynbTaTtoB KOHTPOMNSA OTAENbHbIX CTaguid U3rOTOBMIEHUS PacTBOPOB AfNS
WHBEKLUIA N MHDY3NIA YKa3biBalOTCA cneaytoLlime ceegeHns:

a) Aarta 1 NopsiAKoOBbIN HOMEP NPOBEAEHNS KOHTPONS;

6) HoMep peLienTa unu TpeboBaHus;

B) HAMMEHOBaHWE 1 B3ATOE KONMMYECTBO UCXOOHbIX CPEACTB (B TOM Yncne BoAbl);

r) HaMMeHOBaHVE N 06bEM N3rOTOBMEHHOIO PacTBOPa;

4) noanucb nuua, M3roToBMBLLENO PaCcTBOP;

e) unbTpoBaHMe K dacoBka (po3nuB) (ykasbiBaeTcsi O06BbEM B MUNAUAUTPaX M KONMUYeCTBO OyThbINOK
(donakoHoB));

X) nognuck nuua, pacdacoBasLLEro pacTBop;

3) NOANUCH n1La, MPOBOAMBLLENO NEPBUYHBINA KOHTPOMb PacTBOPa Ha MEXaHWYeCKMe BKIIOYEHNS;

n) ctepunusaums (ykasblBaeTca Temnepatypa, Bpems "ot" 1 "go", TepMmoTecT, nognuchb nuua, NpoBogMBLLETO
cTepunmnsauuio pactTeopa Ha MexaHU4eckne BKYEHUS);

K) noanucb nvua, NpOBOAMBLLEINO BTOPUYHBIN KOHTPOSb pacTBOpa Ha MeXaHU4eckne BKIYeHUs:;

n) HomMepa aHanu3oB A0 W Nocne cTepunmsaunm (ykasbisatoTcsa Yepes apobb);

M) KOSIM4ECTBO EMKOCTEN rOTOBOW NPOAYKLUMM, MOCTYNUBLUEN ANS OTMYCKa;

H) nmognucb nwvua, OONYCTUBLUErO W3rOTOBMEHHbIE flEeKapCTBeHHble npenapaTbl K OTNycKy (donyck
M3roTOBMEHHbIX pPacTBOPOB AN WHBLEKUUA W WHPY3NUA K OTNYCKYy OCYLLEeCTBMASIET OTBETCTBEHHOE NULO,
HasHa4yeHHOoe pPYKOBOAWUTENEM anTeYHOW OpraHuM3auuu, UnuM WHAMBUAYaNbHbLI NpeanpuHUMaTenb, UMEHLLNA
NULUEH3MI0 Ha hapMaLEeBTUYECKYHO OEATENBHOCTL).

>KypHan pervctpaumm pesynbTaToB KOHTPOMS OTAENbHbIX CTaaui M3roTOBMEHUS PacTBOPOB AN MHBEKLWA 1
WHY3nn [omkeH ObiTb NPOHyMEepoBaH, MPOLIHYPOBaH WM CKPEMfeH MOAMUCHI0 PYKOBOOAMTENS anTeyHown
opraHusaumm (MHOMBUOYanbHOro NPeanpUHUMATENS) 1 NeYaTbio (NPU HaNU4MM nevaTn).

OcoBEeHHOCTN N3rOTOBMNEHNST MHBEKLMOHHBIX roMeonaTn4eckmx pacTBopoOB

101. WMHDBEKUMOHHbIE rOMeonaTU4eckMe pacTBOpbl MNPEACTaBnslOT COOOM  CTEPUIIbHYK  XWUAKYHO
neKkapCTBEHHYD (QOpMy, COAepKallyld OAWMH WMW HECKONbKO aKTUBHbIX KOMMOHEHTOB B COOTBETCTBYHOLLUX
romMmeonaTuyeckmx pa3BegeHusix.

Ycnosusi 1 npaBuna M3rotoBneHUs roMeonaTtnyeckux MHbLEKUNOHHBIX PacTBOPOB AOMKHbI COOTBETCTBOBATL
YCIOBUSIM U MPaBuiaM U3roTOBMEHUS MHBEKLMOHHBIX Y MH(PY3MOHHBIX JIEKapCTBEHHbBIX (OPM.

[nsa 1M3roToBrNeHNss MHHLEKLMOHHBLIX FOMEONAaTUYECKNX PAcTBOPOB B KadeCTBE pacTBOPUTENS MCMONb3yeTcs
BOoAa A1 MHBEKLINMA.

Mpn M3roTOBNEHMN WHBEKUMOHHBIX FOMEONaTUYeCKUX pPacTBOPOB W3 BOOHO-CMMPTOBbLIX pa3BedeHun
COAepXaHue cnupta 3TWMOBOrO B FOTOBOM pacTBOpe He [OomkHO npesblwatbe 0,5% wnm OomkHO ObiThb
MUHUManbHbIM. [N 3TOro Ha ABYX MOcCnegHux atanax (Npyv MoTeHUMPOBaHWM MO OECATUYHOM LKane) unu Ha
nocnegHeM aTane (MpM MOTEHUMPOBAHMM MO COTEHHOW LUKane) MWCnonb3yeTcd W30TOHMYECKUA pacTBop,
NPUroTOBNEHHLIN Ha BoAE AN MHBEKLUUNA.

[nsa M30TOHMPOBaHUSA NPUMEHSIETCS HaTpust xnopua. Mcnonb3oBaHue Opyrux BCMOMOraTerbHbIX BELLECTB,
32 UCKIMIOYEHVEM BELLECTB A5 U30TOHMPOBAHUS U NOAAEPXKaHWUS NOCTOSHCTBA BENWYMHBLI pH, HE JonycKkaeTcs.

M3rotoBneHne opTarbMONorM4ecknx nekapCcTBEHHbIX GOpM

102. K ogTanbMonormyeckum nekapcTBeHHbIM ¢opMaM OTHOCATCA rrasHble Kanmu, pacTBopbl Angd
OpOLUEHNS, rMasHble Mas3su, rmasHble MPUMOYKN.

[na n3rotoBneHMst opTanbMOITIOrMYECKMX NIEKAPCTBEHHBIX (DOPM MPUMEHSIOTCSA NTEKAapCTBEHHbIE CPEACTBa U
BCMOMOraTenbHble BellecTBa (pacTBOPUTENW, Mas3eBble OCHOBbI, CTabunuaatopbl, OydepHble pacTBOpbl,
N30TOHMPYIOLLNE BELLECTBA, KOHCEPBAHTbI, MPOMOHIaToOPbl U UHbIE).

103. BogHble rnasHble nekapcTBeHHble POPMbl AOMKHbI OblTb CTEPUIBHBIMU N U3OTOHUYHBLIMW, €CIN HET
OPYIMX yKa3aHun B hapMakonemnHbiX CTaTbsX, MMETb ONTUMarnbHoe 3HadveHne pH, cooTBeTcTBYOWEe pH crne3Hon
Xunagkoctn - 7,4 (gonyckawotcs npegensl pH ot 3,5 go 8,5), ctabunbHbIMM NpU XpaHEHWM N COOTBETCTBOBATb
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TpeboBaHMAM dhapMakonenHon cTatbu, obLien hapMakonenHon cTaTbyM WM OOKyMeHTa B 0bnactM KOHTpons
KayecTBa Ha BUOMMbIE MeXaHNYeCcKne BKIHOYEHUS.

104. 'MasHble kannm U pacTBOPbl M3rOTaBMNMBAOTCS B aCENTUYECKMX YCIOBUSAX MacCo-06beMHLIM METOLOM
Ha BOe OYULLIEHHON.

Mpy n3roToBNEHUN rnasHbIX Kanenb U PacTBOPOB feKapCTBEHHbIE CPeAcTBa PaACTBOPSIOTCS B CTEPUNBHOMN
€MKOCTM B pacCcyMTaHHOM OObeMe BOAbl OYMLLEHHOMW, MpU HeobXxogMMocTu L06aBnstOTCA BCMOMoOratesibHble
BeLLeCcTBa, OUMNbTPYIOTCA C MCMOMb30BaHMEM pPaspeLleHHbIX K NPUMEHEHWMo unbTpoBarbHbIX MaTepuarnoB U
YCTaHOBOK.

Mpn un3roToBnNEeHNM MarnblX OOGBHLEMOB [fMa3HblX Kanemnb NeKapCTBEHHble CPeAcTBa W BCroMoraTtesibHble
BELLECTBA pPacTBOPSAOTCSA B YacTM BOAbl OYULLLEHHON, NONYYEHHbIM pacTBOp hunbTpyeTcs Yyepes npeaBapuTesibHO
NPOMBbITbIN BOAOW OYULLLEHHOW DUNBTPOBanbHbLIA MaTepuan, 3aTem vyepes ToT Xe PuUnbTp NPpohunNbLTPOBLIBAETCA
OCTaBLUEECH KOMNYECTBO BOAb! OYULLEHHOWN.

MasHble kannm U pacTBOPbl CTEPUNU3YIOTCS B COOTBETCTBUM C TPEOOBaHUSAMU K pexumam cTepunmsaunm,
ykasdaHHbIM B Tabnuue N 2 npunoxeHus N 15 k HacTtoAwmum MNpasunam.

B rnasHbix Kanngx M pacTBopax onpeaenserca OTCYTCTBME MeXaHUMYEeCKUX BKIOYEHUMM A0 M nocne
cTepunumsawmu.

105. PacTBopbl nekapCTBeHHbIX CpeacTB, TPedyoWmX 3auTbl OT BO3OENCTBUSA NOBLILLIEHHON TemnepaTypsl,
roTOBATCA B aCENTUYECKMX YCMOBUSX Ha CTEPUITbHOW BOAE OYMLLEHHOW 6e3 nocnegylowen crepunmsaummn unm ¢
NCNOSb30BaHNEM CTEpPUNM3aLMn UnbTPOBaHNEM.

106. [nasHble Kkannu, copepXawume  HapkoTUYeCcKMe  CpPeacTBa,  MCUXOTPOMHble,  S40BUTHIE,
CUINbHOAENCTBYIOLLME BellecTBa, 06a3aTernibHO NoaBeprarnTcs NOSTHOMY XMMUYECKOMY KOHTPOSIO.

OcobeHHOCTU U3roTOBIIEHUS rMa3HbIX roMeonaTUYeckux Kanerb

107. nasHble romeonaTVyeckne Kannu copepXaT OAMH WM HECKONMbKO aKTMBHbIX KOMMOHEHTOB B
COOTBETCTBYHOLLMX FOMEONaTUYECKNX pa3BedeHUsIX.

M3rotoBneHne romeonaTtnyeckux passefeHun pernameHtupoBaHo [nason Il pasgena "MsrotoBnenue
pacTBOPOB roMeonaTUYeCcKNX 1 pa3BeaeHunin romeonaTnyecknx" Hactoawmx Mpaswn.

nasHble romeonaTtuyeckMe Kanmu WM3roTaBfMBAlOTCS MO Macce B acenTuyeckux ycrousix. B kayectse
pacTBopuTENEel NPUMEHSETCS BOAA OYULLEHHAS CBEXENPUrOTOBMEHHAS, N30TOHUYECKUIA PAcTBOP HATpUs xnopuaa
unun 6ydepHble pacTBopbI.

108. lNepen pobaBneHnem pasBedeHUn rOMeonaTUYECKUX aKTUBHBIX KOMMOHEHTOB WM WX CMecen B
rnasHble roMeonaTMyeckne Kannu pfABa MoCnedHuX AECATUYHbIX pas3BedeHWst WM MocnedHee COTEHHoe
pa3BefeHne MOTEHLMPYHOTCA C NPUMEHEHUEM CBEXEMNPUIOTOBIEHHOW BOAblI OYMLLEHHOW MMM pacTBopa HaTpus
xnopuga 0,9% wnu ns3oToHM4eckoro pacrteopa, coctosiwero m3 0,2 Yacten HaTpusa rmgpokapboHata, 8,8 yacten
HaTpusa xnopuga n 91 yacTu CBEXENPUroTOBINIEHHOW BOA bl OYMLLEHHOMN.

Mpn nOTEHUMpPOBaAHUN pa3BEAEHWA aAKTMBHBLIX KOMMOHEHTOB, COZepXaliux ChivMpT STUMOBbIN U
npeaHa3Ha4YeHHbIX A4S M3rOTOBMEHUS MMa3HbIX Kanemnb, KOHLEHTPpaWUMs OCTaTOYHOro CnupTa B rMasHbIX Kannsx He
OOJMKHa NpeBblwaTh 4onyCcTMMyo HopmMy (He 6onee 0,005 B 1,0 1).

BcrnomoratenbHble BellecTBa [00aBNSATCA B rMasHble romMeonaTuyeckue Kannm nocrie OKoHYaTerbHOro
NMOTEHLMPOBAHNS aKTUBHbIX KOMMOHEHTOB.

MN3rotoBneHme rnasHbiX Masemn

109. MmasHble Ma3n M3roTaBnMBaKOTCSA B aCENTUYECKMX YCMOBUSIX HA CTEPWUIbHOW Ma3eBOW OCHOBE.
TpeboBaHusA K pexxumam CTepunusaumm rnasHbix masen ykasadbl B Tabnvue N 4 npunoxenns N 15 k HacToAwmMM
[NpaBunam.

MaseBasi ocHOBa He OOIPKHa cogepXaTb NpuMecen, AoMmKHA ObiTb HEWTParbHOW, CTEPUITbLHOW, PAaBHOMEPHO
pacnpenensaTbcs No crMa3ncTon obonoyke rmasa.

[MasHble Ma3un N3roTaBnNMBalTCA METO4OM MO Macce.

Mpu oTcyTcTBUM B peuenTte wunu TpeboBaHWM yKa3aHWA O COCTaBe MA3eBOW OCHOBbI MCMONb3YETCH CraB
Ba3enuHa, He coep)Kalllero BOCCTaHaBMMBaOLUX BELLECTB, U NaHonnHa 6€3B804HOr0 B COOTHOLEHUN 9:1.

110. IlekapcTBEHHbIE CpeacTBa BBOAATCA B OCHOBY [Ma3HOM Masn Mo TUNy pactsopa, 3MynbCUn, CyCrneH3un.

Masb-pacTBOp M3roTaBNMBaETCs PacTBOPEHMEM FTIEKAPCTBEHHbIX CPEACTB B CTEPUITbHON MA3EBON OCHOBE.

Masb-amynbcusi Ha abCcopOUMOHHOM OCHOBE M3rOTaBMMBAETCS PaCTBOPEHMEM  BOLOPACTBOPUMBIX
NeKapCTBEHHbIX CPEACTB (B TOM 4ucne, pe3opumHa U UuHKa cynbdata) B MMHMMArNbHOM KOJNTMYECTBE CTEPUITbHON
BOZbl OYMLLLEHHOW Y CMELUMBAHNEM C Ma3eBOW OCHOBOW.

B Masb-CcycneH3uio IeKapCTBEHHblE CpeacTBa BBOAATCA B BuAe MenbYanimMx MOPOLLKOB Mochne
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TWaTenbHOro AMCneprupoBaHMa € HebOomnbLUMM KOMMYECTBOM CTEPWUNbHOW BCMOMOraTenbHOM KUAKOCTU (Npu
COOEpXaHWN FeKapCTBEHHbIX cpeactB A0 5%) unm 4vacTu  pacnnaBfeHHOMW OCHOBblI (MpU  cogepaHum
nekapcTBeHHbIX cpeacTB 5% v Gonee).

111. [nasHble Mas3W, coAepxalme  HapKOTUYeckue  CpeacTBa,  MCUMXOTPOMHble,  SA0BUTblE,
CUNbHOAENCTBYIOLLME BELLeCTBa, 0053aTeNnbHO NOABEPraTCA NOMHOMY XUMUYECKOMY KOHTPOIHO.

M3rotoBneHune NeKapCTBEHHbIX (bOpM, npeaHasHa4veHHbIX and nevdeHnsa HoOBOPOXAEHHbIX neten n geten oo 1 roga

112. JlekapcTBeHHbIE HOPMbI, NPegHa3HAYeHHbIe OIS NeYeHns HOBOPOXAEHHbIX AeTen u aeten oo 1 roga,
roTOBATCA B acenTUYeckuxX YCMNoBMAX MO MNpaBuiiaMm WU3roTOBMEHMS NEeKapCTBEHHbIX (OOpM, YCTaHOBMEHHbIX
HacTodAwmmMmun Mpasunamum.

113. IlekapcTBEHHbIE (POPMbI, NpeaHa3HaYeHHbIe 4N TeYeHNss HOBOPOXAEHHbIX AeTen 1 aeten oo 1 roga, B
TOM YucCne pacTBOpbl AN BHYTPEHHErO U HAPYXXHOTO NPUMEHEHUs, B 3aBUCMMOCTU OT NPUPOLbl NIEKapCTBEHHbIX
CPEeACTB, BXOAALWMX B WX COCTaB, M TEXHOMOrMYECKOro mnpoLecca W3roToBNeHwus, Oendatca Ha ABe rpynnbl:
pacTBOpPbI, KOTOpble CTEPUNU3YIOTCA B KOHEYHOW YMNakoBKe, M pPacTBOPbI, WU3roTaBfiMBaeMble B acCenTU4EeCKMX
YCIOBUSIX Ha CTEpPUNbHOM pacTBopuTene 6e3 nocneayoLen TepMUIeCKon cTepunmsanmm.

114. B cooTBeTCTBMU C TpebOBaHUAMM K pexmMaM cTepunusaumm, ykazaHHoeiMu B Tabnuue N 3 npunoxeHus
N 15 k Hactoswwmm [lpaBunam, cTepunuayloTca crnegylowmne nekapcTBeHHble opMbl, NpefHasHaYeHHble Ans
NPUMEHEHNsT Y HOBOPOXAEHHbIX AeTen n aeten ao 1 roga:

pacTBOpPbI 47151 BHYTPEHHETO U HAPY>XHOIO NPUMEHEHMS!, U3rOTOBMNEHHbIE HA BOAE OYULLIEHHOMN;

Macna ans Hapy>XHOro NPUMEHEeHNs;

TEPMOCTOMKMNE NOPOLLKMN (KCepodopm).

M3roTtoBneHne nekapcTBeHHbIX (HOPM C aHTUBMOTUKaMK

115. Bce nekapcTBeHHble OPMbI C aHTUOMOTMKAMKN N3rOTaBMBAOTCA B aCENTUYECKNX YCIOBUSX.

Mpn N3roToBMEHMM MOPOLLKOB C aHTMOMOTUKaMWU yduTbIBalOTCA TpeboBaHUsl, YCTaHOBMEHHbIE B pasgene
"MarotoBneHne nekapcTtBeHHbIX npenapatoB B ¢opme nopowkos" rmasbl || HacToswmx MNpasun. TepmocTorikue
WHIpeaMeHTbI NpeaBapuTeNnbHO CTEPUITU3YIOTCS.

Ma3an 1 cynnosavTopum ¢ aHTMOMOTMKaMW U3roTaBMMBAaOTCA MO NpaBuIiaM U3roTOBIIEHUS COOTBETCTBYHOLLMX
NeKapCTBEHHbIX (OOPM, YCTaAHOBMEHHbIM HacToswmmn [pasunamu. OcHoBa [Onsa Masen npeaBapuUTENbHO
cTepunusyeTcs.

VII. KoHTponb KayecTBa NleKapCTBEHHbIX NpenapaTtoB

116. KoHTponb KayecTBa W3roTaBNMBAEMbIX W  M3TOTOBIIEHHbIX  JIEKAPCTBEHHbLIX MpenapaToB
OCYLLLECTBNSETCA NOCPEeaCTBOM:

NPUEMOYHOIO KOHTPONS;

NMMCbMEHHOIO KOHTPONS;

OMNPOCHOIO KOHTPOIS;

OpraHonenTUYECKOro KOHTPOIS;

¢M3MYECKOro KOHTPOIS;

XUMWYECKOrO KOHTPONS;

KOHTPONS NpW OTMYCKE FIEKapCTBEHHbIX NpenapaTos.

Bce M3roToBnEeHHble  NEeKApCTBEHHbIE  MpenapaTbl  nognexar  obs3aTtenbHOMYy  MUCbMEHHOMY,
OpraHosnenTUYeCKOMY KOHTPOIIO MPU OTMYyCKe.

117. PesynbTaTbl OpraHoNenTU4eckoro, U3MYECKOro U XUMWYECKOTO KOHTPONS  U3rOoTOBMEHHbIX
flekapCTBEHHbIX MpenapaToB, B TOM YUCIe B BUAE BHYTPUAMNTEYHON 3aroTOBKU M (DACOBKWU, KOHLEHTPUPOBAHHbIX
pacTBOpOB, TpUTypauui, CnNupTa STUNOBOIO PErMCTPUPYIOTCA B XKypHane perucrpauuMn pesynbTaToB
OpraHonenTUYecKoro, U3M4ECKOr0 M XMMUYECKOTO KOHTPOSIS NIEKAPCTBEHHbIX MPENapaToB, WU3rOTOBIIEHHBLIX MO
peuenTtam, TpeboOBaHMAM M B BMAE BHYTPUaNTEYHOMW 3aroTOBKM, KOHLIEHTPMPOBAHHBLIX PAaCTBOPOB, TPUTYpauuw,
cnmpTa 3TUITOBOro N DaCOBKU NEKAPCTBEHHBLIX CPEACTB.

B 0aHHOM XXypHane ykasbiBalOTCs Crieyolne CBeeHns:

a) AaTa OCYLLECTBIEHNSI KOHTPOSSt U HOMEP MO NOPAOKY;

0) HoMep peLenTa, TpeboBaHMS, HAMMEHOBaHWE MEOMLMHCKON OpraHM3auny, BbldaBLUEn Ux (Npy Hanu4mu);

B) HOMEpP CEpUN NEKAPCTBEHHOIO CPEACTBA NPOMbILLIIEHHOIO MPOU3BOACTBA;

) cocTaB NEeKapCTBEHHOrO CPEeACTBA: onpedensieMoe BELLECTBO UIM UOH (ykasbliBaeTcd npu ouanyeckom
U XUMUYECKOM KOHTPOJTE NEKAPCTBEHHBLIX (DOPM, U3FOTOBIIEHHBIX MO peLenTam);
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A) pe3ynbTaTbl (OU3NYECKOro, OPraHONenTUYecKoro, KayeCTBEHHOro KOHTpons (kaxAdbll Mo  Lukane:
NOMOXWUTENbHbBIN UK OTPULIATENbHbIN), XMMUYECKOTO KOHTPONSA (Ka4eCTBEHHOE 1 KONNMYECTBEHHOE onpeaeneHue);

e) PO nuua, U3roToBMBLLErO, pactacoBaBLLEroO NleKapCTBEHHbLIN Npenapar;

) NoAnuch Nuua, NPOBEPUBLLETO U3rOTOBMNEHHbLIV NEKapCTBEHHbIV Npenapar;

3) 3aKnioYeHne nNo pesynbTaTtam MMCbMEHHOro KOHTPOSA: YOOBMETBOPUTENBHO UMM HEYAOBIETBOPUTENBLHO.

KypHan perucTtpauum pesynbTaToB OpPraHonenTuyeckoro, (U3NMYEecKkoro ”n XMMUYECKOTO KOHTPOIS
neKapCTBEHHbIX MpenapaToB, M3roTOBMEHHbIX MO pelenTtam, TpeboBaHWAM U B BUAE BHYTPUANTEYHOW 3aroTOBKMU,
KOHUEHTPUPOBaHHLIX PacTBOPOB, TPUTYpaLMK, cnvpTa STUNOBOIO U (PacoBKU NEKapCTBEHHbLIX CPEACTB OOIMKEH
ObiTb  MPOHYMEpOBaH, MpPOLUHYPOBaH W CKPenneH MoANuCbi0  PYKOBOAMTENsS anTeYyHOM opraHv3auum
(MHOMBMAYanbHOro NpeanpuHMMaTens) 1 nevaTbio (NP HanuuMu neyartu).

IMpuemoyHbIN KOHTPOMb

118. TMpMEeMOYHbIA KOHTPONb OpraHM3yeTcs C Uenblo npeaynpexneHnus MOCTYNNeHns B anTeyHyto
opraHu3auuio, K UWHAUBMAYaNbHOMY MpeanpuHMMaTentdo HegoOpOKa4YeCTBEHHbIX J1EeKAapCTBEHHbLIX CPeacTs,
ncnomnb3yembix AN W3rOTOBMEHUSI JIEKapCTBEHHbIX MpenapaToB, a Takke HeKaYyeCTBEHHbIX YMaKoBOYHbIX
MaTepuanos.

Bce nocTynatolime nekapcTBeHHblE CPeACcTBa (HE3aBUCUMO OT UCTOYHMKA UX MOCTYNNEeHWs!) NofBepratTcs
NPUEeMOYHOMY KOHTPOTO.

119. [MpMeMOYHbIA KOHTPOMb 3aKMYaeTCAa B MPOBEPKE MOCTYMNalLWMX EeKapCTBEHHbLIX CPEACTB Ha
cooTBeTCcTBME TpeboBaHuMsM No nokasatensam: "OnucaHue", "YnakoBka", "MapkupoBka", a Takke B NpoBepke
NpaBUbHOCTN 0POPMITEHUSI CONMPOBOANTENbHbIX AOKYMEHTOB, BKMOYasi JOKYMEHTbI, MOATBEPXKAAOLLME KAa4YeCcTBO
neKapCTBEHHbIX CPeacTB.

B KoHTponb no nokasatento "OnucaHme" BKNHOYAETCA NpoBepKka BHELIHEro BuAa, arperatHoro COCTOSIHWUA,
LUBeTa, 3anaxa fekapCTBEeHHOro cpeactBa. B crnyvyae BO3HWKHOBEHWSI COMHEHUA B KadecTBe NeKapCTBEHHbIX
cpeacTtB obpasupbl HaNpaBnsOTCS B aKKPeOMTOBaAHHYK MCMbITATeNbHY0 nlabopaTtopuio (LEHTP) Ans npoBedeHus
OOMNONMHUTENBHbIX UCMbITAHUA. Takue nekapcTBeHHbIE cpeacTBa ¢ 0603HavYeHeM "3abpakoBaHO Npu NPUEMOYHOM
KOHTpOMne" XpaHATCH B KapaHTMHHOM 30HE MOMELLEHWUS XPaHEHUS W30NMPOBaHHO OT APYrMX JeKapCTBEHHbIX
cpencTs.

Mpn npoeepke no nokasatento "YnakoBka" ocoboe BHUMaHME obOpallaeTca Ha ee LEeNoCTHOCTb U
COOTBETCTBME (PU3UKO-XUMUYECKMM CBOMCTBAM NeKapCTBEHHbIX CPEACTB.

Mpn koHTpone no nokasaTtento "MapkupoBka" NPOBEPSETCA COOTBETCTBME MAapPKUPOBKN MEPBUYHON,
BTOPWYHOW YNAKOBKM FEeKapCTBEHHOIO cpeactBa TpeboBaHMSIM AOKyMeHTa B obnacTy KOHTPOMsS Ka4vecTsa,
Hanuyne NUCTOBKM-BKNaAbllla Ha PyCCKOM A3blKe B yNakoBKe (UNW OTAEMNbHO B Nayke Ha BCe KONMYECTBO roTOBbIX
nlekapCTBEHHbIX NpenapaTos).

[MMCbMEHHbIN KOHTPOIb

120. MNpwn M3roTOBMEHUN NIEKAPCTBEHHbIX NpenapaToB, B TOM YMCIe MO peuenTtam n TpeboBaHnsaM, a Takke B
BMOE BHYTPUANTEYHOWM 3aroTOBKM, 3aMOSHSAETCA NacnopT NMUMCbMEHHOIO KOHTPOSS, B KOTOPOM YKa3blBaOTCS:

a) 4aTa U3roTOBMEHNS NEKAPCTBEHHOTO Npenapara;

6) HOMep peuenTa unu TpeboBaHus;

B) HaMMeHOBaHME MEeOULIMHCKOW OpraHuMsaumu, HasBaHWe OTAeNeHus (Mpu Hamuymm), HOMep Cepwuu,
KONMMYECTBO B CEPUN - AS1s1 NNEKAPCTBEHHBLIX NPENapaToB B BUAE BHYTPUANTEYHON 3aroTOBKM;

) HaMMEHOBaHWA B3ATbIX NEKAPCTBEHHbLIX CPEACTB M MX KONMWYECTBA, CTEMeHb B3SITbIX rOMeonaTU4eckux
pa3BefeHun UM romeonaTuiyecknx cyocTaHLUA, Yncro 403, NOANUCK MWL, M3TOTOBMBLLENO, paccacoBaBLUEro U
NPOBEPMBLLUEIO NEKAPCTBEHHYO hOpMY.

MacnopT NMMCbMEHHOrO KOHTPONMS 3amnoriHAeTCs cpasy Mocrie M3roTOBIEHMS NIEKAPCTBEHHOrO MpenapaTta, ¢
yKa3aHWeM NEeKapCTBEHHLIX CPEACTB Ha NaTUHCKOM $3blke, B COOTBETCTBMM C MOCNEOOBaTENbHOCTHHO
TEXHOMOTMMYECKNX onepaLui.

MacnopTa NMCbMEHHOrO KOHTPOSISt XPaHATCS B TEYEHUE ABYX MECSILEB CO AHS U3rOTOBMEHMUS NTEKapCTBEHHbIX
npenaparos.

Mpn M3roTOBNEHUM MOPOLLKOB, CYNMNO3UTOPMEB YKasblBaloTCA 06Las Macca, KoMyecTBO WM Macca
oTA€emNbHbIX J03.

O6wasa cynnosuTopHas Macca, KOHUEeHTpauuss M obbem (MnM Macca) W3OTOHMPYHOLLEro BeLLecTBa,
000aBMNeHHOro B rfasHble Kanmnu, pacTBOPbl ANSl UHLEKUMA U UHAY3UA, OOMKHbI OblTb ykasaHbl He TONbKO B
nacnopTax MMCbMEHHOrO KOHTPOJIS, HO U Ha 0BOPOTHOWM CTOPOHE peLienTa Ha NeKapCTBEHHLIN Npenapart.

B cnyyae wucnonb3oBaHUS KOHLEHTPUPOBAHHLIX pPacTBOPOB B MAcropTe MMUCbMEHHOTO  KOHTPOSS
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YKa3bIBaloTCA UX COCTaB, KOHLUEHTpauua n B3ATbI 0ObEM.

121. Bce pacyeTbl OnA W3rotToBIEHUA JEKapCTBEHHOro rnpenaparta npon3BogAaATCcA OO WU3roToBliEHUA
NNeKkapCTBEeHHOro npenaparta 1 3anncbiBakdTCA B NacnopTe NMCbMEHHOIo KOHTPOIA.

Ecnu B cocTaB NNeKapCTBEeHHOro npenapara BXoOodAT HapKOTU4YeCKue cpeactsa, NCUXOTPONHbIe, A00BUTbIE U
CMﬂbHOﬂeVICTByIOU.lMe BelecCcTBa, a TakKkKe Apyrne JeKkapCTBeHHble Ccpeacrtsa, noanexawmne npegmeTHo-
KONMM4eCTBEHHOMY Yy4eTy, UX KOINMN4YeCTBO YKa3blBaeTCA Ha O60pOTHOIZ CTOpPOHE peuenTa.

122. B Cny4ae, ecnun nekapcCrteBeHHble npenapatbl U3rotaBMBaOTCA N OTNYCKakTCA OOAHUM U TEM XKe JTULIOM,
nacnopTt NMCbMEHHOro KOHTPOI1A 3anofiHAETCA B npouecce U3rotoBneHna nekapCTtBeHHOro npenapara.

123. N3roToBneHHbIE NeKapCTBeHHble npenapartbl, peuentbl U Tpe6OBaHI/1$|, No KOTOPbIM W3roTOBJ1E€HbI
NlekapCTBeHHble npenapaTtbl, 3anoJiIHeHHble nacnopTta MNUCbMEeHHOINo KOHTPOJiA nepenarTCcA Ha MNpOBEepKY
NnpoBMN30pPY, BbINONHAKOWEMY KOHTPOJ1bHbIE Ct)yHKLI,MI/I npn N3rotoBrieHNnN N OTNYyCKe NekapCTBeHHbIX npenapaTtos.

KOHTpOJ‘Ib 3aKn4vyaeTcd B NpPoOBeEpKe COOTBETCTBUA 3anucen B nacrnopte nUCbMEHHOro KOHTpOonA
Ha3Ha4vYeHnaM B peuente unm Tpe6OBaHMM, npaBuUIbHOCTU Npoun3BeaeHHbIX pac4HeToB.

Ecnu npoBM30pPOM-aHalTlMTUKOM npoBeaeH NOMHbLIA  XUMUYECKNI KOHTPOJ1b Ka4decTBa W3roToBJIEHHOIO
NIeKapCTBEeHHOro npenapara, TO Ha nacnopte MNUCbMEHHOrro KOHTPOIA npocTaBnAeTCA HOMep XWUMUYECKOro
aHanumsa n nognuncb NpoBM3opa-aHalnTuKa.

OnpocHbIN KOHTPOMb

124. ONpOCHbIA KOHTPOMb OCYLLECTBASETCA BbIOOPOYHO M MPOBOAMTCS MOCHE U3roToBneHns papmaueBTom
(npoBM3opoM) He Bornee NATU NekapCTBEHHbIX hopm.

Mpn npoBedeHMM OMPOCHOr0 KOHTPOMS MPOBU3OPOM, OCYLLECTBASIOWMM  KOHTPOSMBbHYIO  (DYHKUMIO,
Ha3blBaeTCs MepBOe BXOAsLee B COCTaB JIeKapCTBEHHOrO Mpenaparta fekapcTBeHHOe CpeacTso, a B
neKapcTBEHHbIX NpenapaTtax CroXHOro CocTasa YKasblBaeTCs TakkKe ero Konmyectso, Nnocne 4ero papmaueBTom
(NpoBM3OpPOM) YKa3bIBAKOTCA BCE WHblE WUCMONb3yeMble feKapCTBEHHble cpeacTBa M uUX Konwudectsa. [lpwu
NCMONb30BaHUN KOHLIEHTPUPOBAHHBIX pacTBOPOB (hapmaLeBTOM (MPOBU3OPOM) yKa3blBaeTCs Takke UX COCTaB U
KOHLIeHTpauus.

OpraHonenTU4ecknin KOHTPOIb

125. OpraHonenTn4eckuin KOHTPOSb ABNSETCA 006a3aTeNbHbIM BUAOM KOHTPOMS M 3aKyaeTcs B NpoBepKe
neKapCTBEHHOro npenapara no BHELHEMY BMAY, 3anaxy, OQHOPOAHOCTU CMELUMBAHUS, OTCYTCTBUIO MEXAHUYECKNX
BKIMIOYEHUIN B XMOKUX NEKapCTBEHHbIX ¢hopmax. Ha BKyc npoBepsitoTcs BbIOOPOYHO JiekapCTBEHHblE HOPMbI,
npegHa3HavYeHHble 4ns AeTEN.

OpHOpPOOHOCTL MOPOLLUKOB, TPUTYpauuiA roMeonaTUYeCcKnx, Macesn, CUPOMoB, Masen, Cynno3uTopueB
npoeepsieTcs BbIOOPOYHO Y Kaaoro dpapmauesBta (MpoBu3opa) B TedeHne paboyvero gHA € y4eTOM BCEX BUOOB
N3roTOBIEHHbIX NIEKAPCTBEHHbIX (DOPM.

PesynbTaTbl OpraHoONenTUYECKOro KOHTPONS PErucTpupyrtoTCs B JKypHane perucrpaumu pesynbTaToB
OpraHonenTU4ecKoro, OU3NYECKoro N XMMUYECKOTO KOHTPOSS JEKAPCTBEHHLIX NpenapaTtoB, W3rOTOBIEHHbIX MO
peLenTaMm Ha flekapcTBEHHbIE npenapaTthbl, TPeboBaHUSM MELUUMHCKUX OpraHu3auui U B BUAE BHYTpUANTEYHOW
3aroTOBKM, KOHLIEHTPUPOBAHHbIX PacTBOPOB, TPUTYpPaLIMIA, CMpPTa 3TUIOBOMO U (DACOBKM NIEKAPCTBEHHbLIX CPEACTB.

dursnYecKnii KOHTPOISb

126. Pu3nyeckMn KOHTPONb 3aKro4aeTcs B MNpoBepke ob0wen Maccbl UM obbema neKapCTBEHHOro
npenapara, KofiM4ecTBa U Maccbl OTAENbHbIX 403 (HE MeHee Tpex [03), BXOASALMX B FIEKapCTBEHHbIN NpenaparT,
KOnu4yecTBa rpaHyrn B OQHOM rpaMmMe roMeonaTu4eckux rpaHys, pacnagaemMocTy FoMeonaTuYeckux rpaHysl.

B pamkax pm3nyeckoro KOHTPONS NPOBEPSIETCH TakKe KauecTBO YKYNMOPKM M3rOTOBINEHHOIO NIEKAapCTBEHHOIO
npenapara.

JlekapcTBEHHblIE nNpenapaTtbl, W3roTOBMEHHbIE MO pelenTam, TpebGoBaHusAM, nognexart uan4eckomy
KOHTPOS0 BbIGOPOYHO B TeHEHUE paboyero AHS C Y4ETOM BCEX BUAOB U3rOTOBMEHHbIX FIEKAPCTBEHHbIX POPM, HO
He MeHee 3% OT MX KONMYeCTBa 3a AEHb.

JlekapCTBEHHbIE NpenapaThbl, M3rOTOBMIEHHbIE B BUAE BHYTPMANTEYHOM 3aroToBKW, noanexaT ou3ndeckomy
KOHTPOS0 B KONWYECTBE HE MeHee TpeX YMaKoBOK Kakadol cepun (B TOM 4ucre (acoBka MPOMbILLNEHHOW
NpoAyKUMN 1 TOMEONaTUYECKNX NEKAPCTBEHHBLIX CPEACTB). PUINYECKUIA KOHTPOMNb 06513aTENbHO OCYLLECTBNSIETCS B
OTHOLLIEHMM NEKAPCTBEHHbIX NpenapaToB, NpeaHasHauYeHHbIX Ans NpUMeEHeHUs y OeTei B Bo3pacte o 1 roaa,
coaepXalimMx HapkoTMYeckue CcpeacTBa, MCUXOTPOMHbIE U CUNbHOAENCTBYIOLME BELLECTBA, JIEKAPCTBEHHLIE
npenapartbl, Tpebyowmne cTepunmnsaumm, CynnosnTopmeB, NHBEKLMOHHBLIX FOMEONaTUYECKMX PacTBOPOB, HACTOEK
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romeonaTuyecknx MaTpudHbIX.

127. ObsizaTenbHOMY KOHTPOSIO KONMYecTBa rpaHyn B OAHOM rpaMMe MognexaT rpaHynbl caxapHble, Kak
BCMiomMoraTtefnibHoe  BELLeCTBO, Mpyv  MNOCTYMMEeHMM B  anTeYHyl opraHuM3auuio, K  uHAMBUAYyarbHOMY
npeanpuHUMaTento.

BaewuBaetca 1 rpamm rpaHyn ¢ ToyHocTbto 0,01 rpamma v MNOACYUTLIBAETCS KOMWYECTBO rpaHyn.
MpoBoguTCca He MeHee ABYX onpeaeneHunii.

[paHynbl romeonaTuyeckne, U3roToBNeHHbIE B BUAE BHYTPMANTEYHOW 3aroTOBKW, NOOBEPraoTCA KOHTPOMO
pacnagaemMocTu BbIGopo4Ho, HO He MeHee 10% oT o6LLEero YMcna U3roToBIEHHLIX 32 MECSL, CEPUNA.

10 rpaHyn nomeLjalTcss B KOHMYeckyto konby BmectumocTbio 100 mn, npubaensetcs 50 mn Bogbl
ounLeHHon, umetowen Temnepatypy 37 °C +/- 2 °C. Konba meaneHHo nokaumBaetcss 1 - 2 pasa B CeKkyHAy.
[MpoBoguTCcs He MeHee Tpex onpeaeneHni.

"paHynbl 4OMKHBI pacnagaTbes B TedeHne He 6onee 5 MuH.

128. PesynbTtatbl U3NMYECKOro KOHTPONSA (PUKCUMPYIOTCA B >KypHane peructpauumn pesynbTaToB
OpraHoNenTU4eckoro, U3NYECKOro U XMMUYECKOTO KOHTPOSSI NEKapCTBEHHbIX NpenapaToB, M3roTOBMEHHbIX MO
peuenTam, TpeboBaHMSM U B BUAE BHYTPUANTEYHOW 3aroTOBKM, KOHLIEHTPMPOBAHHLIX PACTBOPOB, TPUTYpaLun,
cnmpTa 3TUIMOBOrO N (0aCcoBKN NEKapCTBEHHbIX CPeaCTB.

XVMNYECKUIN KOHTPOIb

129. XMMNYECKNN KOHTPOITb 3aKMNOYaeTCs B OLEHKE KavyeCTBa M3roTOBIEHMS NIEKAPCTBEHHbIX NpenapaToB No
rokasaTtensim:

KayeCTBEHHbI aHanu3: NoASIMHHOCTb JIEKAPCTBEHHbIX CPEACTB;

KONMMYECTBEHHbIN aHanu3: KoNMYeCcTBEHHOE onpeaerieHne NekapcTBEHHbIX CPeACTB.

[na npoBedeHMs1 XUMWYECKOro KOHTponsi obopyayeTcs cneumanbHoe pabovee MecTo, OCHalleHHoe
HeobxoaMMbiM obopydoBaHMeM, npubopamu K peakTMBamu, obecnevYeHHoe AOKyMeHTamu B 06nacTy KOHTPons
KayecTBa 1 CnNpaBOYHON NUTEPaTYpPON.

PesynbTaTbl KayeCTBEHHOr0 aHanuM3a perucTpupyroTca B XKypHane peructpaumm  pesynbTaToB
OpraHonenTU4Yeckoro, U3M4ECKoro M XMMUYECKOrO KOHTPOSS NeKapCTBEHHbIX NpenapaToB, WU3rOTOBIEHHbIX MO
peuentam, TpeboBaHMAM M B BuAe BHYTPManTeYHOW 3aroTOBKM, KOHLEHTPUMPOBAHHBLIX PacTBOPOB, TPUTypauuw,
cnmpTa 3TUNOBOro U HacoBKU NeKapCTBEHHbIX CPEACTB, a Takke B XypHane perncrpauun pesynbTaToB KOHTPONS
nekapCTBEHHbIX CPeACTB Ha NOASIMHHOCTb.

130. KayectBeHHOMY aHanun3y B o6s3aTenbHOM Nopsigke NOABEpPratTCA:

a) ouvlleHHas Boda W BoAda AN MHBbEKUM eXeOHEeBHO M3 Kaxkgoro GannoHa, a npv nogade Bogbl No
TpybonpoBody - Ha Kaxaom paboyeM MecCTe Ha OTCYTCTBME XJOpMAOB, cynbdaToB M conen kanbuuda. Boaa,
npegHa3HadYeHHas Ans U3roTOBMEHWUS CTEePUrbHbIX PacTBOPOB, OOSMKHA ObiTh Takke MpoBepeHa Ha OTCyTCTBME
BOCCTaHaBMMBaloLWMX BELLECTB, CONen aMMOHUA 1 yrrepoaa AnoKeuaa;

0©) BCe neKapCTBEHHble CpeacTBa W KOHLEHTPUMPOBaAHHblIE pacTBOpbl (B TOM 4MCfe HACTOWKM
romMmeonaTtMyeckme MaTpudHble, TpUTypauuuM romeonaTMyeckMe nepBoro AeCATUYHOTO pa3BefeHusi, pacTBopbl
romeonatuyeckme NepBOro AeCATUYHOIO pa3Be4eHNs), NMOCTyNaloLWme U3 MOMELLLEHUIA AN XpaHEeHNS B MOMELLIEHUS]
0719 N3roTOBNEHWS NEKAPCTBEHHbIX NPenapaTos.;

B) JlekapCTBEHHble CpeacTBa, MOCTYNMBLUME B anTEeYHY OpraHuMsauuil, K MHAUBUOYaNbHOMY
npeanpuHMMaTento B criydyae BO3HUKHOBEHUS COMHEHUS B UX Ka4eCTBe;

) KOHUEHTPMPOBAHHbLIE PAaCTBOPbI, XWAKME NEKapCTBEHHble cpeAcTBa B OHOPETOYHOM YCTaHOBKE U B
WTaHrMacax C nuneTkaMu, Haxogswmecs B MOMELLEHUM W3rOTOBMEHUS NEeKapCTBEHHbIX MpenapaToB, Npu WX
3anonHeHny;

4) pacacoBaHHble flekapCTBEHHbIE CPEACTBA MPOMbILLNIEHHOIO MPON3BOACTBA;

€) romeornaTMyecKkMe reKkapCTBEHHblE nMpenapatbl B BWAE BHYTPUANTEYHOW 3aroToBku. KadecTBo
flekapCTBEHHOrO NnpenapaTta OLEeHMBatOT MO BCMOMOraTefnbHbIM BELLECTBAM.

Boga ouuieHHas 1 Boga Anst MHbEKUUA OOMKHbI eXKeKBapTarbHO NoABepraTbCs NOMHOMY Ka4eCTBEHHOMY U
KONMYECTBEHHOMY aHanuay.

131. lNpn npoBedeHNN XMMUYECKOro KOHTPONS OYMLEHHOW BOAbl M BOAbl ANS WUHBbEKUWA B >XypHane
peructpaumMm pesynbTaToB KOHTPONS BOAbl O4YWLLEHHOW, BOAblI AN MHBEKUMA B ob6A3aTenbHOM nopsake
YKa3bIBaKOTCS:

a) Aarta nonyyeHus (OTroHKW) BOAHI;

0) 4aTa KOHTpOnsi BOAbI;

B) HOMep NPOBEAEHHOIO XMMNYECKOIO aHanu3a;

r) Homep 6annoHa nnu BIPETKN, N3 KOTOPLIX B3siTA Ha aHanM3 BOAa;

4) pe3ynbTaTbl KOHTPOMS Ha OTCYTCTBUE NMPUMECEN;
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e) nokasartenu pH cpegbl;

X) 3aKkrnyeHne o pesdynbTatax aHanusa BoAbl (YOOBneTBOpAeT/He yaoBnNeTBopseT);

3) NO4NUCH N1LA, NPOBOAMBLLETO aHanms.

KypHan peructpaummM pesynbTaToB KOHTPOMsS BOAbI OYMLLEHHOW, BOAbl ANSl WUHBLEKUMA [OSKeH ObiTb
NPOHYMEPOBaH, MPOLUHYPOBaH M CKPEMSEH MOAMUCLI0 PYKOBOAUTENS Y4YpeXAeHust U MneyaTbio BbILLEeCTOsILLEN
opraHusaumn.

132. KayecTBeHHOMY aHanuay OOMMKHbI NogBepraTtbCsa BbIOOPOYHO NekapCTBEHHblE MpenapaThl PasfnyHbIX
neKkapcTBeHHbIX (POPM, U3rOTOBMNEHHbIE hapmaLieBTOM (NPOBM30POM) B TedeHne pabodero AHs, HO He MeHee 10%
OT obLlero KonuyecTBa W3rOTOBMEHHLIX KaXabiM (hapMaueBTOM JleKapCTBEHHbIX MpenapaTtoB, Kpome
romMmeonaTuyeckux.

omeonaTnyeckMe neKkapCcTBEHHble NpenapaTtbl B BMAE BHYTPMANTEYHOW 3arOTOBKW M3rOTaBNUBAOT MNog
HabnogeHMem npoBu3opa-aHanNuTMKa WM NpoBU3Opa-TexHonora. B TpuTypauusix romeonaTMyeckmx MU
roMeonaTuyecknx rpaHynax KayecTBO JIEKApCTBEHHOrO rnpenapata  [AOMOMHUTENbHO  OLEHUBAKT MO
BCMOMOraTesnbHbIM BELLLECTBAM.

133. TMpu NpoOBELEHUN XUMWYECKOrO KOHTPOMS MNOASIMHHOCTU NEKapCTBEHHLIX CpeacTB B GHOPEeTOYHON
yCTaHOBKe, LUTaHrnacax W LTaHrmacax C nuneTkamu B JKypHane peructpaumMm pesynbTaToB  KOHTPOIs
NleKkapCTBeHHbIX cpeacTB Ha NOANTMHHOCTbL B obsazaTtenbHOM nopsaake ykasblBaloTCA cneayruine ceeaeHna:

a) 4aTa 3anonHeHnsa 6ropeTOYHOM YCTAHOBKY, LWTaHrMNaca;

6) NOPSAAKOBBIN HOMEP XMMUYECKOrO aHanunsa;

B) HaUMeHOBaHWE NeKapCTBEHHOIO CPEACTBA;

r) HOMep cepuv UNN HOMepP aHanusa fekapCcTBEHHOrO CPEACTBA NPOU3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB;

[) HOMEP 3anoNHSEeMOro LTaHrmnaca;

e) onpeaensiemoe BeLLecTBO (MOH);

X) pesynbTaTbl KOHTPONSA MO Wkane "nnoc" nnn "MmMHyc";

3) noANUcK Nu, 3anofTHUBLLUX Y MPOBEPUBLLMX 3arofiHEHME.

>KypHan pesynbTaToB KOHTPOMS NeKapCTBEHHbIX CPEACTB Ha MOAMWHHOCTb AOIMKEH ObiTb MPOHYMEPOBaH,
MPOLHYpPOBaH W  CKPENneH MOAMUCLID  PYKOBOAMTENS  anTeyHoW  opraHusauumn  (MHAMBWMAYanbHOro
npeanpuHMMarensi) u neyaTblo (Mpy HanMuumM neyartm).

134. KayeCTBEHHOMY W KOMMYECTBEHHOMY aHanuady (MOMHbIA XUMWYECKWI KOHTPOSb) MOABEpralTcs B
obs13aTeNnbHOM Nopsigke:

a) BCe pacTBOPbl ANsl MHBLEKUMA M MHAY3MW OO CTepunu3auuun, BKMYas onpegeneHne 3HadeHuns pH,
N30TOHMPYKOLLMX U CTabunmampyowmx BewecTB. PacTBopbl ANA MHBEKUMIN M MHAY3MIA Nocre cTepunusaumm
NpoBePSIOTCA NO 3HavyeHuo pH, NOANMHHOCTM M KONMWMYECTBEHHOMY COAEPXaHWI0 OEVCTBYHOLMX BELLECTB;
cTtabunusaTtopbl Nocne crepunu3aumm nNpoBepsloTCa NULb B Cnydae, NnpegyCMOTPEHHOM AOKYMEHTOM B obnactu
KOHTpOMs Ka4yecTsa;

0) cTepwurbHble pacTBOpbl AN HAPY)XHOro NpMMeHeHus (odpTanbMonormdeckme pacTBopbl 4SS OPOLLUEHWUHN,
pacTBOpbl AN FIEYEHUS OXKOrOBbIX MOBEPXHOCTEN M OTKPbITbIX paH, ANd WHTpaBarMHanbHOro BBEAEHUSA U WHble
CTepuUIibHble PacTBOpbI);

B) rnasHble Kannm U Masu, cogepaline HapkoTUYECKME CPeAcTBa, MCUXOTPOMHbIE, CUITbHO4ENCTBYOLMNE
BewlecTBa. [lpM aHanuse rnasHbiX Kanemnb cogep)XaHne B HUX M3OTOHUPYIOLWMX U CTabunumanpyowmnx BeLecTB
onpeaensieTcd 4o CTepunusauuu;

r) BCce nekapcTBeHHble (POpMbIl, NPeaHa3Ha4YeHHbIe A8 NIeYEHNs] HOBOPOXAEHHbIX AeTen n geten o 1 roaga;

) pacTBOpbl aTponuHa cynbdarta W KUCNOTbl XJTOPUCTOBOAOPOAHOW (4N BHYTPEHHEro MNpPUMEHEHMS),
pacTBopbl cepebpa HUTpaTa;

€) BCe KOHLEHTPUPOBaHHbIE PacTBOPbI, TPUTYpPaLUKN, KPOME FOMEONATUHECKUX TPUTYpaLUIA;

) NekapcTBEHHbIE npenapaTtbl B BUAE BHyTPMaNTEYHON 3aroTOBKU KaXOoW Cepun, KpoMe roMeonaTnyeckux
NeKkapCTBEHHbIX NPenapaTos.;

3) cTtabunusaTtopbl, NPUMEHSIEMbIE NMPU U3rOTOBIIEHNM PacTBOPOB OJ19 UHBEKUMA U MHAY3WK, BydepHbie
pacTBOpbI, NPUMEHSAEMbIE MPU U3rOTOBEHNMN MMA3HbIX Kanensb;

M) KOHLEHTpauus crnvpTa 3TWMOBOrO Mpv pasBedeHuMUn, a Takke B Clydae BO3HWKHOBEHWS COMHEHWA B
KadecTBe cnuvpta 3TWIOBOIO MpWM €ro MOCTYMMEHNUA B anTeyYHyl OpraHu3auuio, K WHOAUBMOYarbHOMY
npeanpuHMMaTento;

K) UHBEKLMOHHbIE FOMEOoNaTU4eCKne pacTBopbl;

n) nekapcTBeHHble hOPMbl, U3rOTOBMNEHHbIE MO peuenTam 1M TpeboBaHWSIM, B KONMMYECTBE HE MEHEe Tpex
nekapCTBEHHbIX (bopM npu paboTe B OAHY CMEHY C y4eTOM pasfvuyHbIX BMOOB JleKapCTBEHHbIX dhopm. Ocoboe
BHMMaHWE OOMMKHO ObpalLaTbCsl Ha fieKapCTBEHHbIE DOPMbI ANsl AeTEN, NpUMeHsAeMble B 00TanbMOIOrM4YeCcKom
npakTuKe, COAePX)alLlmne HapKOTUYECKME N SO0BUTLIE CPEACTBA, PACcTBOPbI AMst JIeYEOHbIX KIM3M.
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Tpe6OBaHMﬂ K KOHTPOJ10 Ka4ecTBa CTepUIibHbIX paCTBOpPOB

135. WN3roTtoBneHMe M KOHTPOSMb KayecTBa CTepUrbHbIX PacTBOPOB OCYLLECTBAAIOTCA B COOTBETCTBUM C
HacTosiwmmun MNpaBunamu, TpeboBaHuamu MocygapcteeHHon dapmakonemn Xl n3gaHns UM MHOro JOKYMeHTa B
obnacTu KOHTpons KayecTsa.

136. MukpoOMONOrMyecknin KOHTPONb pPacTBOPOB, 33 WCKIYEHMEM pPacTBOPOB MHAMBUAYaNbHOro
N3roTOBIEHUS, HA CTEPUITBHOCTb M WCMbITAHWE HAa MMPOrEHHOCTb MNKU BGakTepuanbHble 3HOOTOKCMHbI PacTBOPOB
AN UHBEKUMA M MHADY3UA NpoBOAWUTCA B COOTBETCTBUM C TpeboBaHusimm [ocygapcteeHHon dhapmakonen Xl
N34aHnsa UM MHOTo JOKYMeHTa B 06nacTu KOHTPOrS kKavecTBa.

137. o n nocne cTepunu3aunmM CTEpPUribHbIX PacTBOPOB BLIMNOMHAETCA MX KOHTPOMb Ha MexaHuyeckue
BKITHOYEHUS.

MexaHn4eckMMM BKITIOYEHUSMU SBASIOTCA MOCTOPOHHWE MOABWXHbIE HepacTBOPUMbIE BeLLecTBa, Kpome
Ny3blpbKOB rasa, Criy4anHo NpUCYTCTBYIOLLME B pacTBOpax NekapCTBEHHbIX NpenapaTos.

OpnHOBPEMEHHO AOMKHbI NMPOBEPSITECA 0O BEM PACTBOPOB B EMKOCTSIX U KAYECTBO UX YKYMOPKU.

138. B npouecce n3rotoBneHus CTepuribHble pacTBOPbI AOMXKHbI NOABEPraTtbCs NEPBUYHOMY U BTOPUYHOMY
KOHTPOIIO Ha MEXaHUYeCKMe BKNIOYEHNS.

[MepBUYHLIN KOHTPOSb OCYLLECTBIAETCA nocne punbTpoBaHUsA 1 hacoBKU U3rOTOBIEHHONO pacTeopa.

Mpn oBHapyXeHMn MexaHU4eCKUX BKIHYEHUI pacTBOP NOBTOPHO UNbTPYETCH, BHOBb NPOCMAaTpUBaeTCs,
YKyrnopuBaeTCsi, MapkmpyeTcs n CTepunusyeTcs.

PacTBopbl, W3rOTOBMEHHbIE acenTUYeckn, MpocMaTpMBalOTCA OOUH pa3 nocrne acoBkM  Unu
cTepUnu3yoLLero unbTpoBaHus.

MepBuyHOMY 1 BTOpUYHOMY KOHTponto nognexat 100% emkocTen ¢ pactBopamu.

139. KoHTponb pacTBOpPOB Ha OTCYTCTBME MEXaHUYECKMX BKIIOYEHUA OCYLLEeCTBMASeTCA NPOBU3OPOM -
TEXHOSIOroM C CcObroaeHNeM yCroBUN N TEXHUKN KOHTPOMS.

[na npocmoTpa eMKocTen AOMKHO ObiTb cneumanbHO obopydoBaHHOe pabodee MecTo, 3alULeHHoe OT
nonagaHns MpsMbIX COMHEYHbIX Iyven, AOoMnycKkaeTcs MpUMeEHeHue 4YepHo-6enoro akpaHa U  crneumarnbHbIX
YCTPOWNCTB.

B 3aBncumocTn oT o6bema eMKOCTN NpoCMaTpMBalOTCs OAHOBPEMEHHO OT OAHOM A0 MATU LUTYK.

KoHTpornb npu oTnycke NekapcTBEHHbIX NpenapaToB

140. KoHTponto npwu OTNyCKE JIeKapCTBEHHbIX MpenapaTtoB MOABEPraldTCs BCE WU3rOTOBMEHHbIE
nekapCTBeHHbIe Npenaparbl, B paMmkax KOTOPOro NpoBepsieTCA COOTBETCTBUE:

a) YNaKkoBKM FieKapCTBEHHOro npenapata (PU3MKO-XMMUYECKUM  CBOWCTBaM, BXOOAWMX B  HEro
nekapCTBEHHbIX CPEACTB;

0) ykasaHHbIX B peuente wnu TpeboBaHMM [0O3  HAPKOTUYECKUX  CPEACTB, MCUXOTPOMHbIX,
CUINbHOAENCTBYIOLLMX BELLECTB BO3pacTy NauneHTa;

B) PEKBU3MTOB peLenTa, TpeboBaHUSA CBeOeHNsIM, YKa3aHHbIM Ha YMaKoBKe M3rOTOBMEHHOrO NeKkapCTBEHHOTO
npenapara;

r) MapKMpPOBKW JEKapCTBEHHOro npenaparta TpeboBaHWAM, ykadaHHbIM B npunoxeHun N 1 k HacToAwmMM
MNpaBunam.

[Mpy BbISABNEHUN OOHOrO U3 YKa3aHHbIX HECOOTBETCTBUMM W3rOTOBMEHHbLIM NeKapCTBEHHbIM npenapaT He
NOAMNEXUT OTMYCKY.

VIil. MpaBuna oTnycka U3roToBrieHHbIX NeKapCTBEHHbIX NpenapaTos
141. K oTnycky wusrotaBnMBaeMblX I€KapCTBEHHbIX MpenapaTtoB MPUMEHSIOTCA npasuna oTnycka

NeKapCTBEHHbIX NpenapaToB AN MeOULUMHCKOrO MPYMEHEHUs] anTeYHbIMU OpraHu3auusiMu, VHOAUBMAYanbHbIMU
npeanpyHUMaTensaIMn, UMeoLLMMU NIMLIEH3UIO Ha hbapMaLeBTUYECKYHo OeATeNbHOCTb <1>,

<1> Yactb 2 cratbm 55 ®PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 o6palieHnn
nekapcTBeHHbIx cpeacTts” (CobpaHne 3akoHogaTtenbcTBa Poccunckon Pegepaumm, 2010, N 16, cT. 1815; N 31, cT.
4161; 2013, N 48, cT1. 6165; 2014, N 52, cT. 7540).

142. MapKVIpOBKa OTNyCKaeMbIX J1eKapCTBEHHbIX TMpenapaTtoB AOJPKHa COOTBEeTCTBOBaATb TPEGOBaHVIFIM,
YCTaHOBJ1€HHbLIM B NMPUIIOXKEHUN N 1 K HacToALW MM I'IpanmaM.

26 3 75


http://disuria.ru/

Mpukas Munsgpaea PO ot 26.10.2015 N 751H — O6 yTBEpPXAEHUN NPaBU U3rOTOBIIEHNSI U OTMYyCKa fleKapCTBEHHbLIX NpenapaToB A
MEANLMHCKOrO MPYMEHEHNS anTeYHbIMU OpraHn3aumnsiMu, UHaMBMAYanbHeIMU NPeAnpUHUMAaTENSMN, UMEIOLLMMM NIULLEH3NIO Ha
hapMaLeBTUYECKYIO AeaTenbHOCTb — [lencTBytoLas nepeas pegakuns — 3apernctpmposaHo B MuHiocte PO 21.04.2016 N 41897 — Havarno
Aevicteua gokymenta 01.07.2016

MpunoxeHue N 1 k NpaBunam U3roToBrNEeHNs U OTNYCKa NeKapCTBEHHbLIX NpenapaTos Ans MeguUUHCKOro
NPUMEHEHUS anTeYHbIMU OpraHU3aunsaMu, HANBUAYanNsHLIMU NpeanpUHUMaTENSMU, UMEIOLLUMU NNLIEH3NIO Ha
hapmMaLeBTUYECKYIO AeATENbHOCTb, YTBEPXAEHHbIM npuka3oM MuHsgpasa PO ot 26.10.2015 N 751H

TpeGOBaHMﬂ K MapKMpoBKe U3roToBleHHbIX NeKapCcTBeHHbIX npenapaTtoB AnA MeauuuMHCKOro npumMmeHeHus

1. Bce nekapcTBeHHble npenapaTbl, M3rOTOBMEHHbIE M pacdacoBaHHble B anTe4YHOW OpraHu3auMn unm
MHAMBUAYyanbHbIM  NpegnpuHMMaTeneM, WMEWUM JULEH3NIO Ha  (apMaueBTUYECKYlD OesTENbHOCTb,
0QOPMNSATCA COOTBETCTBYHOLLUMU 3TUKETKAMMN.

2. OTUKETKM Anst 0hOpMIIeHUs] NleKapCTBEHHbIX MpenapaToB B 3aBMCMMOCTM OT crnocoba ux NpYMEHeHus
noapasgenstoT Ha:

a) 3TUKETKN ANS NIekapCTBEHHbIX NpenapaToB BHYTPEHHEro NpUMeHeHnst ¢ Hagnucbto "BHyTpeHHee";

6) 3TUKETKN AN NeKapCTBEHHbIX MPenapaToB Hapy>XHOro NPUMEHeHNst ¢ Hagnuckto "HapyxHoe";

B) 9TUKETKN Ha NeKapCTBEHHble npenapaTtbl Ans napeHTepansHoro BBeeHns ¢ Hagnueolo "Ona nHbekunin”,
"Ona nHgy3unn";

r) 9TUMKETKM Ha rnasHble NeKkapcTBEHHble npenapaTtbl C Hagnucbto "lMasHble kannu", "MasHas masb",
"PacTtBopbl ans opowenns”;

4) Ona  roMeonaTtMdekux NeKapCTBEHHbIX MpenapatoB € Hagnucbio  "lomeonaTtuyeckuid"  wnu
"omeonaTnyeckoe NekapCTBEHHOE CpeacTeo”.

3. OTukeTKM nmetoT Ha 6enom hoHe crneayroLne curHanbHble LBETa B BUAE NONs:

a) Ans BHYTPEHHEro NpUMeHeHUs - 3eMeHbIN LBET;

0) 4na Hapy>XHOro NMPUMEHEHMS - OPaHXEBbIN LIBET;

B) NS rMa3HbIX Kanerb, Ma3HbiX Masen, pacTBOPOB Afsi OPOLLEHMS - PO30BbIN LiBET;

r) AN MHbLEKUMA U MHAY3UIN - CUHWUA LIBET.

4. Ha Bcex aTukeTKax AOnst odhOpMIIEHUS WM3rOTOBMEHHLIX JIEKAPCTBEHHbIX MpenapaTtoB OOMKHbI ObiTb
oTrnevaTtaHbl npeaynpeavTenbHble HaanMcK, COOTBETCTBYHOLLME KaXaoW NekapcTBEHHON hopMme:

a) Ans MUKCTYp - "XpaHuTb B MpOXMagHOM M 3awumuieHHoM oT cBeTa mecte", "lepen ynotpebneHvem
B3GanTbIBaTh";

0) Ana masewn, rnasHblX Masen M rmasHbiX Kanenb - "XpaHuTb B NPOXMagHOM U 3aliULLEHHOM OT cBeTa
MecTe", onsi romeonaTnyeckux masen "XpaHuTb B 3alUULLEHHOM OT CBETa MecTe npu Temnepartype ot 5 go 15 °C";

B) ONs Kanenb BHYTPEHHEro npuMeHeHust - "XpaHuTb B 3alULWEHHOM OT cBeTa MecTte"; ans
romeonaTtuyecknx kanenb - "XpaHuTb B 3allMLIEHHOM OT CBETa MecTe, Npu TemnepaType He Bbiwe 25 °C"; gns
rpaHyn romeonaTnyeckux - "XpaHuTb B CyxXOM, 3aLLUULLLEHHOM OT CBETa MeCTe, Npu TemnepaType He Bbiwe 25 °C";

r) Ans MHbLEKUMA 1 MHAY3un - "CTepunbHoO".

5. Bce atukeTkn 065a3aTenbHO AOMKHbI cogepaTb NpeaynpeanTenbHyo Haanmueb "XpaHuTb B HELOCTYMHOM
ans peten mecrte".

6. NpegynpeguTenbHble HAaQNUCKU, HAKIEMBAEMbIE Ha N3rOTOBINEHHbIE JIEKapCTBEHHbIE NpenapaTbl, AOMKHbI
UMETb CreayroLMA TEKCT U CUTHarbHbIE LIBETa:

a) "MNepepn ynotpebnennem B3banTtbiBaTh" - HA 6eNoM POHE 3eneHbIn WpUPT;

6) "XpaHuTb B 3aLLMLLEHHOM OT CBETa MecTe" - Ha cnHem hoHe Benbin WpUPT;

B) "XpaHuTb B NpoxnagHoM MecTte" - Ha ronybom doHe 6enbiv pndT;

r) "Oetckoe" - Ha 3eneHoM choHe Genbiv LWpUgT;

4) "0ns HOBOPOXAEHHBIX" - Ha 3erieHOM oHe Benbin LpUdT;

e) "ObpaLLaTbCsl C OCTOPOXKHOCTBIO" - HA 6enom oHe KpacHbIV LIPUAT;

X) "CepoeyHoe" - Ha opaHxeBOM QoHe Benbiv WpugT;

3) "Bepeyb OT orHA" - Ha KpacHOM POHe Genbiv LPUMT.

7. ns nekapcTBEHHbIX MpenapaTtoB, TPebyLMX 0COObIX YCNOBUA XpaHeHUsl, OOpaLLeHnsa 1 NMPUMEHEHUS,
Ha 3TMKEeTKax MOryT neyaTaTbCsa UMM HaKNemBaTbCs AOMOSNTHUTENbHbBIE NpeaynpeanTenbHbIe HAAMNUCH.

8. Pasmepbl 3TMKeTOK ornpefensalTcsd B COOTBETCTBUM C pasMepamMu nocyabl unv Apyron ynakoBku, B
KOTOPOW OTMYCKaKTCHA N3rOTOBMNEHHbIE NIEKAPCTBEHHbIE NMpenaparhbl.

9. JlekapCTBeHHble npenapatbl B 3aBMCMMOCTM OT JIEKapCTBEHHOW (OOPMbI M Ha3HayeHus criegyeT
0hopMNATL COOTBETCTBYIOLWMMU Buaamu atuketok: "Mukctypa”, "Kannu", "Kannu pagns npuema BHYTpb
romeonatuyeckune", "Mopowwkn”, "IpaHynsl romeonatudeckne"”, "MasHble kannu", "MasHas masb", "Masb", "Ma3sb
romeonatudeckas”, "Onogenbgok romeonatudeckui”, "Cynnosutopumn pekTanbHble romeonatudeckue”, "Macno

romeonartuyeckoe", "HapyxHoe", "[na nibekunin", "Kannu B Hoc" n ap.
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10. Ha aTukeTkax Anst oopmneHns NekapCcTBEHHbIX NpenapaToB, U3rOTOBMEHHbIX AN HaceneHus, 40MMKHO
ObITb yKa3aHo:

a) HaMMeHoBaHWe anTeuyHon opraHudaumun, O.N.0. nHaMBMAyanbHOrO NpPeAnpUHUMATENs, WMEHOLLEro
NULEH3NI0 Ha hapMaLeBTUHECKYIO OeATENbHOCTD;

6) MecCTOHaxoXAeHue anTevyHoW oOpraHuM3auMu UnnM  Mecto  hapmaueBTUYECKON OeATerbHOCTM
WHAMBMAOYaNbHOro NpeanpuHUMaTens;

B) HOMep peLenTa (NpuUcBavBaeTcs B anTeke);

r) ®.1.0. naumneHTa;

[) HaMMeHOBaHWe Unn cocTaB fiekapCTBEHHOrO Npenapara;

e) cnocob npuMeHeHMs neKapCTBEHHOro npenapata (BHYTPEHHee, HapyXHoe, ANS WHbEeKUW), Bua
nekapcTBeHHON (popMbI (FNasHble kannu, Masb 1 T.4.);

X) nogpobHoe onvcaHue cnocoba NpUMeHeHUs (NSt MUKCTYp: "NO __ NOXKe __ pa3 BAeHb ____ eabl"; Ans
Kanenb Ans BHYTPEHHEro ynotpebrneHus: "'mo _ kanenb __ pa3 B AeHb ___ eabl"; ANns NOpoLlkoB: "no _
MOpOLWKY _ pa3 B AeHb __ edbl"; ANg rMasHbIX Kanenb: "No _ Kanenb _ pas3 B AeHb B __ rnas"; ans
oCTanbHbIX eKapCTBEHHbIX (DOPM, MPUMEHSAEMbIX HAPYXXHO, OOMKHO ObiTb OCTABNEHO MECTO Ans yKasaHus
cnocoba NpUMeHEeHWs, KOTOPOe 3anorHAETCA OT PYKWU UMW MPOCTaBMneHneM Wrtamna. Ha aTvkeTkax nekapCTBEHHbIX
npenapaToB ANs UHBEKUUA U UHADY3UA OOMKHO OblTb 00A3aTenbHO NpegyCMOTPEHO MECTO Ans HanmcaHus
CoCTaBa fekapCTBEHHOro npenapaTa 1 ykasaHusi cnocoba ero npuMeHeHUst N BBeAEHUS);

3) AaTa M3roTOBMIEHUsI NNEKAPCTBEHHOrO Npenapara;

N) CPOK rogHOCTW NekapcTBeHHoro npenapata ("fogeH oo ");

K) LueHa nekapCcTBEeHHOro npenapara;

n) npegoctepexeHne "XpaHuTb B HEQOCTYNHOM ANd AeTen mecre".

11. Ha Bcex aTukeTkax Anst 0poOpMIeHust NekapCTBEHHbIX NpenapaToB, M3rOTOBMEHHbIX NS MeOULMHCKMX
opraHusaumin, 4OSMKHO ObITb YKa3aHo:

a) HaMMEHOBaHNE MEeOMLMHCKON OpraHn3aummn n ee CTpyKTypHoe nogpasanerneHume (npym HeobxogmmocTn);

0) HammeHoBaHMe anTtedHon opraHm3aumn/®.1.0. unHauBMAyanbHOro npeanpuHUMAaTEns, WMEOLLIEro
nVLEH3NIo Ha (hapMaLeBTUYECKYHO AeATENbHOCTb;

B) MECTOHaxOXAEeHWe anTevyHon opraHmsaumu/dapmauleBTUYecKon AeATEeNbHOCTU  UHAMBMAYANbHOro
npeanpuHMMaTens, MMeLLEero NUMUEH3N0 Ha hapMaLeBTUYECKYI0 OEeATENbHOCTD;

rN o.1.0. nauyueHta, AN KOTOPOro WHAMBMAOYaNbHO W3rOTOBMEH JIEKApPCTBEHHbIM npenapaT (npw
HeobxoaMMocCTK);

O) cnoco® npuMMEHeHMs1 JeKapCTBEHHOro npenapata (BHYTPEHHEEe, HapyXHoe, Ans MWHbEKUMK), BUg
nekapcTBeHHoM oopMbl (rnasHble Kannu, Masb U T.4.);

€) AaTa U3roToBIeHNs NeKapCTBEHHOrO npenapara;

) CPOK roHOCTM NekapcTBeHHoro npenaparta ("llogeH oo ");
3) noanucu W3roTOBMBLLErO, MPOBEPUBLLETO WM OTMYCTUBLUErO neKapCTBeHHbI npenapat ("M3arotoBun
, NpoBepun , OTMyCTUN ");

1) HOMep aHanusa NPoBepKN NEKapPCTBEHHOIO NpenapaTa;

K) cocTaB NekapCTBEHHOro npenaparta (mpegycMaTpuvBaeTcsi MycToe MecCTO Ans yKasaHwus cocTtasa). Ha
3TMKETKaxX feKapCTBEHHbIX MpenapaTtoB AfS MHBEKUMA U MHAY3UA JOImkeH ObiTb ykasaH cnocob npuvMeHeHus
niekapCTBEHHOro npenapara: "BHyTprBeHHO", "BHyTpMBEHHO (KanenbHo)", "BHYTpUMbILLEYHO".

12. TekcT STMKETOK AOMKeH ObITb HanedaTaH TunorpadCkum Cnocobom Ha pycckom a3bike. Coctas
NekapCTBEHHOIO Mpenapata MNUWETCA OT PYyKA WNM HAHOCWUTCS WTamMnom. HaumeHoBaHMS nekapCTBEHHbIX
npenapaToB, YacTO BCTPEYAIOLLNXCSA B peuenType, Unn U3roToBrisieMblX B BUOE BHYTPMANTEYHOW 3aroTOBKW, MOTyT
ObITb HanevaTaHbl TUNoOrpadgCkMM cnocobom.

13. Ha aTtukeTkax ans odhopmreHus romMmeonaTtudecknx JNeKapCTBEHHbIX MpenapaToB, M3TOTOBMEHHbIX Kak
BHyTpUanTeyHasl 3aroToBka Mo 4acTo BCTPEYALUMCH NPOMUCAM, JOJIKHO ObITh yKa3aHo:

a) HauMmeHoBaHuMe anTeyHonm opraHusaumm, ®.N.0. unHAMBMAOYyanNbHOrO MpeanpuvHUMaTens, MMELLEro
NNLIEH3NIO Ha (hapMaLEeBTUYECKYIO AESATENBHOCT;

0) agpec MeCTOHaxOXOEHWst anTeYHOM OpraHu3auMu WNu MecTa OCYyLLEeCTBNeHus dapmaueBTUYeCcKon
OEeaTEeNnbHOCTU NHAMBUAYANbHBIM MPeanpUHUMaTenem;

B) HAUMEHOBaHME MOHOKOMMOHEHTHOIO roMeonaTUYeCcKoro NeKkapCTBEHHOIO MpenapaTta Ha PYCCKOM si3blke
(TpaHcnuTepaums);

HaMMEHOBAHMNE KOMMJIEKCHOIO rOMeonaTNYECKOro NIEKapCTBEHHOIO NpenapaTa Ha PyCCKOM SA3bIKE;

r) coctaB fAfsi MOHOKOMMOHEHTHbIX W KOMMIEKCHbIX FOMEONaTU4eCKUX TEKApPCTBEHHbLIX MNpenapaTos
(aKTMBHbIE KOMMOHEHTBI - Ha JTATUHCKOM SA3bIKE, BCMOMOraTesibHble KOMMOHEHTHI - HA PYCCKOM A3bIKE);

) macca;

€) cnocob NpMMeEHeHNs;
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=1701} ﬂeKapCTBeHHOVI

thopMbl

Aevicteua gokymenta 01.07.2016

(rpaHynbl

romeonatmnyeckue,

romeonatnyeckasa, Tputypauma romeonatnyeckasd 1 T.D,.);
3) garta U3rotoBlieHnda romeonaTn4eCcKoro fiekapCTtBeHHOro npenapara,

N) CPOK rogHOCTW NekapcTBeHHOro npenapata ("logeH oo ")

K) cepusi;
n) LeHa rnekapcTBEHHOro npenapara;
M) WTPUX-KOA (MPU HaNu4um);
H) npegocTepexeHune "XpaHUTb B HEAOCTYMHOM ANdA AeTen MecTe", yCroBmsa XpaHeHus.

Kannu

romeonatn4yeckume,

Ma3b

MpunoxeHue N 2 k NpaBunam U3roToBreHNs U OTNYCKa NeKapCTBEHHbIX NpenapaTos Ans MeguLUHCKOro
NPUMEHEHMS anTeYHbIMU OpraHu3aunsaMm, HANBUAYanNsHLIMU NpeanpUHUMaTENSMU, UMEILLUMU NNLIEH3NIO Ha
hapmMaLeBTUYECKYIO AeATENbHOCTb, yTBEPXAEHHbIM npuka3oM MuHsgpasa PO ot 26.10.2015 N 751H

Tabnuua N 1
MapameTpbl anTeYHbIX CTYMNOK
N n/n |Ouametp, mm| Paboyas Koadppumume Pabounii Bpewms 3arpyska, r
No BEPXHEMY | MOBEPXHOCTb | HT CTYNKM | oGbem, cM® | M3MenbyeHu
obony , CM? , cexk MakcumarbH | onTuMaribHa
as b
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
6. 184 450 10 960 210 48 18
7. 243 765 17 2240 300 112 42
<*> [lanee - ctynka N 1.
Tabnuya N 2
Hopmbl noTepb NekapcTBEHHbLIX CPEACTB Mpu pacTupaHun B cTynke N 1 <*>
N n/n | HaumeHoBaHWe nekapCTBEHHOro CpeacTBa (MeXayHapoAHOe HenaTeHTOBaHHOE, U BenuunHa
rPynnMpoOBOYHOE, UM XMMUYECKOE N TOPrOBOE HAMMEHOBaHUS) notepw (Mr)
1. AHecTesnH 24
2. AckopbuHoBas kucnoTta 12
3. AudeTuncanmumnoBas K1UcnoTa 33
4, Bpomkamdopa 15
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5. BucmyTta HUTpaT OCHOBHON 42
6. [ekcameTuneHTeTpaMuH 26
7. Ounbaszon 18
8. Kanusa 6pomua 15
9. Kanusa noang 21
10. Kanbuusa rnyuepodocdat 25
11. Kamdopa 24
12. KodeunH 15
13. Kcepodhopm 57
14. JleBOMULETMH 29
15. MarHus kapboHaT OCHOBHON 19
16. MarHus cynbecat 17
17. MeHTon 10
18. Hatpusa 6eHsoar 20
19. Hatpusa rugpokapboHat 11
20. Hatpusa canvumnat 23
21. HukoTMHOBas kucnoTa 15
22. PesopuuH 27
23. CanuuunoBas Kucnota 55
24. Cepa ocaxgeHHasi 24
25. Ctpentoumna 23
26. CynbdagnumesuH 18
27. TeodounnuH 16
28. TepnuHrugpat 15
29. deHuncanuuunat 24
30. LlnHka okeua 36

<*> [Ing CTynoK ApYyrMx pa3MepoB, YKa3aHHbIX B MyHKTax 2 - 7 Tabnuubl 1 HACTOALLEro MpUITOXKEHWS
BEMUYMHY noTepu, B3ATY0 Ang cTynkn N 1, yMHOXaloT Ha KoadbduumneHT pabdodert noBepxHoCcTU. MakcumanbHas
3arpyska Kaxgoro Homepa CTYMKu He AorbkHa npesbiwate 1/20 yactn ee obbema. [pu M3mMenbyYeHun B CTymMke
Cpa3y HECKONbKUX NEKAPCTBEHHbLIX CPeACTB OHW M3MENb4YalnTCA HEe3aBUCUMMO APYr OT Apyra, NMo3ToOMy B CTyMKe
bonee pauMoHarnbHO U3MeNnbYaTb CMECh JIEKAPCTBEHHbIX CPEACTB, YEM KaXKA0E U3 HMX MO OTAENIbHOCTH.
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MpunoxeHue N 3 k NpaBunam U3roToBreHNs M OTNYCKa NeKapCTBEHHbLIX NpenapaTos Ans MeguuuHCKOro
NPUMEHEHUS anTeYHbIMU OpraHU3aunsaMm, HANBUAYansHLIMU NpeanpUHUMaTENSMU, UMEKLLUMU NNLIEH3NIO Ha
hapmMaLeBTUYECKYIO AeATENbHOCTb, YTBEPXAEHHbIM npuka3oM MuHsgpasa PO ot 26.10.2015 N 751H

ﬂ,OI'IyCTVIMbIe OTKITOHEHUs1 B Macce, obbeme, KOHUEeHTpaunn 1 NnorpeLllHoCTn npu namenbyeHnn npu n3rotoBrieHnn
NNeKapCTBEeHHbIX npenapartoB OAnAa MeguumMHCKOro npuMmeHeHuna

Tabnuua N 1

ﬂOI’IyCTI/IMbIe OTKITOHEeHUA B Macce oTAaesbHbIX 003 (B TOM Yucne npu q)acoske) NOpPOLLUKOB

MponucaHHasa macca, r OTknoHeHunsa, %
Jo 0,1 + 15
Csblwe 0,1 0o 0,3 + 10
Csbiwe 0,3 go 1 5
Cebiwe 1 o 10 + 3
Csobiwe 10 go 100 3
Cshbiwe 100 go 250 t2
Csbiwe 250 + 0,3

MpumeyaHue;

1. OTKNOHEHUsA gonyckaTCa B TOM Yncre npu pacoBke NOPOLLKOBbIMUY J03aTOPaMu.

2. OTKNOHEeHus, OoMycTUMble B MacCe OTAENbHbIX 03 MOPOWKOB (B TOM u4ucre npu dhacoske),
onpenensitoTcss Ha MNpOMMCaHHYH 403y OfHoro nopowka. OTKIOHeHWsi, JonycTumble B o6Lien Macce
roMeonaTu4eCcKnx TPUTypaLmin, oNpeaensaoTCs Ha NPOMNUCaHHY Maccy TPUTypauun.

Tabnuya N 1.1

[JonycTuMble OTKIOHEHMSI B Macce OTAeNbHbIX 403 (B TOM Yuche npy hacoBKe) rpaHyn

MponucaHHasa macca, r OTknoHeHwust, %
Csbiwe 1 a0 10 T4
Csbiwe 10 oo 100 3

Tabnuya N 2

,D,OI'IYCTVIMbIe OTKINOHEHUA B Macce HaBeCKM OTAelbHbIX J1eKapCTBEHHbIX CPeACTB B NOPOLUKaAX U Cynno3nTopuax
(an N3roToBrneHnn MeTogom BbliKaTblBaHNA UIA BbIJ'IVIBaHVIFI)

MponucaHHasa macca, r OTknoHeHust, %

[o 0,02 + 20
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Csblwe 0,02 go 0,05 + 15
Csbiwe 0,05 po 0,2 + 10
Csbiwe 0,2 go 0,3 t38
Csblwe 0,3 0o 0,5 6
Csbiwe 0,5 oo 1 5
Ceblwe 1 go 2 *+ 4
Cebille 2 00 5 + 3
Ceblwe 5 go 10 + 2
Cabiwe 10 1
MpumevaHue:

1. CpeaHiolo Maccy onpeaenstoT B3BewnBaHnem (¢ ToyHocTblo 4o 0,01 r) He meHee 10 cynnosuTtopumes. IMpu
n3rotoBrneHun meHee 10 WITYK B3BELLUMBAIOT BCE CYMMNO3UTOPUMN.
2. OTKNOHEHUA B Macce Cynno3UTOpueB OT CpPedHEen MacChl ONpedensoT B3BELUMBAHMEM KaXKAOro
CYNno3nTopusi C MUHUManNbHON BbIBOPKOW 5 LUTYK.
3. [onycTuMble OTKNOHEHUS OT CpeAHel Macchl He AOMKHbI NpeBbiwaTe + 5%.
4. OTKIOHEHWs1, AOMYCTMMbIE B Macce HaBeCKWN OTAEmNbHbIX NEKapCTBEHHbIX CPeacTB B Cynno3uTopusax (npu
N3roTOBMEHNM METOOOM BblKaTblBAHUS WX BbINMBaHUS), OMpedensdlTcs Ha A03Y KaXdoro JieKapCTBEHHOro
cpencTBa, BXO4AWEro B 3TN NekapCTBeHHbIe (DOPMbI.

Tabnunya N 3

[onycTumMble OTKNOHEHMS B 06LLEM 06 beME XUOKMX NIEKAPCTBEHHbLIX OPM MPU U3rOTOBIIEHUN MAcCO-00bEMHbBIM

MEeToAoM <*>

MponucaHHbIn 06beM, MN

OTknoHeHus:, %

o 10

Csbiwe 10 go 20
Csbiwe 20 go 50
Csbiwe 50 go 150
Csbiwe 150 go 200

Csbiwwe 200

+ 10

H+

8

+ ++
N w BN

-+
-

Tabnuya N 4

[onycTumMble OTKIOHEHUS B Macce HABECKU OTAENbHbIX JIEKAPCTBEHHBIX CPEACTB B XKUAKNX JIEKAPCTBEHHbIX
dopmax npu M3roToBNIEHNM MacCo-06bEMHbIM METOAOM <*>

I'Iporl MncaHHaa Mmacca, r

OTknoHeHus1, %

[o 0,02

+ 20
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Csbiwe 0,02 po 0,2
Csbiwe 0,1 0o 0,2
Csbiwe 0,2 o 0,5
Csbiwe 0,510 0,8
Csbiwe 0,8 0o 1
Ceblwe 1 go 2
Csbllle 2 00 5

Csbille 5

Aevicteua gokymenta 01.07.2016

H+

15

-+

10

+= + H+ H K
e a1 [e)] ~ o

=+
w

Tabnuua N 5

[onycTuMble OTKNOHEHMS B 06LLEN MacCe XUOKUX NIEKapCTBEHHbIX (hOPM MpU U3roTOBMEHMM METOLAOM MO Macce

<*>

MponucaHHasa macca, r

OTknoHeHus, %

Jo 10

Csbiwe 10 go 20
Csbiwe 20 go 50
Csbiwe 50 go 150
Csbiwe 150 go 200
Csebiwe 200

+ 10

H+

8

+ ++
N w ol

-+
-

Tabnuya N 6

[lonycTumble OTKIOHEHUST B Macce HABECKU OTAEMbHbIX JIEKAPCTBEHHBIX CPEACTB B XKUAKNX JTIEKAPCTBEHHbIX
dhopmax npu M3roTOBNIEHNM METOLOM MO Macce U B Massix <*>

lNponucaHHas macca, r

OTKnoHeHus, %

Ho 0,1

Csbiwe 0,1 0o 0,2
Csbiwe 0,2 0o 0,3
Csbiwe 0,3 go 0,5
Csbiwe 0,500 0,8
Csbiwwe 0,8 0o 1

Csbile 1 oo 2

+ 20

-+

15

H+

12

H+

10

H+
~ (o]

H+
o
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Csblwie 2 ao 10 +5
Csbliwwe 10 +3
MpumevaHue:

<*> OTKMOHEHNS, OOMYCTMMbleE B MacCe HaBeckM OTAEeNbHbIX J1eKapCTBEHHbIX CPEeACTB B KUOKMX
nekapcTBeHHbIX dyopMax Mpu U3rOTOBIIEHWM CMOCOGOM Mo macce MM Macco-obbemHbIM crocobom, a Tawkke B
Ma3six, ornpedensiioTca He Ha KOHLEHTpauuio B MPOLEHTAxX, a Ha MacCy HaBecKU Kaxaoro nekapCTBEHHOro

CpencTBa, BXOASALLErO B 3TU NIeKapCTBEHHbIE hOpMbl.

Hanpumep, npu narotoeneHun 10 mn 2% pacTtBopa nurokapnvHa rmapoxnopuaa macca HaBecKku OOrkKHa
coctaenatb 0,2 r, ons koTopon gomnyckaetcst oTknoHeHne =+ 10%. lMpu aHanu3e [OCTATOMHO YCTAHOBUTL, YTO
6b1no B35TO He MeHee 0,18 r 1 He Bonee 0,22 r nMnokapnuHa rmapoxnopuaa.

Tabnuua N 7

HonycTumbie OTKNoOHeHMs B obLLen Macce masen

MponucaHHasa macca, r

OTknoHeHus, %

Jo 5

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

Csbiwe 100

+ 15

I+

10

+ ++ H+ H
w ol ~ (o]

H+
N

Tabnuya N 7.1

[onycTumble OTKNOHeHMs B 0bLL el Macce romeonaTuyecknx masen B Tybax

lNponucaHHas macca, r

OTknoHenus, %

Csbiwe 50 go 100

+ 4

Tabnuya N 8

[onycTumMble OTKIOHEHUST B KOHLUEHTPALIMW KOHLIEHTPMPOBAaHHbIX pacTBOPOB

CopepxaHue nekapctBeHHoro cpeactaa (%)

OTKnoHeHns (0T 0603Ha4YeHHoro %)

o 20%

He 6onee * 2%

Csblwe 20%

He 6onee * 1%

Tabnuuya N 9
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,D,OﬂyCTl/IMbIe NOrpeLHoOCTN Npn n3aMepeHnn Benmn4mnHbl pH

MeToa namepeHus MakcurmarnbHasa norpeLHocTb B eauHuuax pH npy namepeHunm
C nHTepsanom pH 1 -2 ¢ uHtepsanom pH 0,3 - 0,7
MoTeHuMomMeTpu4ecknn 0,6 0,05
WHgukaTtopHon Bymaroi 1 0,3

MpumeyaHue: iamepeHuns pH npoBoaaT B CpaBHEHUM C BOAOW OUYULLLEHHOMW MK BOAOW ANS UHBEKLWUNA.

MpunoxeHue N 4 k NpaBunam U3roToBrNEeHNs 1 OTNYCKa NEKapCTBEHHbIX NpenapaToB Ans MeguUUHCKOro
NPUMEHEHMS anTeYHbIMU OpraHu3aunsaMm, MHANBUAYanbHLIMU NpeanpUHUMaTENsa MU, UMELLUMN ANLEH3NIO Ha
dapMaLeBTUYECKYHO AEATENbHOCTb, YTBEPXKAEHHbIM NpukazoM MuHsgpasa PO ot 26.10.2015 N 751H

Tabnuua N 1
JonycTnmMble HOpMaTMBbI NPU U3rOTOBIIEHWN FOMEONATUYECKMX FpaHyn <*>
N rpanyn KonunuecTtBo rpaHynB 1 r Haecka rpaHyn gnsi nogcyeTa ux Cpegnun gnameTp
KonunyecTBa, r 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 34
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
<*> [TNOTHOCTb CaxapHbIX roMeonaTiyeckmx rpaHyn ot 1,52 go 1,59 r/icms.
Tabnuya N 2

Pa3mep YacTuy, BbICYLLUEHHOIO CbipbA PACTUTENIbHOIO NPONCXOXOEeHUA B 3aBUCUMOCTU OT ero MOp(bOJ'IOFVI‘-ISCKOVI
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rpynnbl NN cogepatlenca B Hem rpynnsl BAB

Bua ncnonb3yemMoro BbICyLLIEHHOTO NEKAPCTBEHHOMO PaCTUTENbHOMO Chipbs Pasmep yactuu, MM
JlncTbs, Tpasbl, LBETKU 4
Kopbl, nobGern, noasemMHble oOpraHbl (KOPHW, KOpHeBWLWa, KriybHMW, KriyOHenykoBuupbl, 3
nykoswuubl 1 Ap.)
Mnoabl 1 cemeHa 2
PactutensHoe cbipbe, cogepxallee ankanovabl 1

MpunoxeHue N 5 k [NpaBunam M3roToBNEHUSA N OTNYCKa NEKapPCTBEHHbIX NpenapaToB 4519 MeAULMHCKOro
NPUMEHEHUS anTeYHbIMW OpraHn3aLmsaMu, MHOMBUAYanbHbIMU NpeanpuHUMaTEN MU, UMEHOLLUMM JTIMLEH3NIO Ha
hapMaLeBTUYECKYHO AEATENbHOCTb, YTBEPXKAEHHBbIM Nprka3oM MuHsgpasa PO ot 26.10.2015 N 751H

3Ha4eHus NNoTHOCTEN XNOKUX NekapCTBeHHbIX CpeacTB 1M BCnoMoraTesibHbIX BelecTB

N n/n HanmeHoBaHue nekapcTBeHHOro cpeacTsa, BCcrioMoraTensHoro setlectsa | MnoTHocTs, r/em?® (r/mn)
1. AmmMunaka pacteop (9,5 - 10,5%) 0,956 - 0,959
2. BeHannbeHsoar 1,0478
3. BanepuaHbl HacTorka 0,920
4, Banugon 0,894 - 0,907
5. BuHunuH (banbsam LLlocTakoBckoro) 0,903 - 0,921
6. muuepuH 1,225-1,235
7. [erotb Gepe3oBbii 0,925 - 0,950
8. Onmekeng 1,101
9. 3Bepobos HacTomka 0,970
10. JlaHgblla HacToKka 0,910
11. Macno BasenvnHoBoe 0,860 - 0,890
12. Macno kactopoBoe 0,948 - 0,968

13. Macrno mnmHaanbHoe 0,913 -0,918
14, Macno MsTbl nepeyHon 0,900 - 0,910
15. Macno nepcukoBoe 0,914 - 0,920
16. Macno noaconHe4yHoe 0,920 - 0,930
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17. Macno TepneHTUHHOE OYULLLEHHOE (CKunuaap) 0,855 - 0,853
18. Macno aBkanuntosoe 0,910 - 0,930
19. MeTtuncanuuunat 1,178 - 1,185
20. MsaTbl nepeyHon HacTomka 0,858

21, HawaTblpHO-aHucoBbIe Kannm 0,875

22, Mepruagponsb (27,5 - 30,0%) 1,096 - 1,105
23. Monuatunenrnukons-400 (nonuatuneHokeng-400) 1,125

24, MonblHKM HacTowka 0,910

25, MMycTbIpHWKa HacTomnka 0,910

26. Pb16uin xup 0,917 - 0,927
27. Cwupon caxapHbin 1,301 - 1,319
28. Cwupon anTerHbIn 1,322 - 1,327
29. CnunpT kamcpopHbIn 10% 0,884 - 0,888
30. CnuvpT atnnosbii 40% 0,949 - 0,951
31. CnuvpT atnnosbii 70% 0,885 - 0,887
32. CnvpT atnnosbii 90% 0,827 - 0,831
33. CnvpT atnnosbii 95% 0,809 - 0,813
34. YkcycHas kucnoTta passegeHHas (29,5 - 30,5%) 1,038 - 1,039
35. YkcycHas kucrnota (98%) 1,055

36. dopmanwuH (36,5 - 37,5%) 1,078 - 1,093
37. XnopucrtoBogopoaHas KncnoTa passeneHHas (8,2 - 8,4%) 1,038 - 1,039
38. XnopuctoBogopoaHas kucnota (24,8 - 25,2%) 1,122 - 1,124
39. Xnopogopm 1,474 - 1,483
40. |3BkanunTa HacToMKa 0,910

41. Odup meguumnHCKni 0,714 - 0,717

MpunoxeHue N 6 k [paBunam M3roToBMEHNSI U OTNYCKA NEKAPCTBEHHLIX NPEenapaToB Anst MegULMHCKOTO

NPYMEHEHMS anTEYHbIMU OpPraHU3aunsiMy, MHONBUAYaNbHLIMU NPEANPUHUMATENSAMU, UMEKOLLUMU FINLIEH3NIO Ha

dhapMaLeBTUYECKYIO AEATENbHOCTb, YTBEPXKAEHHbIM NpukazoM MuHsapasa PO ot 26.10.2015 N 751H
KoachdmumneHTsl yBenmyeHnss obbema nekapCTBEHHbIX CPEACTB
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N n/n HanmeHoBaHWe nekapcTBEHHOro cpeacTaa BogHble CnmpToBble pacTsBopbl
pacTBopbl,
mn/r mn/r KoHueHTpaums
cnupta, %

1. AueTuncanuumnoBasi KUCHoOTa 0,72 a0

2. AHanbrmH 0,68 0,67 30

3. AHecTesnH 0,85 70, 90, 96

4, BeHaunneHMuunnuHa HaTpmesas conb 0,68

5. BopHas kucnota 0,68 0,65 70, 90, 96

6. Bpomkamdopa 0,80 70

7. [ekcameTuneHTeTpaMuH 0,78 0,79 70, 90

8. [nioko3a (6essoaHast) 0,64

9. [nioko3a (BnaxHocTb 10%) 0,69

10. |MmoTamuHoBas kucroTa 0,62

11. |Awbason 0,82 0,86 30

12. | [OukauH 0,86

13. |Avmeppon 0,86 0,87 70, 90, 96
14. | >KenaTtuH 0,75

15. MN3oHnasung 0,72

16. |Wop (B pacTBOpe Kanus iioamaa) 0,23

17. Kanusa 6pomug 0,27 0,36 70

18. Kanwuna noang 0,25

19. Kanuna nepmaHraHar 0,36

20. Kanuna xnopug 0,37

21. Kanbumsa rnokoHaT 0,50

22. Kanbuna xnopug 0,58

23. |Kamdopa 1,03 70, 90, 96
24, Konnapron 0,61

25. Kpaxman 0,68

26. KodenH-6eH3oaTt HaTpus 0,65

27. JleBOMULIETUH 0,66 70, 90, 96
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28. MarHus cynedat 0,50

28. MarHus cynedat 0,50

29. MeHTonN 1,10 70, 90, 96
30. MeTtunypauun

31. MeTtunuenntonosa 0,61

32. Hatpusa auetar 0,71

33. |HaTtpus 6eHsoat 0,60

34. Hatpus 6pomng 0,26 0,30 70
35. |Hatpusa rugpokapboHat 0,30

36. Hatpusa HykneuHaT 0,55

37. Hatpusa napa-amuHocanuumnaTt 0,64

38. Hatpusa canvumnat 0,59

39. Hatpusa Tetpabopart 0,47

40. Hatpusa Tmocynedat 0,51

41, Hatpusa xnopug 0,33

42. HaTtpusa umtpat (aBy3ameLLeHHbIR) 0,48

43. | HoBokauH 0,81 0,81 70, 90, 96
44, HoBokanHamug 0,83

45, ManaBepwuHa rugpoxnopug 0,77 0,81 30
46. |lencuH 0,61

47. lMNunokapnuHa rugpoxnopug 0,77

48. MupungokcnHa rmgpoxnopua 0,71

49, MNonuBuMHUNNMPPONUAOH 0,81

50. CanuuunoBas Kucnota 0,77 70, 90, 96
51. |Caxaposa 0,63

52. |CnasMonutuH 0,86

53. | CtpentomuunHa cynbsdart 0,58

54. | Cynbtaumn-HaTpumn 0,62 0,65 70
55. TepnuHrugpat 0,77 96

56. TpumekanH 0,89
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57. | Tumon 1,01 70, 90, 96
58. LinHka cynbdaT 0,41

59. SypunnuH 0,70 0,71 12

60 SdenpuHa rugpoxnopua 0,84

MpunoxeHue N 7 k NpaBunam U3roToBreHNs U OTNYCKa NeKapCTBEHHbIX NpenapaTos Ans MeguLUHCKOro
NPUMEHEHMS anTeYHbIMU OpraHu3aunsaMn, HANBUAYanNbHLIMU NpeanpUHUMaTENS MU, UMEKOLLUMU NNLIEH3NIO Ha
hapmaLeBTUHECKYIO AeATENbHOCTb, yTBEPXAEHHbIM npuka3oM MuHsgpasa PO ot 26.10.2015 N 751H

KoHLIEHTpMpOBaHHbIE PacTBOPLI, pEKOMEHAyeMble Anst OTMEPUBaAHUS U3 BIOPETOYHON YCTAHOBKM

N n/n HanmeHoBaHWe KOHLEHTPMPOBaHHOIo pacTeBopa KoHueHTpauus, % Cpok rogHoCTH, CyTKM
He Bbiwe 25 3-5°C
°C
1. | AckopbuHoBasi kucnorta 5 5
2. |lekcameTnneHTeTpamuH 10, 20, 40 20
3. | Inoko3a 6e3BoaHas 10, 20, 40, 50 4 10
4. | Kanusa 6pomng 20 20
5. | Kanusa noamng 20 15
6. |Kanbuua xnopug 10, 20 10
7. | Kanbuua xnopug 50 30
8. |KodeunHa-HaTpusa-6eHsoat 5 7 15
9. |KodeunHa-HaTpusa-6eHsoat 20 20
10. |Marnusa cynbdat 10, 25, 50 15
11. |HaTtpus 6eH3oaT 10 20
12. |HaTtpus 6pomung 20 20
13. |HaTtpus rugpokapboHat 5 4 10
14. |Hatpua canuuymnat 40 20
15. | XnopuctoBogopoaHasa Kucnota 1:10 30

[aHHble onga narotoeneHus 1 NNTpa KOHUEHTPUPOBaAHHOIO pacTBopa HEKOTOPLIX JNTEKAPCTBEHHbIX CPencTB

N n/n

HanmeHoBaHue

KoHueHTpauuns

MnoTHOCTD,

KonnyectBa
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KOHLLEHTPUPOBAHHOIO pacTeopa pacTtBopa, % | r/mnunu r/cm® | nekapcTBeHHoro | Bogbl, MI
cpeacTsa, r
1. AckopburHOBas kucnorta 5 1,018 50,0 968
2. BopHas kucnota 3 1,010 30,0 978
3. BopHas kucnota 4 1,010 40,0 970
4, ["ekcameTnneHTeTpaMmmH 10 1,021 100,0 921
5. [ekcameTnneHTeTpaMmmH 20 1,042 200,0 842
MpumevaHue.
Hymepaums nyHKTOB AaHa B COOTBETCTBUM C ouLManbHbIM TEKCTOM JOKYMEHTA.
7. [ekcameTuneHTeTpaMuH 40 1,088 400,0 688
8. [nioko3a (6essoaHast) 10 1,034 100,0 934
9. [nioko3a (6e3soaHast) 20 1,068 200,0 868
10. |Imokosa (6e3sogHas) 40 1,150 400,0 749
11. |Imokosa (6e3sogHas) 50 1,186 500,0 685
12. | Kanua 6pomung 20 1,144 200,0 944
13. | Kanusa noaung 20 1,148 200,0 848
14. | Kanbuua xnopug 5 1,020 50,0 970
15. | Kanbuua xnopug 10 1,041 100,0 941
16. |Kanbuua xnopug 20 1,078 200,0 878
17. Kanbuna xnopug 50 1,207 500,0 707
18. |KodbeunH - HaTpusa GeHsoat 10 1,034 100,0 934
19. |KodbeunH - HaTpusa GeHsoat 20 1,073 200,0 873
20. | MarHua cynbat 10 1,048 100,0 948
21. |Marnusa cynedat 20 1,093 200,0 893
22. | MarHusa cynedat 25 1,116 250,0 866
23. | Marnusa cynedat 50 1,221 500,0 721
24. |Hatpus 6eHsoar 10 1,038 100,0 938
25. |Hatpus 6pomua 20 1,149 200,0 949
26. |Hatpus rmugpokapboHaT 5 1,033 50,0 988
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27. |Hatpusa canvumnat 10 1,030 100,0 940
28. |Hatpua canuumnar 20 1,830 200,0 883
29. |Hatpua canuumnar 40 1,160 400,0 760

MpunoxeHue N 8 k NpaBunam U3roToBrNeHNs 1 OTNYCKa NeKapCTBEHHbLIX NpenapaTos Ans MeguLUHCKOro
NPUMEHEHUS anTeYHbIMU OpraHu3aunsaMm, HANBUAYanNsHLIMU NpeanpUHUMaTENSMU, UMEIOLLUMU NNLIEH3NIO Ha
hapmMaLeBTUYECKYIO AeATENbHOCTb, yTBEPXAEHHbIM npuka3oM MuHsgpasa PO ot 26.10.2015 N 751H

Tpe6OBaHI/I9| K N3roTOBJ1IEHUIO apOMaTHbIX BO4

N n/n CoctaB apomaTtHoOMn BOAbI OcobeHHOCTN N3roTOBMNEHUSs
apomMaTtHon BOAbl
1. Bopa ykponHas 0,005% (xpaHeHue He Bonee 30 cyTok): B acenTtuuyeckmx ycrnoBusax
Macno ¢enxenesoe 0,05 r yKa3aHHOe KOnmyecTso
Boga ounweHHas oo 1 n COOTBETCTBYIOLLEro Macna B
TeyeHne 1 MUH SHEepPrnyHoO
2. Bopna mstHasa 0,044% (xpaHeHue He 6onee 15 cyTok): CMeLUuBaloT C BOAoW A0

Macno msaTtel nepeyHon 0,44 r
Bopa ounwienHas go 1 n

pacTBopeHus
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I'Ipunox(el-me N9k I'Ipanu'laM M3roToBeHna N OTNyCKa J1ieKapCTBEHHbIX NnpenapaTtoB And MeguUunMHCKOro npuMeHeHmna ante4HbiMmn opraHn3aumamu,
nHamsnayanbHbIMU npeanpuHnMmaTtTendaMm, MUMerwmmMmmn NMUEH3N0 Ha d)apmaueBTquCKyro OEATENIbHOCTb, YTBEPXOEHHbIM NPUKa3OM MI/IH3,EI,paBa Po ot

CnupToBble pacTBOpbI

CootBeTcTBME 06BEMOB (M) CNUPTa 3TUMOBOMO PasfnMYHOM KoHLeHTpauun macce (r) 95% cnvpta 20 °C

O6bvem, n 5 10 15 20 25 30 40 50 100

KoHueHTpaums

(06BbeEMHBIE %)
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
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

CooTtBeTcTBME 06BEMOB (MI1) CNMPTa 3TUIMOBOIO Pas3nMYHON KOHUEHTpauun macce (r) 96% cnupta 20 °C

Ob6bem, n

10

15

20

25

30

40

50

100

26.10.2015 N 751H

Tabnuuya N 1

Tabnuya N 2
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KoHueHTpauusa
(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
CTaHgapTHble CNMPTOBLIE PACTBOPLI
N n/n CnupToBble pacTBOpbI CocraB
1. Wona 5% WMopa 50 T,
Kanus nogmnpa 20 r,
Boabl ounieHHon,
CnupTa atnnosoro 95%
nopoBHy o 1000 mn
2. BopHown kucnotel 3% BopHow kucnotel 30 T,
Cnupta atunosoro 70% go 1000 mn
3. Canuuunosoi kucnotbl 1% n | Canuumnooin kucnotbl 10 runm 20 T,
2% Cnupta atunosoro 70% go 1000 mn

Tabnunya N 3

44 13 75


http://disuria.ru/

Mpuka3 MuHsgpasa P® ot 26.10.2015 N 751H — O6 yTBEp>XAEHUN NPaBWI U3rOTOBIEHUS U OTNYCKa NEeKapCTBEHHbIX NpenapaTtoB Ans MeAULMHCKOro NPUMEHEHUsT anTeYHbIMU OpraHuM3aLunsiMu,
nHOVBMAYanNbHbIMUW NPeanpuHMMaTensaMm, UMEKLLMMU NULLEH3MIO Ha ddapMaLleBTUYECKYO AeATenbHOCTb — [elcTByoLWan nepeas pegakuus — 3apeructpuposaHo B Muniocte P9 21.04.2016 N
41897 — Hauano gencteusa gokymenta 01.07.2016

4, NeBomuuetnHa 0,25%; 1%; |JleBomuuetmHa 0,25; 1; 3unn 5,
3%; 5% Cnupta atunosoro 70% go 100 mn
5. ®ypauunuHa 1:1500 ®ypauunuHa 1,

(0,067%)

Cnupta atunosoro 70% o 1500 mn

Tabnuua N 4

KonnyecTtBa BOAbI OYMLLLEHHOW M CNMpTa STUNOBOIo KoHUeHTpauuu 96,1 - 96,9% B rpammax (r), kotopble HeobxoamMmo cmewats npu 20 °c, YTOObI NONy4YnTb
1000 r aTunosoro cnupTa KoHueHTpauuu 30, 40, 50, 60, 70, 80, 90, 95, 96%% AN NPUrOTOBEHUA BOAHO-CMMPTOBbLIX FOMeonaTU4eCcKkMx pacTBopoB

KoHueHTpay | 30% (no v) 40% (no v) 50% (no v) 60% (no v) 70% (no v) 80% (no v) 90% (no v) 95% (no v) 96% (no v)
Zﬂnt:?;?;S 24,6% (nom) | 33,3% (nom) | 42,5% (nom) | 52,1% (nom) | 62,4% (nom) | 73,5% (nom) | 85,6% (nom) | 92,4% (nom) | 93,8% (no m)
(nov)
BOoga | cnupT | Boda | cnvpT | BOAA | cnvpT | Boga | cnvpT | Boga | cnupT | Boga | cnupT | Boda | cnupT | Boga | cnupT | Boga | 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
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
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MpunoxeHue N 10 k [paBrnam N3rotoBneHUs 1 OTNycKka NeKkapCTBEHHbLIX NpenapaToB A1 MeAULMHCKOro
NPUMEHEHUS anTeYHbIMU OpraHu3aunsaMn, HANBUAYanNsHLIMU NpeanpUHUMaTENSMU, UMEIOLLUMU NNLIEH3NIO Ha
hapmMaLeBTUYECKYIO AeATENbHOCTb, YTBEPXAEHHbIM npuka3oM MuHsgpasa PO ot 26.10.2015 N 751H

KonunyecTBo kanens B 1 rpamme 1 1 Munnunutpe, Macca 1 kannm Xnakmx nekapcteeHHblx cpeacts npu 20 °C no
CTaHOapTHOMY KannemMepy C OTKIOHeHMsIMU * 5%

N n/n HanmeHoBaHWe Xnakoro nekapcTBeHHOro CpeacTaa KonunuecTBo Kanenb Macca 1
Kannu, mr
B1r B 1 mn
1. ApoHnsng 35 34 29
2, BosipbILLHMKa XUOKUA IKCTPaKT 53 52 19
3. BanepuaHbl HacTolka 56 51 18
4, Banungon 54 48 19
5. Bopa ounweHHas 20 20 50
6. WMopa cnupToBbiit 5% pactBop 49 48 20
7. KpacaBku HacTowka 46 44 22
8. KopanamuH 29 29 34
9. JlaHablWa HacTorka 56 50 18
10. MsaTbl nepeyHon macno 51 a7 20
11. MsaTbl nepeyHon HacTomka 61 52 16
12, MonblHK HacTomnka 56 51 18
13. MycTbipHMKa HacTonKa 56 51 18
14, HawaTbipHO-aHMCOBbIE Kanmnu 56 49 18
15. HutpornuuepuHa 1% pacteop 65 53 15
16. PeTuHona aueTtaTta macnsiHbl pacTBop 45 41 22
17. XnopuctoBogopoaHasi KUCNoTa pasBefeHHas 20 21 50
18. Odup meguumnHCKnn 87 62 11

MpunoxeHnue N 11 k NpaBrnam U3roToBNEHUA 1 OTMYCKa NekapCTBEHHbIX NpenapaTos A MeaULUMHCKOro
NMPYMEHEHMS anTEYHbIMU OpraHM3aunsiM1, HANBUAYaNbHbIMU NPeaNPUHUMATENSMU, UMEKOLLUMU INLIEH3NIO Ha
drapMaLeBTUYECKYIO AEATENbHOCTb, YTBEPXKAEHHbIM Npuka3oM MuHsapasa PO ot 26.10.2015 N 751H

KOS(*)(*)VILlVIeHTbI BoaonornoweHnd nekapCrBeHHOro pacTtuTesibHOro Cbipbsa
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N n/n HaumeHoBaHne KosdhdbuumneHt | HanmeHosaHue nekapctBeHHoro | KoadduumneHTt
neKapcTBEHHOro BOOOMOrTIOLLLEHN pacTUTENbHOTO ChIpPbS BOOOMOrMOLLIEHNS
pacTUTENbHOIO ChIpbs a
1. Aupa kopHeBMLLa 2,4 MaTbl nepeyHon NUCTbs 2,4
2. BpycHuku nucTea 15 MoaopoxHMKa 60MbLLOrO NIUCTbS 2,8
3. | BanepuaHbl kopHeBuLLa C 29 MonbIHW ropbKor Tpasa 2,1
KOPHAMMU
4. ["opyuBeTa BeceHHero Tpaea 2,8 MycTblpHYKa TpaBa 2,0
5. |[Hdyb6a kopa 2,0 Pomaluku uBeTku 3,4
6. |3Bepobos TpaBa 1,6 Psi6uHbl nnoabl 15
7. | 3meeBuKa KOpHeBMLLA 2,0 CeHHbl NUCTbA 1,8
8. |KanuHbl kopa 2,0 CyLieHnubl TonsiHOW Tpasa 2,2
9. Kpanuebl nuctba 1,8 TONOKHAHKM NUCTBA 1,4
10. |KpywwHbl kopa 1,6 XBoLLa nonesoro Tpasa 3,0
11. |Jlangbiwa TpaBa 2,5 Yepenbl TpaBa 2,0
12. | Jlunbl uBETKM 3.4 LWandes nuctba 3,3
13. | MaTtb-n-madexm nucTbs 3,0 LLinnoBHMKa nnoabl 1,1

MpumeyaHus;
KoadhdunumneHT BOAOMOIMOLWEHNA COOTBETCTBYET KOMMYECTBY Xuakoctn (mn), yaepxumsaemomy 1,0 r
NeKapCTBEHHOIO PacTUTENBHOIO Cbipbsl MOCIE ero OmKaTUs B NepdOpUpPOBaHHOM CTakaHe MHYHONPKW.

2. Ecnn koadduUMEHT BOAOMOMMOWEHNS ANA JFeKapCTBEHHOINO pPacTUTENbHOIO CbhipbA OTCYTCTBYET,
pPEKOMEHAYETCA MUCMONMb30BaTh CrieayloLmne 3Ha4YeHus: Ans KopHen 1 kopHesuwy, - 1,5 Mn/r; Ans Tpaebl, LBETKOB U
nuctbes - 2,0 mn/r; cemsiH - 3,0 mn/r.

3. PacxogHblh k09 PULMEHT, UCMONb3YEMbIA NPU U3rOTOBNEHUN HACTOsl KOPHEW anTesi, onpegensieT, BO
CKONMbKO pa3 cregyeT YBEMWMYMTb MaccCy Cbipbsi M 0ObEM SKCTpareHTa, 4Tobbl MOMy4uTb 3a4aHHbI 06HLEM

1.

N3BrneYeHnss HeobXoANMON KOHLIEHTpaLIMK.

4. PacxogHble k03(hULUMEHTBI Ot U3rOTOBMNEHNS] HACTOS1 KOPHEW anTesl pasnuUYHOM KOHUeHTpauun: 1% -
1,05; 2% - 1,10; 3% - 1,15; 4% - 1,20; 5% - 1,30
5. [lns HacTos KOpHen anTtes KOoHueHTpauun 6onee 5% pacxogHbii KO3(PULMEHT pacCcUUTBIBAOT MO
dopmyne:

Kp - pacxogHbii KO3(ULNEHT;
C - BbINUCaHHas B peLenTe Bpaya unv TpeboBaHMn MeQULIMHCKOW OpraHM3aumm KoHUeHTpauus HacTtos (%);

V - 06beM HacTos, yaepxnsaembin 1 1 cbipbs (4,6 mn).
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NPUMEHEeHUs anTevyHbIMU OpraHn3aLmsaMu, UHOMBUAYanbHbIMU NpeanpuHUMaTensaMu, UMEOLLUMU NTIULEH3NIO Ha
dapMaLeBTUYECKYIO AEATENbHOCTb, YTBEPXKAEHHbIM nNpukazoM MuHsapasa PO ot 26.10.2015 N 751H

Crabwun Mn3aTopbl reTeporeHHbIX CUCTEM

N n/n | CtabunusaTop cycneHaui Crabunumavpyemble KOMMOHEHTHI
N AMyIbCUR
macnsaHasi pasa 10 r rmopocobHoe TBepaoe NnekapCcTBEHHOE CPeaCcTBO
1r
C pes3Ko BblpaKeHHbIMU C Hepesko
CcBOWCTBaMM BbIPa)XXEHHbLIMM
CBOMCTBaMMU
1. |Xenato3sa 5,0 1,0 0,5
2. | Kpaxman 5,0 (ncnonb3yeTca B 1,0 (ucnonb3syetcsa B 0,5 (ucnonbsyetca B
Bnge 10% pacteopa) Buae 5% pacteopa) suae 5% pacrteopa)
3. |JleunTtuH ot 0,75 00 2,0 - -
(dbocchaTnamnxonuy)
4. | Metnnuenntonosa (ML) 1,0 (ucnonb3syetca B 1,0 (ucnonb3syetcsa B 0,5
Buae 5% pacteopa) Buae 5% pacrteopa)
5. | MoHornuuepugbl 2,0 - -
ONCTUNNNPOBaHHbIE
(Mra)
6. |MekTuH 50 - -
7. | Cyxoe Monoko 10,0 - -
8. |TeuH-80 2,0 0,2 0,1
9. | Omynbratop T-2 15-2,0

MpunoxeHue N 13 k MpaBunam N3roToBNEHMS M OTNYCKa NIEKAPCTBEHHBLIX NPenapaToB AN MeANLMHCKOro
NPUMEHEHMS anTeYHbIMW OpraHM3aLnsaMn, MHAMBMAYANbHBIMU NPEANPUHUMATENSMU, UMEIOLLUMIN NTMLIEH3NIO Ha
hapmaLeBTUHECKYIO AeATENbHOCTb, YTBEPXKAEHHbIM Npuka3oM MuHsgpasa PO ot 26.10.2015 N 751H

Cnocobbl N3roToBNEHMS rOMeonaTUYECKMX MaTpPUYHbBIX HACTOEK N3 CBEXECOOPaAHHOIO 1 (UNKN) BbICYLLEHHOTO
pPacTUTENBbHOIO ChIpbsi, FPUBOB 1 ChIPbS XUBOTHOIO NMPOUCXOXAEHMWS

Cnocob6 1. lNMpegycmaTtpmBaeT MOMy4YeHUE roMeonaTMYeckon MaTPUYHOM HACTOMKM M3 CBEXeCcobpaHHOro
pacTUTENBHOIO Cbipbsi, cogepXxallero He meHee 70% coka 1 He cogepxallero aMpHbBIX Maceri, CMOJT 1 CITn3u.

omeonaTtuyeckme MaTpuUYHbIE HACTOWKW, MOMyYEHHbIE HACTOALWMM crnocobom, npeacTaBnsoT cobon
CNUPTOBbIE N3BMEYEHNS U3 COKa PaCTEHWIN, NOMyYeHHbIe C UCMofb3oBaHneM cnupta 86% (m/m).

Menko nsmernb4YeHHOe pacTUTENbHOE Chipbe OTKUMAETCS NOo4 NPeccoMm. [ony4eHHbI COK B3BELLMBAETCH U
HEMEANEHHO CMELUMBaETCA C paBHbIM KonmdecTBom cnvpta 86% (m/m), B30anTbiBaeTcss U OcTaBnsAeTcs Ansi
HacTaMBaHus B TeyeHue He MeHee 5 cytok npu Temnepatype He Bbiwe 20 °C. [locne aToro msBneyeHve
punbTpyeTCs.

B dunbTpate onpedensieTcs Cyxol OCTaTOK MMM MPOBOAUTCH KONMYECTBEHHOE OMNpPeLerieHne OCHOBHbIX
rpynn G1MOMNorMyeckn akTMBHbIX BELLECTB.
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Ecnu copepxaHuMe cyxoro ocTatka WU aKTUBHbIX KOMMOHEHTOB MpeBbIaeT pernaMmeHTUpyemMyto
cdapmakonenHon ctaTben BenuuuHy, To konundectso cnupta 43% (m/m) B kunorpammax (Ei), Heobxogumoe ans
pa3baBneHus, BblumcnsaeTcs no copmyrne (1):

_mx(Bx_BO)

1),
B, @)

El

rae m - macca dunbTpaTa, Kr;

Bx - cogepxxaHune cyxoro octaTka Unun cogepxaHne akTUBHbIX KOMMOHEHTOB B ounbTpaTte, %;

Bo - cogepxaHue Cyxoro ocratka WM akTUBHbIX KOMMOHEHTOB, perriaMeHTupyeMoe dapMakonenHom
ctateent, %.

dunbTpaT CMELLMBaETCA C paccyuTaHHbIM Konmnyectsom cnuvpta 43% (M/M), oTCTaMBaeTcs B TeYEHWEe He
mMeHee 5 cyTok npu Temnepatype He Bbiwe 20 °C 1 npy HeobXoAMMOCTH PUnbTPYeETCS.

CopaepxaHue cnmpTa B HaCTONKe roMmeonaTuyeckon MaTpuYHON JOIMKHO COCTaBNATb 0kono 43% (M/m).

MepBoe pgecatudHoe passeaeHune (D1) roToBUMTCA M3 2 YacTel HaCTOMKNM roMeonaTuyeckon MaTpuyHon n 8
yacten cnupta 43% (M/m).

BTopoe gecsatuyHoe passegeHune (D2) rotoButca M3 1 yactu nepsoro gecAtudHoro passegexus (D1) n 9
yacTel cnvpTta 43% (m/m).

Mocnepytolme pasBegeHUs roToBATCA aHaNormyHo.

MepBoe coteHHoe pasBeaeHue (C1) roToBUTCSA U3 2 YacTer HACTOWKM romeonaTtuyeckon maTpuyHom n 98
yacTtel cnvpta 43% (m/m).

BTopoe coTeHHoe pa3seneHune (C2) rotoButca us 1 yactu nepBoro coteHHoro passeneHus (C1) n 99 yacrten
cnupta 43% (Mm/m).

Mocnepytowne passefeHNs FOTOBATCA aHanormyHo.

Cnocob 2. lNMpegycmatpuBaeT Mory4eHMe romMeonaTtuvyeckorm MaTpUYHOM HacCTOMKM M3 cBeXecobpaHHOro
pacTUTENBLHOTO Cbipbs, cogepxalliero meHee 70% coka, ¢ BnaxHocTblo bonee 60%, He cogepxawero aUpHbIX
macen, CMO 1 Crn3w.

FoMeonaTnyeckne MaTpuyHble HaCTOMKM MOMny4aloTcs MEeTOAOM  Mauepaumu. PacTtutenbHoe Cbipbe
B3BELLUMBAETCS, ONPEedensieTcs €ero BraXHOCTb, 3aTeM Cbipbe TLATenbHO Wu3Menb4yaetcs. [lonydyeHHas
n3MenbyYeHHas mMacca B3BELUMBAETCA W HEMEOJSIEHHO 3anMBaeTCsl He MEHee YeM MOMOBUHHBIM OT MAcChl B3ATOrO
pacTUTENBHOMO Cbipbs KonmnyecTBoMm cnupta 86% (M/M), nepemeLlunBaeTCs M OCTaBMSETCS B MIIOTHO 3aKpbITOM
cocyae npu Temnepartype He Bbiwe 20 °C.

Heobxogumoe konuyectso cnupTta 86% (M/M) B kunorpammax (Ez) paccuntbiBaetcst no gpopmyne (2):

_me

E
2100

),

rae m - macca fiekapCTBEHHOIO PacTUTENbHOIO ChIpbS, Kr;

W - BNaHOCTb Cbipbs, %.

OT paccuuTaHHoro konu4yectsa cnupta 86% (Ez2) BbluMTaETCS KONMYECTBO paHee npubaBneHHoro cnupTa, 1
OCTaTOK CnMpTa CMELUMBaEeTCd C MOony4yeHHonW maccon. Macca octaBndetcsa He meHee 4eM Ha 10 cyTok npu
TemnepaTtype He Bbiwe 20 °C npu nepnogny4eckom BCTpAXMBaHMKU. 3aTeM Macca OTKUMaeTCs n PUnbLTPyeTcs.

Ecnu cogepxaHue cyxoro octaTka UM akTUBHbLIX KOMMOHEHTOB NpeBblllaeT HOpPMUpyemyto oapMakonenHom
cTaTbeln BENUYMHY, NPOBOANTCSA pa3baBrneHne HacToNKM cnocobom, ykasaHHbIM B cnocobe 1.

CopepxaHue cnmpTta B HaCTOMKE JOJMPKHO COCTaBNSATb OKOMo 43% (m/m).

YKvigkue pasBeneHnsi roTOBATCS B COOTBETCTBMM C TpeboBaHMAMMK, onpedeneHHbIMn B cnocobe 1.

Cnocob 2a. lMpegycmaTtpuBaeT nosydeHMe roMeonaTtu4yeckon MaTpU4HOW HACTOMKM C MUCMONb3OBaHUEM B
KavecTBe aKcTpareHTa cnupTta 62% (m/m).

Ecnv copepxaHume cCyxoro octaTka WM akKTUBHbIX KOMMOHEHTOB MpEBbILIAET pernaMmeHTUpyemyto
hapmMakonenHon cTaTber BENMYMHY, NPOBOAUTCH pa3baBrieHMe HacTOMKM B COOTBETCTBUM C TpeboBaHuaMM,
onpegeneHHbiMu B cnocobe 1, ncnonb3ys cnupT 30% (M/m).

CopaepxaHue cnmpTta B HaCTOMKE JOIMKHO cocTaBnsiTb okono 30% (m/m).

MepBoe gecaTnyHoe passeferve (D1) rotoBUTCs M3 2 YacTen HACTOVKM FOMeOoNnaTU4ecKom MaTpudHom un 8
yacTten cnupta atunosoro 30% (m/m).
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BTopoe pecsatuyHoe passeaeHue (D2) rotoButca M3 1 yactu nepeoro gecAtudHoro passegexus (D1) un 9
yacTten cnvpta 15% (m/m).

Mocneaytowme pasBefeHns roTOBATCSA aHanorM4Ho.

MepBoe coTeHHoe pa3sBeaeHue (C1) roToBUTCH U3 2 YacTer HACTOWKM romeonatuyeckon maTpuyHonm n 98
yacten cnupta 30% (M/m).

BTopoe coTeHHoe pa3seneHue (C2) rotoButca us 1 yactu nepBoro coteHHoro passeneHus (C1) n 99 yacrten
cnupta 15% (Mm/m).

MocneaytoLme pasBefeHns roToBATCA aHanormyHo.

Cnoco6 3. [llpegycmatpuBaeT mMornyyYyeHMe roMeonaTtuyeckon MaTpUYHOM HACTOMKM U3 CBEXEro
pPacTUTENBLHOMO Chipbsi C BMAXHOCTbHI0 MeHee 60% mnu copepkallero apupHble macna, CMofbl U CNu3u, a Takke
N3 CBEXMX rpruboB.

HacTonkn romeonatMyeckue MaTpuyHble MOMy4YalTCa MEeToAoM Mauepauuun. PactuTtenbHoe cChbipbe
B3BELUMBAETCH, ONPEOensieTcs ero BNaXHOCTb, 3aTeM TLWaTenbHO W3Menb4vaeTcsd, W MonyyYyeHHas Macca
HeMeaneHHO 3anMBaeTCs He MEHee YeM NOMOBUHHBLIM OT MAacChl PACTUTENBHOMO Cbipbs KONMYecTBOM cnvpTa 86%
(M/m), NnepemMelLIMBaETCA U OCTaBNSAETCS B NNOTHO 3aKpbITOM cocyae npu TemnepaTtype He Bbiwwe 20 °C.

Heobxogumoe konuvecto cnupTa 86% B kunorpammax (Es) paccunteiBaetcsa no opmyne (3):

_ 2xmxW

E
3 100

@),

rae m - Macca JieKapCTBEHHOIO pacTUTENBHOIO Chipbs, Kr;

W - BnaxHocTb cbipbs, %.

Ot paccuutaHHoro konuyectsa cnupta 86% (Es) BbluMTaeTCs KONMYECTBO paHee npubasneHHoro cnupTa, u
OCTaTOK CnupTa CMeELUMBaEeTCs C MOoflyyeHHol maccon. Macca octaensieTca He mMeHee 4veM Ha 10 cyTok npum
Temnepatype He Bbiwe 20 °C npu NnepnoanyeckomM BCTPAXMBAHMM, 3aTEM OTXKMMAETCa U punbTpyeTcs.

Ecnu copepxaHuMe Ccyxoro ocTatka WM aKTUBHbIX KOMMOHEHTOB MpPEBbLILIAET pernaMeHTUpyemMyto
dhapMakonerHon cTaTbel BEenvMuYuHy, NPOBOAUTCA pas3baBreHMe HaCcTOMKM B COOTBETCTBUM C TpeboBaHMSMM,
onpeneneHHbIMK B cnocobe 1, nucnonbsys cnmpt 62% (m/m).

CopepxaHue cnmpTta B HaCTOMKe OOIMKHO COCTaBnsATb okorno 60% (m/m).

MepBoe pgecsatuyHoe paspeaeHne (D1) rotoBuTca M3 3 YacTel HaCTOMKM rOMeonaTu4YecKkom MaTpuyHom n 7
yacTten cnmpta 62% (m/m).

BTopoe pecatuyHoe pasegeHue (D2) rotoButca M3 1 yactu nepBoro gecsitudHoro passegenunsa (D1) n 9
yacTten cnmpta 62% (m/m).

Mocnenytowne pasBedeHuss roTOBSITCA aHanormyHo, MCNosb3yst Ans MonyyYeHust TPeTbero AecATUYHOro
pasBegeHuns cnupT 62% (M/M), a ¢ YeTBEPTOro AeCATUYHOrO passedeHus - cnupT 43% (M/m).

MepBoe coteHHoe pasBegeHue (C1) rotoBUTCS M3 3 YacTer HACTOWMKM romMeonaTuyeckon maTpudHom n 97
yacTten cnmpta 62% (m/m).

BTopoe coTeHHoe pa3BegeHue (C2) rotoButcsa M3 1 yacTy nepBoro coteHHoro passeneHus (C1) n 99 yacten
cnupta 43% (M/m).

Mocnenytolne pasBegeHns FOTOBSITCA aHanormyHo.

Cnocob 3a. 'omeonatnyeckme MaTpuyHbIE HACTOMKM MoryyaTcss no cnocoby 3 mpu MCMoONb3oBaHUM B
KavecTBe akcTpareHTa cnmpta 73% (M/m).

Ecnn copepxaHune cyxoro octatka WM akKTUBHbIX KOMMOHEHTOB MpEBbILIAET perfnaMeHTpyemMyto
hapmMakonenHon cTaTber BENMYMHY, NPOBOAUTCH pa3baBrieHne HacTOMKM B COOTBETCTBUM C TpeboBaHuaMM,
onpegeneHHblMuU B cnocobe 1, ¢ ncnonb3osaHnem cnupta 43% (M/m).

CopepxaHue cnmpTta B HaCTOMKE JOIMKHO COCTaBNsATb O0Komno 43% (m/m).

MepBoe pgecatnyHoe passefeHve (D1) rotoBuTCa M3 3 YacTer HACTOMKM rOMEeoNnaTUYeCKOM MaTpuyHom n 7
yacten cnupta 43% (M/m).

BTopoe pgecsatuyHoe passegeHune (D2) rotoButca M3 1 yactu nepsoro gecAtndHoro passegexus (D1) n 9
yacten cnupta 30% (Mm/m).

TpeTbe gecaTnyHoe passegeHue (D3) rotoBuTcs M3 1 yacTn BTOPOro AecATMYHOro passefeHus (D2) n 9
yacten cnupta 15% (m/m).

Mocneaytwoulme pa3BefeHUs roTOBATCHA aHanorm4Ho.

lMepBoe coTeHHoe passegeHue (C1) rotoBuTCcA M3 3 YacTel HaCTOMKM roMeonaTtu4eckon maTpudHon n 97
yacten cnupta 43% (M/m).
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BTopoe coTeHHoe pa3BefeHue (C2) rotoButca M3 1 YyacTy nepBoro coteHHoro passenerus (C1) n 99 yacten
cnupta 30% (m/m). TpeTbe coTeHHoe pa3BefeHue (C3) rotoBuTcs M3 1 4acTu BTOPOro COTEHHOro pa3seaeHus (C2)
n 99 yacten cnupta 15% (M/m).

Mocneaytolme pasBefeHNs roTOBATCSA aHanorM4Ho.

Cnoco6 36. NomeonatuyeckMe MaTpuUuHble HACTOMKM Mofy4yalTcs no crnocoby 3 npu Ucrnonb3oBaHUW B
KayecTBe akcTpareHTa cnupTa 43% (M/m).

Ecnu cogepxaHue cyxoro octatka UnmM akTMBHbIX KOMMOHEHTOB BELLECTB MpPEBbILIAET perfnaMmeHTMpyemyto
cdhapmakonenHon cTaTbel BenuuuHy, NPOBOAMTCHA pa3baBrneHWe HaCTOMKM B COOTBETCTBUM C TpeboBaHusiMu,
onpeaeneHHbIMK B cnocobe 1, ¢ ncnonb3osaHmem cnupta 30% (M/m).

CopeprkaHune cnupTta B HAaCTONKe AOMKHO cocTaBnATb okono 30% (m/m).

MepBoe pgecatuyHoe passeaeHne (D1) rotoBuTCa M3 3 YacTel HaCTOMKM romMeonaTuyeckon MaTpuyHon u 7
yacten cnupta 30% (Mm/m).

BTopoe pgecsatuyHoe passegeHune (D2) rotoButcs M3 1 yactu nepsoro gecAtudHoro passegerus (D1) un 9
yacten cnupta 15% (Mm/m).

Mocnepnytolne passeneHns rOTOBSATCA aHanNormyHo.

MepBoe coteHHoe pasBeaeHue (C1) rotoBUTCA M3 3 YacTel HACTOWKM romMeonaTudeckon maTpudHom n 97
yacTten cnvpta 30% (Mm/m).

BTopoe coTeHHoe pa3seneHune (C2) rotoButca us 1 yactu nepBoro coteHHoro passeneHus (C1) n 99 yacrten
cnupta 15% (m/m).

Mocneaytole pasBegeHUs roTOBATCH aHanorM4Ho.

Cnocob 4. omeonaTnyeckme MaTpuudHble HaCTOMKM MOMyYalT W3 BbICYLLUEHHOTO ChIpbSi PacTUTENbHOro
npoucxoxgeHma n FpVI6OB, CBeXero Cblpbsa XUBOTHOIO NMPOUCXOXOEHUA.

omeonaTtuyeckme maTpuyHble HACTOWKM MOMy4yalTCcs METOAOM Mauepaumv u3 OAHOWM 4acTu Cblpbs
pacTUTENBHOMO WIM XXMBOTHOrO npoucxoxgeHna m 10 yactem STaHonma B KOHLUEHTpauuW, yKasaHHOM B
hapmMakonenHon ctaTbe.

KonuuyectBo cnupTa, M3pacxodoBaHHOE Ha npeaBapuTenbHy0 06paboTKy CBeXero Cblpbs XMBOTHOMO
NPONCXOXAEHUS (yMepLyBeHne HaceKOMbIX, U3MernbYeHne 1 T.4.) BbluMTaeTcsa M3 obuiero KonvyecTtsa cnvpTa,
HeobxoaMMOoro Ans NonyYeHUs HaCTOMKM.

Chbipbe, n3MernbYyeHHoe 40 HeoBX0OUMOWN BENMYMHBI, CMELLMBAETCA CO CMMPTOM U OCTaBNAETCSA B 3aKPbITOM
cocyae npu exeaHeBHOM B3banTbiBaHUKM Npu Temnepatype He Bbiwe 20 °C B TeveHMe He MeHee 8 CyTOoK, ecnu
WMHOE He yKa3aHO B papMakonerHon cTtaTbe. [locne aToro usBreyYeHne CrmBaeTCs, Cbipbe OTKUMMAaETCs (Cblpbe
pacTUTENBHOIO NPOUCXOXAEHUSA U TPpUbbI - NO4 NPECCOM), OTXKaTas >XUAKOCTb 0ObegMHAETCA C U3BMEYEHMEM WU
unbTpyeTcs.

Ecnn cogepxaHune cyxoro ocTatka WM aKTUBHbIX KOMMOHEHTOB MpeBbIaeT perfiameHTupyemyto
dhapMakonerHon cTaTtbel BenvMuuHy, NpoBOAUTCA pas3baBreHMe HaCcTOMKM B COOTBETCTBUM C TpeboBaHMSIMM,
onpeneneHHbiMM B cnocobe 1, ucnonb3ys CNupT B NPeanucaHHOM KOHUEHTpauum WnNn KUCNosib3yemon AOns
Nony4YeHNsa HaCTOMKN.

HacTonka romeonatmnyeckas maTpmyHas JOrkKHa COOTBETCTBOBaTL NEPBOMY AECATUYHOMY pa3seeHuio D1.

BTopoe gecsatuyHoe passegeHue (D2) rotoBuTcsa M3 1 4acTu HAaCTOWKM MaTpuYHOW romeonatuyeckon (D1) n
9 yacTten aTaHoONa B KOHLEHTPaLMK, UCMOMb3yeMOW AN NOMyYEeHNs] HACTOMKN.

TpeTbe gecaTnyHoe passegeHue (D3) rotoButcs n3 1 yacTm BTOPOro gecatnyHoro passegenus (D2) n 9
yacTen aTaHona B KOHLEeHTpauun, NCnonb3yemMon Ansa nonyyeHnss HaCTONKK.

HaunHaa c yetBepToro gecsatuyHoro passegeHus (D4) mncnonb3yetca cnupT 43% (M/M), ecnv MHoe He
yKka3aHO B apMakonemHom cTaTbe, W pa3Be4eHNe T[OTOBUTCS aHarormyHo MnpeablaywmMm  OecATUYHbIM
pasBeaeHusM.

MepBoe coteHHoe passefeHne (C1) rotoButcsa n3 10 yacTen HaCTOMKM MaTpUYHoOM romeonatuydeckon (D1) n
90 yacTen aTaHoNa B KOHLUEHTPaLMK, UCMOoMb3yeMOoun A5 NoNyYeHUss HaCTOMKN.

BTopoe coTeHHoe pa3BegeHue (C2) rotoBuTtcsa M3 1 yacTy nepBoro coteHHoro passegerus (C1) n 99 vacten
cnupta 43% (M/m), ecnun MHOe He yka3aHo B hapmakoneniHon cTaTtbe.

Mocneaytwoume pasBegeHUs roTOBATCHA aHaNorM4Ho.

Cnocob 4a. 'omeonaTuyeckme MaTpu4HbIe HaCTOMKMN nony4yarnTCA U3 BbICYLWWEHHOINo CblipbsA PaCTUTESNIbHOIo
NI )KNBOTHOIO NPONCXOXOEHNA METOAO0M NMepKonAunn.

OpgHa yacTb BbICYyLLUIEHHOIO WU3MEJIbYEHHOro CblipbA PacCTUTENIbHOIO WM XMBOTHOIMO MPOUCXOXOEHUA
3anuBaeTtcs 5 yactamu cnunpTa B KOHUEeHTpauun, yKa3aHHOl7I B cbapmaKoneVlHon cTatbe, U HaCTanBaeTCA B TEHEHNE
2 CyTOK npun 4aCctomMm B30anTbiBaHUW. [oaroToBNeHHoOe Cbipb€ MMOTHO YKNnaabiBaeTCA B NEPKOJIATOP. 3arem, npu
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OTKPbITOM CMYCKHOM KpaHe, [oDaBnseTcsl Takoe KONMMYECTBO CMpTa TOW e KOHLUEHTpaumm, YToObl ero crown Hag
MOBEPXHOCTLIO Cbipbsi cOcTaBnsAn 1 - 3 cM (BbITEKalOLWasn M3 KpaHa XUAKOCTb HanmBaeTcs obpaTHO B MePKONATOp).
Mocne aToro nepkonaTt ¢ onpeaeneHHon CKOPOCTbIO BbIMyCKaeTCs U3 KpaHa, HENpepbiBHO A0NUBas B NEPKOATOP
Takoe KONM4YecTBO cnupTa, 4Tobbl Ha 1 YacTb cbipbs npuxogunock 10 yacTew cnupTa, U Hag cbipbem Obin ero
NocTosAHHBLIN crion. [pouecc nepkonAuun npogormkaeTcs [0 nonydeHus 10 yacTenm WM3BMEYEHUsi, KOTOpoe
OTCTamMBaeTCHa B TeyeHue 8 cyTok, hunbTpyeTcs, punbTpaT B3BELUMBAETCA U B HEM ONpeaensieTcs cogepxaHue
CYXOro ocTaTka Unm akTUBHbLIX KOMMNOHEHTOB.

HeobxogmMmo cobntogatb Cneayowyro CKOpOCTb BbITEKAHWUS U3BMEYEHUs] U3 MepKonsaTopa Mnpu 3arpyske
cbipba: Ao 1 kr - 10 - 15 kanenb/mMuH; 0o 2 kr - 20 - 25 kanens/muH; oo 3 kr - 30 - 35 kanenb/MuH; go 10 kr - 40 - 70
Kanenb/MuH.

Ecnn copepxaHue cyxoro ocTaTtka WM aKTUBHbIX KOMMOHEHTOB MpPEBbILIAET pernameHTupyemyo
hapMakonenHon cTaTbel BerMYMHy, NPOBOAUTCH pa3baBreHne HacTOMKM B COOTBETCTBUM C TpeboBaHusMM,
onpefeneHHbIMM B cnocobe 1, ucnonb3ys CNuUpT B NPeanucaHHOM KOHLEHTpauum Wnu UCNosib3dyemon Anis
NONy4YeHNsa HaCTOMKMN.

lomeonaTunyeckas MaTpyyHasa HacToMKka 4OSKHa COOTBETCTBOBATbL NEPBOMY OECATUYHOMY pa3BegeHuo D1.

YKvpkue passeneHusi M3roTaBnmMBatoTCsl B COOTBETCTBUM C TpeboBaHMAMK, onpeaeneHHbIMn B crocobe 1.

Cnocobbl 5.1 - 5.5. [omeonaTnyeckve mMaTpuyHble (EPMEHTUPOBAHHbLIE HACTOMKM MOnyyawT U3
CBEXeCODOPaHHOI0 Cbipbsi PACTUTENBHOMO NMPOUCXOXOEHMS.

Cwmewmsatotca 100 r M3MEnNbLYEHHOTO CBEXEeCObpaHHOro pacTUTENBHOMO Cbhipbsi C  OnpegeneHHbIMK
KonuyecTBamu BOAbI, Mea M NakTo3bl B CeaYHLWMX COOTHOLLEHUSAX:

N cnocoba Meg (B rpammax) JlakTo3a (B rpammax) Bopa (B rpammax)
51 0,75 0,75 50
5.2 0,75 0,75 75
5.3 0,75 0,75 125
54 0,75 0,75 200
55 0,75 0,75 275

M3mepsieTcs BennynHa pH cmecu 1 cmech (MaueparT) ocTaBnseTcs Ans HacTanBaHusa npu Temneparype (37
* 0,5) °C B TeueHue 3,5 cyTtok. ExxegHeBHO yTpOM 1 BeYepoM onpegensieTcs BennyuHa pH cmecn, n cMmechb
OXNnaXxgaeTcs B CMecuM Boabl CO nbaoM (Temnepatypa He Bbiwe 4 °C) Kaxabli pa3 B TedeHue 2 4acos.
HenocpeactBeHHO OO0 W Mocne OXNaXdeHus CMecb nepemelwvBaeTcsa. Bce ocTtanbHoe Bpems CMechb
BblAEPXXMBAETCA B MIOTHO 3aKpbITbIX cocyaax npu Temnepatype (37 £ 0,5) °C. Kak Tonbko BenunynHa pH HayHeT
CHMXKAaTbCS, CMEeCb OCTaBMSETCHA NPV KOMHATHOW TemnepaType, Npogorkasl eXeqHEeBHO, YTPOM U BEYEPOM Mo 2
Yyaca oxnaxpgaTb ee B CMEeCu BoAbl CO NbAOM, ONpeaensaTe BenuumHy pH, TwarensHo nepemewunsaTb 4O 1 nocne
oxnaxgaeHus. Mo ncrteveHun 3,5 CyTOK, BO BpEMSI OYEPEAHOIO OXMaKOEHWUsl, PaCTUTENbHOE Cbipbe OTKUMAETCH,
MCMNomnb3ys CTEPUITbHYIO TKaHb (CypoBoe MofoTHO u Ap.). Omkatoe pacTUTENbHOE CbIpbEe BbICYLUMBAETCA Ha
Bo3gyxe. [anee cbipbe TwaTenbHO nepemelumBaeTcs, 3 - 5 r cbipbs nomewaeTcss B papdOopoBbIf TUrenb u
CKuraetcs npu TemnepaType TeMHO-KpacHoro kaneHwusi (okono 700 °C) go nonyyeHus 3onbl. B Teyenue
nocnegywwmx 3,5 CyTOK XMOKOE W3BMEYEHME BbIOEPXKUBAETCA NPU KOMHATHOW TemnepaType, MNpOAosnKas
eXeJHEBHO YTPOM M BeYepoM onpefendtb BenuumHy pH, no 2 4aca oxnaxgaTtb B CMECWU BOAbl CO JbAOM,
TWaTenbLHO nepemMelunBaTb 40 U nocre oxnaxaeHua. o nctedeHnn 3,5 cyTok nssnedeHne unbTpyeTcs Yepes
CTEPWIbHYIO TKaHb, onpegensietcds pH u obvem dunbTpata (dunbTpat AOOMKEH ObiTb MyTHbIM). 3atem
Mony4YeHHbIN bunbTpaT cMeLlImMBaeTcs ¢ 3onom (3 pacyeta 5 mr 3onbl Ha 100 r counbTpaTa), cMecb NoMeLLaeTcs B
npoxmnagHoe, 3allvlIeHHOe OT CBeTa MEeCTO WM HacTaumBaeTcd He MeHee 6 Mecsiues; obpasyrolmincs npwu
HacTamBaHUM OCafoK HE UCMONb3YETCS.

Cnocobbl 6.1 - 6.3. [omeonaTnyeckne MaTpudHble (EPMEHTMPOBAHHbLIE HACTOWMKM MOMyyawT U3
CBexecobpaHHOro 1nu BbICYLLEHHOMO fIeKapCTBEHHOrO pacTUTENBHOIO Chipbs.

Oenat 100 yacten namenb4YeHHOro ceexxecodbpaHHoro (cnocobbl 6.1 1 6.3) unn BeiCywEeHHOrO (cnocob 6.2)
NeKapCTBEHHOrO PacTUTENbHOIO Cbipbs U OMpederneHHble KonuyecTBa BOAbl, Meda W, ecrny ykasaHo, MakTo3bl
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MoHormapaTa Ha 7 YacTen.

N cnocoba Boga (B yacTsax) Meg (B 4acTax) Jlakto3a moHorngpar (8
yacTsx)
6.1 500 0,75
6.2 500 0,75
6.3 200 1,5 1,5

lMepBoe NpPUroTOBMEHME W3rOTaBNMBAETCA YTPOM M3 OAHOM YacTU M3MENbYeHHOro JekapCTBEHHOro
pacTUTENBLHOIO Cbipbs, BOAbI, Meaa, 1 NakTo3bl MOHorMapara (cnocob 6.3) u HacTamBaeTca npu Temnepatype (37
* 0,5) °C. BeuepoM cmech oxnaxgaeTcs B BOAE CO NbAOM B TeHEHUE 2 YacoB Npw TLATENbHOM NepeMeLlBaHnm
00 1 nocne oxnaxpaeHus. Nocne aToro cmecb BHOBb NOMELLLAETCs 4111 HacTaMBaHus npu TemnepaType (37 = 0,5)
°C. Yepes 24 yaca (yTpoM) nepBasi YacTb Cbipbsi OTAENAETCH, OTKUMAETCS, UCMONb3Yysl CTEPUIbHYIO TKaHb.

I'IonyquHoe n3pnevyeHne cMmelimBaeTcda Co BTOPbIMM HYacTAMU paCTUTESIbHOIO CbipbsA, BOAbI, Meaa, J1aKTOo3bl
MoHorugpata. Cmecb HacTamBaeTtcs npu temnepatype (37 = 0,5) °C. Beuyepom cMecb oxnaxaaeTcsi B BoAe CO
NbAOM B TeYEeHMe 2 4acoB Mpu NepemMellvBaHuM HEMNOCPeACTBEHHO A0 U nocne oxnaxaeHus. Yepes 24 vaca
(YyTpoMm) pacTuUTENbHOE Chipbe OTXXUMAETCS YePEe3 CTEPUNbHYIO TKaHb.

Hanee aHanornyHblM obpasom obpabaTbiBaloT OocTaBlIMecH 5 yacTen pacTUTENbHOro Chipbd, BOAbl, Meaa,
J1aKTO3bl MOHOIrMaparta B TedeHmne nocnegyrowmx 5 CYTOK.

M3BneyeHne, nonydeHHoe nocne obpaboTkM ceqbMOM 4YacTUM PacTUTENbHOMO Chipbsl, OCTaBMSIETCS AONA
OTCTamBaHus (He MeHee 2 - 3 YacoB), Nocrne 4Yero punbTpyeTcs Yepes CTepUnbHyIO TkaHb. OnpegenseTca o6bem
nonyyeHHoro cdounbTparta (punbTpaTt 4OSMKEH ObiTb MyTHbIM). OTKaToe pacTUTENbHOE Cbipbe BbICYLUMBAETCS Ha
Bo3ayxe. [lanee cbipbe TLATENbHO NepemeLumBaeTcs, 3 - 5 yacten cbipbst NomelLaeTcst B hapdopoBbIN TUreSb U
CXuraetcs npu Temnepatype TEMHO-KPACHOro KaneHus OO0 MNOoMyvYeHus 305bl. 3aTeM MnonyyYeHHbln unbTpat
cMmelumBaeTcsa € 3o5fom (M3 pacyeta 5 mr 3onbl Ha 100 r cmnbTpaTa), cCMecb nomellaeTca B NpoOxnagHoe,
3alLMLLEeHHOe OT CBETa MECTO M HacTamBaeTcsl He MeHee 6 MecsLeB; obpasyloLwMncsa Npu HacTaMBaHMM 0CaokK He
ncnonb3yeTcs.

Cnocobbl 7.1 - 7.5. lomeonatudeckne mMaTpuyHble (EPMEHTUPOBAHHbIE HACTOMKM MofyvalT U3
CBEXeCcobpaHHOro pacTUTENBHOIO ChIpbSl.

CmewmnBatotcss 100 r u3MEnbYEHHOro CBEXECODOPaHHOro pPacTUTENbHOrO Cbipbd C  ONpegeneHHbIMU
KonuyecTBamu BOAbI 1 MOJIOYHOWM ChIBOPOTKM B CrEeAYHOLLNX COOTHOLLEHMUSAX:

N meToaa MonouHas cbiBopoTKa (B rpammax) Bopa (B rpammax)
7.1 50 He npubaenstoT
7.2 50 25
7.3 50 75
7.4 15 110
7.5 50 225

M3mepsieTcs BenuumMHa pH cmecu n ganee u3rotaBnvMBaeTCsA HacToWKa B COOTBETCTBUM C TpeboBaHusAMM,
onpeneneHHbIMM cnocobamun 5.1 - 5.5,

Cnoco6 8. omeonaTtuyeckne MaTpuyHble (DEPMEHTUPOBAHHbIE HACTOWKM MOMyYalT M3 BbICYLLEHHOMO
pacTUTENBHOIO ChIPbSi.

Oenutca 100 yacten nsamenbYeHHOro BbICYLLEHHOIO pacTuTensHoro chipbs, 300 yacten Boabl 1 200 yacTen
MOJIOYHOM CbLIBOPOTKM Ha 7 4acTel, U Aanee W3rotaBNMBaeTCsl HacToWka B COOTBETCTBUM C TpeboBaHMSIMU,
onpeneneHHbIMK cnocobamun 6.1 - 6.2.
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PasBegeHus (noTeHUMM) M3 HACTOEK MaTpWUYHbIX (hepMeHTMpPOBaHHbIX FOTOBATCA MO Macce Ha Boae
OYMLLIEHHON CBEXENPUroTOBIIEHHOWN NPY BCTPAXMBAHUN (MOTEHLMPOBAHWN).

Mepsoe pecatnyHoe (D1) wunu nepBoe coTeHHoe passegeHue (C1) rotoButca wu3 1 yactu
hepMeHTUpOBaHHOW HacTonkn 1 9 unu 99 yacTen BoAbI.

BTtopoe pecatnyHoe (D2) wnu BTOpoe coTeHHoe (C2) pasBedeHue rotoBATcAa M3 1 4yacTy nepBoro
aecatunyHoro (D1) unn nepsoro coteHHoro (C1) passeaeHus n 9 nnmn 99 yacten sBoabl.

Mocneayolwme pasBefeHUss roToBATCA M3 OOHOM YacTu npedblgylwero OecATUMHOro WM COTEHHOro
passeneHusa u 9 unu 99 yacten Boabl.

Cnocob6 9a. NomeonaTnyeckMe mMaTpuyHble HACTOMKU Ha FMULEPUHE MOMy4valoT M3 YOUTLIX KUBOTHLIX UMK
CBEeXe3abUThbIX TeMNMOKPOBHbLIX XMBOTHbIX UMW UX YacTel 1 rnuuepuHa.

Ona nonydeHuna nepsoro gecatndHoro (D1) passegeHns unu nepsoro coteHHoro (C1) passegeHus 1 4actb
MENKO W3MENbYEHHOr0 WUCXOAHOro Chbipbs cmewwmBaetca ¢ 9 vactamu (gns D1) wnm 99 vactamm (gna C1,
cooTBeTcTBYlOWEeMY D2) rnuuepuHa 85% u BcTpsaxmBaetcs. Nepen namenbyeHneM gonyckaercs B 060CHOBaHHbIX
cnydasix npubaeneHne 1 yactu rnuuepuHa 85% k 1 yacTn ucxogHoro cbipbsi. B cnyyae HeobxoammocTy ocagok
OTUNbLTPOBLIBAETCS.

HacTtonka romeonaTnyeckass MaTpuyHas Ha rnuuepuHe OormkHa COOTBETCTBOBATb MEpPBOMY AECATUYHOMY
passegeHuio (D1).

BTtopoe pecatudHoe passeneHune (D2) rotoButca M3 1 4yacTu MaTpuUYHOM HACTOMKM M 9 yacTen rnuuepuHa
85% wnu cnupta atunosoro 15% (no macce).

TpeTbe gecatudHoe passeneHune (D3) rotoBuTtcs M3 1 YacTu BTOPOro AeCATUYHOIO UM NEPBOr0 COTEHHOrO
passeneHus (C1, cootrsetctByeT D2) n 9 yacten cnupta atunosoro 15% (no macce).

Mocnepytolme pasBegeHUs roTOBATCH aHanorM4Ho.

BTtopoe coteHHoe (C2) pasBegeHue rotoButcs M3 1 4acTu NepBOro COTeHHoro passegeHus (C1,
cooTBeTcTBYeT D2) 1 99 yactenm cnupta atunosoro 15% (no macce). lNocnegyowme pasBegeHns rOTOBATCA
aHanorm4Ho.

Ecnu BTOpoe gecatnyHoe pa3ssegeHue (D2) rotoButcs co cnuptom atunosbiM 15% (no macce), 3To JOMKHO
ObITb YKa3aHO B MapKMpOBKe.

Cnocob 96. N'omeonaTuyeckme MaTpU4YHble HACTOMKU Ha FMULEPUHE MONyYalT U3 YOUTbIX XMBOTHbLIX WIM
CcBeXe3abuTbIX TENMOKPOBHbLIX XMBOTHbIX UMW UX YaCTeN 1 ruuepuHa.

[lna nony4yeHus MaTpUYHOM HACTOMKN 1 YacTb MENKO M3MESNbYEHHOro MCXOOHOMo Chipbsi cMelwmBaeTcs ¢ 2,1
yacTtamu muuepuHa 85% u BcTpsxmBaeTcs. B cnydae Heo6XxoanMMOCTU cMecb PUnbTpyeTCs.

MepBoe pecatuyHoe passeneHue (D1) rotoBuTcs U3 3 4acTem MaTpUYHOM HACTOMKM M 7 4YacTen BOAbl
OYULLIEHHOMW.

BTopoe necatnyHoe pasegeHune (D2) rotoButca ns 1 yactu nepBoro OecsTMYHOro passegeHus n 9 yactem
BObl OYULLEHHOWN.

Mocneaytolme pasBegeHUs roTOBATCH aHanorM4Ho.

B cniyyae npurotoBrneHUs MHBEKLMOHHBIX PacTBOPOB MCMONb3YeTCA Boda AN MHBEKUWA BMECTO BOAbl
OYULLLEHHOMN.

BoagHble pasBegeHus, NPUrOTOBIIEHHbIE MO JaHHOMY CMOCOOY, OOSKHbI UMETb B MapKMpoBKE YyKasaHue
"BogHOE".

HacTtonkn romeonatmyeckne MaTpuyHble MMULEPUHOBBIE, MOSTyYEHHbIE MO AAaHHOMY Cnocoby, UCMOMNb3YHTCA
0119 MTPUrOTOBIEHUS XUOKUX Pa3BedeHUN AN MHBbEKUWIA, Kanerb rMasHblX, CMecen romeonaTnyeckmx.

Cnoco6 10a. Nomeonatvyeckme MaTpuUYHbIE HACTOWMKM Ha [MULEPUHE MOMyYalT W3 XKMBOTHbIX, YacTen
YKMBOTHBIX WUITM VX BbIAENEHUA U IMULEPUHA, COAEepXKaLlero HaTpus Xnopua.

OpHa 4YacTb MEeNKo U3MENbYEeHHOrO CbIpbsl XXUBOTHOMO MPOUCXOXOEHMS cMelwmnBaeTcst ¢ 5 vactamu 1,5%
pacTBopa HaTpusi xropuga B BOAE O4MLWEHHOW, 3ateM npubaBnsaetca 95 dacten mnuuepuHa. Cwmech
nepemMeLLMBaeTCa U OCTaBMseTCH A4S HacTaMBaHUSA B 3aLUULLEHHOM OT CBeTa MeCTe Mnpu TeMnepaType He Bbllle
20 °C B TeYEHME HEe MeHee 7 CYTOK, HO He Bonee 21 cyTOK Npy NEpMOSMYECKOM NepeMeLLBaHn. 3aTemM XngKocTb
OEeKaHTMpyeTca M npu  HeobxoguMmoctTn dunbTpyeTcda 4Yepe3 mapno. PunbTpat £BMASETCAS  HACTOMKOM
romeonaTtuyeckon maTpuyHon. Hactoirka romeonaTtmyeckass MaTtpudHasi COOTBETCTBYET BTOPOMY [OeCATUYHOMY
pa3seaeHunio (D2) unu nepeoMy coTeHHOMy pa3segeHuto (C1).

Mpn cTosiHUM BO3MOXHO ODpa3oBaHWEe ocafka, KOTOpbIA nepen AarnbHenlen nepepaboTkon Heobxoanumo
CyCcneHaMpoBaThb.

B kauyecTBe pacTBOpuTENS AN MPUrOTOBMNEHUS pa3BedeHMn ucnonb3yetca pactBop 0,2 yactu Hatpus
rmgpokapboHata u 8,8 yacten Hatpust xnopvga B 991 yactu BoAabl OYMWEHHOW. B crniydae npuroToBrieHus
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WHBEKLNOHHBIX pacTBOPOB UCMONb3yeTca BoAa ANs MHbEKL M BMECTO BOAbI OYULLLEHHOMN.

TpeTbe pecAaTndHoe pasBedeHue (D3) rotoBuTcss M3 1 4actM HacTorMkm maTpudHon (D2) n 9 yacrten
pacTtBopuTens. lNocneayoLme pa3BeaeHnsi rOTOBATCS aHaNornyHo.

Pa3BegeHus, ucnomnb3ayemble s NOMyYeHUsT MHHLEKLMOHHBIX PacTBOPOB, FOTOBATCS CneayrowmMm obpasom:
yeTBepTOE AecATMdHOoe passeneHue (D4) rotoButcs n3 1 vactm Tpetbero gecatuyHoro (D3) passegeHus, 5,6
yacTu pactesopuTens 1 3,4 Yactu Boabl 4S5 UHBbEKLWIA.

Mocnepytolme pa3BeaeHnsi FOTOBATCS, MCNOSb3yS BbllLieyKa3aHHbIA pacTBOPUTENb.

BTtopoe coteHHOe pasBegeHue (C2) rotoButcs M3 1 yactu Hactonku matpuyHon (C1) n 99 vacten
pacTBopuTens.

Mocnegyolme [OecATUYHbIE UM COTEHHblE pa3BedeHWst TOTOBATCA aHanorMyHO, WCMNONb3yst TOT XKe
pacTBopuTESb.

Cnoco6 106. NomeonaTnyeckMe MaTpUYHbIE HACTOWMKM Ha [nuvuepuHe MNonyqarT M3 KUBOTHBLIX, 4YacTew
XMBOTHbIX UINW X BbIAENEHUIA U MULEPUHA, CoAepXKallero HaTpus xrnopua.

OfHa YacTb MENKO M3MENbYEHHOro CbIpbSl XUBOTHOMO MPOUCXOXOEHUS CMmelumBaeTca ¢ 5 yactamu 4%
pacTBopa HaTpusi xfopuaa B BOAE OYMLLEHHOW, 3aTeM npubaensetcsa 95 yacten rnuuepuHa. [danee HacTomnka
N3roTaBnNMBaeTCs B COOTBETCTBMM C TpeboBaHMsMU, onpeaeneHHbiMu B cnocobe 10a.

HacTtonka romeonaTtnyeckas maTpuyHas A4OMmkKHa COOTBETCTBOBATb BTOPOMY AECATUYHOMY pa3sseaeHuto (D2)
Unun NnepeBoMy coteHHoMy passegeHuto (C1).

B kavecTtBe pacTBopuTend Ons NPUrOTOBNEHUS pasBefeHun ucnonbdyeTtca pactBop 0,2 yactm Hatpus
rmgpokapboHaTta 1 8,8 yacten HaTpusa xnopuga B 991 yactm BOAbl OuMLLEHHOW. B cnyyae npurotoBneHuu
WHBEKLUNOHHBIX pPacTBOPOB MCMOMb3YeTCs pPacTBOP aHanorM4yHOro cocTaBa, MPUIrOTOBMEHHbLIN Ha Boge Ans
MHBEKLNN.

PassegeHus rotoBATCA B COOTBETCTBUM C TpeboBaHusMW, onpegeneHHbiMu B cnocobe 10a, ucnonbayd
BblLLIEyKa3aHHbIN pacTBOpUTENb.

Cnoco6 10B. [omMeonaTnyeckme MaTpuUYHblE HACTOWMKM Ha FMULEPUHE MOSMyvalT U3 KUBOTHLIX, YacTen
XXMBOTHbIX UMK UX BbIAENEHWI U IMULEPUHA, COOEPXALLEro HaTpms xnopua.

OpHa yacTb Menko M3MenbYeHHOrO CbIpbS >XMBOTHOMO MPOUCXOXOEHWUs cMeluvBaeTcs ¢ 5 vactamu 8%
pacTBopa HaTpusi xnopuaa B BOAE OYMLLEHHOMW, 3aTem npubaBnsietcss 95 vacten rmuuepvHa. [Janee Hactomnka
N3roTaBNMBaETCsl B COOTBETCTBMM C TPeDOOBaHNsIMK, onpeaeneHHbIMM B cnocobe 10a.

HacTtorka romeonaTtnyeckas maTpuyHas 4oMmkHa COOTBETCTBOBATb BTOPOMY AECATUYHOMY pa3BedeHuto (D2)
Unn nepBoMy COTEHHOMY pa3eaeHuto (C1).

B kauecTtBe pacTBopuTensd O NPUrOTOBIEHUS pasBeneHun ucrnonbdyeTtca pacteop 0,2 yactm Hatpus
rmgpokapboHaTta 1M 8,8 yactenm HaTpust xnopuga B 991 4yactm BoAbl OuYMLLEHHOW. B cnyyae npurotoBneHus
MHBEKLMOHHbIX PacTBOPOB MCMOMb3yeTcs BoAa /151 MHBEKLMIA BMECTO BOAbI OYULLEHHOMN.

PasBeageHuns rotoBaTcs B COOTBETCTBMM C TpeboBaHMAMMK, onpedeneHHbiMn B criocobe 10a, ucnonbaysi
BblLLIEYKAa3aHHbIA PacTBOPUTENb.

Cnoco6 10r. lomeonaTnyeckMe MaTpuyHble HAaCTOMKM Ha MMLEpMHE NOMy4aloT M3 COCTaBHbIX YacTen KPOBU
nowaaw.

OT6op KpoBM ONA MOMyYeHUS COCTaBHbIX YacTen MPOU3BOAUTCS BETEPMHAPHLIM BPadYOM OT XKMBbIX
nowagen. KpoBb XXMBOTHOrO, Nofny4eHHasi npy yboe ckota, He AOIMKHA UCMONb30BaThCH. Y XMBOTHOrO OTOUpaeTcs
200 mn KpoBM M KaxkabIi M1 KpoBu cmelwumnBaetca ¢ 15 ME renapuHa Hatpusa n 0,625 mn 0,9% pactBopa HaTpus
xnopvga. [locne oTaeneHus COOTBETCTBYIOLUMX COCTaBHbIX YacTell KpPOBM C MOMOLLBbI LEeHTpudyrn gns
hpaKLUNOHMPOBAHMSA K MOMYyYEeHHOMY KIeTOYHOMY ocadKy npubasnsetca kaxgbii pa3 1,1 mn 0,9% pactBopa
HaTpuUs XNopvaa 1 0CafoK pecycreHampyeTcs.

3atem 1 yacTb KMNETOYHOro ocagka cmewBaeTcsa ¢ 5 yactamu 1,5% pactBopa HaTpus xropuaa B Boae
OouULLIEHHON, 3aTeM npubaensieTcs 95 yacTten rnuuepuHa. CMecb OCTaBMsIETCS B 3alLMLLEHHOM OT CBeTa MecTe
npu Temnepatype He Bbiwe 20 °C B TeyeHMe He MeHee 7 CyTOK, HO He Gonee 21 cyTok. 3aTeM >XMOKOCTb
OEeKaHTMpyeTcs n, Npyn HeobxoaumocTn, hunbTpyeTcs Yepes Mmaprnio. PuneTpart ABAAETCA MaTPUYHOM HAaCTOMKOMN.

HacTtonka romeonaTnyeckass MaTpuyHasi Ha IMMUEpVHEe OOJDKHA COOTBETCTBOBATb BTOPOMY AECATUYHOMY
passegeHunio (D2) unu nepeoMy coteHHoMy pa3segeHuto (C1).

Mpu cTOsHUM BO3MOXHO OOpa3oBaHMEe OcajKa, KOTOpbI nepen AanbHewnwen nepepaboTko Heobxoanmo
CyCcneHaMpoBaThb.

B kayecTtBe pacTBOpuUTENS ONS MPUrOTOBMNEHMS pa3BedeHun ucnonbdyetcs pacteop 0,2 yactm Hatpusi
rmgpokapboHata u 8,8 yactem Hatpus xnopuga B 991 vyacTtu BoAbl ouuMweHHOW. B cnydae npurotoBneHum
WMHBEKLMOHHBIX PAacTBOPOB UCMOMb3yeTcs BoAa Ans UHLEKLMA BMECTO BOAbI OYULLIEHHOWN.

5513 75


http://disuria.ru/

Mpuka3 Munsgpasa P® ot 26.10.2015 N 751H — O6 yTBep>XaeHUM NpaBuil U3roTOBIEHUS M OTNYCKa NIeKapCTBEHHbIX NpenapaToB Ans
MEANLMHCKOrO MPYMEHEHNS anTeYHbIMU OpraHn3aumnsiMu, UHaMBMAYanbHeIMU NPeAnpUHUMAaTENSMN, UMEIOLLMMM NIULLEH3NIO Ha
hapmaLleBTMUECKYIO AeATENbHOCTb — [leNcTBYoLWas nepeas pefakumsa — 3apeructpuposaHo B MuHiocte PO 21.04.2016 N 41897 — Hauano
Aevicteua gokymenta 01.07.2016

TpeTbe pecAaTndHoe pasBedeHue (D3) rotoBuTca M3 1 4acTM HacTtomku matpudHonm (D2) n 9 vacten
pacteopuTens. MNocnegylowme passefeHns roToBATCA aHanornyHo.

BTtopoe coteHHoe (C2) pasBegeHue rotoButcs M3 1 yactu Hactonku matpuyHon (C1) n 99 vacten
pacteopuTens. MNocnegyowme passegeHns roTOBATCA aHanornyHo.

HacTonkn romeonatMyeckme MaTpuUyHble W UX pasBedeHusl, W3roTOBMNEHHble B COOTBETCTBUM C
TpeboBaHuAMK, onpegeneHHbiMM B crnocobax 9a, 10a, 106, 108, 10r, ucnonb3ywTCa ANS MPUrOTOBNEHUSA
TPUTYpaLmni, XUOKUX pasBedeHUn ONd VHbekuun, Masewn, Cynnos3vTopueB, rMasHblX Kanenb, rpaHyn, a Takke
cMecel romeonaTU4ecKumx.

Onpe,qeneHMe cogepXaHuda Coka B CBeXxXeM J1ekapCTBeHHOM paCTUTES1IbHOM Cblipbe

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

B nByx npoGax maccoi no 3 - 5 r uaMenb4YeHHOro pacTUTENBHOMO Chipbs (B3BELUEHHbIX C MOTPELLIHOCTLIO A0
* 0,01 r) onpeagensieTca BNaXxHOCTb. 3aTeM HeOOMbLLOE KONMMYECTBO M3MENBbYEHHOTO CbIpbsi OTKUMAaEeTCsl nog
NPeccoM, U NOMyYEHHbIN COK PpUnbTpyeTca Yepe3 OymMaxHbIN cknagyaTtbii (ounbTp 4O NOMyYEeHUst NPO3padvHoro
dwvnbTpaTta. B gByx npobax no 5r + 0,01 r onpegensieTcst cogep)xaHue Cyxoro ocratka.

CopaepxaHue coka B cbipbe B npoueHTax (X) Beluncnsaetcs no gopmyne (4):

_ 100xW

- (4)1
100-B

roe W - BNaxHOCTb Cbipbs, %;

B - copepxaHue cyxoro octatka B ounbTparte, %.

Cnocob 2 (B cbipbe € BnaKHOCTbO MeHee 60%).

OnpepensieTcst BNaXHOCTb M3MENbYEHHOro pacTUTENBbHOIO Chipbs, Kak ykazaHo B cnocobe 1.

K25r = 0,01 r uamenb4eHHOro pacTUTeNbHOro Chipbs NPUbaBnsieTcsi paBHoe (N0 Macce) KoNM4ecTBO BOAb!
OYULLIEHHON, NEepEMELLMBAETCA M HacTaMBaeTCa B TeueHme 24 4yacoB, nocne 4vero punbTpyeTcs 4O NOSydYeHUs
npospayHoro cunbtpata. 3atem B ABYX npobax no 5 r = 0,01 r nonyyeHHoro dunbTpaTta onpegensieTcs
coaepxaHue Cyxoro ocraTka.

CopeprkaHune coka B chipbe B npoueHTax (X) Bblumucnaetcs no cdopmyne (5)

5 _ 100x(W +B)

5),
100-B ©)

roe W - BNaxXHOCTb Cbipbs, %;
B - cogeprkaHue cyxoro octatka B cpunbTpaTte, %.

MpunoxeHue N 14 k [NpaBnnam N3rotoBNeHNs 1 OTNycka NekapCTBEHHbIX NpenapaToB AN MeAULMHCKOro
NMPYMEHEHMS anTeYHbIMU OpraHU3aunsMn, MHANBUAYanbHbIMU NPeanpUHUMATENSMU, UMEKLLUMU INLIEH3NIO Ha
hapmaLleBTUHECKYIO AeATENbHOCTb, YTBEPXKAEHHbIM Npuka3oM MuHsgpasa PO ot 26.10.2015 N 751H

KoadppumumeHTsl 3ameltermns (Ex) n obpatHble koadurumneHTsl 3amelleHmns (1 / Ex) HEKOTOPbIX NTeKapCTBEHHbIX

cpencTs
N n/n HanmeHoBaHMe nNekapCcTBEHHOIO CpeacTBa KoaddunumeHT O6paTHbIn kK03 PULUMEHT
3ameLleHus 3ameLleHus
(Ex) (11 Ex)
1. AMIONUMITNH 1,72 0,59
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2. AHarnbrmH 1,27 0,79
3. AHecTesnH 1,33 0,75
4, Anunak 1,48 0,68
5. AckopbuHOBas kucnorta 1,73 0,58
6. BeHaunneHMuunnuHa HaTpmesas conb 1,75 0,57
7. BopHas kucnota 1,60 0,625
8. BucmyTa HUTpaT OCHOBHOM 4,80 0,21
9. "niokosa 1,23 0,81
10. |Oepwmaton 2,60 0,38
11. MNxTnon 1,10 0,91
12. Kanbuwna rniokoHat 2,01 0,50
13. | Kamdopa 0,98 1,02
14. | Kcepodhopm 4,80 0,63
15. JleBOMULIETUH 1,59 0,63
16. | Macno kactopoBoe 1,00 1,00
17. |Hartpusa 6pomug 2,22 0,45
18. |Hartpusa rugpokapboHaT 2,12 0,47
19. Hatpusa canvumnat 1,98 0,52
20. |HosokaunH 1,40 0,71
21. |lNanaBepwHa rugpoxnopug 1,59 0,63
22. |MapadcuH 1,00 1,00
23. [MpoTapron 1,40 0,71
24. PesopuunH 1,41 0,71
25. Cepa ocaxgeHHast 1,41 0,71
26. CTpentoMmumH 0,26 0,80
27. | TeodunnuH 1,23 0,81
28. deHuncanmuunart 1,40 0,72
29. | deHobapbutan 1,40 0,71
30. dypasonunaoH 1,81 0,55
31. LilnHka okecua 4,00 0,25
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32. LinHka cynbat

2,00

0,50

33. | QydwunnuH

1,25

0,80

KoadppumumeHT 3amelLleHns nokasbiBaeT KONMYECTBO NEKapCTBEHHONo cpeacTBa, KOTopoe 3aHMMaeT Takow
Xe 0bbem, kak 1 1,0 xxupoBoi ocHoBbl. O6paTHbIV KOSMOULNEHT 3aMeLLEHNsI NMOKa3blBaeT KOMMYECTBO XNPOBOM
OCHOBBbI, KOTOPOE 3aHUMAaET Takon e 0b6beMm, kak 1 1,0 nekapcTBEHHOro cpeacTea.

MpunoxeHue N 15 k [NpaBnnam nsrotoBneHUs 1 OTNycka nekapCTBEHHbIX NpenapaToB A5S MeauLMHCKOro
NPUMEHEHUS anTeYHbIMU OpraHu3aunsaMn, HANBUAYanNbHLIMW NpeanpUHUMaTENS MU, UMEKOLLUMU NNLIEH3NIO Ha
hapmMaLeBTUYECKYIO AeATENbHOCTb, yTBEPXAEHHbIM npuka3oM MuHsgpasa PO ot 26.10.2015 N 751H

TpeboBaHMs K pexxumMamM CTepunmsanum NekapCcTBEHHbIX NpenapaToB

Tabnuua N 1
PactBopbl 45151 UHBbEKLMI N UHAY3NIA
N n/n HanmeHoBaHne CoctaB Pexum Mpogomkute | [MpumevaHune
neKkapCTBEHHOrO cTepunusauun NBHOCTb
npenapara (Temnepartypa, XpaHeHus
BpeMS) (cyTkn)
1 2 3 4 5 6
1. Pacteop atponuHa | AtponuHa cynbgata 0,5r, 1| 120 °C - 8 MuH. 30 XpaHeHue B
cynbdara 0,05%, rob10r, 25,50, 3allULLEHHOM OT
0,1%, 1%, 2,5%, 5% PacTtBopa kucnotbl cBeTa MecTe
xnopuctosogopogHon 0,1 M
10 mn,
Bogbl ans nubekumn o 1 n
2. Bopa ans nHbekumn 120 °C - 8 MUH. 30
3. PactBop rmuuepuHa | MuuepuHa (B nepecyete Ha | 120 °C - 8 MuH. 30
10% ©essogHbIi) 100 T,
Hatpua xnopmaga 9,
Bopgbl ans nubekumn o 1 n
4, PacTtBop rntoko3sbl Moko3bl (B nepecyeTe Ha 120 °C - 8 MuH. 30
25% 6esBogHyto) 50 1, 100 r, 200
r,250r,
PactBopa KMcnoThl
xnopuctosogopogHon 0,1 M
nopH3,0-4,1,
Hatpus xnopuga 0,26 ,
Boabl ans nHbekumn 0o 1 n
5. PactBop rntokoabl "Mtoko3bl (B NnepecyeTe Ha 120 °C - 8 MUH. 60

5% c kanus
xnopugom 0,5% vnu
1%

©esBogHyto) 50T,
Kanus xnopmga 5 runm 10,
Boab! ans nHbekumn oo 1 n
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6. PacTBop rnokosbl "Mioko3bl (B nepecyeTe Ha 120 °C - 8 MUH. 90
10% coneBom ©esBogHyto) 100 T,
Kanusa xnopuga 2,
Kanbuua xnopuga (B
nepecyeTe Ha 6e3BOAHbIN)
04r,
Boabl ang nubekumin o 1 n
7. PacTtBop anbasona Onbasona5r,10r, 20T, 120°C -8 muH. | 60 (0,5% u
0,5%, 1%, 2% PacTtBopa kucnotbl 1% p-p)
xnopuctosogopoaHon 0,1 M 30 (2% p-p)
10 mn,
Boabl ans nHbekumii go 1 n
8. PacTtBop aukaunHa OukanHa 11, 2,5, 3, 120 °C - 8 MUH. 30
0,1%, 0,25%, 0,3% PacTtBopa kucnotbl
XJTOPUCTOBOAOPOAHOM
0,1 M 10 mn,
Boabl ans nHbekumii ao 1 n
9. PacTtBop aukaunHa Oukanna 10T, 20 T, 120 °C - 8 MuH 90
1%, 2% Hatpua tnocynedarta 0,5,
Boabl ans nHbekumii go 1 n
10. | PactBop gumeapona Oumegpona 10r, 20T, 120 °C - 8 MuH 30 XpaHeHue B
1%, 2% Bogbl ang nubekumn o 1 n 3allULLEHHOM OT
cBeTa MecTe
11. | XwugkocTtb NeTpoBa Hatpusa xnopuga 15, 120 °C - 8 MuH 30
KpoBO3ameHsoLLas Kanusa xnopuga 0,2,
Kanbuuna xnopuga 1,
Bogbl ang nubekumn o 1 n
12. PacTtBop kanus Kanusa xnopmga 5,101, 30 | 120 °C - 8 MuH 30
xnopuga 0,5%, 1%, r,50r 75r, 100,
3%, 5%, 7,5%, 10% | Boabl onga uHbekumn go 1 n
13. PacTtBop kanus Kanusa xnopuga 2,5r,5r, 10 | 120 °C - 8 MuH 30
xnopuvga 0,25%, r,
0,5%, 1% c rmoko3on | [noko3bl (B NepecyeTe Ha
Unun HaTpus 6esBogHyto) 50 r unu HaTpus
Xopngom xnopuga 9,
Bogbl ans nubekumn o 1 n
14. PacTtBop kanbums Kanbuusa rntokoHata 100 r, 120 °C - 8 MuH 7
rntokoHaTa 10% Boabl ans nHbekumii 4o 1 n
15. PactBop kanbuua Kanbums xnopmga 2,5r,5r, | 120 °C - 8 MuH 30
xnopuga 0,25%, 10r,50r, 100,
0,5%, 1%, 5%, 10% | Boab! ans uHbekumn o 1 n
16. PactBop
Kapguonnern4yeckmim
N 1a Hatpus xnopunga 4,5, 120 °C - 8 mvH 6 mec.

Kanus xnopuaa 2,22,
Marnus xnopvga (B
nepecyeTe Ha 6€3BOAHbIN)
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N 16

04r,

"Moko3bl (B NepecyeTe Ha
6e3BoaHyto) 1,
MaHnuTa 18,

Boabl ang nubekumin o 1 n

"Moko3bl (B NepecyeTe Ha
©esBogHyto) 50T,
Marnus cynecata 15,
Kanua xnopupga 45,
Boabl ans nHbekumii go 1 n

120 °C - 8 MuH

2 cyT.

17.

PacTteop
KapAaunonnernyeckui

N 2a

N 26

Kanua xnopuga 5,6 r
Hatpua xnopuga 5,0 r
["ntoko3bl (B NnepecyeTe Ha
©e3BoaHY0) 6,45 T
MaHHuTa 23,651
Boabl ans nHbekumii go 1 n

"ntoko3bl (B NepecyeTe Ha
6e3BoaHyt0) 50 T,
Marnus cynbcata 15,
Kanusa xnopuga 15,
Bopabl ang nubekumn o 1 n

120 °C - 8 MuH

120 °C - 8 MuH

60

2 cyT.

18.

PacTteop
KapAnonmernieckum
N3

Hatpua xnopuga 4,5,
Kanusa xnopupa 1,125,
MarHus xnopuga (B
nepecyete Ha 6e3BOAHbIN)
3,232,

Kanbuusa rntokoHata 0,3 r,
"ntoko3bl (B NepecyeTe Ha
©e3BogHyt0) 1,
MaHHuTa 19,

Bogbl ang nubekumn o 1 n

120 °C - 8 MuH

12 mec.

19.

PacTBop
"KsapTaconb"

Hatpusa rugpokap6oHaTta 1,
Hatpusa auetata 2,6 r,
Hatpus xnopuga 4,75,
Kanusa xnopuga 1,5,
Bopgbl ans nubekumn o 1 n

120 °C - 8 MuH

90

20.

PacTtBop KMCnoThl
rntotammHoBon 1%

Kucnotbl rmtotamuHoson 10
r!
Boabl ans nHbekumn oo 1 n

120 °C - 8 MuH

30

XpaHeHue B
3aLUMLLEHHOM OT
cBeTa MecTe

21.

PactBop kodeunHa-
OeH3oaTta HaTpus
10%, 20%

KodenHa-6eH3oaTta HaTpus
100, 200,
PactBopa HaTtpa egkoro 0,1
M, 4 mn,

Boab! ans nHbekumn go 1 n

120 °C - 8 mvH

30

22,

PacTtBop marHus
cynbcata 2%

MarHus cynbcpata 20 T,
Boabl ans nHbekuymn go 1 n

120 °C - 8 mvH

2 cyT.
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23. PactBop HaTpus Hatpus 6eH3oata 150 T, 120 °C - 8 MuH 30
6eH3oaTa 15% Boabl ons nHbekumn 0o 1 n
24, PacTtBop HaTpus Hatpusa 6pommnga 50, 100, | 120 °C - 8 MyH 30 XpaHeHue B
6pomuaa 5%, 10%, 200, 3aLUMLLEHHOM OT
20% Boabl ang nubekumin o 1 n cBeTa MecTe
25. PacTtBop HaTpus HaTpusa rugpokapboHata 120 °C - 8 MuH 30
rmgpokapboHata 3%, | (x.4. unny.g.a) 30, 40, 50
4%, 5%, 7% r,70r,
Boabl ans nHbekumii go 1 n
26. PacTtBop HaTpus HaTpusa rugpokap6oHata 30 | 120 °C - 8 MuH 30
rmapokapboHata 3%, r,40r, 50r, 70r, 84r
4%, 5%, 7%, 8,4% | TpunoHa b 0,1 r (gna 3 - 5%
cTabunuavpoBaHHbin | p-pa) n 0,21 (ansa 7 - 8,4% p-
pa)
Boabl ans nHbekumii ao 1 n
27. PacTtBop HaTpus Hatpua xnopmga 4,5, 9r, 120 °C - 8 MuH 90
xnopuga 0,45%, 58,5, 100,
0,9%, 5,85%, 10% | Boabl ans nHbekuun go 1 n
28. PacTBop HaTpus Hatpusa xnopuga 30, 120 °C - 8 muH 2 cyT.
xnopuaa 3% Boabl ans nHbekumii oo 1 n
29. PacTteop HaTpus Hatpua uutparta (B 120 °C - 8 MuH 30
uutpata 4%, 5% nepecyeTe Ha cyxoe
Bewecteo)40r, 50,
Bopgbl ang nubekumn o 1 n
30. PacTteop HaTpus Hatpus 120 °C - 8 MuH 7 XpaHeHue B
napaamuHocanuuuna | napaammHocanuumnata 30 r 3aLUMLLEHHOM OT
Ta 3% HaTpusa cynbduta cBeTa MecTe
6e3BogHOro 5 r
Bogbl ans nubekumn o 1 n
31. PacTteop HaTpus Hatpua canvumnara 30, 120 °C - 8 MuH 30 XpaHeHue B
canuumnata 3%, 100 r 3alUULLEHHOM OT
10% HaTpusa metabucynsgputa 1 cBeTa MecTe
r
Bogbl ans nubekumn o 1 n
32. PacTteop HukotnHamnga 10, 20, 25| 120 °C - 8 MuH 30 XpaHeHue B
HukoTUHamuaa 1%, r,50r, 3alUULLEHHOM OT
2%, 2,5%, 5% Bogbl ans nubekumn o 1 n cBeTa MecTe
33. | PacTtBop HoBokanHa | HosokauHa 2,51, 5T, 10T, 120 °C - 8 MuH 30 XpaHeHue B
0,25%, 0,5%, 1%, 20, 3alMLEHHOM OT
2% PactBopa KMcnoThl cBeTa MecTe
xnopuctosogopogHon 0,1 M
nopH 3,8-4,5,
Boabl ans nHbekumn 0o 1 n
34. PactBop HoBokanHa | HoBokamHa 201, 50, 100, | 120 °C - 8 MuH a0 XpaHeHue B

2%, 5%, 10%

PacTtBopa knucnothl
xnopuctosogopogHon 0,1 M
4 mn, 6 mn, 8 mn,

3aLLMLLEeHHOM OT
cBeTa MecTe
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Hatpua tnocynecarta 0,5,
Boabl ang nubekumin o 1 n

35. | PacTtBop HoBOKaunHa HosokanHa 50 r Pacteop He 1 XpaHeHuve B
5% pn«a Boabl ang nubekumin o 1 n CTEPUIIU3YIOT. 3alMLLEHHOM OT
CMMHHOMO3roBOM HoBokauvH B cBeTa MecTe
aHecTe3un nopoLLke
CTEPUNU3YIOT
ropsiunm
BO3yXOM MpK
120 °CB
TeyeHne 2 4acos.
oTOBAT Ha
CTEpPUIbHOMN
BoAe C
nocneayoLlemn
MUKpobunbTpay
nen pacTteopa
36. PacTteop ManaBepuHa rmgpoxnopuga | 120 °C - 8 MuH 30 XpaHeHue B
nanasepuHa 20, 3alMLLEHHOM OT
rmgpoxnopuaa 2% | Boabl ons nHbekumii go 1 n cBeTa MecTe
37. Pacteop PwuHrepa - Hatpua xnopuga 5,26 r, 120 °C - 8 MuH 30
aueTaTa Hatpusa auetata (B
nepecyete Ha 6e3BOAHbIN)
41,
Kanbuua xnopuga (B
nepecyete Ha 6e3BOAHbIN)
0,28,
MarHus xnopuga (B
nepecyete Ha 6€3BOAHbIN)
0,14,
Kanusa xnopuga 0,37,
Kucnotbl
XJTOPUCTOBOAOPOAHOM
passegeHHon (8%) 0,2 mn,
Bopgbl ans nubekumn o 1 n
38. PacTteop PwuHrepa - Hatpua xnopmaga 9, 120 °C - 8 MuH 30 (cpok | Mony4atoT nyTem
Jlokka Kanus xnopuga 0,2, XpaHeHust cMeLlInBaHus
Kanbuua xnopuga 0,2 r, KaXkgoro n3 | paBHbIX 06BbEMOB
Hatpusa rmgpokap6boHara 0,2 pacTBOpOB) | OBYX OTAENbHO
r, NPUrOTOBMNEHHbIX
Moko3bl (B nepecyeTe Ha "
fesBogHyto) 1, npocTepunnn3oBa
Boabl ans nHbekumn oo 1 n HHbIX PacTBOPOB
(HaTpuna
rmgpokapboHaTta
W TTIHOKO3bI C
consimmn)
39. PactBop CnasmonutnHa 5, 10T, 120 °C - 8 MuH 30 XpaHeHue B
cnasmonutuHa 0,5%, PacTtBop KMCnoThl 3aLUULLEHHOM OT
1% xnopucrtosogopogHon 0,1 M cBeTa MecTe

20 mn,
Boabl ans nHbekumn oo 1 n
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40. PactBop Ctpentoumaa pacteopumoro | 120 °C - 8 MuH 30 XpaHeHue B
cTpenToumnaa (B nepec4yeTe Ha cyxoe 3alULLEHHOM OT
pacTteBopumMoro 5%, Bewectso) 50T, 100, cBeTa MecTe
10% Hatpua Tnocynedata 1,
Boabl ang nubekumin o 1 n
41. |PacTBOp TpuMekanHa | TpumekauHa (B nepecyeTe 120 °C - 8 MuH 30 XpaHeHuve B
0,25%, 0,5%, 1%, Ha 6e3BogHbIN) 2,5T, 5T, 10 3alMLLEHHOM OT
2%, 5% r,20r,50r, cBeTa MecTe
HaTpusa xnopuga 9r, 7, 5, 5% pacTBop He
Boabl ans nHbekumii go 1 n MN30TOHUPYIOT
42. PacTBop cpyparuHa dyparnHa pacTBOpMMOro 100 °C - 30 muH 7 XpaHeHue B
pactsopumoro 0,1% 10% c HaTpust xnopunaom 3almieHHOM OT
C HaTpua Xropuaom 90% - 10, cBeTa MecTe
0,9% Boabl ans nHbekumii go 1 n
43. | PactBop acbegpuHa | JdenpuHa rmgpoxnopuaa 120 °C - 8 MuH 30 XpaHeHue B

rmgpoxnopuaa 2%,
3%, 5%

20r,30r,50rT,
Boabl ans nHbekumii go 1 n

3aLlM1LLEHHOM OT
cBeTa MecTe

MpumedvaHue: Bpems cTepunn3aumMoHHON BbIEPXKKN yKa3aHo Ans pactsopos obbemom 4o 100 mn.

Opyrue cTtepunbHble pacTBOpbI

44, PacTteop rntoko3bl "ntoko3bl (B NepecyeTe Ha 120 °C - 8 MuH 90
50% (ans BessogHyto) 500,
WHTpaaMHearnbHOoro Bopabl ounieHHon go 1 n
BBELEHMSA)
45, PacTtBop kucnothbl Kucnotbl 6opHom 20 T, 120 °C - 8 MuH 30
©opHon 2% Boabl ounweHHon go 1 n
46. PacTteop MeTunypaumna 7, 120 °C - 8 MuH 30 XpaHeHue B
meTtunypaumna 0,7% Boabl ounweHHon go 1 n 3allULLEHHOM OT
cBeTa MecTe
47. PacTteop HaTpus Hatpusa teTpabopaTta 20, 120 °C - 8 MuH 30
TeTpaboparta MmuuepnHa 80 r
20% B rnuuepuHe
48. PacTteop HaTpus Hatpusa xnopuaa 200 T, 120 °C - 8 MuH 90
xnopvga 20% (ans Boabl ounieHHon ao 1 n
WHTpaaMHearbHOoro
BBEOEHMS)
49, PactBop ®ypauunuHa 0,11, 0,2, 120 °C - 8 MuH 30 XpaHeHue B
dypaumnmHa 0,01%, Hatpus xnopuga 9, 3alMLEHHOM OT
0,02% Boabl ounieHHon go 1 n cBeTa MecTe
50. PactBop PactBopa xnoprekcugmHa 120 °C - 8 MuH 90
XIioprekcugunHa ovrntokonaTa 20% 1 mn, 2,5
owvrntokoHaTa 0,02%, M,
0,05% Boabl ounieHHon oo 1 n

Tabnuya N 2

[MasHble kannu, pacTBOpbl AnA OpoLleHUnsA, KOHLUEHTPUPOBaHHbIE PACTBOPbI OJ14 U3FrOTOBJIEHUA TMA3HbIX Kanesib
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N m\n HaumeHoBaHue (cocTtaB) Pexum MpoJomKUTENLHOCTL MpumevaHue
cTepunusauumn XpaHeHust Npu
(Temnepartypa, Temneparype:
Bpems)
He Bbiwe 25| 3-5°C
°C
1 2 3 4 5 6
2.1. nasHble kannu
51. PacTtBop aTtponuHa cynbdaTta 100 °C - 30 muH 30 XpaHeHue B
0,25%, 0,5%, 1% 3alMLLEHHOM OT
CocraB: AtponuHa cynbdaTta cBeTa MecTe
0,025r,0,05r,0,1T,
Hatpusa xnopuaa 0,088 r, 0,085
r,0,08r,
Boabl ounweHHon go 10 mn
52. | PactBop aukaumHa 0,25%, 0,5%, | 100 °C - 30 MuH 30
1%
CocraB: [lukanHa 0,025, 0,05,
0,1r,
Hatpusa xnopuga 0,085 r, 0, 081
r, 0,072,
Bopgbl ounieHHon go 10 mn
53. PactBop gukaunHa 0,5%, 1%, 120 °C - 8 muH 90 90 (0,5% | 5% pacTtBOp roToBAT
2%, 3% pacTtsop) 6e3 ctabunumsaTopa.
Cocras: ukamna 0,05, 0,1, 30 (1% Henb3sa xpaHuTb B
0,2r,0,3r, pacTtBop) | xonogunbHuke 2% un
Hatpwus xnopuga 0, 081 r, 0,072 3% pacTBopbl.
r,0,053r, 0,035,
Bopgb! ounieHHon go 10 mn
54, Ovkanna 0,05 T, 120 °C - 8 MuH 30 30
LinHka cynbcata 0,05 T,
PactBopa kucnotbl 6opHon 2% -
10 mn
55. OvkannHa 0,05 T, 120 °C - 8 MuH 30 30 Mocne ctepunusauum
LinHka cynbcata 0,05 T, 1 oxnaxgeHusi
PesopuwnHa 0,05, pacTBopa,
PacTteopa kucnotbl 6opHon 2% - cogepallero gukauH,
10 mn Kncnoty 6opHyto,
UWHKa cynbgar,
pobasnseTcsa
pes3opunH B
acenTUYecKmx
YCIOBMSX
56. Pacteop aumegpona 0,25%, 120 °C - 8 muH 90 a0 XpaHeHue B
0,5%, 3alULLEHHOM OT
CocraB: Aumegpona 0,025, cBeTa MecTe
0,05,
Hatpua xnopuga 0,085, 0,08 r,

64 n3 75


http://disuria.ru/

Mpuka3 Munsgpasa P® ot 26.10.2015 N 751H — O6 yTBep>XaeHUM NpaBuil U3roTOBIEHUS M OTNYCKa NIeKapCTBEHHbIX NpenapaToB Ans
MEANLMHCKOrO MPYMEHEHNS anTeYHbIMU OpraHn3aumnsiMu, UHaMBMAYanbHeIMU NPeAnpUHUMAaTENSMN, UMEIOLLMMM NIULLEH3NIO Ha
hapmaLleBTMUECKYIO AeATENbHOCTb — [leNcTBYoLWas nepeas pefakumsa — 3apeructpuposaHo B MuHiocte PO 21.04.2016 N 41897 — Hauano
Aevicteua gokymenta 01.07.2016

Boabl ouniieHHon go 10 mn

57. Oumeppona 0,02, 120 °C - 8 MuH 30 XpaHeHue B
PacTBop kucnotbl 6opHoi 2% - 3almieHHoOM oT
10 mn cBeTa MecTe
58. PacTBop kanusa noauaa 3%, 120 °C - 8 MuH 30 30 XpaHeHuve B
Cocras: Kanusa noguga 0,3, 3alUULLEHHOM OT
Boabl ounweHHon go 10 mn cBeTa MecTe
59. Kanusa nogunaa 0,05, 120 °C - 8 muH 90 90 XpaHeHue B
Kanbuumsa xnopuga (B nepecyete 3alULLEHHOM OT
Ha 6e3BogHbIN) 0,05 T, cBeTa MecTe
HaTpusa xnopuga 0,055,
Boabl ounweHHon go 10 mn
60. PacTtBop kanbumsa xnopvaa 3%, 120 °C - 8 MuH 30
Cocras: Kanbuusa xnopuga (8
nepecyete Ha 6e3soaHbIN) 0,3 T,
Boabl ounweHHon go 10 mn
61. |PacTtBop kucnotbl ackopbuHoson| 100 °C - 30 MuH 2 7 XpaHeHue B
0,2%, 3alULLEHHOM OT
Cocras: Knucnotbl ackopbuHoBom cBeTa MecTe
0,02r,
Hatpua xnopuga 0,086 r,
Bopgbl ouneHHoM
cexenpokunayeHon go 10 mn
62. Pactsop knogenunHa 0,125%, 120 °C - 8 muH 90 90 XpaHeHue B
0,25%, 0,5% 3alMLLEHHOM OT
CocraB: Knodenuna 0,0125 , cBeTa MecTe
0,025, 0,05,
Hatpua xnopuga 0,09,
Bopgb! ounieHHon go 10 mn
63. PactBop konnaprona 2%, 3% [oToBAT B 30 30 XpaHeHve B
CocraB: Konnaprona 0,2, 0,3, acenTU4ecKnx 3allULLEHHOM OT
Bopgbl ouneHHon go 10 mn YCroBusX cBeTa mecte. PacTtBop
MOXHO punbTpoBaTh
yepes3 00e330M1EHHbIN
ounbTp.
64. JNleBomuuetnna 0,01 r, 100 °C - 30 muH 7 30 XpaHeHue B
PacTteopa 6opHon kncnotbl 2% - 3alUULLEHHOM OT
10 mn cBeTa MecTe
65. JleBomuuetnHa 0,02 r, 100 °C - 30 muH 15 XpaHeHue B

LinHka cynbdata 0,03,
PesopunHa 0,05 T,
PacTtBopa 6opHow knucnotel 2% -
10 mn

3alMLLIEHHOM OT
ceeTa mecTe. lNocne
cTepununsaumm n
oxnaxneHus
pacTBopa,
coepxallero
NEeBOMULIETUH,
Kncnoty 60opHyto,
UWHKa cynbgar,
pobasnsaeTcsa
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pe3opunH B
acenTUYecKmx
YCINOBUSIX
66. | HaTtpusa rugpokap6oHata 0,05, 120 °C - 8 MuH 30 30
HaTpusa TeTpabopaTta 0,05,
HaTpusa xnopuga 0,04 r,
Bopabl ounieHHon go 10 mn
67. HosokauHa 0,05 T, 100 °C - 30 muH 10 30 XpaHeHuve B
LinHka cynbcpaTa 0,02 T, 3aluLLEHHOM OT
PesopuwnHa 0,1 1, ceeTa mecrte. [locne
PacTBop kucnotbl 6opHo 1% - cTepunusaunn un
10 mn oxnaxgeHusa
pacTBopa,
coaepxallero
HOBOKaWH, KUCMOTY
BOpHYI0, LIMHKa
cynbdar,
pobaenseTcs
pes3opunH B
acenTUYecKmx
YCINoBUSIX
68. PacTteop nunokapnuHa 120 °C - 8 MuH 30 30 XpaHeHue B
rmgpoxnopuga 1 %, 2%, 4%, 6% 3alUULLEHHOM OT
Cocras: lNunokapnuHa cBeTa MecTe.
rmgpoxnopuga 0,1r,0,2r, 0,4,
0,6,
Hatpusa xnopuaa 0,068 r, 0,046
r,
Bopgb! ounieHHon go 10 mn
69. |lMNunokapnuHa rmgpoxnopuga 0,1 120 °C - 8 MuH 30 XpaHeHue B
r, 3aLUMLLEHHOM OT
PactBopa kucnotbl 6opHomn 2% - cBeTa MecTe.
10 mn
70. PactBop pnbodnasuHa 0,02% 120 °C - 8 muH 90 30 XpaHeHue B
CocraB: PubodnasumHa 0,002, 3allULLEHHOM OT
Hatpua xnopuga 0,09, cBeTa MecTe.
Bopgbl ounienHon go 10 mn
71. Pu6odnaeuHa 0,001 , 100 °C - 30 muH 2 7 XpaHeHue B
Kucnotbl ackopbuHoson 0,03 r, 3allULLEHHOM OT
Kucnotbl 6opHon 0,2 T, cBeTa MecTe.
Bopabl ouniieHHoN
cBexenpokunsiyeHHon go 10 mn
72. PubodnaeuHa 0,002 , 100 °C - 30 muH 2 7 XpaHeHue B

Kucnotbl ackopbuHoson 0,02,
[ntoko3bl (B NnepecyeTe Ha
6esBogHyto) 0,2,
Hatpus xnopuga 0,05,
Boabl ouniLieHHON
cBexenpokunsiyeHHon go 10 mn

3alLMLWEeHHOM OT
cBeTa MecTe.
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73.

PactBop dypaumnunHa 0,02%
Cocras: ®ypauunuHa 0,002 r,
HaTpusa xnopuga 0,085,
Bopabl ounieHHon go 10 mn

120 °C - 8 muH

30

30

XpaHeHue B
3alUMLLEHHOM OT
cBeTa MecTe.

74,

LinHka cynbpaTa 0,03 T,
HosokaunHa 0,1 T,
PacTBopa kucnotbl 6opHoi 2% -
10 mn

100 °C - 30 MmuH

30

XpaHeHuve B
3aLlMLLEHHOM OT
cBeTa MecTe.

75.

LinHka cynbcpaTa 0,025 T,
Oumepnpona 0,03,
PacTBopa kucnotbl 6opHoi 2% -
10 mn

100 °C - 30 MuH

30

XpaHeHuve B
3aLlMLLEHHOM OT
cBeTa MecTe.

76.

PacTtBop adhenpuHa
rugpoxnopuaa 3%
CocTtaB: ddegpuHa
rmgpoxnopuga 0,3 r,
Boabl ounweHHon go 10 mn

120 °C - 8 MuH

30

30

XpaHeHuve B
3aLMLLEHHOM OT
cBeTa MecTe.

2.2. PactBopbl AN opoLLIeHns

77.

Conesow opTanbMonorm4eckmm
pacTeop
CocraB: HaTtpus xnopuga 5,3 r,
Kanusa xnopuga 0,75,
Kanbuusa xnopuga (B nepecyeTte
Ha 6e3BogHbIN) 0,48 T,
Hatpusa auetarta (B nepecyeTte
Ha 6e3BogHbIN) 3,9 T,
[nioko3bl (B nepecyeTe Ha
©e3BogHyto0) 0,8,
KncnoTtbl XNnopmncToBO4OPOAHbIN
passegeHHown (8%) 0,05 mn,
Bopgb! ounieHHon go 10 mn

120 °C - 8 MuH

30

[MpumeHsitoTCa Npu
MUKPOXMPYPrM4ecKmnx
onepaumsx rnasa.

78.

ConeBow o TanbMonormieckmmn
pacTBop (C MarHusi Xnopugom)
CocraB: HaTtpus xnopuga 5,3 r,
Kanusa xnopuaga 0,75,
Kanbumsa xnopuga (B nepecyete
Ha 6e3BogHbIN) 0,48 T,
Hatpwus auetata (B nepecyete
Ha 6e3BogHbIN) 3,9 T,
noko3bl (B NnepecyeTe Ha
6esBogHyto) 0,8 T,
Marnus xnopvga (B nepecyete
Ha 6e3BogHbIN) 0,3 T,
KncnoTbl XNoprucToBOAOPOAHbIN
pa3segeHHol (8%) 0,05 mn,
Boabl ouniieHHon go 10 mn

120 °C - 8 MuH

30

MpuMeHsitoTCs npu
MUKPOXMPYPrMYECKMX
onepaumsix rnasa.

2.3. KOHUEHTpMpPOBaHHbIE pacTBOpPLI ANS

N3roToBN1eHUA

rma3HbIX Kanesnb

79.

PactBop kanus nogmnaa 20%

120 °C - 8 mvH

30

XpaHeHue B
3aLUMLLEHHOM OT

67 n3 75


http://disuria.ru/

Mpuka3 Munsgpasa P® ot 26.10.2015 N 751H — O6 yTBep>XaeHUM NpaBuil U3roTOBIEHUS M OTNYCKa NIeKapCTBEHHbIX NpenapaToB Ans

MeAUUMHCKOro npuMeHeHna anTe4yHbiIMu opraHnsaumamn, ntHoneuayarnbHbIMU npeanpuHnmMmartenamu, MMer WMy nmueH3nio Ha

hapmaLleBTMUECKYIO AeATENbHOCTb — [leNcTBYoLWas nepeas pefakumsa — 3apeructpuposaHo B MuHiocte PO 21.04.2016 N 41897 — Hauano
Aevicteua gokymenta 01.07.2016

cBeTa MecTe.
80. |PacTtBop kncnotel ackopbuHosor| 100 °C - 30 MuH 5 30 XpaHeHue B
2%, 5%, 10% 3alluLLEeHHOM oT
cBeTa mecte. PacTteop
N3roTaBnMBaeTCs Ha
BOAle OUULLEHHOM
CBEXENMPOKUNAYEHHOMN.
Mpu dacoske
pacTtsopa ¢onakoHbI
3anonHsTCs
O0BepXy.
81. PacTtBop kucnotbl 6opHon 4% 120 °C - 8 MuH 30
82. PacTtBop HaTpusa TnocynbdaTta 100 °C - 30 muH 30
1%
83. Pacteop pnbodnasuHa 0,02% 120 °C - 8 MuH 90 30 XpaHeHue B
3alUMLLEeHHOM OT
cBeTa MecTe.
84. PubodnasuHa 0,02, 100 °C - 30 muH 5 30 XpaHeHue B
Kncnotbl ackopbuHoBon 2 r nnu 3alMLLEHHOM OT
10, cseTa mecre. [pwu
Boabl ouneHHom dacoBke pacTeopa
ceexenpokunadeHon go 100 mn dnakoHbI
3anonHsaTCA
O0BEpXY.
85. Pu6odnasuHa 0,02, 100 °C - 30 muH 30 XpaHeHue B
KncnoTtel 6opHon 4 T, 3allULLEHHOM OT
Bopgb! ounieHHon go 10 mn cBeTa MecTe.
86. Pu6odnasuHa 0,02, 100 °C - 30 muH 30 XpaHeHue B
Kncnotbl HMkotnHoson 0,1 T, 3allULLEHHOM OT
Bopgb! ounienHon go 10 mn cBeTa MecTe.
87. PactBop unHka cynbcata 1% 120 °C - 8 muH 30
nnu 2%

Tabnuya N 3

JlekapcTBeHHbIE (hOPMbI, NPEAHA3HAYEHHbIE 115 MPMMEHEHUS Y HOBOPOXAEHHbIX AeTen u geten 0o 1 roga

N n/n HaumeHoBaHue (coctaB) Pexnm Mpogomkuren MpumevaHue
cTepunmsaumm bHOCTb
(Temnepartypa, XpaHeHusi
Bpemsi) (cyTkm)
3.1. PacTBopbl ANA BHYTPEHHErO NMPUMEHEHUSA

88. Bopa ounieHHas 120 °C - 8 muH 30
89. | PactBop rntoko3bl 5%, 10%, 25% 120 °C - 8 muH 30 oToBAT 6e3 cTabunusartopa.
90. Pacteop rntoko3bl 5% - 100 mn, 100 °C - 30 muH 5 XpaHeHue B 3aliULLEHHOM OT
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Kucnotbl ackopbuHoBon 11

cBeTa MecTe.
[OTOBAT HA OYULLEHHOMN

cBexenpokunadeHon soge. Mpu

dacoBke brakoHbl 3anosHAT

O0BEpXY.
91. | PactBop rntoko3bl 10% unn 20% - | 120 °C - 8 MuH 30 XpaHeHuve B 3alLULLEeHHOM OT
100 mn, cBeTa MecTe.
Kncnotbl rmotammHoBon 11
92. PacTtBop aubasona 0,01% 120 °C - 8 MuH 30
93. Pacteop aumegpona 0,02% 120 °C - 8 MuH 30 XpaHeHune B 3aLMLLEHHOM OT
cBeTa MecTe.
PacTBop ncnonb3yoT ToMNbKo B
dacoske no 10 mn. B ycnosusix
pPOOMIbHOrO AoMma criegyet
BO34epXXMBaTbCs OT MPUMEHEHUS
pacTBOpOB AMMeapona,
yu4nTbIBasi €ero BblpaykeHHoe
cefaTuUBHOE OencTBue,
yrHetatowee snuaHve Ha LHC n
BO3MOXXHOCTb pa3BUTUS
VMHTOKCMKKaL MmN
94, Pacteop kanusa noguaa 0,5% 120 °C - 8 MuH 30 XpaHeHune B 3aLlMLEHHOM OT
cBeTa MecTe.
dacoBka pacTBopa He OOmKHa
npesbiwartb 20 mn.
95. | PactBop kanbuus rmwokoHata 1%, | 120 °C - 8 MuH 7 PacTBopsitoT B ropsyer Boge.
3%, 5%
96. PacTBop kanbuus xnopuga 3% 120 °C - 8 muH 30 [nga npurotoBneHus pacteopa
LenecoobpasHo UCnonbL30BaThb
10 - 50% koHueHTpaT
97. | PactBop kucnotbl ackopbuHosor | 100 °C - 30 MuH 5 XpaHeHune B 3aLlMLEHHOM OT
1% cBeTa MecTe.

[[OTOBAT Ha OYULLEHHOMN
cBexenpokunnadeHon soge. NMpun
dacoBke pnakoHbl 3anonHAT

O0Bepxy
98. | PacTtBop KMCNOTbI FMIOTaMUHOBOM 120 °C - 8 MuH 30 XpaHeHue B 3aliULLEeHHOM OT
1% cBeTa MecTe
99. PacTtBOp KUCNOTblI HUKOTUHOBOM 120 °C - 8 muH 30 XpaHeHue B 3aliULLEHHOM OT
0,05% cBeTa MecTe
100. PacTteop kodhenHa-6eH3oarta 120 °C - 8 MuH 30
HaTpusa 1%
101. PactBop: 120 °C - 8 muH 30 XpaHeHue B 3aliULLEHHOM OT
KodenHa-6eH3oarta HaTpus 0,25 1 cBeTa MecTe
mnn 0,5,

Hatpua 6pommnaa 0,5 runm 1,
Boab! ounwenHon go 100 mn
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102. | PactBOp marHus cynbgaTta 5%, 120 °C - 8 MuH 30
10%, 25%
103. PactBop HaTpusa 6pomnaa 1% 120 °C - 8 MuH 30 XpaHeHue B 3alUULLEeHHOM OT
cBeTa MecTe
104. | PactBop HaTpusa xnopuaa 0,9% 120 °C - 8 MuH 30
105. PacTtBop nupugokcmHa 120 °C - 8 MuH 30 XpaHeHue B 3aLMLLEHHOM OT
rngpoxnopuaa 0,2% cBeTa MecTe
106. | PactBop aydunnuna 0,05%, 0,5% | 120 °C - 8 MuH 15 XpaHeHue B 3alUULLEeHHOM OT
cBeTa MecTe
3.2. PactBopbl, Macna ans Hapy>Horo npMMeHeHus
107. | PacTtBop kanusa nepmaHraHata 5% [oTOBAT B 2 XpaHeHue B 3aLULLEHHOM OT
acenTUYecKmx cBeTa MecTe.
yCrnoBuAX PacTBop rotoBAT Ha CTepUrbHOM
OYULLIEHHOW BOAE, pasnnBatoT B
cTepunbHble NakoHbl
108. PacTsop konnaprona 2% [oToBAT B 30 XpaHeHue B 3aLMLLEHHOM OT
acenTn4ecKmx cBeTa MecTe
YCNoBUAX PacTtBop rotoBsIT Ha CTEPUITLHOWN
OYULLIEHHOW BOAE, pasnuBatoT B
CcTepunbHble hrnakoHbI
109. Pactsop npotaprona 2% oToBAT B 30 XpaHeHue B 3alUWLLEeHHOM OT
acenTnyeckmx cBeTa MecTe
YCNoBMAX PacTtBop rotoBsIT Ha CTEpPUITLHOMN
OYULLIEHHOW BOAE, pasnnBatoT B
CcTepunbHble hrnakoHbI
110. PacTtBop HaTpusa TeTpabopaTta 120 °C - 8 MuH 30
10% B rnyuepuHe
111. | PactBop nepekncu sogopoaa 3% [oToBAT B 15 XpaHeHune B 3aLlMLEHHOM OT
acenTnyecKmx cBeTa mecTe
YCNoBUAX PacTBOp roToBAT Ha CTEPUSTEHON
OYMLLEHHOM BOAE, pa3nuBaloT B
CTepusibHble OSTaKoHbI,
YKyNnopvBatoT MoNn3TUIEHOBLIMM
npobkamu 1 3aBMHYMBAEMbIMM
KpbILLKaMW
112. ®ypauununa 0,02 T, 120 °C - 8 MuH 30
PactBop HaTpus xnopuga 0,9%
unn 10% ao 100 mn
113. Macno nepcukoBoe 180 °C - 30 muH 30 XpaHeHne B NpoxnagHoMm,

3aLLUMLLEHHOM OT CBETa MecTe
Macna cTepunusyoT B EMKOCTSIX
ONst KpOBU eMKOCTbto 50 mn,
YKYNMOPEHHbIX PE3NHOBLIMM
npobkamn mapku NP-21 nog
obkaTky
Mcnonb3oBaHre Npobok MapKm
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251 (kpacHoro ugeTa) He
pekomeHayeTcs
114, Macno onuvekoBoe 180 °C - 30 MuH 30 XpaHeHune B NpoxnagHom,
3alUMLLEeHHOM OT CBETa MecTe
115. Macno nogcornHevHoe 180 °C - 30 muH 30 XpaHeHue B npoxnagHoMm,
3alUMLLEeHHOM OT CBETa MecTe
116. Macno BasennHoBoe 180 °C - 30 muH 30 XpaHeHue B npoxnagHoMm,
3aLUMLLEeHHOM OT CBEeTa MecTe
3.3. nasHble kannm
117. PactBop konnaprona 2%, 3% [oTOBAT B 30 XpaHeHune B 3aLMLLEHHOM OT
acenTuyeckmx cBeTa MecTe
YCrOBUSX. PacTtBop MOXHO unbTpoBaTh
yepes byMaxHbIN 06€330MEHHbIN
dunbTp
3.4. MNMopoLukn
118. Onbasona 0,001 r, [oTOBAT B 90 XpaHeHue B 3aLULLEHHOM OT
Caxapa (rnoko3sbl) 0,2 1 acenTuyecknx cBeTa mecTe
yCrnoBumsax
119. Oumepgpona 0,002, [oTOBAT B 90 XpaHeHune B 3aLlMLEHHOM OT
Caxapa (rnoko3sbl) 0,2 1 acenTnyecKknx cBeTa mMecTe
yCrnoBumsax
120. deHobapbutana 0,002 r nnn [oTOBAT B 90 XpaHeHue B 3aLlMLEHHOM OT
0,005, acenTnyecKmx cBeTa mecTe
Caxapa (rnoko3sbl) 0,2 1 YCrnoBUAX
121. OydwunnuHa 0,003 r, oToBAT B 20 XpaHeHune B 3aLlMLEHHOM OT
Caxapa 0,2r acenTnuyecKknx cBeTa MecTe
yCrnoBumsax
122. Mpucbinka kcepodopma 10 1 180 °C - 30 muH 15 XpaHeHue B 3aLlMLLEHHOM OT
cBeTa mecTe
®dnakoHbI C NPUCHIMNKON B
OTKPbITOM BuAe CTEPUNU3YIOT B
BGukcax B BO3QYLUHbIX
cTepunusaTopax Cc nocrnegyoLlen
YKYNopKown prnakoHoB
CTEpUnbHbLIMKU NpoGKamu B
acenTUYECKMX YCIOBUSAX
Tabnuua N 4
Maszu
N n/n HaumeHoBaHue (cocTaB) Pexum MpooomkuTensHOCT MpumeyaHue
cTepunusauun b XpaHeHus npu
(temnepatypa, | Temnepatype 3 -5
BpeMsi) °C (cyTkn)
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100r
Cocras: JlaHonnHa 6/B 10 T,
BaszenuHa copTa ans rnasHbix
maszen 90 r

1 2 3 4 5
123. Masb aumeapornosas 5% 30 XpaHeHuve B 3alLULLEeHHOM
CoctaB N 1: OT cBeTa MecTe
Oumeppona 5, JaHHbIN cocTaB
BasenuHa 86,5, pekoMeHayeTcs
JlTaHonuHa 6e3BogHoro 9,5 r McnonbL3oBaThb, €CNu Bpay
npwv BbINUCbIBAHUM Ma3n He
ykasarn OCHOBY
O6napaeT NOBEPXHOCTHBLIM
[EencTBmem
124. Masb aumegponosast 5% 30 XpaHeHue B 3aLMLLEHHOM
CoctaB N 2: OT cBeTa MecTe
Oumeppona 5, OGnapaeT NpoHMKatOLL MM,
Macna nogconHe4Horo, pe30pOTUBHBIM AEACTBMEM
Bopabl ounLeHHON,
JlaHonuHa 6e3BoagHoro no 31,6 r
125. Masb TeodunnmHoas 10% 1 ron XpaHeHue B 3aLULLEHHOM
CocraB: TeodunnumHa 10, OT CcBeTa MecTe
Omynbratopa T-2 9,
BasenuHa 54 r,
Bopgbl ounieHHon 27 T,
Oumekcunpa 10 r
126. Masb cpypauyunnuHosas 0,2% 30 XpaHeHue B 3alUWLLEeHHOM
Cocras: ®ypauunnuHa 0,2, OT CcBeTa MecTe
Macna BasenuHoBoro 0,6,
BasenunHa 99,2 r
Masu rnasHble
127. | OcHoBa Aonsa rnasHbIXx Masemn <*> 30 XpaHeHue B 3aLMLLEHHOM

OT CBeTa MecCTe

<*> OCHOBY 41191 MMa3HbIX Masen nony4aloT nyTeMm ChniaBfeHus naHonuHa 6e3BogHoro v BasenuHa copta
AN rmasHblX Masen B papdopoBON Yallke MNpyM HarpeBaHUM Ha BogsHon GaHe. PacnnaBrneHHyl OCHOBY
UNbTPYIOT Yepe3 HECKONbKO CINOEB Mapnu, acyloT B Cyxue NpOCTepUSIM3OBaHHbIE CTEKNSAHHble OaHku,
00BS3bIBAIOT NeprameHTHoON Bymaromn n ctepunuayioT B Bo3gyLHOM ctepunuaatope npu t = 180 rpag. C B TeyeHune
30 - 40 muHyT mnm npu t = 200 rpag. C B TeyeHne 15 - 20 MUHYT B 3aBUCUMOCTM OT ob6bema masu.

Tabnuuya N 5
lomeonaTtnyeckme nekapcTBeHHbIE hopMbl
MNpumeyaHue.
Hymepauus rpag B Tabnuvue gaHa B COOTBETCTBUM C 0dhuLMarnbHbIM TEKCTOM JOKYMEHTA.
N n/n | HanmeHoBaHWe nekapCTBEHHOWM Pexum Cpoku MpumevaHue
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opmbl cTepunusauumn rogHoCTH B
(Temnepatypa, MecsiLax
Bpems)
2 3 5 5
1. HacTolnkn romeonatmyeckume 60 XpaHeHue npu Temnepatype He
MaTpUYHble (CMMPTOBLIE) Bbllwe 25 °C B 3aWULLEHHOM OT
cBeTa MecTe, B XOpOLLO
YKYNopeHHoW Tape
2, HacTonkn romeonatuyeckune 60 XpaHeHue npu Temnepatype 12
MaTpUYHble (PepMEHTUPOBaHHbIE - 15 °C B 3awWwmLLiEeHHOM OT
cBeTa MecCTe, B XOpPOLLO
YKYNopeHHoW Tape
3. lomeonaTnyeckune passeneHust 60 XpaHeHue npu TemnepaType He
BOOHO-CNUPTOBLIE Bbile 25 °C B 3alUULLIEHHOM OT
cBeTa MecCTe, B XOpPOLLO
YKYNopeHHoW Tape
4. omeonaTnyeckune passeneHust 120 °C, 8 MyH 36 XpaHeHue npu TemnepaType He
BOAHblE Bbilwe 25 °C B 3alLULLEHHOM OT
cBeTa MecTe
5. YKnagkoctu anst HapyxHoro 36 XpaHeHune npu Temneparype He
NPUMEHEHNS Bbilwe 25 °C B 3alLULLEHHOM OT
cBeTa MecTe
6. Kannu romeonatunyeckune B HOC 120 °C, 8 MyH 12 XpaHeHune npu Temneparype He
(BogHbIE) (7 oHen nocne | Bbiwe 25 °C B 3alWULLEHHOM OT
BCKpbITMS | cBETa MecTe
YNaKOBKM)
7. Kannu romeonatunyeckue ons 60 XpaHeHune npu Temneparype He
npuema BHYTPb CMIUPTOBbLIE Bbiwe 25 °C B 3alULLLEHHOM OT
cBeTa MecTe
8. Kannu romeonatunyeckune 120 °C, 8 MyH 12 XpaHeHune npu Temneparype He
rnasHble (7 oHen nocne | Bbiwe 25 °C B 3alMLLEHHOM OT
BCKpbITUS | cBETa MecTe
YNaKOBKM)
9. TpuTypauun romeonaTmyeckume, 36 XpaHeHue B Cyxom,
MOPOLLKW roMeonaTnyeckme nNpoxnagHoM, 3aLLmLLEeHHOM OT
cBeTa mecTe
10. Masau romeonatunyeckue, B 6 XpaHeHuve npu Temnepatype 12
COCTaB OCHOBbI KOTOPbIX BXOOAT - 15 °C B 3aWWLLLEHHOM OT
Ba3eInH, Ba3envMHOBOE Macrio, v cBeTa mMecTe
AKTMBHbIA KOMMOHEHT/aKTUBHbIE
KOMMOHEHTbI HEOPraHN4YEeCKOro
NPOUCXOXOEHUS
11. Masu romeonaTtuyeckme, B 60 XpaHeHue B 3aliULLEHHOM OT

COCTaB OCHOBbI KOTOPbIX BXOOAT
NOTEHLMPOBAHHbIN aKTUBHbIN
KOMMOHEHT/aKTUBHbIE

cBeTa MecTe npu Temneparype
ot 5po 15 °C.
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KOMMOHEHTbI, NMaHOMWH
Ge3BoAHbIN, Ba3enuH 1 apyrve
aKTMBHbIE KOMMOHEHTBI

12. Masun romeonatuyeckue, B 6 XpaHeHue npu Temnepatype 12
COCTaB OCHOBbI KOTOPbIX BXOOAT - 15 °C B 3alULLEHHOM OT
NOTEHLMPOBAHHbIN aKTUBHbIN cBeTa MecTe
KOMMOHEHT/aKTUBHbIE
KOMMOHEHTbI, NMaHOMNWUH
6e3BoHbIN, Ba3ervH, Macrno
pacTUTENBLHOMO UK
MUHEepParbHOro NPOUCXOXAEHUS U
OpYyrve BeLecTBa, pa3peLleHHble
AN MeANLMHCKOro NPUMEHEHNS,

OencTByoLLne pasBegeHnin oo
20%

13. Masun romeonatunyeckue, B 6 XpaHeHue npu Temnepartype 12
COCTaB OCHOBbI KOTOPbIX - 15 °C B 3alUULLEHHOM OT
reneobpasyoLne KOMMNOHEHTbI cBeTa MecTe

14. Masun romeonaTtnyeckue, B 60 XpaHeHune B XonogunbHuKe, B
COCTaB OCHOBbI KOTOPbIX BXOOAT 3alUMLLEeHHOM OT cBeTa MecTe
reneobpasyoLne KOMMOHEHTbI
CUHTETUYECKOTO NMPOUCXOXAEHMS

15. Macna MOHOKOMMOHEHTHbIE U3 12 XpaHeHune B 3aLlMLEHHOM OT
BbICYLLEHHOIO PacTUTENBHOIO cBeTa MecTe B NMOTHO
WK XNBOTHOTO Cbipbs A0 20% 3aKpbITON EMKOCTU MpK

Temnepartype He Bbiwe 25 °C

16. Macna MOHOKOMMOHEHTHbIE U3 12 XpaHeHune B 3aLlMLLEHHOM OT

CBEXEro pacTUTENBbHOIO Chipbsi cBeTa MecTe B NMOTHO
3aKpbITON eMKOCTU Npu
Temnepartype He Bbiwe 25 °C

17. Macna romeonatuyeckue, B 60 XpaHeHune B 3aLlMLLEHHOM OT
COCTaB KOTOPbIX BXOAUT cBeTa MecTe npu Temneparype
NOTEHUMPOBAHHbLIN aKTUBHbIN He Bbiwwe 25 °C.
KOMTMOHEHT/aKTUBHbIE
KOMMOHEHTbI, Macro
MMHEeparnbHOro NPONCXOXAEHUS U
Opyrve BeLlecTsa

18. Cynnoautopun romeonatunyeckune 6 XpaHeHune npu Temnepartype 12

- 15 °C B 3aWuLLLEHHOM OT
cBeTa MecTe

19. Cynnoautopun pekTanbHble 36 XpaHeHue B Cyxom,
romeonaTtmMyeckme Ha OCHoBe 3alUULLIEHHOM OT CBeTa MecCTe,
Macra Kakao 1 naHonmHa npu Temnepatype ot 5 go 15

°C.

20. Onoaenbaoku Xuakue 60 XpaHeHue npu Temnepatype 12

romeonatn4yeckue

- 15 °C B 3aWWLLLEHHOM OT
cBeTa MecTe, UM B CYXOM,
3aLUMLLEHHOM OT CBeTa MecCTe,
npu Temneparype He Bblille 25
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°C.

21,

FpaHyn bl roMmeonaTtn4yeckue

60

XpaHeHue B CyXoM,
npoxnagHoM, 3almLeHHOM oT
cBeTa MecCTe, UMK B CYXOM,
3allMLLEHHOM OT CBETa MecTe,
npv TemnepaType He Bbiwe 25
°C.

22,

CI/IpOI'I bl roMmeonaTtn4eckne

12

XpaHeHue npu Temnepatype 12
- 15 °C B 3alULLEHHOM OT
cBeTa MecTe

MpumevaHue:

CpoKn rogHOCTM fnekapCcTBEHHbIX NpenapaTtoB, He Boweawmx B Tabnuubl N 1, N2, N 3, N4 u N 5:

OnNs rmasHblX Kanernb - He 6onee 2 cyTok;

AN HacToeB, 0TBapOB, cnu3en - He bonee 2 CyTok;

AN MHBEKUMOHHbBIX pacTBOPOB U MH(Y3UI - He Bonee 2 CyTok;
O51s SMynbCURN, CyCrneH3unn - He 6onee 3 CyTOK,;

AN oCcTanbHbIX NekapcTBEHHbIX hopM - He Bonee 10 cyTok.
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