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06 yTBep:KIeHHH NPaBHJI H3IOTOBJIEHHS H OTIYCKA
JIeKapCTBEHHbIX NIpenapaToB AJs MEJIHHIHHCKOro IpMMEHEHHSs aNTeYHbIMH
OpraHM3alHAMH, HHIHBHIYaJJbHBIMH NpeIN PHHAMATEISAMH, HMEIOHMH
JIMIeH3HI0 Ha ¢papMalneBTHYECKYIO NeATeIbHOCTD

B cooTtBercTBUE co cTatheit 56 PenepanbHOro 3akona ot 12 anpens 2010 r.
Ne 61-03 «O6 obpamieHnn JeKapcTBEHHBIX cpeAcTB» (CobpaHue 3aKOHOLATENbCTBA
Poccuiickoit @enepanuu, 2010, Ne 16, ct. 1815)npu ka3 bl Bao:

1. YTBepauTh nmpaBHiia U3TOTOBJIEHUS M OTITyCKa JIEKAPCTBEHHBIX IIPENapaToB
JJIS MCAMIIMHCKOrO IPUMEHEHUs allTeYHBIMH OpraHu3alMsaIM{, UHIAWBUIYAJTbHBIMH
[peapUHUMAaTENIMU, UMEIOIIUME JTULIEH3UI0 Ha (hapMaleBTHYECKYIO AeSTeIbHOCTS,
COIJIACHO MPUJIOKEHHUIO.

2. Hacrosiuii npukas BcTynaet B cuity 1 utons 2016 rona.
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IIpunoxenue
K npuka3zy MuHUCTEpCTBA 3ipaBOOXPAaHEHHUSA
Poccuiickoit @enepanuu

orJ 5@% 2015 1. Ne 2574

IIpaBuaa
M3roTOBJIEHHS H OTNYCKA JIeKaPCTBEHHbIX NPENaparoB
AJIA MeAHIHHCKOr0 NPHMEHEHHs anTeYHbIMH OPraHH3alMAMH,
HHAMBHIYAJbHbBIMH NPeANPHHUMATENSIMH, HMEIOIIHMH JIHUEH3HMIO HA
(hbapmManeBTHYECKYIO AeATeIbHOCTh

1. O6uume nonoxeHus

1. Hacrosinue IlpaBuna ycranapnuBaroT TpeOOBaHMS K U3TOTOBJIEHUIO U OTITYCKY
JIEKapCTBEHHBIX  IpenapaTtoB s  MEOMLMHCKOrO  INPHMEHEHHMs  alTe4YHbIMH
OpraHu3alysaMHy, HTHAUBUAYAIBHBIMH NPEIIPUHUMATENSIMH, UMEIOIIUMHU JTULEH3HIO Ha
bapMaleBTUYECKYIO JEATEJBHOCTh C IIpaBOM  H3TOTOBIEHHUS  JIEKAPCTBEHHBIX
npernapaToB Ui MEIHULMHCKOro INpUMeHeHHus (manee cooTBeTcTBeHHO — IlpaBuia,
NeKapCTBEHHBIE npenaparsl, anTeyHbIe OpraHu3aluu, HHIUBULYallbHbIE
NpEOIPUHUMATENH ).

2. Hacrosmme npaBuia pacnpOCTPaHSIOTCS Ha M3TOTOBIEHHUE M OTIIYCK
JIEKapCTBEHHBIX I[IpENapaTOB aNTeYHbIMH OpraHM3aluMsIMU K HUHIAUBUAYaIbHBIMU
OpeAlnpUHUMAaTeNIIMH, B TOM YHCJIE 10 pelenTaM Ha JeKapCTBEHHbIE npenaparsl' ¥ IO
TpeOOBaHUAM-HAKIAMHBIM MEIUIIUHCKUX opramznaumi2 (namee COOTBETCTBEHHO —
peuenTt, TpeboBaHue).

' [Tpukas MununcrepcTsa 3apaBooxparerus Poccuiickoit denepauns ot 20 nekabps 2012 r. Ne 11751 «O6 yreepiaeHuu
nopsaKa Ha3HAYEHWs W BbINWUCBIBAHWA NEKApCTBEHHbIX MpenapaToB, a Takxke (OpM peuenTypHbix OnaHkoB Ha
NeKapCTBEHHbIE NpEnapartbl, MOpPAAKa OGOPMIEHHUS YKa3aHHbiX GNaHKOB, MUX Y4YeTa M XpaHEHHWs» (3aperucTpupoBaH
MunncTepcreom tocTuLiMy Poccuiickoii Penepaumny 25 uions 2013 r., peructpauvoHnkbiit Ne 28883), ¢ nsmeHeHusamu,
BHECEHHbIMM TNpHKa3oM MHUHUCTEpCTBa 3ApaBooxpaHeHHs Poccuiickoit ®epepauun ot 2 nekabpa 2013 r Ne 886+
(zapeructpuposad MuHucTepcTBOM tOCTULMHK Poccuifickoii denepaurun 23 pexabps 2013 r, perucTpaunMOHHbIH
Ne 30714).

% nasa 111 npunoxenus Ne 13 « npukasy MunucTepcTsa 30paBOOXPaHEHUS M couualbHOro passutus Poccuiickoit
®enepauru ot 12 nekabps 2007 r Ne 110 «O nopsiake HazHa4YeHUS W BBIMUCBLIBAHMA NEKAPCTBEHHbLIX MApEnNaparos,
M3NENWA MEIMUMHCKOrO HA3HAYEHHA M CNEeUMANU3UPOBaHHbLIX NPONYKTOB NeuebHOro nuTaHns» (3aperucTpupoBaH
MuuuncTepcTBoM toctuunn Poccuiickolt ®enepaumnn 27 anpens 2007 r., perucrpaudoHHbiii Ne 9364), ¢ H3MEHEHHAMM,
BHECEHHbIMY TpHUKa3aMH MUHHCTEPCTBA 3APABOOXPAHEHHMS W COUMANbLHOro pa3BuTHa Poccuiickoit ®enepaunu ot 27
asrycra 2007 r Ne 560 (3apeructpupoBaH MunHuctepcTBoM toctuunn Poccuiickoit ®enepaunn 14 cenrabps 2007 r,
perucTpaunonHsiit Ne 10133), ot 25 centabpa 2009 r. Ne 794n (3apeructpuposaH MUHHCTEPCTBOM HOCTHLIMKM POCCHECKOH
®enepaunn 25 Hoabps 2009 r., peructpaunosHbiii Ne 15317), or 20 smusaps 2011 r. Ne 13H (3aperucTpuposan
MunucrepcTsom tocTHuMH Poccuiickoit Penepaunv 15 mapra 2011 r., peructpaunonsbit Ne 20103), npukasom
MunnctepcTBa 31npasooxpaneHus Poccuiickoli Penepaunu ot 26 ¢espans 2013 r. Ne 94n (3aperucrpuposan
Munncrepctaom octuummn Poceuiickoit ®enepaunu 25 uions 2013 r., perucTpaunoHHbiit Ne 28881)
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3. Ilpu  H3roTOBNEHHMH  JIEKADCTBEHHBIX  IIPENapaToB  HCIOJb3YIOTCS
(bapmainieBTHYeCKHE CYOCTaHIMM, BKJIIOYEHHbIE B TOCYJapCTBEHHBI peecTp
JIEKapCTBEHHBIX CPEICTB Ul MEIMLMHCKOTO MPUMEHEHHs (fajlee — JeKapCTBEHHBIE
cpencTBa).

4. KayecTBO H3rOTOBJIEHHOTO JIEKAPCTBEHHOrO IIpernapara OINpeHeseTcs ero
COOTBETCTBHEM TpeOoBaHUAM (dapMakomeiiHOW cTaThH, oOmIel QapmakoneiHoH
CTaThH, JUOO B Cilydae MX OTCYTCTBUS — HOKYMEHTa B 00JaCTH KOHTPOJIS KayecTBa,
cojepXamiero TpeOOBaHHMS WM METOAbl OIpeleNieHHs KadecTBa H3TOTOBJEHHBIX
JIeKapCTBEHHBIX NIpenapaToB (anee — JOKYMEHT B 00JIaCTH KOHTPOJIS Ka4ecTBa).

5. AnTeyHble OpraHu3allud ¥  HWHIOWBHIyaJbHBIE  MpeANpPHHHUMATEIH
0o0ecrneynBalOT HCNPAaBHOCTh U TOYHOCTH CPEACTB M3MEPEHHH, IperyCMOTPEHHBIX
HOPMAaTHBHOHM, TEXHHYECKON IOKyMEHTalHell NPOM3BOIUTENS H COOTBETCTBYIOIIMX
TpeGOBaHUAM K UX MOBepKe U (WIH) KATUOpOBKe, MPeAyCMOTPEHHbBIM CTaThaMu 13 1 18
®enepanbHoro 3akoHa oT 26 uroHsA 2008 r. Ne 102-®3 «O6 obecrieueHUM €IHHCTBA
W3MEPEeHHMIl»’, HCIONB3yeMBIX TNPH H3TOTOBIEHHH M  KOHTPONE  KayecTsa
JIeKapCTBEHHBIX MIPEIapaToB, a TakKe PEryISpHOCTh UX MOBEPKH U (HIH) KaTHOPOBKH.

6. Ha Bcex 6ankax unM (prakoHax ¢ mputepToil NpobKkoi (#anee — LITaHIAC), B
KOTOPBIX XpaHATCS JIEKapCTBEHHblE CpEINCTBa, YKa3bIBAIOTCH HaMMEHOBaHUE
JIEKapCTBEHHOI'O CPEACTBa, aTa 3allOJIHEHMS IITAHTJIaca JIEKAPCTBEHHBIM CPeNCTBOM,
IaTa OKOHYAaHHS CpOKa TONHOCTH (rofgeH n0 ), MOAMHCH JIMLA, 3allOJHHMBIIErO
IITaHIJIaC ¥ TNOATBEPXKIAIOLIEro, YTO B IITAHIJIACE COHEPXHUTCS MMEHHO YKa3aHHOE
JIeKapCTBEHHOE CPEICTBO.

Ha mranrnacax ¢ JneKapcTBEHHBIMH CpeACTBaMH, IpeIHa3HauYeHHBIMH IS
M3rOTOBJIEHHS] PAcCTBOPOB AN HUHBEKUMHA B HHOY3UH, JOMOIHUTENHHO YKa3bIBaeTCs
« ]I MHBEKIHI».

Illtadrnacel ¢ O KMIKMMH JIEKAPCTBEHHBIMH CpEICTBAaMH OO0ECIIEHYHBAIOTCS
KaluvleMepaMy WM IuneTrkamMu. Yucino kamenp B omnpeleleHHOM oObeMe MIIH Macce
ob603Ha4aeTcs Ha HITaHTJace.

7. WsrotoBneHUe IEKapCTBEHHBIX MPENApaTOB OCYIIECTBIAECTCS B YCIOBHSX,
OTBEYAIOIIMX CAHUTAPHO-3IHAEMHONOTHUECKHM TPeGOBAHMSAM .

Ilpy  HU3roTOBIEHWH  KOHIEHTPUPOBAHHBIX PacTBOPOB, MONY(habpHKATOB,
JIEKapCTBEHHBIX IIPENapaToB B BHJAE BHYTPHAITEYHOM 3aroTOBKH U  (acoBKe
NeKapCTBEHHBIX IPENapaToB BCE 3alMCH IPOM3BOISATCS B XXypHase JabOpaTOPHBIX M
¢bacoBoUHBIX paboT, 0OPOpMIIIEMOM Ha OYMa>KHOM HOCHTEJIE HIIH B 3JIEKTPOHHOM BHJIE.

B xypHane nabopaTOpHBIX M (PacCOBOYHBIX PabOT YKa3bIBAIOTCS CHENYIOIIHE
CBEHCHHUS:

a) JaTta M IOPSAAKOBBIH HOMEp IpOBeNEHHs KOHTPOJIA BBIIAHHOTO B pabory
JIEKapCTBEHHOTO CpeICTBa (ChIPhS);

6) HoMep cepum;

3 Cobpanue 3akoHonarenbcTBa Poccuiickoit denepaunu 2008, Ne 26, cT. 3021; 2014, Ne 26, cT. 3366; Ne 30, cT. 4255.

* denepanbHblii 3aK0H oT 30 MapTta 1999 r. Ne 52-®3 «O CaHMTapHO-3NMHAEMHONOTHHECKOM Gnarononyyuu HaceneHus»
(Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®enepaunu, 1999, Ne 14, c1. 1650; 2003, Ne 2, cT. 167; Ne 27, cT. 2700; 2004,
Ne 35, cr. 3607; 2005, Ne 19, cr. 1752; 2007, Ne 49, ct. 6070; 2008, Ne 29, cr. 3418; 2009, Ne 1, cT. 17; 2011, Ne 1, cT. 6;
Ne 30, cT. 4590, cT. 4596; 2012, Ne 26, cT. 3446; 2013, Ne 27, ¢t 3477; Ne 30, ct. 4079; Ne 48, cr. 6165; 2014, Ne 26,

cT. 3366, 3377)



3

B) HaHMEHOBAaHHWE JIEKapCTBEHHOIO cpelcTBa (ChIphbs), €AMHHMLA M3MEPEHHMS,
KOJIMYECTBO, PO3HUYHAsS HIeHa, CyMMa pO3HHMYHas (B TOM YHCJIe CTOMMOCTD IIOCYIbI);

r) HOpAAKOBBIH HOMep pachacoBaHHOW MNpOAYKLMH, €IUHHLA H3MEPEHHS,
KOJHYECTBO, pO3HUYHAS lieHa, CyMMa PO3HHUYHAs, B TOM 4HCIIe 17 TableTHPOBaHHBIX
JIEKapCTBEHHBIX MpenapaToB, JIEKapCTBEHHBIX IpenapatoB B (OpMe IOPOLIKOB,
JO3UPOBAHHBIX KUAKUX JIEKAPCTBEHHBIX POPM, OTKIIOHEHHE;

1) TIOAMHKCH JIMIA, pachacoBaBIIEro JIEKAPCTBEHHOE CPEACTBO (CHIPhE);

€) MONNHCh JIKIA, IMPOBEPHUBIIEr0 pacdacoBaHHOE JEKAPCTBEHHOE CPEICTBO
(ceIpbe), 1aTa 1 HOMEp aHaJIu3a.

Xypuan nabopaTtopHbIX U (DaCOBOYHBIX PabOT HOIDKEH OBITH INPOHYMEPOBaH,
IPOLIHYpOBaH M CKpEIUIEH IOANMCBI0 DYyKOBOIMTENS AaNTeYHOM OpraHu3aluu
(MHIUBHIYyaJBHOTO NpeANPHUHUMATENS) U II€YaThio (IPY HAJIMYUH N1eYaTH).

8. YmakoBka HM3rOTOBJIEHHBIX JIEGKAPCTBEHHBIX IMPEIapaToB OCYLIECTBIAETCS B
3aBHCHMOCTH OT ()OpMBI ¥ criocoba NpUMEHEHHUs JIEKApCTBEHHOTO IIpenapara.

B  npomecce  ynmakoBKM — M3TOTOBJEHHBIX  JIEKAPCTBEHHBIX  IpeNapaToB
OCYIIECTBIISIETCS TpOBepka OOIEro BHAAa YNAKOBKH, NPABHJIBHOCTH HCIIOJb30BaHHS
YIIaKOBOYHBIX MaTepHaIOB, MaDKHUPOBKHU YIIaKOBKH.

JlexapcTBeHHBIE NpeNapaThl, U3TOTOBNEHHbBIE B (JOpME NIOPOLIKOB B aCENTHYECKUX
YCIOBUSX, CTEPUNBHBIE M AacCENTHYECKH M3rOTOBJICHHBIE J>XHIKUE JIEKapCTBEHHEIE
(G opMBl, IIa3HBIE Ma3H YIIaKOBLIBAIOTCH B CTEPUIIBHYIO YTIAKOBKY.

Masu ymakoBBIBAIOTCS B LIMPOKOTOpJible OaHKW, KOHTEHHephl, TyOBl M ApyrHe
€MKOCTH, YAOOHBIE 171 HCIIOJIB30BaHHS.

XKunkue nexapcTBeHHbIE (OPMBI YIIAKOBBIBAIOTCS B IUIOTHO 3aKpBIBaIOLIMECS
€MKOCTH.

Cynno3utopuy yHakOBBIBAlOTCS B MWHIMBUAYAIbHYIO IIEPBUYHYIO YIAaKOBKY H

IOMEIIAIOT BO BTOPHYHYIO YIIaKOBKY (KOpOOKY HJIHM MaKeT).
9. MapkupoBKa H3rOTOBJIEHHBIX  JIEKAPCTBEHHBIX IpeNapaToB  JOJDKHA
COOTBETCTBOBATh TPeOOBAaHHUSAM, YKa3aHHBIM B mpwioxeHun Ne 1 Kk Hacrosmum

IIpaBunam.

II. Oco6eHHOCTH U3rOTOBJIEHUS TBEPABIX JIEKAPCTBEHHBIX (POPM
N3rotosieHue JeKapCTBEHHBIX NpenapaToB B GopMe HOPOLIKOB

10. JlexapcTBeHHBIe IpenapaTsl B ¢GopMe MOPOLIKOB (Aajiee - MOPOIIOK) MOTYT
OBITh:

MPOCTHIMH (COCTOSIILIMMH U3 OJHOI'O MHIPEAHEHTA);

CJIOKHBIMH (COCTOSIIMMU U3 ABYX U 60Jiee HHIPEAUEHTOB);

JIO3WPOBAHHBIMH (pa3feIeHHBIMU Ha OTAENIbHBIE 103bl);

HEeJI03UPOBaHHBIMHU (Hepa3IelIeHHbIMH Ha OTAENbHbIE 1036I).

11. TIlopomiku  H3roTaBIMBAIOTCS C  HCHOJNL30BaHUEM  CMECHUTENEeH U
U3MeNTBYUTENEH WIH B CTYIKaX C y4€TOM MX (PU3UKO-XMMHYECKHX CBOHCTB.

CMmech I M3rOTOBJIEHHs! TIOPOLIKOB pa3deiseTcss Ha JO3bl C MCIOJIB30BaHUEM
PYYHBIX BECOB U JJIEKTPOHHBIX BECOB HIIH J03aTOPOB B COOTBETCTBUM C MacCO¥ OQHOIO
MIOPOIIKA ¥ UX KOJIMYECTBOM, YKa3aHHBIM B peLENTe WIH TPeOOBaHUH.
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JlexapcTBeHHbIE cpelncTBa B KonuuyecTBax MeHee 0,05 r Ha BCIO MacCy IOpOILKa
HCIIONB3YIOTCS B BUAE TpUTypaluuH (CMech JIEKapCTBEHHOIO CpeAcTBa |
BcrioMorarensHoro Bemecrsa) 1:10 wim 1:100.

12. I'lpx M3roToBJIIEHNH NOPOLIKOB B CTYIKe 0o0IIas macca MOpOIIKa He JOJDKHA
MPEBBIIATE MaKCUMANbHYIO 3arpy3Ky CTYINKH C Y4€TOM I1apaMeTpOB CTYIKH,
onpeneseHHbIX B Tabmuue Ne 1 npunoxenns Ne 2 x Hacrosium IIpaBunam.

WsMmenpyeHyre M CMeEIIMBaHHE MOPOLIKOB OCYIIECTBISAETCS ITyTeM J00aBIeHHUs
[IOCJIEIOBATEIEHO HHIPEOUEHTOB OT MEHBIINX KOJIMYECTB K OONBLIMM KOJIWYECTBAM B
NpeABapUTENIBHO 3aTepTolf CTymke HMHAUGQEpeHTHBIM B  (apMaKoJOrHYecKoM
OTHOIIIEHHH BCIOMOTaTEIbHBIM BEIIECTBOM MM JIEKQPCTBEHHBIM CpPEICTBOM C
coOmoJieHneM II0Teph B COOTBETCTBMH C Tabmuueidt Ne 2 mpunoxeHus Ne 2 k

HaCTOALIHUM HpaBHJIaM.
OcranpHble HHI'PEAUCHTBI IIPpHA U3TrOTOBJICHUH IOPOIIKOB I[O6aBJI$IIOTCS{ B IIOPSIAKE

YBEJIMYEHHS HX MACcChl IIPU coOI0ieHuH cooTHomeHus 1:20.

JlexapcTBeHHbBIE CpelcTBa, 00NajarolIue KpacsmuMHE CBOMCTBaMH, N00aBIAIOTCS
B CTYOKy Ha I[IOCIEOHEM »JTalleé CMEIIMBaHUS MOPOLIKOB HIH MEXIY CJIOSIMHU
HEKpacsAILUX JIEKApCTBEHHBIX CPENCTB.

JlerkopacnbUISIOIIMECs] JIEKapCTBEHHBIE CpeNCcTBa INOOABISIOTCS B CTYIIKYy B
HOCJIEIHIOI 0Yepeb.

TpynHOou3MeNnb4aeMble JIeKapCTBEHHbIE CpeCcTBa (TUMOI, ok, KaMdopa, MEHTOIL,
OOpHas KUCIOTa ¥ UHBIE BEIIECTBAa) W3MENbYAlOTCAd MpPH HEOOXOAUMOCTH C
HCITOJIb30BaHUEM JKUAKOTO JIEKapCTBEHHOr0 CpeicTBa (HalpuMep, CIUPT 3THIIOBBIA
95% u3 pacueta 10 kanenp Ha 1 T ©3MeTBYAEMOrO BEIIECTBA).

XKunkuwe nexkapcTBEeHHBIE CpenCTBa NO0OaBNAIOTCS K H3MEIBYEHHOH CMECH
MOpOIIKa B IOCICAHIOI O4Yepelb C COXpaHEeHHEM IIPH 3TOM OCHOBHOIO CBOKMCTBa
HOPOIIIKA — CHIIYYECTH.

13. JlomycTHMBIE OTKJIOHEHUS B Macce OTAENbHBIX 03 (B TOM 4HCIie NPH (HacoBKe)
MTOPOLIKOB yKa3aHbl B Tabsue Ne 1 nmpunoxenus Ne 3 x Hacrosium [Ipasunam.

M3roroBneHue JIeKapCTBEHHBIX IIPENapaToB B popme
TPHUTYpaLUil FOMEONaTHYeCKUX

14. JlexkapcTBeHHBIN npenapaT B (opMme TpUTypallMH TOMeONaTH4ecKOH
npencTaBiseT cob0i TBEpAYIO JeKapCTBEHHYI0 (OpMy B BHJAE IOPOILLUKa, COCTOSLIETO
U3 OOHOTO WM HECKOJNBKHX H3MENBYECHHBIX aKTUBHBIX KOMIIOHEHTOB ¥ (WIH) HX
pa3BelleHMil CO BCIOMOTraTelbHBIM BEIIECTBOM. B KauecTBe BCIIOMOIaTesIbHOIO
BEIIECTBA UCMONb3YyeTCs JIAKTO36l MOHOTHIpAT (€CJIH B peLielTe HE YKa3aHO HHOE).

15. M3roroBiieHue TPUTYpalMii TOMEOIIAaTHUYECKUX OCYILECTBIISIETCS ClIeAYIOLUIMMHU
criocobaMu:

U3rOTOBJICHHE TPUTYpallMH TIOMEONaTHYEeCKON U3 TBEPHABIX JIEKaPCTBEHHBIX
CPEeINCTB;

U3rOTOBJIECHHE TPUTypallud TOMEONAaTUYECKOH H3 HACTOEK IOMEONaTHYECKHX
MaTpPUYHbIX, paCTBOPOB FOMEONATUUYECKUX U XKUAKUX TOMEONAaTUYECKUX pa3BelIcHUMN.
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HsrorosieHne TpUTypauuii roMeonaTU4ecKuX NPOU3BOAUTCS METOAOM IO Macce
C UCIIOJIB30BAHUEM MACCOBBIX YacCTeM.

16. B TpuTypauusx roMeonaTH4EeCKMX pa3Mep MOJy4YEHHBIX YacTHUL] HCXOZHOTO
BeIlleCTBAa B IIEPBOM MHECSATHYHOM MM [EPBOM COTEHHOM pa3BEINEHUM HE IOJDKEH
npeBsimath 100 MKM.

17. W3roTtoBineHue TPUTYpallMd FOMEONATHYECKOM M3 TBEPHABIX JIEKApCTBEHHBIX
CPEnCTB.

JIns M3roToBieHUs TPUTYpAalUi IOMEONaTUYECKHUX A0 YEeTBEPTOro HECATHYHOIO
WIM 4YEeTBEPTOr0 COTEHHOI0 pa3BeACHUS BKIIOYUTENFHO HEOOXOAUMOE KOJMYECTBO
JIaKTO3bl MOHOIMZpaTa WJIM HWHOTO BCIIOMOIraTeIbHOIO BEIECTBAa NEJIUTCS Ha TPH
paBHble YacTH. [lepBas 4acTh MoMellaeTcss B CTYNKY U pacTHpAaeTcs, YTOOB! 3aKphITh
NOpbl CTYIKH. 3aTeM IHpubaBiseTcs BCe KOJNWYECTBO aKTUBHOIO KOMIIOHEHTA,
pacTUpaeTcs ¢ YCHWIMEM B Te4YeHHE 6 MHUH, IOcje Yero MOpPOLIOK HEMETALUIUYECKUM
mimaTteneM crpebaercs W cockabiuBaeTcsl cO CTeHOK cTynkH. JlaHHas omnepauus
MIOBTOpsETCA elle pa3. 3aTeM N00aBisgeTcs MOCIeN0BaTeNbHO BTOpas U TPEThS 4acTH
JaKTO3bl MOHOTHAPATa, MOBTOPSSA C KAXKIOH YacThIO OIMCAHHBIC BBIILE OIEpaLUH.
MuHuManbsHOe BpeMs, TpebyeMoe Ui BCero Ipoliecca HW3TOTOBJIEHHS TPUTYpalluH
roMeonaTH4ecKoii, coctaBideT 1 gac.

JIns M3roToBiIeHMS IOMEONAaTHYECKOM TPUTYypalMH BbIIIE MSTOrO JECATHYHOIO
WIH TATOrO0 COTEHHOrO pa3BElCHHUS, Pa3sBEACHHS MOIY4aloTCs U3 YacTH TPHUTYypaluH
roMeonaTU4ecKOil NpeablayIlero AeCATHYHOrO WK COTEHHOrO pa3BeleHus 1 9 uin 99
JacTei 1aKTo3bl MOHOTHJIpaTa, IPeIBapUTENIbHO pa3/ie]IeHHON Ha TpH paBHble YacTh. K
IepBOM YacTH JIaKTO3bl MOHOTHMIpaTa IIOCTENEHHO HEOONBIIMMH NOPUUSIMU
npubaBiseTcss BCe KOJMYECTBO TPUTYpallMMl TIOMEONAaTUYECKON Mpeablayllero
pa3Be[ieHHs U TIIATENbHO PAaCTHPAETCs N0 MOIY4YEHHUs OJHOPOJHOrO MOpOIIKa. 3aTeM
nobaBigeTcs IOCIENOBATEIBHO BTOpass M TPeThbsi YacTH JAKTO3bl MOHOTHIpara M
TINATEIbHO PACTUPAETCs 10 OJHOPOIHOCTH.

18. U3roToBieHue TpUTYypaLMK MOMEONaTUYECKON U3 HACTOEK MOMEeONaTHYECKUX
MaTpUYHBIX, PACTBOPOB F'OMEOIIATHYECKHX U XKHUAKUX F'OMEONIaTUYECKUX pa3BeIeHUM.

Ilpy  W3rOTOBJICHMM  TPHUTypalUMM  TIOMEONAaTHYeCKOH ¢  HacTOHWKamH
TOMEONaTH4YECKUMH MAaTPHYHBIMH, pacTBOpaMM TIOMEONAaTHYECKUMH U I>KUIKUMHU
rOMEONaTUYEeCKUMH Pa3BEACHUSIMH KO BCeMy HEOOXOIWMOMY KOJHYECTBY JaKTO3BI
MOHOTHJpaTa MOCTENEHHO, HEOONbIIMMY MOPLUAMH, NPUOaBISETCS BCE KOJIMYECTBO
HaCTOMKH IOMeornaTH4eCcKOoil MaTpU4YHOM, pacTBOpa rOMEONaTUYECKOrO MM XKHIKOro
romMeonaTu4IeCKoro paspeaCHusl NpeAbIAYIICro pasB€aACHUS U TINATEJIbHO CMCIINBACTCA
JO TIOJNy4eHHsl OJHOPONHOM Macchl. ['OMOreHHass BilaXHas CMeChb OCTOPOXKHO
BBICYIIIUBAETCs, IPH HEOOXOAMMOCTH U3MENhYAETCs U €llle pa3 CMEIINBAeTCH.

Ilpy W3roToBNEHMHM TPUTYypallMM TIOMEONAaTHYECKOH HCIONb3yeTcs Takoe
KOJIMYECTBO  JIaKTO3bl MOHOTHJIpAaTa, dYToOBl IIOCie 3aBepHIeHHs Ipolecca
H3roTOBJIEHUs ObliIa AOCTUTHYTa HeoOXxoIuMas Macca.

Hacrolixu romeonaTuuecKkye MaTpH4Hbie, pacCTBOPbl TOMEONATHYECKHE U XUIKHE
rOMEONaTH4eCKUE pa3BelIeHUs], MUCHONb3yeMble JMJIS HW3TOTOBJIEHUS TPUTYpaLMid
roMeonaTU4eCKUX, MOTEHIUPYIOTCA B COOTHOIIEHHUSIX, COOTBETCTBYIOIIUX crocobaM
ux noxydeHus. [Ipy HM3roTOBIEHUH HCHONB3YETCS CTOJBKO JIAKTO3bI MOHOTHIpAaTa,
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4yTOOBI O0IIas Macca TPUTYypalMU FOMEONIaTUYECKOM MOCNe BBICYIIMBAaHUA COCTaBIIsia
IUIs IecaTHYHOTro pa3BeneHus 10 dyacreil u g coreHHoro pasBeneHus 100 gactei.
Ilocnenyromue pasBeleHUs TPUTypaluuil TIOMEONaTHYEeCKUX M3  HacToek
rOMEOTIaTHUYEeCKUX MATPUYHBIX, pPAaCTBOPOB TIOMEOMATHYECKHUX MM  XKUIKHUX
rOMEOTIaTHYECKUX pa3BeACHUHN NOJIy4aroTCs U3 | 4acTu TpUTypauuu rOMEeOoNaTH4eCKon
NpeIbIayIIero pasBeleHus 1 9 yactedl (U1 AecATHYHOM WIKanbl) unu 99 yacred (s
COTEHHOH IIKaJIbl) JAaKTO3bl MOHOTUIPATa, TIIATEIFHO CMELIUBas 10 OZHOPOLHOCTH.

HsrotoBiieHue JeKapCTBEHHBIX IIPENapaToB B GopMe rpaHysl FTOMEONaTHYECKUX

19. JlekapcTBeHHBIH MpemaparT B (Gopme rpaHyl roMeonmaTHYecKux (naiee —
roMeonaTHyeckye IpaHyJbl) IpeAcTaBiseT coOOH TBEpAyIO JIEKapCTBEHHYIO ¢GopMy
U1 TIpHeMa BHYTPb B BUIE cep OJUHAKOBOrO JMaMETpa, COIEPIKAIIylO0 aKTHBHBIM
KOMITOHEHT (aKTHBHBIE KOMIIOHEHTH]) B pa3BeJeHUAX TOMEOIIaTUIECKUX.

20. T'omeomatuyeckue TIpaHyjbl HM3rOTaBIMBAIOTCS IIyT€M HACBILICHHUS WU
HaHECEHHS IKHUIOKOTO TIOMEONaTUYeCKOro pa3BeleHUs OTHOTO WM HECKONBKUX
aKTHBHBIX KOMIIOHEHTOB Ha BCIIOMOTraTeIbHbIN KOMIIOHEHT — IPaHyJibl, IOIy4aeMble U3
caxapo3bl, JIaKTO3bl HMIH JpPYyTHX MOAXOASAIIMX C€axapoB, paspellleHHBIX K
MeIUIIUHCKOMY IPUMEHEHHIO.

Hns obecriedeHyss paBHOMEPHOTO paclpeleNieHUs XUAKUX TOMeOoNaTHYeCKUX
pa3BeieHHI rOMeonaTHYeCKHe I'paHy bl JOJDKHBI OBITh OIMHAKOBOIO pa3Mepa.

Pa3mepsl roMeomnaTH4ecKuX IpaHysl pasjd4arorcs o HomepaM or 1 jgo 12 B
3aBUCHUMOCTH OT UX AHaMeTpa, €CJIM He IPUMEHSIOTCS UHBIE.

I'oMeonaTHYecKue TI'paHyJNbl KIaCCH(PUIHPYIOTCS IO KOJIMYECTBY IpaHyl B |
rpamme. KonmyecTBo romMeonarvyecKMX IpaHyl TNOACYUTBHIBAETCS B JABYX
napajuleNIbHBIX NMpo0ax B HAaBeCKe, B3BeIIeHHOM ¢ TouyHocThio 10 0,01 rpamma.
JlonmycTHMBble HOPMATUBEI IIPY U3TOTOBJIEHUH FOMEONATUYECKUX IPaHyJl ONpeAeIeHb] B
tabnuie Ne 1 npunoxenus Ne 4 k HactosmuM [ IpaBunam.

JomycTuMble OTKJIIOHEHHSI B Macce OTHENbHBIX J03 (B TOM YHCIe Npu (acoBke)
rOMeOoITaTHYeCKUX rpaHyy yka3zaHsl B Tabmune Ne 1.1 npunoxenus Ne 3 K HaCTOSLIHM
[IpaBunam.

21. H3rotopieHHe TIOMEONAaTHYECKHUX TIpPaHysl OCYIIECTBISAETCS CIEHYIOLIUMU
criocobamu:

HACBIIICHHE TPaHyjl CaxapHbIX XUAKUM TIOMEONaTUYeCKHM pa3BeICHUEM WU
CMECBIO Pa3BElICHU;

HacJauBaHHWe Ha I'paHyJibl caxapHble XXHUAKOIO FOMEONaTUIECKOro pa3BeICHHUS.

22. Haceimenne rpaHys caxapHbIX XHJIKUM MOMEONAaTHYECKUM pa3BeeHUEM WIH
CMECBHIO pa3BElICHUH.

CaxapHbie rpaHyJibl HaCBIILAKTCS COOTBETCTBYIOLMMH KHIKUMHU
rOMEOINaTH4YEeCKMMH  Ppa3BElICHUSIMHM MM CMECBIO JKHAKUX T'OMEONaTH4YeCKHX
pa3BeeHUH, MPUrOTOBICHHBIMY Ha criupte 62 % (1o Macce), uto cooTBeTcTBYeT 70 %
(o6pemHbIe npoleHThl). Conep)kaHue CIUpTa B pa3BeleHUH M CMECU JOJDKHO OBITh HE
meHee 60 % (1o macce), 4To cooTBeTCTBYET 68 % (10 06BEMY).

Ecnu koHIEHTpalMs CIMpTa HuXe TpeOyeMOW, U3rOTOBJICHUE NECATUYHOTO WU
COTEHHOrO pa3BelleHHs, IMpeJHa3HAUeHHOro JJisl HAaChIIEHUs TOMeONaTUuYeCKUx
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rpaHyJi, OCyILECTBJIAETCS C HCIOoJNb30BaHueM cnupta 62 % (mo macce) umu 70 % (no

obpeMy).

Jnsi  paBHOMEpPHOro  paclpeleNeHHss  pa3BeleHHUs] TIpaHylbl  CaxapHble
IpeaBapUTEIbHO CMa4YMBalOTCs cnupToM 62 % (mo macce) unu 70 % (o ob6wvemy),
KOTOpBIH npubasisieTcs u3 pacyera | rpamm Ha 100 rpaHy. )

Hacsimmenne rpanyn caxapHbIX XHIKAMH FOMEONATHUYECKUMH Pa3BEACHUAMU WU
CMECSMH [IPOU3BOJUTCS METONOM IEpPEMEIIIMBaHUA B MEXaHHYECKHMX CMecUTeNsaX 6e3
IOBIDKYIIUXCA pabouux yacTedl WM Bpy4dHYH (A1 MacChl 10 2 Kr) B CTEKJISHHBIX
TJIOTHO 3aKpPBIBAIOIIMXCA COCYIaX.

Pabounii o6beM cMecutens OomkeH ObITh B 1,5 — 2 pasza Oonblie 3arpyxaemoit
Maccel rpadyi. [Iponecc nepemeninBanys B MEXaHUYECKMX CMECUTENSIX POU3BOJIUTCS
B TedeHue 3 — 4 MUHYT, IpU py9HOM cocoOe — B TeueHne 10 MUHYT.

BrakHble rpaHyibl BRICYILIMBAIOTCS HA BO3AyXe IPU KOMHATHOM TeMriepaType J0
MOCTOSIHHON MAacChl.

IIp¥ HM3roTOBJIIEHHMH TI'OMEOINAaTHYECKMX TIpaHyJ OMNHUCHIBAEMBIM CIOCOOOM  He
JIOIyCKaeTCs  HACBIIEHHWE TIpaHyJl CaxapHbIX O KUJKHMH TOMEONaTHYECKHUMH
pa3BeICHUAMH HIDKE TPEThEro COTEHHOIO pa3BelieHHS, NOJYYEHHBIMU M3 JETyYdUX H
Naxy4nX BEIIECTB, a TAKXKe U3 BCEX KHUCIOT.

23. HacnauBaHue Ha rpaHyJibl CaxapHbIe XUAKOTO FOMEONaTHYECKOTO pa3BedeHUs
OCYILECTBIAETCS IOCPEACTBOM:

HacJIauBaHHs IOMEONATUYECKUX BOAHBIX pa3BeleHHH: ans nomxydeHus 100 rpamMmm
roMeonaTM4ecKux rpaHysl 1 rpaMMm roMeonarudyeckoro BOTHOI'O pa3BEIcHHS HIIH
BOJIHOM CMECH BCTPSXMBAIOTCSI € 9 IrpaMMaMH caXapHOro CHpONa M IOJNy4YeHHEIE
10 rpaMMOB cMeCH PaBHOMEPHO HaCllauBalOTCs Ha IpaHyNbl caXxapHble, Macca KOTOPBIX
paccumthiBaeTcs no ¢opmyne (100 — X) rpamm, rae X — KOJHYECTBO caxapa B
caxapHOM CHpOIIe, B IpaMMax;

HacjauBaHMsg TPUTYpalMii roMeonaruyeckux: Ans nosydeHus 100 rpaMmoB
romeonaTtu4eckux rpadyn 10 rpamMmoB TpuTypauuu BcTpsixuBaercs ¢ 20 rpamMmaMu
caxapHOIro CHpOIa, IIOJlyYeHHas CMEChb pPaBHOMEDHO HAClIauBaeTCs Ha TIPaHyJIbl
caxapHble, Macca KOTOPBIX paccuuThIBaeTcs 1o ¢popmyne (100 — X — V) rpamm, roe X —

KOJIMYECTBO caxapa B CaxapHOM cHpone, B TIpamMmaxX, Y — KOJHYECTBO
BCIIOMOTaTeJIbHOTO BEIIECTBA, COJEpXKallleecss B TPUTYpalUM TOMEOTAaTHYECKOH, B
rpaMMax;

HacllaiBaHMS CMECEHM: CMECH TOTOBATCS B COOTBETCTBHH C pa3lesioM
«H3roroBnenue roMeonaruueckux cmecei» rmasel III Hactosmux IlpaBun mytem
COBMECTHOI'O BCTPSIXMBAaHHSA BOJHBIX TIOMEONAaTHYECKUX pas3BeldeHUH u (W)
TPUTYpaLldil TOMEONAaTHYECKHX B caXapHoM cupone. J{is noiaydeHus 100 rpammos
rOMeoNnaTHYecKMX TIpaHyl | rpaMM H3roTOBIEHHOH CMECH BCTPSXHMBAETCA C
9 rpammamu caxapHoro cupona ¥ 10 rpaMM nosrydeHHOro pa3Bel€HUS PaBHOMEPHO
HaACIauBalOTCA Ha IPaHysBl caxapHble, Macca KOTOPBIX pacCYUTHIBaeTCs N0 (GopMyie
(100 — X - V) rpamm, rae X — KOIMYECTBO caxapa B CaxapHOM CHpOIIe, B rpamMMmax, Y —
KOJIMYECTBO  BCIIOMOTaTEJbHOIO  BEIECTBa, COAEpXKalleecs B  TPUTYpALMsX

roMeoIrnaTu4eCKux, B rpaMmMax.
HacnauBaHue XHUIKHX rOMeOIIaTHYEeCKHUX pa3BeHeHI/II71 AKTHBHBIX KOMIIOHCHTOB B

caxapHOM CHpONe Ha TIpaHyJbl IIPOU3BOAMTCS B IOPAXHPOBOYHBLIX KOTJIAX C
peryjaMpyeMsIM INOAOTpeBOM. ['paHynbl caxapHble MOMELIAIOTCS B APaKHPOBOYHBIMA



KOTeJl, peaBapUTeNbHO nomorpeTsld 10 37 — 42 °C, ¥ MeJIEeHHO BpallaloTCs JO TeX
Iop, 1MoKa BCA Macca IpaHyl He HarpeeTcs A0 YKa3aHHOHM BbIIIE TeMIIEpaTyphl.
I'oMeonaTuyeckne pa3BeA€HUS aKTHBHBIX KOMIIOHEHTOB B CaxapHOM CHpOIle
BJIBAIOTCS B APa)KUPOBOYHBIA KOTEN MOCTENEHHO, HEOOIBIUMYU PaBHBIMH HOPLUUSIMH,
yepe3 paBHble IIDOMEXYTKHM BpeMeHH. IJo OKOHYaHMM HaclauBaHUS Harpes
OPaXHPOBOYHOIO KOTJIa TNPEKpalllaeTcsi, a ero BpallleHHe MpOoJOoDKaeTcs Juls
BEICYIIMBaHUS IPaHyJl 1O NOCTOSHHON MacCHl.

III. Oco6eHHOCTH U3rOTOBIEHHUS KUIKUX JIEKApCTBEHHBIX (hOpM

24. K XUOKUM JIEeKapCTBEHHbIM (OpMaM OTHOCATCS pacTBOPbI Ha BOJHBIX H
HEBOJHBIX pPAaCTBOPHUTENSAX, MHKCTYpbl, BOJHBIE H3BJIECYECHUS M3 JIEKaPCTBEHHOI'O
pPacTHUTENBHOrO ChIpbS, pacTBOPhl BBICOKOMOJEKYJISIPHBIX BEIIECTB, pacTBOPHI
3allIUIIEHHBIX KOJUIOWIIOB, CYCTIEH3WHM, 5SMYJIbCHH, I'OMEONaTUYECKHE pPacTBOPBI,
pa3BeieHUs, CMECH.

XKunxue nexapcTBeHHbIE (OPMBI H3rOTABIUBAIOTCS MaccO-OOBEMHBIM METOIOM,
METOJIOM MO Macce WX MEeTOAOM II0 06BeMYy.

25. Macco-00beMHBIM METOJOM H3rOTaBIHBAIOTCS BOMHBIE W BOJHO-CIIMPTOBBIE
pPacTBOPHI NOPOMIKOOOPA3HBIX JIEKaPCTBEHHBIX CPENCTB.

26. MeromoM MO Macce H3rOTaBIMBAIOTCS PAaCTBOPHl MOPOILIKOOOPa3HBIX U
YKUJIKHAX JIEKAPCTBEHHBIX CPENICTB B BA3KUX U JIETYYHUX PACTBOPHUTEISAX, JO3UPYEMBIX I10
Macce, a TaK)Ke OSMYJIbCHUM, CYCIIEH3MHM HE3aBUCHMO OT HMX KOHIEHTpaluH U
roMeollaTHIeCKUe JIEKapCTBEHHBIE (POPMBL.

Ilo Macce HO3UpPYIOTCS XKUPHBIE U MUHEpaIbHblEe Macia, IIMULEpUH, JUMEKCHI,
TOJIMITUJICHTTIUKOIM  (TONMATUIICHOKCHIBI), CHJIMKOHOBBIE  JKMIKOCTH, 3(Hp,
xyopodopM, OGeHsmibeH3oar, Banunoia, BUHWIMH (6anp3aMm IllocTaxoBckoro), nerots
Oepe3oBbIli, HMXTHOJ, KHCIOTa  MOJIOYHas, Macia d3(QHpHble, CKUIIKIAP,
MEeTHUJICAJIMLIIIIAT, HUTPOTTIMLEPHH, IEPrHAPOb.

27. MetonoM 1o o0beMy H3rOTaBJIMBAIOTCA pPACTBOPHI CIIMPTa 3TUJIOBOTO
pa3IM4HOM KOHLEHTPAllMH, pAacTBOPBl JKUAKHX CTaHAAPTHHIX ()apMaKoNeHHbIX
pacTBOpPOB (KpoMe NEPrUAPOIIS).

[To 06BeMy Takke HO3UPYIOTCS BOJa OYMILEHHAs M BOJAA JJIsi MHBEKLMMA, BOIHBIE
pacTBOpHI JIEKapCTBEHHBIX CpPEICTB, FaJlEeHOBblE W HOBOTAJIEHOBLIE JIEKApCTBEHHBIE
cpencTBa (HAaCTOHKH, XKUJKHE 3KCTPAKThl, aTOHU3UI H HHOE).

28. Ilpy yka3zaHuM B peuUente WIH TpeOOBaHMM B KauyeCTBE KOMIIOHEHTA,
MOJJIeXXAIero U3rOTOBICHHUIO, JIEKAaPCTBEHHOTO penapara «BoJia» UCIONb3yeTCs BOIa
OYMIIEHHAasd, «CIOUPT» — CHOHUPT OTWIOBBIH, «3bup» — >3bHUpP IUITUIOBHIH
(MeIUUMHCKHM); «TMTUIEPUH» — ITIMLEPUH MeIULMHCKAUH, cofeprxamuii 10-16% Boxsl,
¢ wioTHOCThIO 1,223-1,233 r/cm. ky6.

Ecnu B penente unu TpeOOBaHUU HE YKa3aH pacTBOPHTENb, HCIOJB3YETCS BOAa
OYMIIICHHAs.

OtkioHeHHe oOiero ob6bema HIM MacChl JKHUAKHX JIEKApCTBEHHBIX (opM He
IOJDKHO TIPEBBIIIATh JOMYCTHMBIE OTKIIOHEHUS B 00BEME U Macce, IpexyCMOTPEHHBIE
B Tabnunax Ne 4 — Ne 6 npunoxxenus Ne 3 k Hactosuum [IpaBunam.
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Ocob6eHHOCTH H3TOTOBIEHHU S )XUAKHUX JIEKapCTBEHHEBIX (GOpM
Macco-06bEMHBIM METOIOM

29. Ilpu U3rOTOBIEHMM >KUAKOW JIeKapCTBEHHOH (OpPMBI Macco-00BbeMHBIM
METOZOM o0wHil 00BeM omnpenenseTcs CyMMOH OOBEMOB XHIKHX JIEKapCTBEHHBIX
CPEACTB M BCIOMOTATeNIbHBIX BELIECTB, BXOMUIMX B COCTaB JIEKAPCTBEHHOMU (hOPMEL,
pPacCYUTaHHBIX INpPU HEOOXOAHMMOCTH C Y4YeTOM 3HA4YeHWH IUIOTHOCTH KHIKHX
JIEKapCTBEHHBIX CPEINCTB M BCIIOMOraTEIbHBIX BELIECTB, YKa3aHHBIX B NPUIOXKEHUH
Ne 5 kx macrossuuM I IpaBunam.

JlonmycTuMBele OTKJIOHEHHS B 00IIeM OoObeMe XHIKUX JIeKapCTBEHHBIX (GOpM MpH
U3rOTOBJIEHUN Macco-0OBEMHBIM METOJIOM OIpenesieHbl B Tabmuue Ne 3 mpunoxeHus
Ne 3 x HacTosiuM I IpaBunam.

M3MeHenne obuiero o6semMa XKHUIKOM TeKapCTBEHHOH (OPMBI IPH paCTBOPEHHH
MOpPOIIKOOOPa3HBIX  JIEKAPCTBEHHBIX CPEACTB HE  YYMTBHIBAETCH, €CJIH  OHH
YKJIaIBIBAalOTCH B OTKJIOHEHHMS, IOYCTHMEIE B 00LIEM 00BEMe KUIKUX JIEKaPCTBEHHBIX
¢OopM IpH H3rOTOBJIEHHUHM MaccOo-OOBEMHBIM METOAOM, B COOTBETCTBHH C TaOIHMIEl
Ne 3 npunoxenus Ne 3 k [IpaBunam.

Ecnu m3MmeneHue obbveMa XHUAKOH JieKapCTBEHHOM (DOPMBI MPH pacTBOPEHHH
NOPOIIKOOOPa3HBIX JIEKapPCTBEHHBIX CPEACTB OONbINe NOMYCTUMEBEIX HOPM, TO IpH
pPacTBOpPEHHH IIOPOIIKOB HM3MEHEHHE OObeMa KHUAKOH JIeKapCTBEHHOH (OpMBI
pacCUUTHIBAETCS € y4YeTOM KO3G(UIMEHTOB YBEIHYEHUs O0BbEMa JIEKAPCTBEHHBIX
CPEACTB B COOTBETCTBUM ¢ NpuiiokeHHeM Ne 6 k HactosuwM [IpaBunam unu cinemyer
U3roTaBIMBaTh JIEKAapCTBEHHYIO GOpMYy B MepHO# mocyne. KoahduuueHt yBennueHus
oObeMa JIEKapCTBEHHOIO CpENCTBa INOKAa3hIBaeT YBENWYeHHEe OOBEMa pacTBOpa B
MUJUIMIIMTpaX IIpHM pPacTBOpEeHHH | TIpaMma JIeKapCTBEHHOTO CpeACTBa WM
BCrIoMoraresbHoro emectsa rpu 20°C.

30. Ilpu M3rOTOBIIEHUH KUIKUX JIEKAPCTBEHHBIX (JOPM C BOJHOH AHCIIEPCHOHHOM
Cpenoy B IEPBYIO OYEpeldb OTMEPHUBAETCA PACCUYUTAHHBIA OOBEM BOABI (OYHIIEHHOH
WIH apOMaTHOM), B KOTOPOM IIOCIENOBAaTEJIbHO PACTBOPSAIOTCA MOPOLIKOOOpa3HbIe
JIEKapCTBEHHBIE CPENCTBA M BCIIOMOTaTeNbHBIE BEIIECTBA C YYETOM PAaCTBOPHMOCTH U
BO3MOJHOIO MX B3aHMOJIEHCTBHS.

31. Jlna YyCKOpeHHs pacTBOPEHHS JIEKapCTBEHHBIX CPEICTB IPHMEHSIOTCS
[IpeIBapUTEIbHOE HM3MENbYEHHE JIEKAPCTBEHHBIX CpEACTB, HarpeBaHHE pacTBOPA,
nepeMellMBaHNie, KOMILIEKCOOOpa3oBaHUe U COTIOOMIN3aLKS.

32. CHayaa B OTMEpeHHOM o0beMe OYHMILEHHOM BOJBI PaCTBOPSIOTCH
HapKOTH4Y€CKHUE, IICUXOTPOITHBIC, CI/IJIBHOIICfICTB}’IOH_[I/IC JIEKapCTBEHHBIE CpPEACTBA,
Jlajee — OCTajJibHbIe JIEKapCTBEHHBIE CPEICTBA C YYETOM UX PaCTBOPHMOCTH.

33. Ilocne pacTBOpeHHMsi NOPOLIKOOOPa3HBIX JIEKAPCTBEHHBIX CPENCTB PacTBOPSI
GuUNbTpyIOTCS d4epe3 QMIBTPYIONIMH MaTepual, KOTOPbIM IOACHPAIOT C YYETOM
CBOWCTB pacTBOPUTEJIS U JIGKAPCTBEHHOIO CPEICTBA. ~

BMecro mopolkoo6pa3HBIX JIEKapCTBEHHBIX CPENCTB B COCTABE  KHMIKOM
JIEKapCTBEHHOM  (OpMBI  MOTYT  HCIIONb30BaThCs  3apaHee  H3rOTOBIIEHHBIE
KOHLUEHTPUPOBaHHBIE pacTBOpPbl (B OIOpPETOYHOM YCTaHOBKE), YKa3aHHBE B
npunoxedun Ne 7 k HactosumM [IpaBumam, KoTopble H00aBISIOTCS IOCIE
PacTBOPEHHS IIOPOILIKOOOPA3HbIX JIEKAPCTBEHHBIX CPECTB M (DUIBTPOBAHHUS pacTBOpa.
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34. I'lpu U3TOTOBJIEHHH BOJHBIX PACTBOPOB JIEKApCTBEHHBIX CPECTB, COAEPIKALINX
B COCTaBe MOJIEKYJIbl 3HAYUTEIbHOE KOJHYECTBO KPHUCTAIM3AaLHMOHHONK BOJIH,
CIIOCOOHBIX BBHIBETPHBATECS, @ TAKXKE TI'MIPOCKONMYHBIX JIEKADCTBEHHBIX CpPEICTB
ClIeIyeT MCTIOJB30BaTh UX KOHLIEHTPHPOBaHHbIE PACTBODSI.

35. JKunkue HHIpENWEHTBI, BXOISINHE B COCTAaB JIEKAPCTBEHHOH (OPMBI,
N00aBIAIOTCA K BOJHOMY pPacTBOPY B CJIELYIOIIEH IOCIENOBATENHHOCTH: BOIHBIE
HEJIETyYHe H Helaxy4He XHAKOCTH; UHbBIE HeJeTydHe )XMIKOCTH, CMELIMBAIOILUECs C
BOJIOW; BOIHBIC JIETy4YHE XHIAKOCTH; XHMIKOCTH, COLEp)KAIHe STHIOBBIA CIIUPT, B
MOpsIIKe BO3pAacCTaHHWs €ro KOHIEHTPallM{; APYrHe HEBOIHBIE JIETy4YME M NaxXydue

XHIKOCTH.
HsroroBneHue KOHOEHTPHUPOBAHHBIX paCTBOPOB

36. KOHIEHTpHpPOBaHHbIE pPACTBOPHEI  HM3rOTaBIMBAIOTCS  MAaccO-O0BEMHBIM
METOJJOM B MEPHOM IMOCyJe B AaCENTHYECKHX YCIOBHUAX C HCIONb30BaHHEM
CBE)KEIOJy4eHHON OYMIEHHONW BOJEI.

HomycTiMble OTKJIOHEHHS B KOHIEHTPALUMM KOHLEHTPUPOBAHHBIX PacTBOPOB
npuBe/ieHsl B Tabuie Ne 8 npunoxenus Ne 3 x Hactosum ITpasunam.

37. MsroroBneHHble  KOHIEHTPHUPOBAaHHBIE  pacTBOPhl  QUIBTPYIOTCH,
NOJIBEPTaroTCs IMOJHOMY XMMHYECKOMY KOHTPONIO M IPOBEPSIOTCS HAa OTCYTCTBHE
MEXaHUYECKUX BKIIIOYECHHIA.

38. EMKOCTH ¢ KOHLEHTPHMPOBAaHHBIMH PACTBOPaMH OGOPMIISIOTCS 3THKETKAMH C
yKa3aHHEM HaMMEHOBAaHMS WM KOHIEHTPallMH DacTBOPa, AAThl M3TOTOBJIEHHUS, CPOKa
rOJHOCTH, HOMEpA CepUH U aHAIN3a U MOIIKCH JIMIA IIPOBEPUBLIETO PacTBOP.

VsmeHeHHe 1BeTa, IIOMyTHEHME, TIOSBJEHHE XJONbEB, HAJETOB paHee
YCTaHOBJICHHOTO CPOKa FONHOCTH SIBJIAIOTCS NPU3HAKaMH HENIPUIOAHOCTH PaCTBOPOB.

H3rorosnenue XKUAJKUX JIEKAPCTBCHHBIX (bOpM, COLEPXKalInuX apoMaTHbIC BOJBI B
Ka4€CTBE PaCTBOPUTENSA

39. ApomatHpie BOAbl H3rOTAaBIMBAIOTCS B COOTBETCTBHH C TpeGOBaHUAMH,
yKa3aHHBIMH B IIpuiioxeHns Ne 8 k HacTosmM [IpaBuiam, v XpaHaTcs B IPOXJIATHOM,
3allMILEHHOM OT CBETa MECTe.

40. ApomaTHble BOIBI HO3HPYIOTCA IO 06beMy. JIONMyCTUMBIE OTKJIOHEHUS B
obmeM obbeMe XKUAKUX JIEKAPCTBEHHBIX (DOPM IPH H3TOTOBIEHHH MAacco-06beMHBIM
METOJIOM IpUBelieHb! B Tabnuue Ne 3 npunoxxerus Ne 3 k HactosumM IIpaBuam.

Ilpy yxasanum B penente Wik TpeOOBaHMM OOIIEr0o O00bEMa KUAKOM
JIeKapCTBEHHO# (OpMBI 06BbEM apOMaTHOH BOIbI ONPENENAETCS ITyTeM BBIYUTAHHS U3
ob1ero o0beMa JIeKapCTBEHHOH (DOPMBI OGBEMOB BCEX KHIKMX HMHIPEIHEHTOB, a
TaKKe YIUTBIBACTCS H3MEHEHHe B O0BbeMe NP PaCTBOPEHHH NOPOIIKOOOPAa3HBIX
JIEKapCTBEHHBIX CPEJCTB, €CIIH U3MEHEHHE 06beMa GOIbIIIe TOMYCTUMBIX HOPM.

41. Ilpy M3rOTOBNEHMH MXMAKHX JIEKAPCTBEHHBIX (OPM, B KOTOPHIX OCHOBHOI
JUCIEPCHOHHOH CpeNo sBISETCS apoMaTHas BOZA, KOHLUEHTPUPOBAHHBIE PACTBOPHI
JIEKapCTBEHHBIX CPEICTB HE UCTIONB3YIOTCS.
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PazpeneHue cTaHAapTHRIX (hapMaKONEHHBIX pacCTBOPOB

42. Ilpu pa3BeneHun ¢papMaKoNeHHbIX PacTBOPOB, BBIMMUCAHHBIX 10 XUMUYECKUM
HapMeHOBaHWEM (HampuMep, pacTBOp  (QopMmanbAeruaa), pacyeT UCXOIHOTO
JIEKapCTBEHHOI0 CpEACTBa IMPOBOJUTCA C Y4eTOM (PaKTHYECKOro COIEpIKaHHs
BEILECTBA B pacTBOPE.

IIpu BEIMHMCHIBAaHUK (PapMaKoNeHHOr'0 pacTBopa IOA YCIOBHBIM Ha3BaHHEM
(HarpuMep, pacTBOp ¢opMaliiHa) KOHLIEHTPALMs HCXOIHOrO Ipernapara IIpHHUMAeTCs
3a equHUIy (100%).

H3rorosneHne XUIKUX JICKaApCTBCHHBIX Q)OpM Ha HCBOJHBIX paCTBOPHUTECIIAX

43. PacTBOopel Ha BA3KMX M JIETy4YMX pPacTBOPUTENSX (KpOME CIHMPTOBBIX
pPacTBOPOB) M3roTaBIMBaIOTCA Mo Macce. OOImas Macca onpeeseTcss CYMMHPOBaHHEM
BCEX UHIPEIUEHTOB, BXOAAILHUX B JIEKAPCTBEHHYIO QOpMY.

44. Ilpm W3roTOBIEHMHM pacTBOPOB Ha BA3KHX M JIETy4YMX DPaCTBOPHUTENAX
HETIOCPEICTBEHHO B CyXOH (QUIakOH sl OTIyCKa [OO3HMPYIOTCHA JIEKApCTBEHHBIE
CpeACTBa, BCIIOMOraTejbHBIE BEIECTBA, 3aTeM OTBEIUMBAETCA WM OTMEpHUBAETCS
pPacTBOpPHTENb.

45. Ilpy wucnons30BaHMU BI3KMX DPacTBOpPHUTENE IIPHUMEHSETCS HarpeBaHHe C
y4eToM (PU3NKO-XUMUYECKHX CBOMCTB JIEKAPCTBEHHBIX CPEICTB.

46. ChouproBble pacTBOpPbl HU3rOTaBIMBAIOTCA MacCO-OOBEMHBIM METOIIOM.
VkazaHHOe B pelenTe WM TpeOOBaHHM KOJHYECTBO 3THUIIOBOTO CIHPTAa JOJDKHO
COOTBETCTBOBAaTh O0OHEMHBIM €IMHHULIAM U3MEPEHHS.

IIpn oTcyrctBuM B penente HiaM TpeOOBaHUH yKa3aHUS O KOHLUEHTPAIMH
STUJIOBOT'O CIIMPTa UCIOIB3YyeTCs STUIOBBIUA criupT 90%.

IIpy M3roTOBICHUH XHMIKHUX HEBOJIHBIX JEKapCTBEHHBIX (POpPM STHIIOBBIA CITHPT
no3upyercsd no oobeMy, He yMeHbLIas 00beM, YKa3aHHBII B pelienTe Wil TpeOOBaHHH,
Ha BEJIMYMHY €ro IIpUpOCTa IIPY PaCTBOPEHUH JIEKApCTBEHHBIX cpeAcTB. O01mui 06beM
YYMTHIBAeTCS IIPU KOHTPOJIE KAYECTBA JEKAPCTBEHHOH (POPMEI.

Ilpu yxazanum B peuenrte wid TpeboBaHuu obiiero obbema pacTBopa oObeM
STHUJIOBOTO CIIUPTA OIPENENAETCs IIyTEM BhIYMTaHUS U3 001Iero ooremMa 06beMOB Beex
XUAKUAX UHIPEUEHTOB, a TAKXXE YYUTHIBAETCS U3MEHEHHE B 0O'beMe NPU PacTBOPEHHH
NOpOMIKOOOpa3HbIX JIEKapCTBEHHBIX CPENCTB, €CIIH H3MEHeHHe o0beMa Ooiblie
JIOIyCTUMBIX OTKJIOHEHHMH, yKa3aHHbBIX B Tabmume Ne 3 Ilpunoxenus Ne 3 k
HactosaumM [ IpaBunam.

CocraBbl CTaHZApTHBIX CIHMPTOBBIX pacTBOPOB mNpuBelNcHbI B Tabimme Ne 3
npunoxeHust Ne 9 x nHacrosimuM [IpaBunam.

47. Ecium B peuente UM TpeOOBAaHMM yKa3aH pacTBOP, MMEIOILUN HECKONBKO
KOHIIEHTpalMi, 6e3 yka3aHHs KOHIEHTpAllUH, UMEIOINHH HECKOJBKO KOHILEHTPAIUii,
OTIIyCKaeTCs pacTBOp HaUMeEHbLIEH KOHLIEHTpallUy.

48. Yder u3pacxolJOBaHHOIO 3THIJIOBOTO CIHpPTa NPOU3BOOMUTCS IO Macce B
nepecyere Ha KOHLICHTpAIUIO B COOTBETCTBUH ¢ Tabimmamu Ne 1 u Ne 2 mpuioxeHus
Ne 9 k HacTosiimmM IlpaBunam.
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Hzrotosnenue pacTBOPOB BBICOKOMOJICKYJIAPHBIX BEILECCTB

49. PacTBOpBl BBICOKOMOJNEKYJSAPHBIX BEIIECTB M3TOTABIMBAIOTCS MAacco-
OOBEMHBIM METOJOM (HalpHUMEp, pacTBOPHI IENCHHA, JXEJIaTWHA) HIM [0 Macce
(HanmpuMep, pacTBOPEI KpaxMaiia, 3QUpOB LIEJUTIONIO36] ).

Jis pacTBOpeHMs] OTPaHMYEHHO HaOyXaroNIMX BBICOKOMOJIEKYNSPHBIX BEILECTB
UCIIOJIBE3YIOTCA TEXHOJIOTHYECKHE IpHUeMbl HaOyxaHUS ¥ HarpeBaHMs (HalpuMep,
pacTBOphl  JK€JaTHHA, KpaxMmala) HIH OXJaxIeHWs (HampuMep, pacTBOp
METHJIIEILTIONO3H]).

HsroroBiienue Kanejip

50. C uensro coxpaHeHHs 0OBEMa M KOHIEHTpPALUHUH JIEKApCTBEHHBIE CpPEACTBA
PacTBOPSIOTCS B YaCTH OYHMINEHHOM BOABL. IlomydeHHBIM pacTBOp QUIBTpYeTCs depes
IIPOMBITEIA BOJOX (QUIBTP, OCTABIIEECS KOJIMYECTBO BOABI QHIBTPYETCS YEPE3 TOT XKE
GUWIBTp O MONydYeHUs 3aJaHHOTO 06beMa.

Ilpyu wM3roToBNeHMM Kanenb Ha KOMOMHHMPOBaHHBIX pacTBOPHUTENSX (CITHPT
STHJIOBBIM, IIMLEPHH, Macia ¥ MHBIE PACTBOPUTENH) YYHTHIBAETCS DPACTBOPHUMOCTH
JIEKapCTBEHHBIX CpPEJICTB M COCTaB pacTBOPUTENA, a TakKkKe KOJHYECTBO Karelb
B 1 rpaMMe ¥ 1 MUUTHIMTPE, Macca 1 Kamiy >KHAKHUX JEKapCTBEHHBIX CPEACTB NpU
20°C mo craHgapTHOMY KaluleMepy C OTKJIOHEHMSAMH 5% B COOTBETCTBHH C
npunoxenueM Ne 10 k nacrosium [IpaBunam.

H3roroBiieHHEe BOIHBIX H3BJICUYCHUN U3 JIEKApCTBEHHOT'O
PACTUTENBHOI'O CBIPBA

51. Bonsple wu3Ble4YeHHs (HAacTOM, OTBapbl W HWHBIE) M3rOTABIMBAIOTCS
OKCTPAKIHUeH JIEKAPCTBEHHOIO PacCTUTENBHOTO CHIPbS BOJION OYMINEHHOH, a TakKe
PacTBOPEHHEM CYXUX HIIM JXKHMIKHMX 3KCTPAKTOB CTaHIApPTH3OBAaHHBEIX B PACCUMTAHHOM
o0beMe BOZIbl OYHILICHHO.

IIpu M3roTOBNEHMM BOJAHBIX U3BJICYEHUH He JNOIYyCKAeTCs 3aMeHa JIEKapCTBEHHOTO
pacTUTENIBHOTO CBIpbS HACTOMKAaMHM, 3(QUPHBIMH MaclaMH M 3KCTPaKTaMH, He
IIpeAHa3HauYeHHBIMHU ISl U3TOTOBIICHUS BOTHbIX H3BJIEUECHHMIA.

XpaHeHHEe BOINHBIX H3BJICYEHHMM OCYIIECTBISETCS B IPOXJIaJHOM MeECTE B
YIIaKOBKE, OGCCHC‘IHB&IOH.Ieﬁ COXpaHE€HHEC UX KayeCTBa.

52. Ilpn pacuere TpeOyeMOro s SKCTpakUud oObeMa BOABI OUYMIIEHHON
UCIONB3YIOTCS  3HAYEHHs KO3(D(ULUEHTOB BOJAONOIJIOIIEHHS  JIEKAPCTBEHHOI'O
PacTUTEIBHOTO CHIPbS B COOTBETCTBUH C IpuioxeHueM Ne 11 x Hactosumm [pasunam
¥ 3HaueHHe Ko3(DOHUHEHTOB YBEIMYeHHS OOBEeMa JIEKAPCTBEHHBIX CPEJCTB,
IIpeIyCMOTPEHHBIX IpuiIokeHHeM Ne 6 k HacrosmuM [IpaBunaM, eciv M3MEHEHHUS B
obmeM o6beme XKUAKOM JTeKapCTBEHHOH GOPMBI P PaCTBOPEHHH MOPOLIKOOOPA3HAIX
JIeKapCTBEHHBIX CPEICTB IPEBBIIAIOT AONYCTUMBIE OTKJIOHEHHS,  YKa3aHHbIE B
tabnuue Ne 3 npunoxenus Ne 3 k Hactosimm [IpaBuiam.

53. Ilpu H3roTOBIEHHHM BOAHBIX H3BJICYCHHH O0ECHEYMBAIOTCS ONTHMAJIbHBIE
YCIOBHA 3KCTPakUHH, C Y4eTOM B TOM 4HCIE CTaHOAPTHOCTH JIEKAPCTBEHHOTIO
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PacTUTENBHOrO CBIPbS, €ro H3MEJIbYEHHOCTH M THCTONOTHYECKOH CTPYKTYpEI,
COOTHOILIEHUsI MacChl ChIpbi M 00BeMa DKCTpareHra, (pU3MKO-XHMHYECKHUX CBOMCTB
JEACTBYIOLIMX JIEKAPCTBEHHBIX CPEACTB U COMYTCTBYIOLIMX BELIECTB.

54. MHOrOKOMIIOHEHTHBIE  BOAHBIE  M3BJIE€YEHHS M3  JIEKAPCTBEHHOIO
PacTUTENBHOTO  ChIpbs,  TpPeOYIOIIET0  ONMHAKOBOTO  PEXHMa  OKCTPaKLMH,
00yCIIOBIEHHOTO GU3UKO-XUMHYECKUMHU CBOMCTBaMHU INEeACTBYIOIIMX u
CONYTCTBYIOLIMX BEILIECTB, M3rOTABIMBAIOTCS B OJHOM HMHQYHIMPHOM CTakaHe 6e3
ydera THCTOJIOTHYECKOH CTPYKTYPHI JIEKapCTBEHHOIO PpACTHTENBHOTO CHIPhS H C
y4eToM K03(GHIHEHTOB BOJONOINOIMIEHHUSI, YCTAHOBIEHHBIX B Mpuioxedud Ne 11 k
HacTtosmuM [IpaBunam.

MHOroKOMIIOHEHTHBIE BOIHBIE HM3BJICUYCHHS M3 JIEKAPCTBEHHOI'O PacTHUTEIHLHOIO
CHIPBSI, TPEOYIOIIErO PasNMYHbBIX YCIOBUH 3KCTPAKLUK, M3TOTABIHBAIOTCS PAa3NENbHO C
UCITONIb30BAaHHEM JUIS JKCTpakKLMM MaKCHMalbHO BO3MOXKHOIO 0OBEMa BOJbI
OYMIIEHHOH, HO HE MeHee YeM 10-KpaTHOro 1o OTHOLIEHHUIO K Macce JIEKapCTBEHHOIO
PacTUTENBHOT'O CHIPhS.

55. Tlpy H3roTOBNEHHMH BONHBIX M3BIEUCHHI M3 JIEKAPCTBEHHOTO CEHIPbS HE
JOIyCKAaeTCsl  MCHOJIb30BaHUE KOHLEHTPHUPOBAHHBIX PpAacTBOPOB  JIEKAPCTBEHHBIX
cpenct. [lopomkoo6pa3sHele NeKapCTBEHHbIE CPEACTBA PACTBOPAIOTCS B TI'OTOBOM
BOJHOM M3BJICUEHUH IpU TNEPEMEIHBaHUY M (UIBTPYIOTCA depe3 TOT e (QHIBTD,
KOTOPBIH  MCHONB30BAICA s  (QUIBTPOBAaHHUS BONHOTO  M3BJeYeHHs. Ilpu
HeOOXOIMMOCTH 006BbeM JIEKapCTBEHHOH ()OpMBI JOBOAMTCS BOAOM OYMIIEHHOH IO
006beMa, yKa3aHHOI'O B pelieNiTe WK TpeOOBaHUH.

56. Ilpy M3roTOBIEHHH BOJHBIX H3BJIEYEHHI UCHONB3YIOTCS CTaHAApTH30BAHHbIE
CyXHe W XHIKHe 3KCTPaKThl. Cyxue CTaHIapTU30BaHHEBIE 3KCTPAKThI BBOIATCSA B COCTAB
KUIOKUX JIEKapCTBEHHBIX (GOpM IO IpaBHIaM pACTBOPEHHS MOPOIIKOOOPAa3HbBIX
JICKapCTBEHHBIX CPEJCTB, & XXHUIKHE — IO NpaBHiaM N00aBleHHs CIMPTOCOAEPKAIIUX
JIEKapCTBEHHBIX CPEJICTB.

H3roroBnenue PpacTBOPOB 3alHIIIEHHBIX KOJUIOUI0B

57. PaCTBopBI 3allIMIICHHBIX KOJUIOMAOB MNpOTaproja, KoJulaproja, HUXTHOJA

H3rOTaBJIMBAIOTCA MacCO-00BbEMHEIM METONOM.

PacTBOpel mpoTaproia = HM3rOTaBIMBAIOTCS, IIyTEM DAacChIaHUs ero Ha
NIOBEPXHOCTH BOJBI OYHIIEHHO! ¥ OCTaBJIEHHS 10 ITOJHOIO paCTBOPEHHSI.

PacTBOpbI KoJIaprosia U3roTaBIHBAIOTCSA C MPeABaPUTENBHEIM €r0 H3MeIbueHHEM
YA CMELIUBAHHUEM C BOJOM OYUILEHHOIM.

KosutonnHele pacTBOpsl (QUIBTPYIOTCS Yepe3 06e330/eHHBIE OyMa)XHble HJIH

CTEKJISHHbIE QUIBTPHI.
H3rotoBneHue cycrieH3uii 1 3MyIbCHH

58. C}’CHCH3I/II/I U SMYJbCHH HU3TOTaBIHUBAIOTCS B CTYIIKE WU C HUCIIOJb30BAaHHEM

CMecHUTeNeH pa3TunIHON KOHCTPYKIMH.
CycrieHsuM U 3MyNbCHM HE3aBHCHMO OT KOHLEHTpPAaldM H3TOTABIMBAIOTCS IO

Macce.
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Ilpx HU3roTOBIIEHMH CYCHEH3UWH MW 3MYNbCUH B CMECHTENSX BCE WHIPEIMEHTHI
MOMEIAIOTCA B anmaparT 4 IE€PEMEIIMBAFOTCS A0 IOJYYEeHHS OTHOPOJHOM Macchl.
Bpemst cMelnBaHWs ONpENENsSeTCs CBOMCTBaMH JIEKApCTBEHHBIX CPEACTB M
KOHCTpYKLHeEH amnmnapara.

CycneH3uu He nojyexar QpuibTpaluu.

59. MsrotoBieHue CycleH3Hi B CTyIKe IyTeM H3MeJb4YeHHs MOPOIIKOOOPa3HbIX
HEpaCTBOPUMBIX JIEKAPCTBEHHBIX CPEJICTB NPOU3BOAUTCA MO NPaBUIaM HU3TOTOBJICHHS
IDOPOIIKOB C TMOCHEAYIOIIMM JUCIEPIUPOBaHHEM ONTHMAJIBHBIM  KOJIMYECTBOM
KUIKOCTH (B KOJIMYECTBE 2 OT MaccChl U3MENBYAEMOro JIEKAPCTBEHHOTO CPEICTBA MM
M3MeJIb9aeMoro JIeKapCTBEHHOIO CpeAcTBa M crabuim3aropa) H pa3baBieHHeEM
JUCIIEPCUOHHOU CPENOH.

60. Msrorosnenue CycneHsMuM u3 TUIPOGOOHEIX JIEKAPCTBEHHBIX CPEJCTB
OCYIIECTBISIETCS C HCIOJNb30BaHHEM CTaOMIM3aTOPOB TI'ETEPOTeHHBIX CHUCTEM,
yka3aHHbIX B mpwioxenurn Ne 12 k Hacrosmum [lpaBuinaM, w ¢ ydeTroM
(QU3NKO-XMMUYECKMX CBOMCTB JIEKAPCTBEHHBIX CPEICTB M CTaOHIM3aTOPOB, 4 TaKXXe
crniocoba NpUMEHEeHUS JIEKapCTBEHHOM (hOPMEI.

61. Ilpx U3rOTOBIIEHUM SMYJIBCHH HCIIONB3YIOTCS 3MYJIBraTOPhl, BEIGOP KOTOPBIX
OOyCNIOBI€H HX TeXHOJNOTMYECKHMMH U  (PU3HKO-XHUMHYECKMMH CBOHCTBaMH,
KOJIMYECTBOM MAacCIsHOH (a3bl U Ha3HAYEHUEM 3MYJIbCHH.

OMyJIbCHH H3TOTAaBIMBAIOTCS B CTYIKe 4epe3 CTAJHI0 MEPBHYHOM 3MYJIBCHU C
pacyeToM  KOJMYEeCTBA €€ MHIPEJAMEHTOB C MOCHENYIOUIMM  pa3baBieHHEM
JUCIIEPCUOHHOM cpenoi.

Crioco6 BBelleHHs JIEKapCTBEHHBIX CpEICTB B 3MYJbCHH OIpefensercs Hx
($U3UKO-XUMUYECKIMH CBOHCTBaMH.

HzroTosienune pacTBOpPOB TrOMEOITIAaTHYECKUX U pa3BC,E[eHI/Iﬁ rOMCOIIaTHYCCKHX

62. PacTBOprl = roMeomaTMYECKWEe M  pa3BeleHMs  IOMeOoNaTHYecKHe
M3rOTaBIMBAIOTCS IO MacCe M HCIONB3YIOTCS B KadecTBe CyOCTaHLMH [Uis
U3rOTOBJICHUS TOMEOINATHYECKHX JIEKAPCTBEHHBIX IIpENapaToB MM B KayecTBe
JIEKapCTBEHHBIX IPENapaToB [JIs BHYTPEHHETO, HAPY)KHOI'O 1 MECTHOT'O IIPUMEHEHHSI.

PasBenenuss roMeonariyeckue MONMYHaArOTCS IyTeM CTYIIEHYAaTOro pasbapieHus,
COIIPOBOXKAAIOLIETOCS BCTPSIXMBAHHEM DPACTBOPOB TI'OMEONATUYECKHX, TPHUTYpalHii
roOMeonaTHIECKUX, HACTOEK FTOMEONIaTHYECKUX MAaTPUYHBIX.

B kauecTBe pacTBOpMTEsIEH NPUMEHSIOTCS BOAA OYMILEHHAS, BOAA IS HHBEKIINIL,
pacTBOp HATpHs XJIOPHAA H30TOHMYECKMH, IMHLEPHH, CIHUPT STHIOBBIM WM APYroi
pacTBOpHTeNb, yKa3aHHBIH B (apMakoneHHOH cTaThe WIH JOKYMEHTe B 00JacTH
KOHTpOJIS KayecTBa.

KonunyecTsa BOJB!I OUMLIEHHOH M CIMPTa 3THIOBOTO ISl IPHIOTOBJIEHHS BOJHO-
CIHUPTOBBIX PpAaCTBOPOB pa3IMYHOW KOHLEHTpallMM TpuBeAeHBl B Tabiume Ne 4
npunoxxeHus Ne 9 k Hactosmmum [IpaBuiam.

PasBeneHus roMeonaTu4eckye U3rOTaBIUBAIOTCS B IOMEIIEHHH, 3aIlUIIEHHOM OT
NpSMOro  COJIHEYHOTO CBETa, C HCHOJb30BAHWEM I[UIOTHO 3aKyNOPUBAIOLIMXCS
CTEKJISHHBIX COCYAOB, 00BEM KOTOpBIX Ha 1/2-1/3 Gombuie ob6beMa pa3BOAMMOrO
aKTMBHOIO  KOMIIOHeHTa. B  mnpolecce HM3roToBneHHss Kaxgoe pas3BeleHHUE
HNOTEHIUPYETCS [IyTEM BCTPSIXUBAHHA.
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B ciyuae ucnonp3oBaHHs IS U3COTOBIEHHS pa3BEICHUH TOMeEONaTHYECKHX
(pacTBOPOB IrOMEOINATHYECKHUX) B Ka4eCTBE pacTBOPHUTENSA BOIBI OYHILEHHON MM BOJBI
IU1s1 UHBEKIMI Ha MapKUPOBKE YKa3bIBAETCS «BOTHOEY.

Bonuble pasBeneHMs TroMeoNnaTUd4ecKHe MCIONB3YIOTCS IS H3TOTOBJIEHHS
pacTBOPOB HHBEKIIMOHHBIX TIOMEONAaTHYECKUX, Mas3el, CYNHO3UTOpPHEB, Kallellb
IJIa3HBIX TOMEONATUYECKHX.

Bonnsle pa3senieHus roMeonaTudeckue, NpeAHa3HaYeHHbIe I MOJIYYeHHs Ma3eil
¥ CYIIIIO3UTOPHEB, U3rOTaBINBAIOTCSA HA BOLE OYMINEHHOM.

63. s MOJIy4YEHHUS pa3BeaeHUM rOMeonaTH4YeCKHX (pacTBOpPOB
rOMEOTNAaTHYECKHUX) HCTIOTIB3YI0TCs MeToabl I'anemana, KopcakoBa u LM — meToz,.

Ilpy wucnons3oBaHmu Metoma IlaHemana gecstuuHble pasenenus (1:10)
obo3HavdaroTcs OykBoH «D», coTreHHble pa3Benenus (1:100) — 6yksoit «C», ¢
yKa3aHHEM YHCIa CTyleHeH pa3Be/ieHus (TOTeHIHpOoBaHus) apabckumu 1udpamu. [Tpu
M3TOTOBIIEHUH KaXKIOI0 JECATHUYHOIO MJIM COTEHHOrO pa3BelEHHS MCHOJIb3YETCs
OTZAEIBHBINA COCY .

s npuUroToBieHMs pacTBOpoB nepBoro gecstuuHoro (D1) wmmu  mepBoro
corennoro passeneHus (Cl) 1 uyacTe cyOcTaHimu pacTBopseTcs B 9 4acTsax uiaH 99
YacTsAX PaCTBOPHTENS M BCTPAXUBAeTCs (IIOTEHLHHpPYETCS), €CId HHOE He YKa3aHO B
¢bapmakoneiHoi craTse.

Bropoe necatuunoe passeneHue (D2) rotosurcs u3 1 yactu pactBopa (D1) u 9
yacTed cnupTa 43 % (1Mo Mmacce), ecild He YKa3aH HHOM pacTBOPHTENb B JOKYMEHTE B
obmacTu KOHTpons KadecTBa. [locienyiomye pasBeleHMs IOTOBATCS aHAJIOrMYHO.
Bropoe cotenHoe passenenue (C2) rortoButcs u3 1 yactu pactBopa (Cl) u 99 yacreit
cnupra 43 % (10 Macce), ecny He yKa3aH MHOM pacTBOPHUTENbL B JOKYMEHTE B 061acTH
KOHTpOJI KadecTBa. [ locnenyromue pa3BeieHHs FOTOBATCS aHATOTHYHO.

Cnocobpl  momyuyeHHs: pa3sBeAE€HHH HACTOEK TIOMEONAaTHYECKHX MAaTPHYHBIX
npuBeleHb! B npuiioxeHuy Ne 13 k HacrosmmMm [IpaBunam.

Ecnn npu momydeHuM pacTtBopa TpeOyeTcs HCHONb30BaHHe crupta 15 % (mo
Macce), TO MepBoe JecaTHuHOe pasBeneHue (D1) monydaercs ciemyrommm o6pasoMm:
OJIHa 4acTh CyOCcTaHIMHU pacTBopsercs B 7,58 yactax Boasl M npubasnsercs 1,42 qactu
ciupta 94 % (no macce). Jlns nomydeHus neporo cotenHoro passenenus (C1) onHa
4acTh CyOCTaHIMM pacTBopsieTcss B 83,4 wacTax BOIOBl M K Hel npubasngercs
15,6 gacreli ciupra 94 % (o macce);

IIpu HU3rOTOBJICHUH pasBeeHUi rOMEeOnaTH4YECKUX (pacTBOpOB
romeonatudeckux) 1o KopcakoBy pasBenenus o6o3HauaroTcs OykBoit «K» c
yKa3aHHEM YHClIa CTyIeHEH pa3sBeieHus (IOTeHIUpoBaHus) apabckumu 1 pamu. [pu
JaHHOM METOJ€ COTEHHBIE pa3Be/ICHHs FOTOBITCA B OLHOM H TOM Xe cocyne. Ilepsoe
COTEHHOE pa3BeleHHE TOTOBUTCA B COOTBETCTBUU C METOJOM, HCIOJIB3YEMBIM IIpU
MOJY4YeHU! HACTOWKH TOMEONAaTHYECKOH MaTpuyHOM mim cybGcraHuuu. B mepBhiii
COCy[Il IOMeIaeTCsi OTMEPEHHOE KOJIMYECTBO HACTOMKU IOMEONaTHYECKOH MaTpUYHOM
WIH CyOCTaHIUM, NpubaBlIsieTcs HEOOXOAMMOE KOJMYECTBO COOTBETCTBYIOIIETO
pacTBOpUTENIS M BCTPSAXMBAETCS, B pe3yJbTaTe 4ero IOJydaeTCs IEPBOE COTEHHOE
pasBeneHue. [lomyyeHHOe pasBeieHHe IIEPEHOCUTCS BO BTOPOM COCYA ¢ 0603HaueHHeM
K1, nyreM nepeBopayMBaHMs BBEpX MHOM WM OTCachiBaHHS. B mepselii cocyn,
CoJiepXallliid OOHY 4YacTh IIEPBOIO COTEHHOrO pa3BeleHus, mpubasigercs 99 uacreit
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pacTBOPUTENS, BCTPAXHBAIOT, B pE3yJbTare 4Yero MOJy4YaeTcs BTOPOS COTEHHOE
pasBenenre no KopcakoBy. ITonydeHHOe pasBefieHHE NEPEHOCHTCA B TPETHUH COCYA C
o6o03HaueHreM K2. AHaAJTOrMYHO MOJIY4YaroTCs BCE NOCIENYIOIUE Pa3BEICHHUs, BIUBas
KaXxbii pa3 99 yactel pacTBOPHTEINS B OOMH U TOT )K€ MEPBBIA COCYA IO NOCTHXKEHHUS
TpebyeMoro pasBefeHHs. B cilyyae HCIIONB30BaHMS HEPAaCTBOPUMOM CyOCTaHLMH
nepBble TPU IOTEHLMPOBAaHHBIE TPUTYPAllMy TOMeONaTH4YeCKUe H3TrOTaBIMBAIOTCA C
JAKTO30i MOHOTHJPATOM, €CIM He YyKa3aHO HHOE, II0 METOIy, IPHBEACHHOMY B
I'nase II pasmena «/3roToBiIeHHE JE€KapCTBEHHBIX IPENapaToB B (popMe TPHUTypalHit
romeonaruueckux» Hacrosumx Ilpasun. Ilocnemyromme pasBeleHHST TOTOBSITCH,
UCIIOIB3YS XHUIKUAH pacTBOPUTEIID 110 BBIIIE IPHBEACHHOMY METOLY.

LM-pasBenenus (1:50000) o6ossauaror O6yxBamu «LM» ¢ ykazanueM uucna
CTymeHell pasBefieHHs (HIOTEHIMPOBAaHMS) PHMCKMMH IM¢pamu. LM-pasBenenus
(50-TBICSYHbIE TIOTEHIIMA) TOTOBATCS M3 TPUTYpAalMi CyOCTaHIMH B TPETHEM COTEHHOM
passemennn (C3), myTeM IOCIENOBAaTENBLHOIO IOTEHUMPOBAHHS B COOTHOLICHHH
1:50000 u obozHayarorcs OykBamu «LM» (L — 50; M — 10 000). B npouecce
H3TOTOBJIEHHs KaXJ0€e pa3BelleHHe MOTeHIHpyeTcs IyTeM BeTpsxuBanus 100 pas. Jlns
LM-passenenunii npumensercs mkaiza or LM I mo LM XXX, To ects uMmeercs
30 cryneneii pasBeneHus (MOTEHUMPOBaHKsI). B oTinMuMe OT JECATHYHBIX U COTEHHBIX
CTyIIeHb pa3BefeHus s mKansl LM-passeneHus 0603Ha4aroTCs pUMCKUMY LMPpamH.

Ilns nonyuenwns pasBegenus LM I: 0,06 r TpuTypauuum TroMeONaTH4eCKOM
TpeThero corennoro passenesus (C3) pacrsopsiercs B 20 mi cnuprta 15 % (10 macce)
¥ BerTpaxuBaercs (4to coorBercTBYeT 500 kamnam). OnHa Kamis ITOJYYEHHOTO
pacTBOpa TEPEHOCHTCS B IUIOTHO 3aKPBIBAIOMIMICA COCYyl BMECTUMOCThIO 5-10 M,
npubasisercs 2,5 mu crnmpra 86 % (1mo macce) (4to coorBeTcTByeT 100 Kamism) u
sHepruyHO BeTpsaxuBatoTcs 100 pas. IlomyueHHbIM pa3BeleHHEM PaBHOMEPHO
yBnaxnsercs 100 rpamm caxapHbIX rpasyn (okono 470-530 rpanyn B 1 rpamme).
[Tocne mponUTHIBaHMS B IUIOTHO 3aKPBIBAIOLLEMCS COCY/IE€ TPaHyIIbl BHICYIINBAIOTCS Ha
BO3/[yXe IIPH KOMHATHOH TeMIlepaType J0 IOCTOSHHOH Macchl. [lomyyeHHBIe IpaHyJIbl
COOTBETCTBYIOT pa3BeneHuro LM L.

Ilns nomydyenus pasBenenus LM II: omgna rpaHyna B paseeienuu LM 1
TIEPEHOCUTCS B IUIOTHO 3aKPhIBAIOLIKICSA COCY BMECTUMOCTBIO 5-10 MJI, pacTBOpsieTcs
B OJHOI Karule BOJBI OYMINEHHOM, mpubapnsgercs 2,5 mu crnupra 86 % (mo Macce)
(cootBercTByeT 100 KarusiM) M 3HepruyHo Bcrpsxusaercs 100 pas. Ilomyuennoe
pasBelleHHe HaHOCHTCA Ha cienyromue 100 rpaMM caxapHBIX IpaHyl, Kak yKa3aHo
BBILLE.

AHaJOrM4YHO MoJyqaroTces rnocueayomue LM — pa3BeneHus.

Jis momydenus >xunkux LM-passenenuit m3 LM-pasBenenmii rpaHyil OJHa
rpanyJja coorBeTcTByloero LM-pa3senenus pactsopsercss B 10 mi cnupra 15 % (1o
macce). Ilomydaercs pactBop, LM-pa3BeneHne KOTOpOro cooreeTcTByeT LM-
pa3BeIeHHIO IPaHyJIbl, B3ATOH [JIs paCTBOPEHMSI.

64. Jlns H3roTOBIEHHs pa3BeleHHH romeomatudeckux (no Ianemany) wus
TPUTYpAalMii TOMeoNaTHIeCKHX MCIIONB3YIOT Ba crnocoba:

Crmoco6 1. JIns mony4eHHs 4YeTBEPTOro COTEHHOro Xuukoro passeneHus (C4)
1 gacTe TpUTypauuy CyOCTaHIMK TpeThero coTeHHoro passelenus (C3) pacTBopsieTcs
B 79 wacTax Boasl, pubaBnseTcs 20 yacreii criupra 86 % (110 Macce) ¥ BCTPAXHBAETCS.
ITaroe coreHnoe (C5) ¥ Bce MOCIeAyIOIIUE COTEHHbIE pa3BeIeHHs] TOTOBATCSA U3 OJHOM
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4YacTH NpeAbIAYIIEro COTEHHOro pa3BelieHus u 99 gacreii criupra 43 % (no macce) npu
BCTPSIXVBAaHUH.

Cnoco6 2.  JIng moiydeHHs IIECTOrO NECATHYHOrO XKHAKoro passenenus (D6)
1 4acte TpuUTypalMH CyOCTaHLMM 4YeTBEepTOro JecsATHYHOro pasBeaeHus (D4)
pacTBopsieTcs B 9 4acTAX BOJBI M BCTPIXHBAETCS. 3aT€M OJHA YacCTh IOJYYEHHOIO
pa3BelleHUs BCTpsxuBaeTcs ¢ 9 yactamu cupta 30 % (rmo macce).

AHaJOTUYHO TOJy4aeTcs CeIbMOe IecATHYHOe Xuakoe pasBeaenue (D7) w3
TPUTYpallMM TOMEOIAaTHYECKOH MAToro necatuyHoro passeaenus (D5S), a BoceMoe
IecsaTHYHOE Xuakoe passeneHue (D8) - u3 Tputypanmu roMeonaTHYecKoi I[HeCTOro
necsaTU4Horo paspeneHus (D6).

Ot pessroro (D9) u Bellle AecATHYHBIE pa3BeeHUS T'OTOBATCA M3 MPEXBIIYIIHAX
JeCATUYHBIX pa3BeaeHul co cnuptoM 43 % (o macce) B cooTHomeHuH 1:10.

Jns mnosydeHMs MIECTOr0 COTEHHOro »xuakoro paspeneHus (C6) omHa YacTh
TPUTYpaLlM¥ TOMEOIATHYECKOH 4YeTBEPTOro coTeHHOro pasBelneHus (C4) pacTBopseTcs
B 99 I BOZBI M BCTPAXHUBAETCS. 3aTeM | 4acTh MOTYYEHHOTO pa3BeleH s BCTPAXUBAETCS
¢ 99 gactsamu cnupra 30 % (1o macce).

AHAJIOTHYHO TIOJYy4YaeTcss ceabMoe coTeHHoe pasenenue (C7) U3 TpHTypauuu
romMeonaryyeckod mnaroro coreHHoro pasegeHus (C5), a BOCBMOE COTEHHOE
passeaenue (C8) - U3 TpUTypalMy MeCToro coreHHoro passeaenus (C6).

Ot pmeBsaroro (C9) u Bbllle >XUAKHE COTEHHBIE pa3BEINECHUS T'OTOBATCS U3
IPEIBIAYIIETO XKHUIKOI0 COTEHHOIO pasBelEHUs C UCIoNb30BanueM crnupta 43 % (1o
Macce) B cooTHomenuu 1:100.

Xunxue passenenuss us tpurypammii D6, D7, C6 u C7, moiaydeHHbIE II0
OIMCaHHOMY METOLY, HE€ MOIYT HCIOJb30BaThCA IJIS MOJYYEHHS MOCIEMYOLIMX
pa3BecHU.

H3rotoBneHne roMeonaTHYeCcKuX cMece

65. T'oMeonarmyeckue CMECH INpPEACTaBIAIOT CO0OH CMecH TpUTypaluii
roMeoInaTHYEeCKHX, HacCTOEK rOMeonaTu4ecKux MaTpHUYHBIX, pacTBOPOB
rOMEONaTHYECKUX  HIIM  Da3BelJeHHHl  TIOMEeoNaTU4YecKMX C  pas3IdYHbIMH
BCIIOMOTaTeIbHBIMKA BELIECTBAMHU M MpeIHa3HauYeHbl Ul MOJyYeHHUs JIeKapCTBEHHEBIX
CpEeACTB.

CreneHp pa3BeJ€HHMS aKTHBHBIX KOMIIOHEHTOB B T'OMEONATHYECKHX CMECSIX
IONly4yaeTcs  IyTeM  HMX  [OCHeNOBAaTeIbHOTO  CTYNEeHYaToro  pasbaBiieHus
(MOTEHUMPOBaHUA) C IIPUMEHEHHMEM BCIIOMOTATENbHOrO BeIlecTBa (HAIPHUMED,
pacTBOpPHTENb, HOCHTENB), KOTOpoe nobasiseTcd B cooTHomenuu 1:10, 1:100 wau B
HMHOM COOTHOLICHHH, YKa3aHHOM B pelierTe WK TpeOOBaHHH.

Crenens pa3Bel€HUS aKTUBHBIX KOMIIOHEHTOB B TI'OMEONATHYECKHX CMECAX
COOTBETCTBYET YMCJIy CTYNEHEH HMX pa3BelNeHHS NpPU MOJYYEeHHH I'OMEONATHYECKUX
CMECEH.

66. I oMeomnaTtuyeckue CMeCcH NOJy4alTcs IBYMs CIOCOGaMu:

Cnoco6 1. Kaxngelii  akTHBHBIH  KOMIIOHEHT, BXOIOSAIUMM B  COCTaB
rOMEONaTUYECKOU CMECH, NPEIBAPUTENIBHO MMOTEHUHPYETCS 10 HEOOXOAUMON CTENEeHU
pa3BeNCHHA M 3aTEM CMEIIMBAETCS IPEANUCAHHOE KOJHMYECTBO (110 MAacCe) KaXIoro
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[IOTY4YE€HHOIO pa3BeIeHNUS;
Cnoco6 2. CmemuBaroTCs MpeINMCaHHOE KOJHYeCTBO (MO Macce) KaxIoro

aKTHBHOIO KOMIIOHEHTA, B3ATOI'O B Pa3sBEeACHUM Ha pAl CTyNeHEH HUXKe KOHEYHOro,

COBMECTHO IIOTEHLUPYIOTCS 1O HEOOXOAUMOM CTENIEHH HX pa3BelIeHUs B CMECH.

67. CoBMECTHO NOTEHIUPYIOTCH:

1) romeonaTHueckue CMECH, COIEPIKAaIHE TOJBKO JKHUIKHE TOMEOIaTHYecKue
pasBeJIcHHs, NIPH IOJNYYEHHH KOTOPBIX B KayeCTBE PAcTBOPHUTENS (WM HKCTpareHTa)
UCIOJB3YETCS CHUPT OTUIOBBIA pa3IM4yHON KOHLUEHTPAaUWH IpU COONIOJEHHH
cootHomenus 1:10 wmm 1:100. B cocraB Takumx roMeomaTHYeCKMX CMeceid MOryT
BXOJHMTh HACTOHMKM TIOMEONATHYECKHE MATpUUHBIE, J>KHIKHE TI'OMEOIIaTHYECKHE
pasBeeHUs TPHUTYpalHi rOMEONaTHYECKHX, paCTBOPbl roMeonaTthyeckue U (MIH) UX
passenieHHs. Ha xaXxnoli cTylleHU IOTEeHUHMPOBaHMS OAHA YacTh CMECH B36aThIBaeTCS
¢ 9 umn 99 yacTaMM CIHMpTa 3THJIOBOrO KOHIEHTPAlMH, YKa3aHHOM B pelenTe WM
Tpeb6oBaHUH. Ecim roMeonatuyeckue cMeCH IpeAHa3HaYeHbl U BBEICHHS B COCTaB
JIEKapCTBEHHBIX (OPM I NAapeHTEePaIbHOTO NMPUMEHEHHS WM INa3HBIX Kalelb, JBa
HNOCHEeHUX JECATHYHBIX pasBeleHHs MJIM IIOCJEeHEee COTEHHOEe pa3BeleHue
NOTEHLMPYIOTCS C HCIOJIB30BAHWEM BOABI Ul HMHBEKUMH HIM pacTBOpa HaTpHA
xsnopuza 0,9 % nns uHbeKUuui;

2) TpUTypaluH TOMEONAaTHYeCKHe M IJKHAKHE TOMEOIaTHYEeCKHE pa3Be/eHHs,
NOJIyYeHHBIC C HCIONb30BAHHEM BOJBI, BOAHO-COJIEBBIX MWJIM BOIOHO-TIIHIEPHHOBBIX
pacTBOPOB B KayeCTBE pacTBOPUTENA (MM SKCTpareHrta). B cocraB Takux cMeceil
MOTyT  BXOIOWTh  BOOHBI€  pPAacTBOPBI, BOJHBIE  pa3BelNEHUS  TPUTYpaUHit
rOMEONaTHYECKUX, HACTOMKM IOMEONaTHYECKHe MaTpUYHBIE, [MOJIyYEeHHEIE U3 CBEXKErO
WIH BBICYIIEHHOTO DaCTHTEIBHOrO ChIPbS CIIOCOOOM MallepalMd U (pepMeHTauMH B
CMECH BOIBl C MOJIOYHOM CBHIBOPOTKOH, MEIOM HIH JIaKTO30H, HAaCTONKH
roMeonaTH4ecKue MaTpHYHEBIE, IIOJyYEHHbIE MalepalMed ChIPbSI  JKHBOTHOIO
IPOUCXOXIEHHS B CMECH TIJIMIEPHHAa C pacTBOPOM HaTpus xjopuzaa. Ha kaxmoii
CTYN€HU NOTEHIMPOBaHMsA OJHA YacTh FOMEONAaTHYECKOM cMecH B30anTeIBaercs ¢ 9
win 99 YacTAMHM pacTBOpHTEN, YKa3aHHOrO B peLente Wid TpeGoBaHuu. Ecim
rOMEONaTHYeCKHe CMECH MNpeJHa3Ha4YeHbl Uil BBENEHHS B COCTaB JIEKAPCTBEHHBIX
GOpM I NapeHTepajbHOIO NPHMEHEHHs WM IJIa3HBIX Kalejb, TO [JBa IOCIEIHHX
JOECATHUYHBIX DPa3sBEeICHHs WJIH IIOCJE€IHEEe COTCHHOE pa3BelCHHE MOTEHIHMPYIOTCH C
UCIIOJB30BaHUEM BOIBl Ul HHBEKLUHMH, pacTBopa Harpus xuopuna 0,9% nns
MHBEKIMHA, H30TOHHYECKOTO  pacTBOpa, cojepxamero 0,2 dyactu  Harpus
ruapokapboHaTa, 8,8 gactell HaTpus xjopuna ¥ 91 yacTe BOIBI [UI MHBEKLMH WIIH
ApYroro  pacTBODHTENs, YKa3aHHOTO B  (papMakoleWHod cTaThe, oOwei
(GapMakomeiHOM CTaThe MM JOKYMEHTe B OONacTH KOHTpOJis KadecTBa. Ilpu
IPOU3BOJACTBE TakKMX TI'OMEONAaTHYECKUX CMecedl CclegyeT pyKOBOACTBOBAThCS
TpeOOBaHUAMU paszaesoB «OcobenHocTH U3rOTOBIEHHUS MHBEKIIMOHHBIX
rOMEONIaTHYECKHX  pacTBOpoB» U «OCOOEHHOCTH  H3TOTOBJEHHS  IIa3HBIX
rOMEONaTHYeCKUX Karenb» HacTosmux IlpaBun. Ilpw nonydenwu cmeced (mpu
COBMECTHOM  IIOTEHUMPOBAaHUH  TPUTYpallMd TOMEONAaTHYeCKOH W KHUIKHUX
roMeonaTH4ecKnX pasBelCHHM) AN HAHECEHHS Ha MCXOIHble I'PaHyJNbl CaxapHble
CIIocobOM HaCTaWBaHMUs Ha HOCTeNHel CTyleHH NOTeHIUPOBaHHUS [IPUMEHSIETCS CHPOII
caxapHblii 64%. Bo Bcex Apyrux ciiydasx IJis IOTEHUMPOBAHUS CMECEH HCIIONb3yeTCs
BOJA IJI1 UHBEKIMII;
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3) roMeonaTuyeckue CMeCcH, CoOAepXKaliye TOJIbKO TPHTYPallM¥ rOMEONaTHYECKHe,
M3rOTOBJICHHBIE K3 IOPOLIKOB, I'OMEONAaTHYECKMX MaTPUYHBIX HAcCTOEK, pPacTBOPOB
rOMeOonaTHYecKuX ¥ (WIK) HX pa3BeJeHHH.

Ha xaxaoil CTyneHH NMOTEHLHPOBaHMsS CMENIMBAIOTCS M pacTHparoTcs 1 4acTb
cMecH ¢ 9 unu 99 yacTIMH MOJIOYHOTO caxapa B COOTBETCTBUH C TpeboBaHUsAMH [ naBhl
Il pasmena «V3rotoBiieHde JeKapCTBEHHBIX IpenapaToB B (opMe TpHTypalMi
roMeonaTu4eckux» Hacrosmux IIpasu.

H3roroBneHne roMeonaTHuecKux Kareib

68. I'oMeomaruyeckue Kaluld MpPeACTaBIAIOT CO00H JKHUIKYIO JIEKaPCTBEHHYIO
bopMy, coIepXallyl0 OAMH WJIH HECKOJbKO aKTUBHBIX KOMIIOHEHTOB B
COOTBETCTBYIOIIMX 'OMEOIaTHYECKUX Pa3BENCHUSIX.

['omeonaruyeckue Kami¥ TOTOBATCA IO Macce M MOTYT COIEpXaTb ONWH HIH
6osiee aKTUBHBIX KOMIIOHEHTOB.

B kadecTtBe axkTHUBHBIX KOMIIOHEHTOB IIpH M3TOTOBJIEHHH TI'OMEONATHYECKHX
Kanejb UCMOJIB3YIOTCS N'OMEOoNaTUYECKUEe MaTpUYHble HACTONKH, UX I'OMEOIaTHYECKHE
pa3BelleHHUsl, PacTBOPHl T'OMEOINaTU4YeCKHe, XHUIKHE TOMEOIaTHYECKHE pa3BeIeHUsI.
Ilocnennee pecATMYHOE MM COTEHHOE pa3BeleHUE AaKTHBHOTO KOMIIOHEHTa
NOTEHUHUPYETCS ¢ IPUMEHEHUEM pacTBOpUTENSA, MPEAYyCMOTPEHHOrO B COCTaBe
FOMEOINAaTHYECKHUX Kaleb.

B kauectBe pacTBOpHUTENEH MpH M3TOTOBIEHHWH TOMEONATUYECKUX Kaneib
MCIIOJIE3YIOTCSl OYHMILIEHHas! BOJA, INIMIEPHH, CIUPT, )XUPHbIE U MUHEPAIbHEIE Macha,
MHOM pacTBOpUTENb, YKa3aHHBIH B (papMakoreiiHoi crarbe, obmiedl dpapMakonenHon
CTaThe WIH OKyMeHTe B 001acTu obecrieyeHus KayecTna.

69. HsroroBneHHble  IrOMeONaTH4YecKHe  Kaluld  pacdacoBbIBalOTCS €
UCIIOJB30BAHUEM MEPHOM INOCYIbl WM pa3iU4YHBIX [103aTOPOB B COOTBETCTBHUU C
obbpeMoOM.

H3roropneHue roMmeonaTu4ecKux CHPOIIOB

70. I'omeonaTtuyeckuif CHpONI NpeAcTaBiseT COOOM CHpPOI, COAEpXKalUil OAMH
WM HECKOJIbKO aKTHBHBIX KOMIIOHEHTOB B COOTBETCTBYIOLIHMX TIOMEONaTHYECKHX
pa3sBeIeHHUSIX.

71. T'oMeomaTW4eCKMH CHpON M3TOTaBIUBAeTCS IIOCPEACTBOM DPaCTBOPEHHUS
CHUpPOIIO0Opasyrolero KOMIOHEHTa B KUIIsIIeH oynlieHHoi Boje. [lonyyeHHsIH cupon
GuUIBETPYeTCs B ropsyeM BHIE B CTEPWIBHYHO eMKocTh. KOHIeHTpauus caxapa B
rOMEOIIAaTUYECKOM CHpPOIle He MOXeT ObITh Hostee 72 %.

B oCTEIBIIMH CHpOIl BBOASTCS IOMEOIAaTHYeCKHe MaTpUYHble HAaCTOWKHM MIIM HX
roMeonaTH4YeCKHe  pa3BElEeHUs,  pacTBOpPhl  IOMEONaTHYeCcKHMe M JKHIKHE
roMeonaTH4eCcKHe pasBe[eHHsd, TpHUTypallud TroMmeonaTu4eckue u (MIH) HX
roMeonaTH4ecKHe pa3BeIeHus.

B kayecTBe KOHCepBaHTa [ H3rOTOBJIEHHS TIOMEONATHYECKOr0 CHpoIa
HCIIOJIb3YETCS CIUPT, IPHMEHEHHE APYTHX KOHCEPBAaHTOB He JOITyCTHMO.

Ilony4yeHHBI roMeonaTHYECKHH CHpOIT NPOLEXHUBAETCS Yepe3 IUIOTHYK TKaHb
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WIH OPYTo# MOAXOAAIIMHA MaTepHall.
KoHIeHTpanus caxapa B IEKApCTBEHHOM Ipernapare JOMKHaA ObITh He MeHee 64%.

H3rotoBieHne HACTOEK TOMEONATUYECKUX MATPUUHBIX U XKUIKUX
roMeonaTHyeckux passenenui (o ['anemany)

72. Hacroiiku romeomaTHdecKkue MaTpH4YHbIE IPEICTABISAIOT COOOH KMIKHE
M3BJICYEHHS M3 CBEXeCOOPaHHOI'O WM BHICYILIEHHOIO CHIPhS PAaCTHTENBHOTO H/WIH
YXUBOTHOT'O IIPOUCXOXKICHUSA, CMECU COKA PACTEHUMU C 3TAHOJIOM.

73. Celppe pacTHTENBHOIO MPOUCXOXIEHUS H3MeNbyaeTcs JO o00pa3oBaHMs
KallMIbl, a BBICYIIEHHOE — [0 YaCTHI[, pa3Mep KOTOpPHIX yka3aH B Tabmuue Ne 2
npunoxenus Ne 4 x HacrosuuM [IpaBunam.

BricylleHHOE ChIpb€ PacTUTENBHOIO IPOMCXOXXIEHHUS, MNpelHa3HauYeHHOE IUis
MOJIyYeHUsT  TOMEONMATHYECKUX  MATPUYHBIX  (EPMEHTHUPOBAHHBIX  HACTOEK,
U3MelNbYaeTcs A0 pasMepa YacTULl MPOXOIAIIKX CKBO3b CHTO C OTBEPCTUSIMHU pa3MEPOM
He Ooinee 0,5 mM.

IIpy u3roToBNEHUHU (PEPMEHTHPOBAHHBEIX IOMEONATHYECKHX HACTOEK JOJDKHBI
cobmonaTeCs TEMIIEPATYpPHBIA pexuM, BeauduHel pH cpeasi, MPOXOKUTENIBHOCTH
HACTaMBaHUS M pEXHM IlepeMellMBaHMsA. TeMrepaTypHbI pexuMm (HarpeBaHue)
IIOAACP)KUBACTCS c IIOMOIIIBIO TEpPMOCTaTOB. Ipouecc 3KCTpaKLUHU
HHTEHCUGULHUPYETCS TUIATENbHBIM [TIEpEMEIIMBAHUEM MaAlEPaTOB IBaXK/Ib! B ICHb.

B xauecTBe ChIpbs AN NOJNy4EHHS HACTOEK IOMEOIATHYECKMX MATPUYHBIX HA
TIIMIIepHHE MCHONB3YIOTCS JKMBOTHBIE, WX YacTH WM MX BbleneHus. Ilpu sToM
nepepabGoTKa dYacTedl BBICIUMX O KUBOTHBIX  (TEIJIOKPOBHBIX)  OCYIIECTBISETCSA
HEMOCPEACTBEHHO Iocie y0os, HU3MME XKMBOTHBIE YMEPIIBISIOTCS HEMOCPEACTBEHHO
nepex nepepaboTKoi B TOKE yriiepoja IHOKCHAA.

74. HacToiikd roMeomaTHdecKue MATpUYHBEIE IIONyYaloTCs  Crocobamu
IEPKOJISALMY WM Mallepalliy 3TaHOJIOM COOTBETCTBYIOIIEH KOHIICHTPallMK, Malepaliiy
OYMINEHHOH CBEXENPUTOTOBIEHHON BOHO# ¢ noOaBieHHEM Meda WM CMECH Mena C
JaKTO30fi WAM  CBEXEIPUTOTOBJIIEHHOM  MOJNOYHOH  CHIBOPOTKOW, Mauepauuu
[JIMIEPUHOM B MPUCYTCTBUM WM 6€3 HATpHs XJIOpHIA.

Onucanus crnoco0OB M3TOTOBIEHHS HACTOEK I'OMEOIATHYECKHUX MaTPHUYHBIX
npuBeneHs! B npuioxeHnu Ne 13 k Hactosum [ Ipasunam.

75. Mono4yHas CHBOPOTKa, MCIOJb3yeMas MJig H3TOTOBIECHHUS HaCTOEK
rOMEONaTHUYeCKuX MaTPUYHBIX (EpPMEHTHPOBAaHHBIX, TOTOBHTCA M3  CBEXEro
HATYpaJbHOTO CHIPOrO KOPOBLETO MOJIOKA IUIOTHOCTBIO He MeHee 1027 Kr/™m.

MOOKO HarpeBaeTcs O KHNEHMS M KHUISATHTCA B Tedenme 5 muH. Ilocme
OXJIaXIEHHS MOJIOKO 3aKBALIMBAETCS MOJIOYHOKUCTEIME GaxtepusMu Lactobacillacea
¥ BBIIEPKUBAETCS B 3aILMILIEHHOM OT CBeTa MECTe IpH TEMIIEPAType OKOJIO 25°C B
TeyeHue 3 CyTOK.

Jlns monydeHHss 3aKBacKM MONIOYHAs CBHIBOpPOTKa OTHENIAETCA GUIBTPOBAHUEM
Yyepe3 CTEpUNbHYIO TKaHb.

B rpy6oxepamuyeckuii cocyl MOMEINAETCs 1 JMTp CBEXEro HaTypalbHOro
CHIDOrO KOPOBBETO MOJIOKA BBICHIETO COpTa, NpHOaBIAeTCA 10 Mi MONy4EHHOH
3aKBACKM M OCTaBISeTCs [UIS CKBalllMBaHWsA B 3alUIIEHHOM OT CB€Ta MeECT€ IIpH
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Temmneparype okojo 25 °C B TedeHue 3 cyTok. OOpa3oBaBIIMHCA CaMOIIPECCOBaHHbIM
IPOYHBIA CTyCTOK 0€3 My3bIPbKOB ra3a OTIEJSeTCH, CHIBOPOTKa (HIBTPYETCS 4Yepes
cTepuibHy10 TKaHb. [lepBeie 100 Mi ¢punbTpara oTOpaceBaroTC.

Hns HactauBaHus (MallepalliM) HCHONB3YIOTCS IUIOTHO — 3aKpPbIBAIOIUECS
rpyOoKepaMHUYEeCcKUe UM CTEKISHHbBIE COCY IbI.

IV. OcobGeHHOCTH U3roTORIEHUS Maszeil

76. Ilo Tumy OMCIIEPCHBIX CHCTEM Ma3d MOTYT OBITh I'OMOI'€HHBIMM (CILIABBI,
pacTBOPBI), reTeporeHHbBIMH (cycrieH3noHHbIe )¢ 3MYJIbCHOHHbIE) U
KOMOUHHMPOBAHHEIMHU.

B 3aBHCHMOCTH OT KOHCHUCTEHTHBIX CBOWCTB Ma3d MOApAa3IeNAlOTCS Ha
COOCTBEHHO Ma3H, I'elii, KPEMB], IIaCThl H IMHUMEHTEI.

Ma3zu M3roTtaBIuBalOTCS N0 Macce. JIOMyCTHMBble OTKIOHEHHsS B OOIedl Macce
Masell ykasansl B Tabaunax Ne 6, Ne 7 npunoxxerus Ne 3 x HactosiuM [Ipasunam.

Mas3su U3roTaBlIMBalOTCS B CMECHTENSAX HWIH B CTYIIKE.

77. JIns M3roToBJE€HHS Ma3eld HCIOJB3YIOTCS BCIIOMOTraTelbHBIE BELIECTBA:
Ma3eBbl€ OCHOBBI, KOHCEPBAHThI, aHTUOKCHUIAaHThI, aKTUBATOPH! BCACHIBAHHMS.

MaseBas 0CHOBa N0OJDKHA 00ecTieyMBaTh NPOSBIEHHE Crieln(HYECKOH aKTHBHOCTH
Ma3d, He HapyllaTh (QYHKIMM KOXH, HE BbI3BIBATh AJUIEPTHMYECKUX peaKlMi, MHBIX
NOOOYHBIX NEUCTBUH.

Masu, BBOIMMBIE B IIOJIOCTH TeNla, HAHOCHMbIE Ha OOLIMPHBIE PAHBI M OXXOTOBBIE
IIOBEPXHOCTH, U3TOTaBIMBAIOTCS B aCENTHYECKHX YCIOBHAX.

H3roroBneHre roMoOreHHbIX Masei

78. K roMOTeHHBIM Ma3siM OTHOCSTCS Ma3U-CILIaBhl i Ma3H-PacTBOPEI.

Masu-crinaBel  Ha  JIMNOQUIBHBIX  OCHOBaX  IOJYYalOTCAd  CILIABJICHHUEM
HMHIPEMEHTOB C YYETOM MX TeMIIepaTyphl TIaBJIEHHS.

Masu-pacTBOpel Ha JUIOQHIBHBIX OCHOBaX IOJIy4alOTCS PpacTBOPEHHEM
KUPOPACTBOPUMBIX JIEKAPCTBEHHBIX CPEJICTB B PACIIJIABIIEHHON OCHOBE.

Ma3su-pacTBopel Ha THAPOQUIBHBIX OCHOBAaX IIONYYalOTCS NpPH PacTBOPEHHH
BOJIOPACTBOPMMEIX JIEKAPCTBEHHBIX CPEACTB B BOAE WIH APYIHX XKHIKOCTAX C YYETOM
PacTBOPMMOCTH, 3aTEM CMEILUBAIOTCS ¢ OCHOBOM HJIM PACTBOPAIOTCH B HEH.

HzroroBneHue CYCII€H3HOHHBIX Maszei

79. Ilpu WH3rOTOBIEHMH CYCIIEH3HOHHBIX Ma3eil JIeKapCTBEHHBIE CpelCTBa
HU3MEJIbYArOTCS, 3aTEM JUCIIEPIUPYIOTCS C OIITUMAIBHBIM KOJTHYECTBOM KM IKOCTH.

Ilpu comepxaHuu TBepaOH (asbl B cocTaBe Ma3u MeHee 5% JieKapCTBEHHBIE
CpelCTBa H3MEJbYAIOTCA C JOIOJHUTEIBHO BBOIMMOM JKHIKOCTBIO, POJACTBEHHOM
OCHOBE, B KOJIMYECTBE IMPUMEPHO pPABHOM IIOJIOBHHE MacChl H3MEIbYaEMBbIX
JIEKapCTBEHHBIX CPEJICTB.

Ilpu conepxanuy B cOcTaBe MasH TBepHOH (azbl oT 5% 10 25% neKapcTBEHHBIE
CpelcTBa HM3MENbYalOTCA C YacThIO PacCILIaBI€HHON OCHOBBI, paBHOW IIOJIOBHMHE OT
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Macchl JIEKapCTBEHHBIX CpEICTB, OCTaJIbHOE KOJNWYECTBO OCHOBBI Oepercs B
HepacIlIaBIIEHHOM BUIE.

IIpu comepxaHMM B cocTaBe Masu TBepnmoil ¢asel 25% W Oonee HCHoONB3yeTCs
pacruiaBjieHHas: OCHOBA il TUCIIEPTUPOBaHUs U pa30aBiieHUs KOHIIEHTpAaTa.

Hsrorosnenue OMYJIbCHOHHBIX Mazeu

80. DOMynbCHOHHBIE Ma3{ Ha JHIOOQMUIBHBIX U TUQPHIBHBIX OCHOBAaX COIEpPXKAaT
BOIHBIE WM CIIMPTOBBIE PACTBOPHI JIEKAPCTBEHHBIX CPEACTB. DMYJIHCUOHHBIE Ma3H Ha
ruApodUIBHBIX OCHOBAaX ColepXaT ruApoPoOHbIe XUIKOCTH.

B 5MynecHOHHBIE Ma3M B BHIE BOIHBIX pPacTBOPOB BBOJATCA IPOTApro,
KOJLIaproj, CyXue 3KCTPaKkThl U JpyrHe BOIOpAacTBOPUMBIE JIEKAPCTBEHHBIE CPEICTRBA,
KOTOpbI€ pacTBOPSAIOTCS B BOJE C yY€TOM PacTBOPHMOCTHU JIEKAPCTBEHHOI'O CPEICTBA M
NONMYCTUMBIX OTKIOHEHHH B oOmed Macce Maseil, yka3zaHHbIX B Tabmume Ne 7
npunoxenus Ne 3 k Hactosum [IpaBunam.

[TonyyeHHBIE pPacTBOPHl 3MYJBIHPYIOTCS M CMELIMBAIOTCA C  OCTaBLIMMCH
KOJIMYECTBOM OCHOBBI.

Kunkue nexapcTBEHHbIE CPEACTBA 3MYJIBIUPYIOTCS OCHOBOIMA.

HzroroBneHre KOMOMHUPOBAaHHBIX Masei

81. Ilpu wu3roTOBIEHHHM KOMOMHHMPOBaHHBIX Ma3ell JIeKapCTBEHHBbIE CpeICTBa
BBOAATCS B OCHOBY Ma3HM C YYE€TOM (QH3HKO-XUMHYECKHX CBOWCTB JIEKapPCTBEHHBIX
CPELCTB.

TexHonornyeckue IIPHEMBE], HCIIOJNIb3yEMEBIEe pu HU3TOTOBJIEHUHU
KOMOVMHHUPOBaHHBIX Ma3eH, JOJDKHBI IIPEAYTIPEXIaTh HeXeNnaTeIbHbIe B3aUMOIeHCTBHS
JEKapCTBEHHBIX CPEICTB JpYyr C JOPYyroM MJIM pacClO€HHEe Masd B IIpoliecce
H3TrOTOBIICHUS U XpaHEHUs, 00eCIeYnBaTh TOIy4YeHHe OOHOPOXHON MacCHI.

H3rotoBieHue roMeornaTHIeCKuX Masei

82. 'omeonaTtuyeckue Masy COCTOSIT U3 OCHOBBI U PaBHOMEPHO pacIlpeeNIeHHBIX
B HEH OJHOTO MM HECKOJBKMX aKTHUBHBIX KOMIIOHEHTOB T'OMEOIaTHYECKHX
pasBeCHUN.

ITo KOHCHCTEHIIMH M COCTaBy OCHOBBI Ma3H FOMeONaTH4YeCKHUe ITOApa3AeNsFOTCS Ha:

roMeonaTudeckue MasH (Msrkas JeKapcTBeHHas (popMa, COCTOsIas M3 OCHOBBI M
PaBHOMEPHO pacCIIpeIeJIEHHBIX B HEW OJHOTO WJIM HECKOJIbKUX aKTUBHBIX KOMIIOHEHTOB
rOMEONATHYECKUX Pa3BEICHUH );

FrOMEONAaTHYECKHE OIOAENbAOKH (MBUIBHBIN JIMHUMEHT, COCTOSILHN M3 CMeCH
aKTMBHBIX KOMIIOHEHTOB I'OMEOIIaTHYECKUX pa3BeICHUN U OCHOBBI).

83. Ilpy M3roTOBJIEHHH FOMEONAaTHYECKOH Ma3H aKTHBHbIE KOMIIOHEHTH! BBOISATCS
B BHJIE TOMEOINAaTHYECKHX MaTPUYHBIX HAaCTOEK M (MIM) UX pa3BeleHUH, TPUTypaUui
roMeonaTH4eCKMx, pacTBOPOB TI'OMEONAaTHUYECKMX U IKUIKUX TIOMEONaTHUYEeCKUX
pasBelleHUH, CyOCTaHHMM  CHHTETMYeCKOro, MHHEpPAIBHOTO U  PUPOIHOIO
MIPOUCXOXKAEHHUS UIH HHOTO IIPOUCXOXKICHUS.
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Ilpu ¥3roTOBIECHUH IOMEONAaTUYECKOM Ma3U HMCIOJIb3YIOTCS OCHOBBI IIPUPOIHOTO
OPOMCXOXIEHUSA: TUAPOGOOHBIE — XXUPOBBIE U YIJIEBOAOPOJHbBIE (JIAaHOJIMH, Macna
pacTUTENbHbIE, BOCK IMYETHHBIN, cCliepMalleT, Ba3eMH, Maclio Ba3eJIMHOBOE, TapaduH),
ruipoQUIbHBIE — el BBICOKOMONEKYJISPHBIX YIJIEBONOB U OeNKoB (TparakaHrt, arap,
XKENaTUH, KpaxMall, MeJl, [JIMLEpUH) HIIK UHBbIE OCHOBBI, YKa3aHHbIE B (papMaKoneiHoM
cTaTbe, 0o0mIel (QapMaxkonedHON cTaThe MM IOKyMeHTe B obnactu obecriedyeHus
KayecTBa.

84. Hacroliku TromeonaTHYeCKHe  MaTpU4Hble, BXOASIIME B  COCTaB
roOMeoNnaTHYECKUX Ma3el B KOHIIeHTpauuu 6onee S %, nepen CMEIIMBAaHUEM C OCHOBOM
aub0 BBINApUBarOTCA (IO BaKyyMOM) 10 TTOJIOBHHBI B3STOTO KOJMYECTBa, MO0 IS UX
UHKOPIIOPUPOBaHUS B BaselHH K HeMy nobasnsiorcs 5-10 % nanonuHa 6e3BOIHOrO
WM 3MYJIbraTopa.

KoHueHTpauys akTUBHBIX KOMIIOHEHTOB B FOMEONAaTHYECKHX Ma3siX YKa3bIBaeTCs
B BUJEC Pa3BEIEeHUM.

['omeonaTuyeckue omoAeNIbJOKH HU3rOTaBIMBAIOTCS B COOTHOUIeHHH 1:10 mnu B
MHBIX COOTHOMIEHUSX.

OcHoBa AN  TOMEONATHYECKUX  KHIOKHUX  ONOMENBIOKOB  IOJydaeTcs
CMELIMBAaHUEM CIIMPTA MBIIBLHOIO, OYMILEHHON BOABI U cnupTa 95 % B COOTHOLIEHUM
110 macce 2:1:1 UM B UHBIX COOTHOIIEHUSAX.

B KkayecTBe aKTHBHBIX KOMIIOHEHTOB B T'OMEONATHYECKHUX OIOJEIbA0KaX
UCIOJIb3YIOTC HAaCTOMKM TOMEOINAaTHYeCKHe MaTpHUYHble HJIH TOMEONaTHYeCKHe
pasBeneHus B KoHUeHTpauuu 3%, 5%, 10 % MM UHBIX KOHLEHTPaUHUAX, CMECH
HAaCTOEK TOMEONaTHYeCKMX MAaTPU4YHBIX HJIM CMECH pa3BENeHHH  HacToeK
TOMEOINATHIECKUX MATPHYHEBIX, MM TOMEONaTHYEeCKHE pa3BelNeHUs, WU JpyTrue
JIeKapCTBEHHbIE CpeAcTBa. JleTyyMe M maxydyde HHTPEeOUEeHTHl OO0aBISIOT B
MOCTIETHIOIO OUYepeb.

M3roToBlIeHHE TOMEONaTUYECKMX Masel, Comep)alux IOPOLIKK METANIOB,
OCYLIECTBIIAETCA MIyTeM CMELIMBaHuUs | 4acTH mopoinka MeTauia ¢ 9 JacTIMu Ma3eBoi
ocHOBBI. Pasmep 80 % yacTuu MeTania B TaKOM Cliy4yae JO/KEH ObITh He Hosee 10 MKM
Y He NOJDKHO OBITh yacTul] 6osiee 50 MKM.

B romeonatuyeckne Ma3M He BBOOATCH CTaOUIIM3aTOPHI, AHTHOKCHIAHTBI M
KOHCepBaHThl. JlonmyckaeTcs fobaBneHHe KOHCEPBAHTOB TOJNLKO B TEX ClIydYasX, KOrjaa B
Ka4yeCTBE OCHOBBI HCIOJIb3YIOTCS TIElIM, COAEpPKalllie BOLY, WJIM MpSMble 3MYJIbCHU
(TUn «Macno B BoAE»).

HomycTrMble OTKIOHEHHS B oOlIedl Macce roMeonaTH4ecKux Maszedl B Tybax
ykaszaHsl B Tabnuue Ne 7.1 mpunoxenus Ne 3 k nacrosium IIpasunam.

HzroToBneHue romeonaTuyeckoro Macia

85. I'oMeomaTuyeckoe Macio MPeACTaBIAET COOOM KHUAKYHO JIEKAPCTBEHHYIO
¢dopMy B BHOE IKCTpaKTa HMIIM PAacTBOpa MJISl HAPYXHOTrO MPHUMEHEHHS, COCTOSILYIO U3
rOMEONAaTHYECKUX JIEKAPCTBEHHBIX CPENCTB M PacCTUTENBHOrO MHJIM MHUHEPaJbHOI'O
Maca.

I"oMeomnaTryeckoe Macyio U3rOTaBIMBAETCA:

Mallepalyel BEICYIIEHHOTO PaCTUTEIbHOTO HITH XXUBOTHOT'O CHIPbS PACTHUTEIBHBIM
U MUHEPAJIbHBIM MacjioM;
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CMEIIUBaHUEM 3(PUPHBIX Macell ¥ PaCTHTENbHBIX HJI MUHEPATbHBIX Mace;

HHBIM crocobomM, obecrieyMBarOIMM TNOJXY4YeHHE CTaOMIBHOM JieKapCTBEHHOM
(G OpMEL.

I'omeomnaTtuyeckoe Maciio MOXET COAEPKaTh OAUH WK OoJiee UHTPEIUEHTOB.

86. 'omeonaTuyecKkoe Maciio U3roTaBJIMBAaeTCs MO Macce B cooTHorneHuu: (1:10)
wiu (1:20) WK B UHBIX COOTHOIIEHUSX.

B kayecTBe Macen HCIONB3YIOTCA OJIMBKOBOE, apaxHUCOBOE, MOACOJHEYHOE,
KOCTOYKOBBIE U JIpyTH€ PaCTUTENIbHbIE Macjia UM MUHEPAJIbHBIE Maciia, pa3peiieHHbIe
IJIsE MEQULIUHCKOTO IPUMEHEHUS.

JlexapcTBeHHBIE NIpenapaTsl Ha OCHOBE Macell MOI'yT ObITh MOHOKOMIIOHEHTHBIMHU
WM KOMIUIEKCHBIMU. KOMIIIEeKCHbIE JieKapcTBEHHBIE IIpenapaThl Ha OCHOBE Macell
WU3rOTaB/IMBAIOTCS CMEIIMBAHUEM MOHOKOMIIOHEHTHBIX Macell, IOTeHIHPOBaHHOM
OCHOBBI U JAPYTHUX BO3MOXHBIX UHIPEIUEHTOB C MacliaMU WM 0e3 HUX.

I'omeonaTtryeckoe Macino U3roTaBIUBAETCS CIEAYIOMUMHU CITOCOOaMHU.

Cnoco6 1. I'oMeomaTuyeckoe MaciO H3rOTaBIMBaeTCd M3 | BECOBOH YacTH
BBICYILIEHHOT'O PAaCTUTEJIBHOIO MIIM >XKUBOTHOrO Chiphs M 10 mmu 20 BecoBBIX yacTei
Macia. BecoBas 4acTh H3MENBUYEHHOIO PaCTUTEIBHOIO CHIPhS IOMEIAETCS B 3aKPBITHIH
cocyn u cMmayuBaercs 0,25 BecoBoil wactu cnupra 3TUioBoro 95%. Cwech
HAaKpBIBAaCTCS U OCTABJIIETCS CTOATH 12 4, a 3aTeM cMemmBaeTcs ¢ 10 umu 20 BeCOBBIMH
yacTsIMM Macja M BelAepxuBaercs npu Temmeparype 60-70°C B TeueHue 4 4acos.
Ilocne aToro noxy4yenHas cMech oTXKHMaeTcs U ¢unbTpyercs. [lomyqaercs 10% unu
5% romeomnaTuyeckuil npenapar Ha OCHOBE Macia.

Cnoco6 la. Onna 4acTh U3MENBYEHHOTO CHIPhS TIOMEIAETCS B 3aKPhIBAIOIIHICS
cocyl, B Korophii npudasnsgercs 10 wiu 20 yacTteit Macna (11 CHIPbs, CONEPXKALLETO
CHJIBHOJEHCTBYIOIIME BelecTBa), HarpeBaeTcs a0 37° C ¥ BHIOEPKHBAETCA IPU ITOM
TEMIIEpaType B TeUeHHE / AHEH, IepeMelnBasi yTPOM M Be4epOM B TEUEHHE 5 MHH.
3aTeM cMeCh OTXKUMAeTCs U PUIBTPYeTCS.

Crocob6 2. T'oMeomaTHueckoe MaclO H3rOTAaBIHMBAeTCA IyTEM CMENIHBAHUS
1 BecoBoii yacTu 3¢upHOro Macina ¢ 9 win 19 BECOBBIMH YacTSMH Maclia WJIH MHBIMH
COOTHOIUIEHHUAMH, HCIIONB3yeMOro B kadecTBe OCHOBBIL. [lomydarorcs 10% wunmum 5%
n100 MHOM KOHLEHTPAalKY rOMeoNlaTH4YecKHe mpenapaTbl Ha OCHOBE Macel.

Cnoco6 3. [lng nonyyeHus MacisHoro passeienus D3 cHayana 1 4acTh XKHAKOTO
roMeonaTH4ecKkoro passefieHuss D1 BcTpsxuBaeTcs ¢ 9 4acTAMHM CHHPTa 3THIOBOIO
abCcomoTHpoBaHHOrO0. M3 1 yacTu 3TOro pasBeleHHUS aHAJOIHMYHO TOTOBUTCSH XHIKOE
romeonarudeckoe passegeHue D3. OpHa dwacTe JXKHIKOTO TOMEOIAaTHYECKOIO
pasBeneHus D3 cmemmBaercs ¢ 99 uacTAMM Macia, HCIIOJIB3YEMOTrO B KayecTBe
OCHOBBI. JTa CMECH ABIIIE€TCS MacsIHbIM pa3BeneHueM D3.

MacnsHoe pasBeneHre D4 roTOBUTCS aHJOTHYHBIM CIIOCOOOM M3 XXKHAKOTO
rOMEOIIaTHYECKOro pasBeneHus D2, aHalorWYHO roTOBSTCS M MacisHble pa3BeleHHS
D5 wu BeILLIE.

Crnocob6 3a. OmHa YacTh rOMEONaTHYecKO TPUTYpaluH CMelnuBaercs ¢ 99
YacTAMM Macja, MCIOJb3yeMOIr0 B Ka4eCTBE OCHOBEHI, 0 TOMOT'€HHOI'O COCTOSIHUS, NIPH
3TOM Macji0 BBOAUTCS IOCJIENOBATENIbHO YacTsAMH. BpeMs nepeMemmBaHUs ¢ OCHOBOIA
cocrapnser 20 MUH.
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Cnoco6 4. ['omMeonaTu4ecKkoe MaciaO H3rOTaBIMBaeTCs IyTEM CMelluBaHus |
JaCTH I'OMEONAaTU4YECKOro pasBElACHHs MIM CMECH IOMEONaTHYeCKMX pa3BeAeHHH ¢ 9
YacTsSIMM MHHEpPalIbHOIO Macja WIM B JPYTHX COOTHOILIEHHsX. BBeneHue BOOHBIX U
CIIUPTOBBIX COCTaBJSIONIMX IIPOM3BOAMTCS IIOCTAAMMHO MWJIM C MHCIIOJIB30BaHUEM
aMyJibraropa (JIaHoJIMHa, ero MPOU3BOIHBIX WIM Macia Kakao).

Cnoco6 5. HsroroeneHue KOMOMHHPOBAaHHBIX TI'OMEONATHYECKMX Macel, B
COCTaB KOTOPBIX BXOAAT N'OMEONAaTUYECKUE pa3BEACHHUS WM CMECH MOMEONaTU4ecKuX
pa3Be[CHUH, MacisgHbBle OKCTpPakThl, d3(QupHble M CHHTETHYECKHE Macia,
OCYILIECTBJIETCS C Y4eTOM (HU3UKO-XMMHYECKUX CBONCTB BCEX KOMIIOHEHTOB,
BXOISIUIMX B COCTaB. TEXHOJIIOTMYECKUE IIPUEMBI, UCIIOJIb3yEMBIE NPU U3TOTOBJIECHUU
KOMOHMHHMPOBAHHBIX Macel, JOJDKHEI IIPeayIIpexXaaTh HexenarelbHble B3aUMOAEHCTBHS
JEKapCTBEHHBIX  CPENCTB APyl C JApPYIOM, a TakKe BBOIUTBCSI B OCHOBY B
OIpelesIeHHOM IOCIeOBaTeIbHOCTA B 3aBHCHMOCTH OT cocTaBa Macnia. [laxyuue u
JieTy4ue KOMIIOHEHTHI J00aBIISIOTCS B NOCIEIHIOK O4Yepeb.

V. Oco6€HHOCTH H3IOTOBJIEHHUS CYNIIO3UTOPHEB

87. JlnAd U3roTOBJIEHMs CYNIO3UTOPHEB HCIIOJNB3YIOTCS BCIIOMOraTenbHbIe
BellleCTBa:  HOCHUTENM  JIEKAPCTBEHHBIX  CpelACTB  (OCHOBBI),  KOHCEPBAHTEHI,
aHTUOKCUIAHThl, aKTUBATOPbI BCAChIBAHMUS.

Cynnosutopuy  HM3rOTaBIMBAlOTCA @O Macce MeETONaMH  BbIKaThIBaHUS,
IIpECCOBaHMs U BBUIMBaHUS.

Ilpy Merozne BBIIMBaHUS JIEKAPCTBEHHBIE CpPEICTBA, PacTBOPUMEIE B XKHpax,
PacTBOPSIOTCSA B JIMIIOGUILHON OCHOBE.

IIpu MeTone BBIKATBIBAaHHUS JIEKAPCTBEHHBIE CpPEICTBAa, PAaCTBOPHMEBIE B XKHpPaX,
pacTUpAlOTCS C YacThlO HM3MEJILYEHHOH OCHOBBI WM ONTHUMAIBHBIM KOJHYECTBOM
BCIIOMOTraTEJIbHOM JKMIKOCTH, pPOICTBEHHOH K ocHoBe. [Ipu oOpa3oBaHuu
3BTEKTHUYECKON cCMecH NO0aBISIOTCS YIUIOTHUTEIH.

BonopacTBoprMbIe JIEKapCTBEHHBIE CpEACTBa pPAaCTBOPSIOTCS B MHUHHUMAaJIbHOM
KOJIMYECTBE PaCTBOPUTEI C YUETOM MX PACTBOPUMOCTH U JOMYCTUMBIX OTKJIOHEHUH B
Macce HaBECKU OTHENIbHBIX JIEKAPCTBEHHBIX CPEICTB B MOPOIUKAX M CYIITO3UTOPHSAX
(IIp¥ M3rOTOBJIEHUH METOJOM BBIKATBIBAHHS MJIM BBUIMBAHHS), YKAa3aHHBIX B Tabiuie
Ne 2 nmpunoxenus Ne 3 k HacTosium [IpaBunam.

JlexapcTBEHHBIE CPENICTBA, HE paCTBOPUMbIC HU B BOJE, HH B OCHOBE, BBOJATCS B
OCHOBY B BHII€ MeJbYanIlmx ITIOPOIIKOB.

OcoO0EeHHOCTH U3rOTOBJICHHUS MOMEOIIATHYECKHX CyIIIIO3UTOPHEB

88. 'oMeomnaruyeckye CyNIO3UTOPHH COAEPXKaT OOUH WM HECKOJBKO aKTHBHBIX
KOMITIOHEHTOB B COOTBETCTBYIOIIUX F'OMEONIATHYECKHUX pa3BeIeHUAX.

['omeomnaTtuyeckue  CyIIO3UTOPHH  CONEPXKAT AKTUBHBIE KOMIIOHEHTHI B
IrOMEOIIaTHYECKUX Da3BElEHHIX, PABHOMEPHO paclpelelieHHble B CYIIIO3UTOPHOM
OCHOBE.
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B xauyecTBe aKTUBHBIX KOMIIOHEHTOB HCIOJIB3YIOTCS HACTOHKHU I'OMEONATHYECKHE
MaTpH4HbIE U (MJIM) FOMEONAaTHYECKHe pa3BeleHHUs U (WIH) UX CMECH, TPUTYpalUH
roMeonaTH4ecKue.

IIpy HM3roTOBIEHHH TOMEONATHYECKUX CYNIO3UTOPHEB B KA4eCTBE OCHOBEI
IIPUMEHSIOTCSA Macjo KaKao, JaHOIUH U FMAPOreHU3UPOBaHHbIE XKHPEIL.

Cynno3uTopu A AeTed rOTOBATCS Ha OCHOBE Macia Kakao WM TBEPIOro KHpa.

AKTHBHEIE KOMIIOHEHTHl BBOIATCS B OCHOBY, coOmogas cooTHomeHnue 1:10
(necatuyHas mkana) uiaM 1:100 (coTeHHas mikana) ub0 B MHBIX COOTHOIeHHsX. [Ipu
BBEJICHHM aKTHBHBIE KOMIIOHEHTHl CMEIIMBAIOTCS C OCHOBOH HEMOCPEACTBEHHO WJIH
IIOCJIE PAacTBOPEHMsS MM DACTUpPaHMA C HEOONBIIMM KOJHYECTBOM PpaCILIaBJIEHHOM
OCHOBBI, BOJIbl, CHUPTO-BONHO-IVIMLIEPHHOBOM CMECH, Macja Ba3elIMHOBOTO WIIH
IPYroro pacTBOPUTEIS.

Macca ofHOro cynmosuTopus Ui AeTeil JOJDKHA COCTaBlATh okono 1,0 r, mns
B3pocibIx 1,5-2,0r.

AKTHBHBIE KOMIIOHEHTH! B XHUAKOH (popMe, He CoAepXalllde JNETYYMX aKTHBHBIX
KOMIIOHEHTOB, II€pPE€] CMEIIMBAHUEM C OCHOBOH MOTYyT OBITh CKOHIEHTPHUPOBAHEI
IIyTEM yIapUBaHUSI.

TepMonabunbHple  aKTUBHbIE  KOMIIOHEHTH  JO0AQBISIOTCA K  OCHOBE
HETIOCPEACTBEHHO Tepes] GOpPMUPOBAHHEM CYTIIIO3UTOPHEB.

He nonyckaercs nobapieHne NOBEpXHOCTHO-aKTUBHBIX BEIECTB, KOHCEPBAHTOB H
Kpacuresen.

Cynmosuropun romMeonarudeckde (OpMHpPYIOTCS CIOCOOOM  BLIKATHIBaHHS,
IPEeCCOBaHMs WM BBUIMBAHMS PpaCILIaBICHHONH MacChl B JIUTHEBBIE CYITO3UTOPHBIE
(opMEL.

Ilpu ¢hopmMHpoBaHHUN rOMEONATHYECKUX CYNIO3UTOPHEB CHOCOOOM BBLIMBAHMS,
IpUrOTOBIEHHAss Macca IIpelBapUTENbHO pacIUIaBisAeTcs TMpH HarpeBaHHH U
pa3nMBaeTcs B COOTBETCTBYIOIUME (opMbl. CyINNO3UTOPUH 3aTBEPAEBAIOT IIPU
oxnaxaeHuu. Jlns obecrnedeHHs 3aTBepAeBaHHs, IOMYCKAeTCs NOOABIEHHE TaKHX
BCIIOMOTaTeIbHBIX KOMIIOHEHTOB KaK TBEpIBIE J>KHUPHI, Macjo Kakao, JaHOJMH U
TJIMIEPHH.

Ilpn GopMHPOBaHMM rOMEOIIATHYECKHUX CYMITO3UTOPHEB CIIOCOGOM BBIKATHIBAHHUS
B KQ4eCTBE CBSA3YIOUIETO BeIIeCTBa IPUMEHSIETCS JIAHOJIMH O€3BOHIM.

Hzrorosnenue CYNIIO3UTOPUCB METOJOM BbIKaTbIBaHHUA

89. Ilpu M3roTOBNEHUH CYNIIO3UTOPHEB METONOM BBHIKATHIBAHHMA Macjo Kakao
IpeIBapUTENbHO H3MENBYAETCSI B CIPYXKKY M €ro pacCYMTaHHOE KOJMYECTBO
nobaBnsercs YacTAMM K JIEKapCTBEHHBIM CpeICTBaM. [IONy4eHHYIO CyMIO3HWTOpHAs
Macca YMHHAETCs B CTYNKe IS YIyYUIeHHUs TUIAaCTHYHOCTH.

M3 nony4eHHOM  Cynmo3HTOpHOH Macchl  (opMmHpyeTcs OpycoK WM
LUHTAHAPHYECKHM CTEPIKEHD ONpeNeNeHHON MUIHHEL. OCyIIEeCTBISIOTCS H03UPOBAHUE H
MIOJIy4eHHE CYNIIO3UTOPHEB.
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H3roroBnenue CYTIIIO3UTOPHUEB METOJOM BBIJIMBaHHS

90. Jlns HU3roTOBJIIEHHS CYIMIIO3UTOPUEB METOIOM BBUIMBAHHSA HCIIOIB3YIOTCS
crieuaibHble GOPMBI.

[Ipu pacuere konu4ecTBa CYNIO3UTOPHON OCHOBBI YUMTHIBAIOTCS OOBEM rHE3Ja
(G opMBI, MPUpOa OCHOBEI U COIEpXKaHUE JIEKapCTBEHHBIX CPENCTB.

[Ipn comepxaHWH JIEKAPCTBEHHBIX CpeaCTB 5% u Oojiee YYHMTBHIBAETCS
ko3¢ ¢uiuerT 3aMemenus (E,) unu obpatHelit koaddunuent 3amemenus (I/Ey) B
COOTBETCTBUH ¢ npuioxeHueMm Ne 14 k HacTosmumm [IpaBunam.

@®OopMBl I U3rOTOBIECHUS CYNINO3UTOPHUEB Iepell BEUIMBAHUEM IIpeNBAPUTEIIEHO
OXJIQXIAIOTCS U CMa3bIBaIOTCS KHUIKOCTBIO, He POACTBEHHOU CYIMIIO3UTOPHOM OCHOBE.

V1. OcobGeHHOCTH U3rOTOBJIEHHUS JIEKAPCTBEHHBIX (popM
B aCeNITHYECKHUX YCIOBHAX

91. K Wu3roToBIeHHIO JEKapCTBEHHBIX (OPM B acCeNTUYECKHX YCJIOBHSIX
NpenbaBIsAIOTCS TpeOOBaHUA, HalpaBIE€HHBIE HAa CBeJ€HHE K MHHHMYMY pHCKa
3arpsI3HEHUs] KX MUKPOOPraHU3MaMy U MEXaHUYECKUMH YaCTULIAMU.

92. KauecTBO H3rOTOBICHHBIX pacTBOPOB [UIl HHBEKIMHA ¥ UHQY3UH,
0o(dTanbMOJOrHYECKUX  JIEKApCTBEHHBIX  (GOpPM W JIeKapCTBEHHBIX  (opm,
NpenHa3sHaYeHHbIX [JIs JIeYeHUs HOBOPOXIEHHBIX JeTell W gnered no 1 roja,
JEeKapCTBEHHBIX (QOpM C aHTHOMOTHUKAaMHM, JIEKapCTBEHHBIX IIpeNnapaToB B BHIIE
BHYTPUANTEYHON 3arOTOBKH OIPENENseTCS B COOTBETCTBUU C METOJaMH KOHTPOJIS
KayecTBa, YCTaHOBIEHHBIMU (hapMaKoleiHOH cTaTbeldl, oOmel dapmakomneiHoi
cTaThel, 1MbO B Cilydae ee OTCYTCTBHS - JOKYMeHTa B 00J1aCTH KOHTPOJIS KayecTBa.

B ciyyae oTcyTCTBHS METONOB KOHTPOIS KayecTBa JIEKAPCTBEHHBIX IIPENapaToB,
YCTaHOBJIEHHBIX (apMaKolelHON cTaThei, oOmed GdapMakoNneHHONH CTaThel HIIH
JOKyMeHTa B 00lacTd KOHTPOJS KadecTBa, HM3TOTOBJIEHHE JEKapCTBEHHBIX (GOPM,
[peHa3HAa4YeHHBIX IS NIPUMEHEHHS y HOBOPOXIEHHBIX NeTed U AeTedt no 1 rona,
OCYIIECTBISAETCS NOJA HaOMIOJEHHWEM IIPOBH30pa-aHAIUTHKA WM  INPOBHU30DA,
BBIMIOJIHAIONIET0O  KOHTPOJIbHblE (QYHKUMM TP  M3TOTOBJIEHHM U OTIYCKe
JIeKapCTBEHHBIX PENapaToB.

N3roroBneHne HUHBEKLIMOHHBIX U HHQY3HOHHBIX JIEKAPCTBEHHBIX (hOpM

93. HsroroBsiieHHblE MHBEKLIMOHHBIE U UH(QY3UOHHBIE PAacCTBOPHI AOJDKHBI OBITH
CBOOOIHBIMM OT BHAMMBIX MEXaHWYECKUX BKIFOYEHHH, CTEPHIBHBIMH, CTaOHIbHBIMH,
BBIJIEP)KUBATh UCIIBITAHUE HA TUPOT€HHOCTb.

JlononmHUTEeNBHBIME ~ TpeOOBaHUSAMU  [JI  H3TOTOBJIEHHBIX  HH(Y3HOHHBIX
pacTBOpPOB  SIBISIFOTCS HMX  HM30TOHMYHOCTb, H3OTHAPUYHOCTh, H3O0UOHUYHOCTD,
H30BSI3KOCTb.

VHpekuyoHHble U MHQY3HOHHBIE PACTBOPHI H3rOTABIMBAIOTCA B aCENTHYECKUX
YCJIOBUSX Macco-00bEMHBIM METOJOM Ha BOJIE 71 MHBEKLHUH.

94. 3ampemaercsi ONHOBPEMEHHOE M3rOTOBJIIEHHME Ha OJHOM paboyeM MecTe
HECKONBbKMX  WHBEKIHMOHHBIX K  HHQY3HOHHBIX  DPacTBOPOB,  COZEpXKaIINX
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JIeKapCTBEHHBIE CpEJCTBa C pa3IMYHBIMM HAaVMEHOBAaHUSIMH HJIU JIEKAPCTBEHHBIE
CpeCTBa OHOI0 HAUMEHOBAHUS B Pa3HBIX KOHLEHTPALHAX.

3ampeniaeTcs HM3rOTaBIMBaTh HWHBEKLMOHHbIE M HHQY3UOHHBIE PACTBOPHI MpH
OTCYTCTBHH JaHHBIX O XMMHYECKOM COBMECTHUMOCTH BXOISIIMX B HUX N€KApPCTBEHHBIX
CPEACTB, TEXHOJOIMH K DPEXHME CTEpUIM3aLUM, a TaKXKe MPU OTCYTCTBUH METOAOB
KOHTPOJIA  KayeCTBa, YCTAaHOBJIEHHBIX  (apMakomeWHoOH  crarbeil,  obuiei
dapMakonenHoON cTaThed MO0 B cilydae ee OTCYTCTBHS - JOKYMEHTa B 00JacTH
KOHTPOJIS KayecTBa.

95. HbeK1MOHHbBIE U HHPY3HOHHBIE PAaCTBOPHI QHIIBTPYIOTCS C HCIIONb30BaHUEM
paspellieHHBIX K IPUMEHEHUIO (UIBTPOBAIGHBIX MaTepHaloB M YCTaHOBOK.
OuabTpOBaHHE pacTBOpa COYETAaeTCA C ONHOBPEMEHHBIM DPO3JHBOM €ro B
MONrOTOBJIEHHBIE CTEPUNBHBIE (IAKOHBI, KOTOphIE YKYIOPHBAIOTCS CTEPHIBHBIMH
npobxamu.

MHTepBan BpeMeHU OT Hayala H3TOTOBJIEHHS MHBEKLHOHHOTO W HH(Y3HOHHOIO
pacTBOpa A0 CTEPHIM3alMM He NOJDKEH NPEBBIIATh 3-X YacoB.

96. lHbek1IMOHHBIE B UH(Y3HOHHEBIE PACTBOPHI CTEPUIM3YIOTCSA B COOTBETCTBHH C
TpeOOBaHUAMH K PEXHMMaM CTEPUIIM3ALUH, YKa3aHHEIMK B Tabiuue No 1 mpuiioxeHus
Ne 15 k macrosmum IlpaBunam.

He momyckaroTcs cTepunu3anys pacTBOPOB 00beMOM Gojiee | TUTpa ¥ MOBTOpHAS
CTEPUIM3ALUA MHBEKLIMOHHBIX U UHQY3HOHHBIX PaCTBOPOB.

Ilpouecc crepunusanuu nomxeH obecneunBaTh 3(P(PEKTUBHOCTL CTEPHIH3AIMH
Bcero obbeMa 3arpysKH.

KonTpons napamerpoB u 3)pHEKTUBHOCTH TEPMHYECKMX METONOB CTEPUIIH3ALMU
OCYIIECTBIISIETCS C IMOMOIIBIO KOHTPOJIbHO-U3MEPUTENIBHBIX NPUOOPOB, XUMUYECKUX U
OHOIOTrU4ECKHX TECTOB.

97. Pexx¥MBl CTEpUNU3aLUH UCXOMHbBIX JIEKAPCTBEHHBIX CPENCTB, H3TOTOBJIEHHBIX
HHBEKLIMOHHBIX ¥ MUHQY3HOHHBIX PaCTBOPOB, a TAK)KE BCIIOMOIaTeIbHbIX MaTepUalioB 1
ITOCY bl PErUCTPUPYIOTCS B XXYpPHAJIE PErHCTpalMM pPeXHUMa CTEPUIIHM3alMd UCXOOHBIX
JIEKapCTBEHHBIX CPEICTB, M3TrOTOBJIEHHBIX JIeKapCTBEHHBIX Ipenaparos,
BCIIOMOTaTeNbHBIX MAaTEPHAJIOB, TOCYAB! M IIPOYHX MAaTEPHAJIOB.

B xypHane peructpanMm pexmHMa CTEpHWIM3aUMM MCXOOHBIX JIEKAPCTBEHHBIX
CPEACTB,  H3TOTOBJIIEHHBIX  JIEKADCTBEHHBIX  MPENapaToB,  BCIOMOTaTeNbHBIX
MaTepUualioB, IOCYbI ¥ NIPOYMX MAaTEPUAIOB YKa3bIBAIOTCS CJICAYIOIINE CBEICHHUS :

a) laTa ¥ NOPsAKOBBIA HOMED NPOBENEHUS CTEPHIIM3ALINY;

6) HoMep pellenTa WK TpeOOBaHMS;

B) HAUMEHOBaHME MaTepHalla, [TOUIEXAILETO CTEPHITH3ALIUY;

I)  KOJIMYECTBO  HCXOAHBIX  JIGKAPCTBEHHBIX  CPEICTB, M3TOTOBJIEHHBIX
JIEKapCTBEHHBIX IMPENapaToB, BCIIOMOTAaTEeJLHBIX MAaTEpHaliOB, MOCYAbl U TNPOYHX
MaTepHasoB;

1) YCIIOBHMS CTEpHIIM3aLUH (TeMIIepaTypa, BpeMs);

€) TEpMOTECT;

) NOJNKCH JIMLA, TPOBOXMBIIETO CTEPUIM3ALIMIO MATEPHAIIOB.

XKypHan peructpalMM peXHUMa CTEPHIIM3AUMH MCXOMHBIX JIEKAPCTBEHHBIX
CPEACTB,  H3rOTOBICHHBIX  JIEKADCTBEHHBIX  IpernapaToB,  BCIOMOTIaTeNbHBIX
MaTepUualioB, IMIOCYAbl H INPOYHX MaTepUalioB HOKEH ObITh NPOHYMEpPOBaH,
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NPOUIHYPOBaH M CKpPEIUIEH IOANHUCBIO pYKOBOIMTENS aNTeYHOH OpraHu3aluu
(MHOMBHMIYaNIBbHOIO NPEANPHHUMATENS ) U TTeYaThIO (IPH HATHYHMH II€YaTH ).

98. MHbexknvoHHBIE ¥ HH(Y3MOHHBIE PpACTBOPHI JIEKAPCTBEHHBIX CpPEICTB,
TPeOYIOIIUX 3alllMTHl OT BO3JCHCTBHs NOBBIILIEHHOHW TeMIIEpaTyphl, CTEPHIU3YIOTCS
(GUIETPOBAaHHEM B JJAMUHAPHOM NOTOKE BO3/yXa C IIOMOIIBI0 MEMOPaHHBIX (QHILTPOB
C HOMHHAIBHBIM pa3MepoMm mop He Oonee 0,22 MKM M IIIyOMHHBIX GUIBTPOB C
3KBUBaJICHTHBIMU CBOWCTBAaMH I10 yAEPXKaHHIO MHKPOOPIaHU3MOB.

HemocpencTseHHO nepen HamolHEHHeM (IakOHA PEeKOMEHIYETCS MOBTOPHas
GunbTpalMs pacTBOpa uYepe3 JONONHHUTEJIBHBIN yAepKUBAIOIIMHA MHKPOOPraHH3ME]
CTEPUITH3YIOIUHA QMILTD.

OKOHYATENBHYO CTEPHUIM3YIOIYIO (HIBTPALUIO PAcTBOpA CIENYET IPOBOMUTE
HETOCPENCTBEHHO OKOJO MecTa HanonHeHus. ClenyeT HCHONB30BaTh QHIBTPHL C
MUHUMAaJbHBIM OTIEIEHUEM BOJIOKOH.

99. OueHka KadecTBa HHBEKUHMOHHBIX M HH(PY3HOHHBIX pacTBOPOB IO
CTEpUIM3ALMM TPOBOAMUTCA I[I0 BHEIIHEMY BHAY, OTCYTCTBHIO MEXaHHYECKHX
BKIIOYEHHMH, 3HayeHur0 pH, [DOMIMHHOCTM M KONMYECTBEHHOMY COJEP)KAHHIO
JIEKApCTBEHHBIX CPEJCTB, CONEPXKAHUIO M30TOHHUPYIOIIMX M CTaOUIM3MPYIOLINX
BEILIECTB.

OmeHka xayecTBa MHBEKUMOHHBIX M HMH(QY3HOHHBIX pPacTBOPOB IIOCIE
CTEpUNIM3alMH INPOBOJUTCS I[I0 BHEIIHEMY BHIY, OTCYTCTBHIO MEXaHHYECKHUX
BKIIIOYEHHWH, IIPOBEpPKE HOMMHAJILHOTO oObeMa IIpU po3iauBe BO  (IAKOHBI,
3HayYeHHi0 pH, IOomyCTHMEBIE MOrpeHIHOCTH NpPH H3MEPEHHH KOTOpPOM INpHBENEHBI B
tabnune Ne 9 mnpunoxenus Ne 3 kx wHacrosmmMm IlpaBunaM, NOAJNMHHOCTH H
KOJTMYECTBEHHOMY  COIEP)XXAaHHWIO  JICKAPCTBEHHBIX CPENCTB, OTKJIOHEHHIO  OT
HOMMHAJIPHOTO 00beMa, (GHKCHPOBAaHHOCTH YKYIIOPKH, CTEPHIBHOCTH, MTHPOTE€HHOCTH
WJIH COAEPKAHUIO OaKTepUaNbHBIX SHIOTOKCHHOB.

Ilpy HECOOTBETCTBMM OJHOMY M3 IIepEYHCIEHHBIX TpeOOBaHHM pPacTBOPEI
SBIISIOTCA HEAOOPOKaYEeCTBEHHBIMH.

100. Ilpy M3roTOBJIEHHHM JIEKAPCTBEHHBIX MpPENapaToB U MHBEKLHUH ¥ HHQY3HH
BCE CTaONH H3TOTOBJIEHHMS PErMCTPHPYIOTCS B XypHajle PEruCTpaldH pe3yJbTAaTOB
KOHTPOJIA OTHENBbHBIX CTaqui HM3rOTOBJIIEHHS JIEKApPCTBEHHBIX MpEraparoB s
HHBEKIMHA U HHPY3UH.

B xypHale perucTpalliid pe3ynbTaTOB KOHTPOJIL OTHENBHBIX CTanuil
H3TOTOBJIEHHS DPACTBOPOB Il HHBEKUMH ¥ MHOY3UH YKa3bIBalOTCS ClIENyIOINUE
CBEJICHUS:

a) JaTa U IOPSAKOBBI HOMEp IIPOBEICHHsI KOHTPOJIS;

6) HOMep pelieniTa UK TpeOOBaHHS,

B) HAMMEHOBAaHUE U B35TOE KOJIMUECTBO HCXOAHBIX CPEACTB (B TOM YHCIIE BOIBI);

I') HAUMEHOBAHME ¥ 00BEM M3rOTOBJIEHHOI'O pPacTBOpa,;

J1) DOJIHKCH JIUIA, H3rOTOBHUBIIIETO PacTBOD;

e) GunsrpoBaHue M (acoBka (po3nMB) (yKasplBaeTcs OObEM B MWUIMIMTPAax U
KOJIM4eCTBO OYTHUIOK ((p1akOHOB));

) IOJIIIKCE JIMIIA, pachacoBaBIIero pacTBOD;

3) TMOANMCH JIMI@, IPOBOAMBIIETO NEPBHYHBIM KOHTPOJb pacTBOpa Ha
MEeXaHWYeCKHe BKIIOUEHHUS;
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u) crepunusanus (yKasblBaeTcs TeMIIepaTypa, BpeMs «OT» U «HO0», TEPMOTECT,
NOANMCH JIMIA, IIPOBOAWBIIEIO CTEPUIIM3ALIMIO pacTBOpa Ha MEXaHUYECKHe
BKJIIOYEHHSA ),

K) TMOANMCH JIMLA, IPOBOAUBINErO BTOPHUYHBIM KOHTPOJb pacTBOpa Ha
MEXaHUYEeCKHe BKIIOYEHHUS,

J) HOMepa aHaJIU30B A0 U NOCNe CTEPUIIN3aLUU (YKa3bIBalOTCs yepe3 Npodb);

M) KOJIHYECTBO EMKOCTEH rOTOBO MPOIYKIKH, IOCTYIIUBIIEH IJI OTITYCKa;

H) NOANHKCH JIMLA, AOMYCTUBILErO U3rOTOBJIEHHBIE JIeKapCTBEHHBIE MpenapaThl K
OTHYCKY (IOMYCK W3TOTOBIEHHBIX PACTBOPOB MJIs MHBEKIMH M UHQY3HH K OTITYCKY
OCYIECTBIIAET OTBETCTBEHHOE JIMI0, HAa3HAYCHHOE pYKOBOJUTEJIEM anTEeYHOU
OpraHM3allMH, HIM HUHAMBUAYAIbHBIA IpEeANnpUHUMATENh, HUMEIOIIMHA JIMLEH3UIO Ha
(papMaLEeBTUYECKYIO NEATEIbHOCTD).

JXypHasl perucTpalii pe3yJjabTaTOB KOHTPOJSA OTAEIbHBIX CTaIHMil M3rOTOBJICHUS
pacTBOpOB [JI MHBEKLUUH U MHQY3U NOJKEeH OBITh INPOHYMEpPOBaH, MPOIIHYPOBaH H
CKpeIUIeH IMOANKCHIO PYKOBOAMUTENsS anTedyHONH oOpraHu3anuu (MHIMBUILYAIBHOIO
IpeANPUHUMATENS ) ¥ TIeYaThiO (IPH HATMYMH TIeYaTH).

Oco6eHHOCTH M3rOTOBIEHUS HHBEKIIMOHHEIX TOMEONAaTHICCKUX paCTBOPOB

101. MHbeKUuHOHHBIE TIOMEONAaTHYEeCKHe pacTBOPHl IPENCTABIAIOT CODOOH
CTEPHJIBHYIO XHIKYIO JIEKAPDCTBEHHYIO (OpMY, COIEpXKAIIlyl0 ONHWH HIIM HECKOJBKO
AKTHUBHBIX KOMIIOHEHTOB B COOTBETCTBYIOILHX T'OMEONAaTHYECKUX pa3BeICHUSIX.

YCNOBHUS W NpaBHjia U3rOTOBIEHHS FOMEONAaTHYECKUX UHBEKIIMOHHBIX PacTBOPOB
JIOJDXKHBl COOTBETCTBOBATh YCJIOBHUSIM M IIPaBUIAM H3TOTOBIEHUS HWHBEKIMOHHBIX U
MH(}Y3HOHHBIX JIEKAPCTBEHHEIX (HOPM.

Jnsi U3TOTOBNEHUS MHBEKLHOHHBIX TI'OMEONAaTHYeCKUX pacTBOPOB B KayecTBe
PacTBOPHTENS UCIIONB3YeTCsl BOAA IUISI MHbEKIIHIA.

Ilpy W3roTOBNEHMH MHBEKIMOHHBIX T'OMEOIaTHYECKMX PacTBOPOB M3 BOZIHO-
CIIUPTOBBIX pa3BelEeHUH, COIEpXKaHMUE CIHpPTa 3TUIOBOrO B IOTOBOM DacTBOpE He
AOODKHO mpeBbiaTh 0,5% HIM JOMKHO OBITH MUHHUMATBHBIM. [[s 3TOro Ha OBYX
HOC/IeAHNX dTanax (IpH NOTEHIMPOBAHUHU IO NECATHYHOM IUKANE) WK Ha TOCIIeHEM
sTane (NMpU NOTEHLIHUPOBAHMH IO COTEHHOM IUKale) HCIONb3YETCS HM30TOHHYECKHE
pacTBOp, IPUTOTOBJIEHHBIN Ha BOAE [JIsl UHBEKIHIA.

Jisi M30TOHMpOBaHMs NPHMEHSETCS HATpWsl XJIOpUA. VMcnonb3oBaHHE IPYTUX
BCIIOMOTaTCNIbHBIX BCIIECTB, 34 HCKIIOYECHUEM BEIIECTB IJIA HU30TOHHUPOBAHHUS H
noaAepXXKaHUs ITOCTOSHCTBA BENUYUHEl pH, He nomyckaercs.

HsroTosneHne opTaIbMOIOTHYECKHX JIEKAPCTBEHHBIX HOPM

102. K o¢TanbMONOrHYECKHM JIEKAPCTBEHHBIM (OPMaM OTHOCATCS IJla3Hble
Kaly, pacTBOPKI IJIsl OPOLIEHH, ITIa3HbIE Ma3H, IJ1a3Hbie IPUMOYKH.

Jns w3rotoBneHHs OQTaNIbMONIOTHYECKUX JIEKAPCTBEHHBIX (HOPM INPHMEHAXOTCS
JICKapCTBEHHBIE CpPENCTBA H BCIIOMOTaTENIbHbIE BeleCTBa (pacCTBOPUTENH, Ma3eBble
OCHOBBI, CTaOWNIK3aTOphl, OydepHble pacTBOPHl, H3O0TOHUPYIOIWE BELIECTBA,
KOHCEPBAHTBI, [IPOJIOHTaTOPH! U HHEIE).
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103. Boxusle IiiasHble JieKapCTBEHHBIE (GOPMBI JODKHBI OBITH CTEPHIbHBIMH M
W30TOHMYHBEIMH, €CITH HEeT JPYTruX yKa3aHuid B (apMaKONEeHWHBIX CTaThbiX, HUMETh
ontumansHoe 3Haudenwe pH, coorBeTcTBylomiee pH cnesHod JxmakocTH — 7,4
(momyckatotcss mpexensl pH or 3,5 mo 8,5), craOuipHBIMH IIpH XpaHEHHHM U
COOTBETCTBOBATh TPeOOBaHHSIM (apMaKkoIeiHOH cTaThu, oOmel dapMaKonenHoM
CTaThd MJIH JOKYMEHTa B OONacTH KOHTPOJIS KadyecTBa Ha BHUIUMBIE MEXaHHYECKHE
BKJIFOYEHHS.

104. I'ma3Hble KaruM U pacTBOPBl M3TOTABIMBAIOTCS B aCENTHYECKMX YCIOBHSAX
Macco-00beMHBIM METOZIOM Ha BOAE OYHMILIEHHOM.

[Ipy W3roToBJIEHHMM TNa3HBEIX Kalelb H pacTBOPOB JIEKaPCTBEHHBIE CPEICTBA
pPacTBOPAIOTCS B CTEPWIBHOW €MKOCTH B PacCYMTaHHOM 0ObeMe BOJABI OYHMLIEHHOHN,
Ipyd HeoOXOAMMOCTH [NOOaBNISIOTCS BCIOMOTraTeNbHBIE BEILECTBA, (UILTPYIOTCA C
HCIIOJIb30BaHNEM pa3pelIeHHbIX K NPHMEHEHUI0 (UIbTPOBAIBHBIX MAaTEpHAlIOB H
YCTaHOBOK.

IIpy U3roTOBIEHUH MaJIbIX 00BEMOB IJIa3HBIX Kallejib JIEKapCTBEHHBIE CPEICTBA H
BCIIOMOTaTejIbHbIe BEIIECTBA PACTBOPSIOTCS B YacTH BOJbI OYHMILEHHOM, IOJYyYEHHBIN
pacTBop GUIBTpyeTCs depe3 IpPEABaPUTENBHO MPOMBITHIA BOJOH OYHIEHHOM
GUIBTPOBAIBHBIH MaTepHall, 3aTeM dYepe3 TOT Xe (QWIBTp NPOQUIBTPOBBIBAETCS
ocTaBIIeecs] KOJIMYECTBO BOJbI OUUILECHHOM.

I'ma3Hple KaIUTd B pacTBOPbI CTEPIIIM3YIOTCSA B COOTBETCTBHH C TPEOOBaHMSAMH K
peXrMaM CTepUJIM3alMy, YKa3aHHbIM B Tabsmue Ne 2 mpunoxenus Ne 15 x HacTosmmM
ITpaBunam.

B rnasHBIX KalIiX M pacTBOpax OMNpelensercs OTCYTCTBHE MEXaHMYECKHX
BKJIFOYEHHH 11O U [10CIIe CTEPHIIU3aLIMH.

105. PacTBOpHI JIEKAPCTBEHHBIX CPENCTB, TPEOYIOIIMX 3aIMTHI OT BO3JCHCTBUA
MOBBIIICHHON TeMIepaTypbl, TOTOBATCS B aCENTHYECKHUX YCJIOBHUAX Ha CTEPUIILHOM
BOoJe OYHIIEHHOW O6e3 mocienyrolied CTepuiIM3alM¥ MM C  UCIOJIb30BaAHHEM
CTEPWIN3aLNH PUIBTPOBAHUEM.

106. I'ma3HbBle Kamuy, cOnep Kalllie HapKOTHYECKHUE CpPEICTBA, NCHXOTPOITHBIE,
SIIOBUTHIE, CHJIBHOAEHUCTBYIOIINE BEIIECTBa, 00SA3aTENBHO IOABEPrarOTCs MNOITHOMY
XUMHYECKOMY KOHTPOIIO.

Oco0eHHOCTH H3TrOTOBIEHUS INIa3HBIX I'OMEONAaTHYECKUX Kalejb

107. I'mazHble roMeonaTHYeCKUe Karlid coaepKaT OIUH UM HECKOJIBKO aKTUBHBIX
KOMITOHEHTOB B COOTBETCTBYIOLIIMX MOMEONATHUYECKUX Pa3BEICHHUSIX.

H3roToBieHue roMeoNnaTHYeCKUX pa3BeleHH# pernameHthpoBaHo Iuasoi 11
pazgena  «/3rotoBireHMe = pacTBOpPOB ~ IOMEONATHYECKMX M Pa3sBeleHHM
roMeonaTH4eCcKux» Hacrosamux IIpaBui.

['ma3Hble roMeonaTuUyecKue KallJld U3rOTaBIMBAIOTCS 110 Macce B aCeNTHYECKHUX
ycnoBusx. B kadecTBe  pacTBOpHUTeNnel  IpPUMEHsSETCS  BOJa  OYMIIEHHas
CBEXEIPUTOTOBJICHHAs!, W30TOHUYECKUH pacTBOp HATpHUs Xjopuaa Uinu OydepHsie

pacTBOPBHL.
108. Ilepen  nobGaBieHHEeM  pa3BeNeHMM TIOMEONaTHYECKHX  aKTUBHBIX

KOMITOHEHTOB HJIM HX CMECEM B IJIa3Hble I'OMEONaTHYECKHE KaIlIh JiBa IMOCJIEeIHHX
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JNECATHYHBIX pa3BeCHHs WIHM MOCJIENHEE COTEHHOE pa3BElCHHE MOTECHUUPYIOTCS C
IIPUMEHEHHUEM CBEXCIPUTOTOBIEHHON BOJbl OYMIIEHHON WIM pacTBOpa HaTpus
xyopuzaa 0,9 % wmiM M30TOHHYECKOIO pacTBopa, cocTosmero u3 0,2 yacted HaTpHs
ruapokapbonara, 8,8 yactell HaTpus xJjopuia ¥ 91 yacTu CBEXENPUTrOTOBIIEHHON BOJbI
OYHIILIEHHOM.

[Ipy noTeHLUUPOBaHUM pa3BeIdCHUM aKTUBHBIX KOMIIOHEHTOB, COIEpXAIlUX CIUPT
STHJIOBBIM K IpeOHA3HA4YE€HHBIX AJIsI U3TOTOBJIEHMS TIJIA3HBIX Karelb, KOHIIEHTpAlus
OCTATOYHOTO CIHPTa B INIa3HBIX KaIUIIX HE NOJDKHA MPEBBIIATh AOMYCTUMYHK HOPMY
(ue 6onee 0,005 B 1,0 1).

BcnomorarensHbie BelllecTBa JOOABIIAIOTCS B INIa3HbIE I'OMEONATHYECKHE Karliu
10Cjle OKOHYATEIbHOIO NOTEHIIMPOBAHUS AKTUBHBIX KOMIIOHEHTOB.

H3roroBiieHue ria3HeIx Masen

109. I'na3Hple Ma3y U3roTaBIMBAIOTCS B aCENTHYECKHX YCIIOBUSX Ha CTEPUIIbHOM
Ma3eBoM OCHOBe. TpeOoBaHMS K pexUMaM CTEpWIM3allMU TJa3HBIX Ma3el yKa3aHbl B
tabnuie Ne 4 npunoxenus Ne 15 x Hactosinum [IpaBunam.

MazeBas oCHOBa He AOJDKHA COAepXaTh MpUMecei, No/DKHa ObITh HEHTPaIBbHOH,
CTEpHJIBHOH, paBHOMEPHO pacIipeAesaThCs M0 CIU3UCTOM 000J104Ke Ii1a3a.

I'na3Hble Ma3y U3roTaBIMBAIOTCI METOIOM IO Macce.

Ilpy OTCyTCTBUMM B peuente WIH TpeOOBaHWM YKa3zaHHI O COCTaBe Ma3eBOi
OCHOBBl MHCIIOJB3YEeTCA CIUJIaB Ba3ejiMHa, HE COJEpIKAllero BOCCTAHABIMBAIOLIUX
BeIEeCTB, U JJAHONHUHA O6€3BOJHOIO B COOTHOIIIEHHH 9:1.

110. JlexapcTBeHHBIE CpeICTBa BBOIOATCS B OCHOBY [JIa3HOW Masd MO THILY
pacTBOpa, 3MYJIbCUH, CYCIEH3UH.

Ma3p-pacTBOp H3roTaBIMBAaeTCS pacCTBOPEHUEM JIEKapCTBEHHBIX CpEACTB B
CTEPUJIbHON Ma3eBOM OCHOBE.

Ma3zp-amysibcuss Ha aOCOpPOLIMOHHOM OCHOBE HW3rOTaBJIHMBAETCS pPacTBOPEHHEM
BOJIOPAaCTBOPUMBIX JIEKAPCTBEHHBIX CpEeACTB (B TOM 4YHCIE, Pe30pLUMHa M LIMHKA
cyibdara) B MHHUMAIbHOM KOJMYECTBE CTEPWIBHOM BOJAbl OYMILIEHHOH W
CMEILUBaHUEM C Ma3€BOH OCHOBOM.

B Ma3p-CycreH3MI0 JIeKapCTBEHHBIE CpEeACTBa BBOLSATCS B BHAE MeIb4YaMIIMX
MOPOIIKOB I10CJIe TIIATENBHOIO JUCNEPTUPOBaHUS C HEOONBIIMM KOJIUYECTBOM
CTEpUJIBHON BCIIOMOTraTeNIbHOW XUIAKOCTH (NpU COAEpKaHUH JIEKapCTBEHHBIX CPEICTB
70 5%) UM 4acTH paclyiaBIeHHONW OCHOBBI (TIpU COJIEP)KaHHMH JIEKaPCTBEHHBIX CPEJICTB
5% u boinee).

111. I'maznele Ma3y, coaepxxalllie HapKOTUYECKHE CPEACTBA, ICUXOTPOIIHEIE,
SIIOBUTHIE, CHIBHOACHCTBYIOIINE BELIECTBA, 005S3aTeNbHO MOABEPralOTCs IMOJHOMY
XAMUYECKOMY KOHTPOJIIO.
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HzroTtoBieHue IEKapCTBEHHBIX POpM, NMpeAHa3HAYESHHbIX AJIS JICUEHHUS
HOBOPOXIEHHBIX AeTeH U getei no 1 rona

112. JlexapcTBeHHBIE (DOPMBI, NpeqHA3HAYECHHbIE IS JIEYEHUS HOBOPOXKIEHHBIX
neted u nered A0 1 roma, roTOBSATCS B aceNTHYECKUX YCIOBUSAX II0 IpaBUIaM
U3rOTOBJIEHHS JIEKAPCTBEHHBIX (POPM, YCTAaHOBIEHHBIX HacTosmuMu [IpaBunamu.

113. JlexapcTBeHHbIE (OPMBI, IpeNHA3HAYEHHBIE IS JIEYEHUS HOBOPOXAEHHBIX
neTedl W jgered no 1 roga, B TOM 4YHCIE PacTBOPHI AJii BHYTPEHHErO0 M Hapy>KHOIO
[IPYMEHEHHUs, B 3aBUCUMOCTH OT IIPHPOIBI JIEKAPCTBEHHBIX CPENCTB, BXOASAINUX B UX
COCTaB, M TEXHOJOTHYECKOro IIpolecca H3TOTOBIIEHHUS, IENATCA Ha IBe TIPYMIbL:
pacTBOpBI, KOTOpHIE CTEPWIH3YIOTCS B KOHEYHOH YymakoBKe, M pacTBOPHI,
HM3rOTaBIMBaeMble B aCENTUYECKHMX YCIOBHMSIX Ha CTEPUIBHOM pacTBopuTene 6e3
MoCJIeAYIOIEeNH TEPMUYECKOH CTEpUIH3aliH.

114. B cOOTBETCTBUHU C TpeOOBAaHUAMH K pEXXHMaM CTEPIIIH3AINH, YKa3aHHBIMHU B
tabmuie Ne 3 mnpunoxenus Ne 15 kx nHacrosmum IlpaBunaMm, crepunusyrorcs
CIeOyIOlIHe JIeKapCTBeHHble (OpMBI, IpedHa3HaueHHble VIS TNpPHUMEHEHHs Y
HOBOpPOXAEHHBIX AeTel u nered ao 1 rona:

pacTBOPHI Uil BHYTPEHHET0 ¥ HAPY>KHOrO NMPUMEHEHHs, U3TOTOBJIEHHBIE HAa BOJIE
OYHIIIEHHOM;

Maciia IS Hapy>XHOTO IpUMEHEHNS,

TEPMOCTONKHE IIOPOIIKH (KCEPOPOPM).

U3rorosneHue 1eKapCcTBEHHBIX (JOpPM ¢ aHTUOUOTHKAMHU

115. Bce nekapcTBeHHble (OPMBI C aHTUOMOTHKAMH H3rOTaBIMBAIOTCS B
ACENTHYECKHX yCIOBUSAX.

[Ipy H3roTOBIEHMM MOPOIUKOB C AHTUOMOTHKAMH YYHUTHIBAIOTCS TpebOBaHUS
ycTaHOBNE€HHBle B paszene «M3roroBieHne jeKapCTBEHHBIX NpenapaTtoB B (opme
rmopouikoB» rnaBbl Il Hacrosmmx IlpaBun. TepMocToiikue  HMHIpeIHUEHTBI
IIpeIBapUTENIbHO CTEPUIU3YIOTCS.

Ma3y # CyNIO3UTOpPUM C aHTHOMOTHKAaMHM U3rOTaBJIMBAIOTCS IO IIpaBHJIaM
U3rOTOBIEHHMS]  COOTBETCTBYIOUIMX  JIEKAPCTBEHHBIX  (QOPM,  YCTaHOBIEHHBIM
Hacrossummiu [ IpaBunamu. OcHOBa 1Jis Masel peaBapUTEIbHO CTEPUITU3YETCS.

VII. KoHTpoab xadecTBa JeKapCTBEHHBIX MPENapaToB

116. KonTponp KayecTBa M3rOTaBIMBAEMBIX M H3OTOBJIEHHBIX JIEKAPCTBEHHBIX
[IpernapaToB OCYIIECTBISAETCS IIOCPEICTBOM:

IIPUEMOYHOT0 KOHTPOJIS;

MTHCBMEHHOTO KOHTPOJIS;

ONIPOCHOT'0 KOHTPOJIS;

OpraHOJIENITHIECKOr0 KOHTPOJIS,

(HU3UYECKOTO KOHTPOJIS,

XHUMHUYECKOT0 KOHTPOJIS;

KOHTPOJIS IIPU OTITyCKe JIEKapCTBEHHBIX MPENapaToB.
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Bce M3roToBIIEHHBIE JIEKApCTBEHHBIE IMIpenaparhl MoJiexaTr o00sg3aTeIbHOMY
IIHCbEMEHHOMY, OPraHOJIENTHYECKOMY KOHTPOJIIO IIPH OTITYCKE.

117. Pe3ynbTaThl OpPraHOJIEITHYECKOr0, QU3NYECKOr0 ¥ XMMHYECKOI0 KOHTPOJIS
W3rOTOBJIEHHBIX JIEKAPCTBEHHBIX IpenaparoB, B TOM YHWCIE€ B BUAE BHYTPHAITECYHOMH
3aroTOBKH M ()acCOBKH, KOHLIEHTPUPOBAHHBIX pPacTBOPOB, TPUTYpalMd, CHHpPTa
STUJIOBOIO PErUCTPHUPYIOTCS B >XXypHaie perucTpanuuu pe3yIbTaToOB
OpraHOJIENTUYECKOro, (U3MYECKOro M XHMHYECKOrO KOHTpONS JE€KApCTBEHHBIX
pernaparoB, U3rOTOBIEHHBIX IO pelentaM, TpebOBaHUAM U B BUIE BHYTPHANTEYHOM
3arOTOBKH, KOHIIEHTPHPOBaHHEIX pacTBOPOB, TPUTYpalHii, CIUpTa 3TUIOBOIO M
(acoBKH JIEKapCTBEHHBIX CPEJCTB.

B naHHOM XypHalie YKa3bIBalOTCS CIEAYIOIINEe CBEICHHUS:

a) J1aTa OCYLIECTBIEHHUS KOHTPOJISL U HOMEp IO NOPSAKY;

6) HoMep perenTta, TpeOOBaHMs, HAaNMEHOBaHHWE MEIMIMHCKOM OpraHu3alui,
BEIaBIIeH X (MpH HAJIWYHUK);

B) HOMED CEpHH JICKapCTBEHHOT'O CPENCTBA IPOMBILILJIEHHOIO IIPOM3BOCTBA;

I) COCTaB JIEKapCTBEHHOIO CpEICTBa: ONpeAeNseMoe BEIEeCTBO MM  HOH
(yKa3sIBaeTCA NpPH (QH3HYECKOM WM XHMHYECKOM KOHTpOJEe JIEKapCTBEHHBIX (opM,
H3rOTOBJIEHHBIX II0 peLelTaMm);

I) pe3ynbTarbl (PU3WYECKOrO, OPraHOJIENTHYECKOro, KadeCTBEHHOI0 KOHTPOJISL
(ka>Kaplif 1O [IKaJe: MOJIOKUTENBHBIA WIM OTPHLATENbHBIN), XUMHYECKOTO KOHTPOJIS
(KayeCTBEeHHOE U KOJIMYECTBEHHOE OIIpE/CIICHNUE);

e) ®HO mu1ia, U3roTOBUBIIETO, pachacoBaBIIET0 JIEKAPCTBEHHBIH Npernapar;

’K) TIOMIITKUCH JIUIIA, IPOBEPUBIIET0 H3rOTOBIEHHBIH JIEKapCTBEHHBIN IIpenapar;

3) 3aKJIIOYeHHe II0 pe3yJbTaTaM MUCBMEHHOIO KOHTPOJS: YAOBJIETBOPHTEIBHO
HJIH HEeYAOBJIETBOPUTEIBHO.

XypHan peructpanuy pe3ysbTaTOB OPraHOJENTHYECKOTo, (PHU3MYECKOro u
XUMHYECKOT'O KOHTPOJIA JIEKAPCTBEHHBIX IpENapaToB, MU3rOTOBJIEHHBIX IO PELENTaM,
TpeGOBaHMAM U B BHJE€ BHYTPHAIITEYHOH 3arOTOBKH, KOHUEHTPUPOBAHHBIX PaCTBOPOB,
TpUTYpaluii, CIIUpTa 3THIOBOrO U (DaCOBKHU JIEKApCTBEHHBIX CPEICTB NOJDKEH OBITH
IIPOHYMEPOBaH, MpPOIIHYpOBaH M CKpEIUIEH IIOANUCHI0 PYKOBOIHUTEINS aNnTeYHOU
OpraHm3aliy (MHIUBHIYAIbHOIO INpENIpUHUMATENs) M IedaTeio (IpH HaIW4YHU
NeYyaTH).

[IpueMouHbIli KOHTPOJIb

118. TlpueMOYHBI KOHTPOJIb OpPraHU3yeTCs C ULENbI0 IPEXYNpPEeXICHUs
MOCTYIUICHHS B anTEeYHYIO OPraHu3alMio, K WHIUBHUAYaJbHOMY INpPEANPHHHUMATEIIO,
HeTOOpOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, UCMNOJIB3YEMBIX Ui HM3TOTOBIICHHUS
JIEKapCTBEHHBIX IIPENapaToB, a TAKXKE HEKAaYEeCTBEHHBIX YIIAaKOBOYHBIX MAaTEPHATIOB.

Bce mocrtymaromye JieKapCTBeHHBIE CpeacTBa (HE3aBUCHMO OT MCTOYHHKA HX
OCTYIUIEHHS ) IOJBEPraloTCsl IPUEMOYHOMY KOHTPOIIIO.

119. IlpuemMOYHBII KOHTPOJB 3aKIOYaeTCs B IPOBEPKE MNOCTYNaIOIIUX
JIEKapCTBEHHBIX CpEICTB Ha COOTBETCTBUE TpeOOBaHMSIM IO  IIOKAa3aTeNsIM:
«Onucanue», «YmakoBka», «MapkupoBka», a TakXe B IPOBEPKE MIPaBUIBHOCTU
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opopMIIeHUS COTIPOBOJUTENBHBIX JIOKYMEHTOB, BKJIFOYas NOKYMEHTHI,
NOATBEPXKAAIOLIUE Ka4eCTBO JEKApPCTBEHHBIX CPEJICTB.

B xoHTpons 1o nokazaremo «OnucaHuey BKIIOYAETCS MPOBepKa BHEIIHEIO BUJA,
arperaTHOro COCTOSHMS, IB€Ta, 3anaxa JIeKapCTBEHHOro cpeacrtBa. B ciyuyae
BO3HMKHOBEHUS COMHEHHMH B KayecTBe JIEKapCTBEHHBIX CpPENCTB  OOpa3Lbl
HaIIpaBJAIOTCS B AaKKPENUTOBAaHHYIO WCIIBITaTeNIbHYIO naboparoputo (UEHTp) A
NIPOBEEHHs [ONOJHMUTENBHBIX MCHBITAaHUNA. Takue JeKapCTBEHHbIE CpeNCTBa C
obo3HayeHneM «3abpakoBaHO TPH IPHEMOYHOM KOHTPOJIE» XPAHATCA B KapaHTHHHOM
30HE [TOMEILEHHUs XpaHEHUs U30JIMPOBAaHHO OT IPYIUX JIEKApCTBEHHBIX CPEACTB.

IIpu nmpoBepke No nokasareno «YIaKoBka» 0coboe BHHMaHHe obpaliaeTcs Ha ee
LUEJIOCTHOCTE M COOTBETCTBUE (U3HKO-XMMUYECKHM CBOMCTBAM JIEKapCTBEHHBIX
CPEICTB.

Ilpy xoHTpone mo mnokasaTemo «MapKHUpoBKa» IPOBEPAETCS COOTBETCTBHE
MapKUpOBKH  IEPBHYHOM, BTOPHYHOM  YNAaKOBKM  JIEKAPCTBEHHOTO  CpeACTBa
TpebOBaHUAM HOKyMEHTa B OOJIaCTH KOHTPOJS KAayecTBa, HaJUYHe JIMCTOBKH-
BKJIaJpIIIa HA PYCCKOM S3BIKE B YIIAaKOBKE (MM OTHEIHHO B IAYyKe Ha BCE KOJHUYECTBO
TOTOBBIX JIEKAPCTBEHHBIX IIPETIapaTos).

ITucEMEHHBIH KOHTPOJIbL

120. Ilpy M3roTOBNEHUH JIEKAPCTBEHHBIX NPENApaToB, B TOM YHCIE IO PELENTaM
¥ TpeOOBaHHUSAM, a TAakKe B BUJAEC BHYTPHANTEYHOM 3arOTOBKM, 3aNONHSETCS IACHOpT
INHICBMEHHOI0 KOHTPOJISI, B KOTOPOM YKa3bIBarOTCA:

a) laTa M3rOTOBJIEHUS JIEKapCTBEHHOTO [peNapaTa;

6) HoMep pellenTa WK TpeGOBAHHUS;

B) HaMMEHOBAaHME MENNLUHCKOM OpraHW3alliM, Ha3BaHHe OTAeNeHHs (1pu
HaJIMYHH); HOMED CEpUM, KOJNMYECTBO B CEPHUM - IUIS JIEKAPCTBEHHBIX NpPENapaToB B
BHJI€ BHYTpHAITEYHOH 3aTOTOBKH,

I) HAaMMEHOBAaHHS B3ATHIX JIEKAPCTBEHHBIX CPEACTB M HMX KOJIHYECTBA, CTEIEHb
B34TbIX TOMEOIIaTHYECKUX Pa3BEICHUH UIIM TOMEOIIaTHYEeCKUX CyOCTaHIIHM, YUCI0 103,
TOAMHUCH JIML, H3rOTOBHMBILIErO, pacacoBaBILETO W IPOBEPUBLIETO JIEKAPCTBEHHYIO
bopmy.

ITacriopT NHMCEMEHHOrO KOHTpPONS 3alloNHAETCS Cpasy Mocjie M3rOTOBIEHHS
JICKapCTBEHHOI0 Ipenapara, ¢ yKa3aHHEM JIeKapCTBEHHBIX CPEICTB Ha JIaTHHCKOM
A3BIKE, B COOTBETCTBUH C NMOCIIEA0BATENLHOCTBIO TEXHOIOTHYECKHUX OTIEPALHH.

[TacriopTa MMCEMEHHOrO KOHTPOJIS XPAHATCS B TEYEHHE IBYX MECSLEB CO THA
H3rOTOBJICHHUS JIEKapCTBEHHBIX MIPENapaTos.

Ilpu WM3roToBNEHMM INOPOIIKOB, CYMNIO3UTOPHEB YKa3hIBAalOTCS obIas Macca,
KOJIMYECTBO U Macca OTHEJIBHBIX [03.

Ofwas cynnosuTopHas Macca, KOHLEHTpauus M o6beM (Wi Macca)
H30TOHUPYIOLUETO BEelIeCTBa, J00aBJIEHHOTrO B TIJIa3HblE KallJld, pacTBOPbI s
MHBEKUUH U MHQY3UH, NOIDKHBI ObITh yKa3aHBl HE TOJBKO B MAcIOpTax MUCEMEHHOIO
KOHTPOJISL, HO ¥ Ha 000POTHO¥M CTOpOHE pellerTa Ha JeKapCTBEHHBIN Ipenapar.

B ciydae ucnons3oBaHMsS KOHLEHTPMPOBAHHBIX pACTBOPOB B IaclopTe
IMUCbMEHHOI0 KOHTPOJIS YKa3bIBalOTCS UX COCTaB, KOHUEHTPAIMS M B3SThIH 06BeM.
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121. Bce pacuets! ISl M3TOTOBJIEHHUS JIEKAPCTBEHHOTO Mpenapara IMpOH3BOIATCS
IO M3rOTOBJIEHHMS JIEKApCTBEHHOTO Ipenapara M 3aldChIBalOTCS B  IMacropTte
IIHCBEMEHHOTO KOHTPOJIS.

Ecau B cocTaB JieKapCTBEHHOIO Ipernapara BXOISAT HApKOTHYECKHE CPElCTBa,
IICUXOTPOITHBIE, SJOBUTBIE U CHJIBHOACHMCTBYIOLIME BEINECTBA, a TakXxe JApyrue
JIEKapCTBEHHBIE CpPE/CTBA, MNOAJEKAIlWe IPEIMETHO-KOIMYECTBEHHOMY Yy4eTy, HX
KOJINYECTBO YKa3bIBaeTCsl Ha 0OOPOTHOM CTOPOHE peLenTa.

122. B cmyuae, ecnu JIeKapCTBEHHBIE IIpemaparbl H3TOTaBIMBAIOTCA U
OTIIYCKAIOTCS OMHUM M TEM XK€ JIMLOM, aCHOpT NUCHbMEHHOTO KOHTPOJIS 3aMOJTHAETCS
B IIpoliecce W3rOTOBJICHHUS JIEKApCTBEHHOIO Npenapara.

123. Y3roroBieHHbIe JIEKAPCTBEHHBIE MpenapaThl, pelenTbl U TpeOoBaHMs, II0
KOTOPHIM  H3rOTOBJIEHB! JIEKAPCTBEHHBIE IpENaparsl, 3alOJIHEHHbIE [acmopra
IIUCBMEHHOI'0 KOHTPOJIA IIEPENaloTCsl Ha NpPOBEpPKY IIPOBU30PY, BHIITOIHAIOLIEMY
KOHTPOJIbHbIE QYHKLUH IIPY HU3TOTOBJIEHHM H OTITYyCKE JIEKAPCTBEHHBIX IPENapaToB.

KoHTponp 3akimiodaeTcss B IPOBEPKE COOTBETCTBHS 3allACEM B IAcCMopTe
MUCHMEHHOr0 KOHTDOJIf Ha3sHAa4eHUSAM B pelenTe Wi TpeOOBaHWM, MPaBUIBHOCTH
IPOU3BEICHHBIX PACYETOB.

Ecny npoBH30pOM-aHAIMTHKOM IIPOBENEH MOJHBIA XMMHYECKHH KOHTPONb
Ka4yeCTBa M3TOTOBJIEHHOTO JIEKAPCTBEHHOT'O IIpenapara, TO Ha IaclopTe MHCbMEHHOrO
KOHTpOJISI TPOCTaBISETCS HOMEP XUMMYECKOro aHalM3a M IOINMCh IIPOBH30pa-

aHaJINTHKA.

OnpocHEI# KOHTPOJIb

124. OnpocCHBI KOHTPOJbL OCYHIECTBIISETCS BBIOOPOYHO M NPOBOAMTCS IOCHE
M3TOTOBJIEHHUS (DapMalieBTOM (IIPOBU30POM) He OoJiee MSTH JEKapCTBEHHBIX QOPM.

IIpy mnpOBeNEHUH ONPOCHOTO KOHTPONS IIPOBHU30POM, OCYIUECTBISIOLIMM
KOHTPOJIHYIO (GYHKIIMIO, Ha3bIBAaeTCsl MEpBOE BXOAsLIEE B COCTaB JIEKAPCTBEHHOTO
npenapara JIeKapcTBEHHOE CpENCTBO, a B JIEKAPCTBEHHBIX IIperaparax CJIOXKHOIO
COCTaBa yKa3bIBAaETCs TaKXKe ero KOJHYECTBO, MOCiie Yero (apManeBTOM (IIPOBH30POM)
yKa3bIBaIOTCS BCE MHBIE HCIOJb3yeMbIE JIEKapCTBEHHBIE CPEJCTBA M MX KOJIHMYECTBA.
Ilpy MCTONB30BaHMM KOHIIEHTPUPOBAaHHBIX PAacTBOPOB (papMaleBTOM (IIPOBU30POM)
yKa3bIBAETCS TAK)XKe UX COCTaB U KOHLEHTPALIUS.

OpraHonenTH4ecKuil KOHTPOJIb

125. Opra”oienTuyecKuii KOHTPOJIb SBISETCS 00sA3aTeIbHBIM BHIOM KOHTPOJS U
3aKJII0YaeTcss B IPOBEPKE JIEKApCTBEHHOIO mpenapara [0 BHEIIHEMY BHIY, 3anaxy,
OIHOPOJHOCTH CMELIMBaHHUA, OTCYTCTBHIO MEXAHMYECKHX BKIIOYEHHH B KXHUIKHX
JeKapCTBEHHBIX (popmax. Ha BKyc NmpoBepsroTcsi BBIOOPOYHO J€KapCTBEHHBIE (POPMBI,
rpelHa3Ha4YeHHbIE AJIs JETEH.

OaHOPOOHOCTh NOPOLIKOB, TPUTYypaLlMi TrOMEONaTUYECKUX, Macel, CHPOIIOB,
Ma3sei, CYMITO3UTOPHUEB NPOBEPSETCS BEIOOPOYHO y KaXKIOro ¢papMaleBTa (IpOBH30pa)
B TeueHHe paboyero JAHS C YYEeTOM BCeX BUAOB U3rOTOBJIICHHBIX JEKapCTBEHHBIX (GopM.
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Pe3ynbTaTel OpPraHONENTHYECKOTO KOHTPOJS PpEruCTpUpPYIOTCS B KypHaie
PETHUCTPALIMA PE3YJNbTAaTOB OPraHOJENTHYECKOro, (PU3MYECKOr0 M XHMHYECKOIO
KOHTPOJIS  JIEKAPCTBEHHBIX IIPENapaTtoB, M3TOTOBIEHHBIX 10 peuenTaM Ha
JIEKapCTBeHHbIe IpenapaThl, TpeOOBaHUSIM MEAMILMHCKHX OpraHM3alMi M B BHIE
BHYTpHAIITEYHOH 3arOTOBKM, KOHLEHTPHPOBAHHBIX pPacTBOPOB, TPHUTypallWi, CIIMpTa
3THJIOBOTO U ()aCOBKH JIEKApPCTBEHHBIX CPEIICTB.

OU3NIECKUN KOHTPOIIb

126. ®usmyecKkuii KOHTPOJIb 3aKIF0YaeTcsl B POBEpKe 00Iel Macchl Wi 00beMa
JIEKapCTBEHHOI'0 Npenapara, KOJM4YecTBa M MacChl OTHENbHBIX H03 (HE MEHee Tpex
103), BXOAAIIMX B JICKAPCTBEHHBIA NpenapaT, KOJIHM4ecTBa IPaHysl B OJHOM rpamme
roMeonaTHYeCKUX I'paHyll, pacnagaeMOCTH rOMEOIIATHYECKUX I'PaHyIl.

B pamkax ¢u3M4ecKoro KOHTPOJS IIPOBEPSETCS Takke KadeCTBO YKYIOPKH
HU3TOTOBJIEHHOIO JIEKAPCTBEHHOI O IIpenapara.

JlexapcTBeHHbIE Mpenaparthl, H3rOTOBIEHHBIE IO peLenTaM, TpeOOBaHUSM,
noJIexxar (GU3NYEeCKOMY KOHTpPOJIIO BBIOOPOYHO B Te€dYeHHE paboyero HHS C YYETOM
BCEX BUJOB U3rOTOBJIEHHBIX JIEKAPCTBEHHBIX (hOpM, HO He MeHee 3% OT UX KOJIM4YECTBa
3a IeHb.

JlexapcTBEHHBIE NPENaparhl, U3TOTOBICHHBIE B BUII€ BHYTPHAIITEYHOM 3arOTOBKH,
noJuiexxar U3UIecCKoMy KOHTPOJIO B KOJNMYECTBE HE MEHEe TpeX YNaKOBOK KaXHOi
cepud (B TOM uucie ¢acoBKa MPOMBIIUIEHHON NPOAYKUMH U TOMEOINaTHYECKUX
JIeKapCTBEHHBIX cpelacTB). PU3NYEeCKUH KOHTPOJIL OO0S3aTENBHO OCYIIECTBISETCS B
OTHOULIEHHWH JICKapCTBEHHBIX MPENapaToB, IpeAHa3HA4YEHHbIX Ul IPUMEHEHUS Y neTel
B Bo3pacTe IO 1 roja, colepxalidx HapKOTHYECKHE CpelICTBa, NCUXOTPOITHbIE H
CUJIBHOLNCHCTBYIOIIME  BEULIECTBa, JIEKApCTBEHHBIE  IIpemaparbl, Tpelyrommue
CTEpUJIU3alUM, CYIIIO3UTOPHEB, HHBEKUHMOHHBIX T'OMEONAaTHYECKUX pPacTBOPOB,
HACTOEK FOMEONaTUYECKUX MaTPUIHBIX.

127. Obs13aTenbHOMY KOHTPOJIO KOJIMYECTBa IpaHys B OJHOM IpaMMe NOIJiexar
rpaHyJibl CaxapHble, KaKk BCIIOMOraTelIbHOE BEIIECTBO, NPU NOCTYIUIEHUU B alTEUHYIO
OpraHH3alHIO, K UHIMBUAYAJIbHOMY IPeANPUHUMATEIIO.

BssemmBaerca 1 rpamm rpanyn ¢ toynocteio 0,01 rpaMMa M NOACYUTHIBAETCS
KOJIM4ECTBO IpaHyl. [IpoBoauTcs He MeHee OBYX ONpedesieHUH.

I'panynel romMeonaTH4ecKue, U3rOTOBIEHHbIE B BHUI€ BHYTPHAIITEYHOH 3arOTOBKH,
IIOJIBEPratoTCsA KOHTPOJIO pacnafaeMOCTH BBIOOpOUHO, HO He MeHee 10% ot obmiero
YHCJIa U3TOTOBJIEHHBIX 32 MECSL CEPHIA.

10 rpamyn mnomemaroTrcs B KOHMYECKYIO Koyby BMecTUMOCTBIO 100 M,
npubasnserca 50 M Boabl OYHIIEHHOH, uMetomeil TeMmepatypy 37°C + 2°C. Konba
MEIUIEHHO TIIoKauuBaercs 1-2 pasa B cexyHay. [lpoBoauwtcs He MeHee Tpex
OIpENEIICHUH.

I'paHy7nBl NOJDKHBI pacnaaaThcs B TeUeHUE He OoJiee 5 MUH.

128. Pe3ynpTaTsl GU3UIECKOrO KOHTPOJIL PUKCHPYIOTCS B XKYpHaJIe pEerUCTpaLliK
pe3yJbTaTOB  OPraHOJENTHYECKOro, (U3UYECKOTO M  XUMHYECKOro  KOHTPOJISA
JIEKapCTBEHHBIX IIpENapaToB, M3TOTOBIEHHBIX IO pelentaMm, TpeOOBaHUSIM U B BHIE
BHYTPHMANTEYHO! 3aroTOBKH, KOHLEHTPUPOBAHHBIX PaCTBOPOB, TPUTYpPAUMH, CIIHPTA
3THJIOBOI'O U ()aCOBKH JIEKapCTBEHHBIX CPEACTB.
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XUMHYECKHUH KOHTPOIb

129. Xumuyeckuil KOHTPOJb 3aKIOYaeTcs B OLICHKE KauecTBa U3TrOTOBJICHUS
JIEKapCTBEHHBIX IPENapaTos M0 oKa3aTelsiM:

Ka4yeCTBEHHBI! aHANIU3: NTOJIMHHOCTh JIEKAapCTBEHHBIX CPEACTB;

KOJIMYECTBEHHBIM aHaM3: KOJIMYECTBEHHOE OIpEAENICHUE JIEKapCTBEHHBIX
CpPEeaCTB.

Jlns mpoBeleHHs XMMHYECKOro KOHTPOJs obopymyercs cheluaibHoe pabouee
MECTO, OCHALICHHOe HEeOoOXOAMMBIM O0OpylIoBaHHEM, NpUOOpaMH U peakTHBAaMH,
obecrieueHHOe [OKyMEHTaMH B 00ONlacTH KOHTpOJNS KauyecTBa H  CIIpaBOYHOH
JIUTEpaTypOH.

Pe3ynpTaThl Ka4yeCTBEHHOI'O aHAIM3a PETHCTPHPYIOTCS B XXypHase perucTpaluu
pe3ynbTaToOB  OpPraHOJNIENTHYECKOro, (HU3NYECKOr0O H  XUMHYECKOTO  KOHTpOINS
JIEKapCTBEHHBIX IIPENapaToB, U3TOTOBJIEHHBIX MO pelenTaM, TpeOOBaHUAM H B BUIE
BHYTPHANTEYHOH 3aroTOBKH, KOHLIEHTPHPOBAHHBIX PAacTBOPOB, TPUTYypalLui, CupTra
3THJIOBOTO M (DaCOBKH JIEKAPCTBEHHBIX CPEJCTB, a TAKXX€ B JXypHAJe PpEerucTpaluy
pE3YNBTAaTOB KOHTPOJIS JIEKAPCTBEHHBIX CPEICTB Ha NOIIHHHOCTS.

130. KayecTBeHHOMY aHaIN3y B 0053aTEIHOM MOPAIKE T0BEPTAIOTCS:

a) OYMILIEHHas BOJAa M BOJA UL MHBEKLHUM €XEIHEBHO M3 KaXHoro GaioHa, a
OpH MoJaye BOAB! MO TpyOOIpoBOLy — Ha KaXAOM paboyeM MecTe Ha OTCYTCTBHE
XJIOPUZIOB, CyIb(aToB U coyell Kanplusa. Boxa, npennasHaueHHas Ui H3TOTOBJICHHS
CTEpPHJIbHBIX pacTBOpOB, JOJDKHa OBITH TakXXe TpOBepeHa Ha OTCYTCTBHE
BOCCTaHaBJIMBAIOIIUX BEILIECTB, COJIEH aMMOHHUS U yIjiepoia JUOKCH]IA,

0) Bce JIeKapCTBEHHbIE CPEACTBA M KOHIIEHTPHUPOBAHHbBIE pacTBOPHI (B TOM YHCIIE
HACTOMKH TIOMEOINAaTHYECKHE MAaTpPUYHbIE, TPUTYpPAllMd TOMEOINaTHYECKHE IEePBOro
JECATUYHOr0 pa3BEACHHUA, DPACTBOPbl T'OMEONAaTUYECKHUE IEPBOro AECSITHYHOTIO
pasBelieHus), IOCTyNaloIlMe M3 IIOMEIIeHWH [UIs XpaHEeHUs B IIOMELIEHUS Ui
H3TOTOBJIEHHS JIEKAPCTBEHHBIX NIPENapaToB;

B) JIEKapCTBEHHbIE CpENCTBa, IOCTYIIMBIIME B AaNTEYHYIO OPraHM3allMio, K
VHAVBUAYaJbHOMY MPENANPHHHUMATEII0 B Cllydae BO3HHMKHOBEHHS COMHEHHS B HX
Ka4ecTBe;

r) KOHUEHTPHMPOBAaHHBIE pacTBOPHI, J>KMIKHE JIEKAPCTBEHHBIE CPEACTBA B
OIOpPeTOYHOHM yCTAaHOBKE M B IUTaHINacax C IMUIETKaMH, HAXOMAIIMECS B IIOMELIEHUH
U3rOTOBJIEHHUS JIEKAPCTBEHHBIX IIPENIaparoB, IIPH X 3aN0THEHHH;

I) pacacoBaHHBIE J€KapCTBEHHBIE CPEICTBA MPOMBIIIIEHHOTO IPOM3BOICTBA;

€) TIOMeOoNnaTHYeCKHe JIeKapCTBEHHble IIpernapaThl B BHUIE BHYTPUANTEYHOM
3aroTOBKH. KayecTBO JIeKapCTBEHHOro INpernapara OUEHHMBAaOT II0 BCIIOMOTATENbHBIM
BElLI1eCTBaM.

Bopa oumiieHHas ¥ Boja U1 UHBEKLUMH HOJKHBI €XEKBapTAIbHO TOABEPraThCs
MOJTHOMY Ka4€CTBEHHOMY M KOJIMYECTBEHHOMY aHaJIH3Y.

131. IIpy npoBeneHHH XMMHYECKOTO KOHTPOJIS OYMIUEHHOM BOIBI M BOIBI IS
MHBEKUMH B XXypHalle PErMCTpalliM pe3yJbTaTOB KOHTPOJS BOABI OYMILEHHOM, BOMBI
IUIsi UHBEKLIMM B 0053aTEIbHOM MOPAJKE YKa3BLIBAKOTCS:

a) naTa noyy4eHus (OTTOHKHU) BOIBI;

0) maTta KOHTPOJIS BOJIBI,
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B) HOMEp IIPOBEICHHOT0 XHMHUYECKOTO aHaJIN3a,

r) HoMep GanoHa MK OIOpPETKH, U3 KOTOPBIX B34Ta Ha aHAIU3 BOJa,

I) pe3yJIbTaThl KOHTPOJIS Ha OTCYTCTBHE IIpUMeECeH;

e) noka3arenu pH cpensr;

X) 3aKIIOYeHHe O  pe3ynsTaTaX aHalM3a BOIBl  (YAOBJIETBOpPSET/HE
YAOBJIETBOPSET);

3) HOAMUCH JIULIA, IIPOBOIMBIIETO aHAIH3.

XypHan peructpauy pe3ynbTaTOB KOHTPOJIS BOABI OUYMIIEHHOH, BOABI A
UHBEKIUN [OIDKEeH OBITh IIPOHYMEpOBaH, IIPOIIHYPOBAaH M CKpEIUIEH IOANMCHIO
PYKOBOZAMTENS YUPEXKACHUS U I1€YaThIO BBILIECTOSAIEH OpraHH3aliy.

132. KauecTBeHHOMYy  aHajiu3y  [OOJDKHBI  IOABEprathcss  BHIOOPOYHO
JIeKapCTBEHHBIE IIpernapaThl Pa3jMYHBIX JIEKAPCTBEHHBIX (OpPM, HU3rOTOBIEHHBIE
¢bapmanieBTOM (IPOBU30POM) B TedeHUe pabouero nHsA, HO He MeHee 10 % ot obero
KOJM4YeCTBAa H3TOTOBJIEHHBIX KaXXIBIM (apMalleBTOM JIEKapCTBEHHBIX IIpENaparos,
KpOMe rOMeONaTHYECKUX.

I'omeonaTuyeckue JieKapCTBEHHBIE TIIpenapaTtbl B BHUJE BHYTPHaITEYHOH
3aroTOBKHM HM3TOTaBJIMBAIOT NOJ HaOMIOJEHHEM NPOBHU30pa-aHAIUTHKA WM IPOBH30pa-
TexHojora. B TpuTypanusx romMmeonatu4eckux 1 roMeonaTHieCcKiuX rpaHynax Ka4ecTBo
JIEKapCTBEHHOr0 IperapaTa JOINOJHUTENBHO OLEHUBAIOT IO BCIOMOTIaTENlbHBIM
Bell[eCTBaM.

133. Ilpu npoBeneHUHM XUMHUYECKOTO KOHTPOJS INOMJIMHHOCTH JIEKAPCTBEHHBIX
cpencTB B OrOpeTouHON ycTaHOBKE, WITaHIVIacax M IMITaHIIacaXx C IMIETKaMH B
XKypHaJle perucTpalii pe3yJbTaTOB KOHTPOJS JIEKapCTBEHHBIX CPENCTB Ha
HOJTMHHOCTH B 0053aTeIbHOM MOPSIKE YKa3bIBAIOTCS CJIEXYIOILME CBENCHH:

a) JlaTa 3anojHeHUs OI0peTOYHOH YCTaHOBKH, IITAHITIaca;

0) NOPSAKOBEIM HOMEP XMMHUYECKOro aHaJIN3a;

B) HAaUMEHOBaHHE JIEKapCTBEHHOT'O CPEICTBA;

I') HOMEpP CEepHH WM HOMEp aHaJu3a JIEKApCTBEHHOIO CPEACTBa MPOU3BOAUTENS
JIEKapCTBEHHBIX CPEJICTB;

1) HOMep 3aIloJIHIEeMOro ITaHIaca;

e) onpeznenseMoe BelecTBO (HOH);

)K) Pe3yabTaThl KOHTPOJIA 10 IIKAJIE KIUTHOC» HIH KMHHYC»,

3) ITOAIIHCH JIKLI, 3aIIOJIHUBIINX U MPOBEPUBLINX 3alIOJIHEHHE.

XypHan pe3ynsTaToB KOHTPOJNS JIEKAPCTBEHHBIX CPEICTB Ha IOMIMHHOCTH
IOJIKEH OBITH MPOHYMEPOBaH, IPOUIHYPOBaH M CKpEIUIEH IOAIHCHIO PYKOBOAMTENSA
alTeyHOH OpraHM3alMy (MHAMBUAYaJbHOrO MpeNNpPUHHMATENS) M Medarbio (IpH
HaJIMYMHY NevaTH).

134. KaueCTBEHHOMYy M KONMYECTBEHHOMY aHanu3y (TONHBIA XMMHYECKHH
KOHTPOJIb) ITOABEPratoTCs B 00513aTeILHOM IIOPSIAKE:

a) BCE pacTBOpHl [UIs HHBEKUMH M HHQY3HM 10 CTEepHIH3alMH{, BKIIOYas
onpeneneHue 3HaveHus pH, H3OTOHMPYIOIMX U CTaOMIM3MPYIOIIMX BELUECTB.
PacTBOpEI )11 HHBEKIMH 1 HHOY3UH MOCIe CTEPUIIU3ALMH POBEPSIOTCSA 10 3HAUCHHIO
pH, MOIMHHOCTH M KOJIMYECTBEHHOMY COJEpPXaHHMIO NEeHCTBYIOUIMX BELUECTB;
CTa0MIU3aTOPEl  IIOCIE  CTEpPWIM3alMKM  M[POBEpPAIOTCA  JIMIUB B CJy4ae,
IpeyCMOTPEHHOM AOKYMEHTOM B 00J1aCTH KOHTpOJIS Ka4ecTBa.
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0) cTepHiBHBIE PacTBOPH! HJIS HAPY>HOTO NMpPUMEHEHHsS (0(TaNIbMOJOrHYECKHE
pacTBOphl Ul OpOLIEHHH, PAacTBOPHI NI JICYEHHS  OXOTOBBIX TNOBEPXHOCTEH U
OTKPBITBIX paH, Ul HHTPaBaruHaIbHOIO BBEJICHUS U HHBIE CTEPUIIbHBIE PAaCTBOPHI);

B) TIJla3HBle KaIUIdK W Mas3H, ColepXalle HapKOTHYECKHE CpPEeJCTBa,
IICHXOTPOIHbIE, CHJIBHONCHUCTBYIOIME BemlecTBa. [Ipy aHaiuM3e TIIa3HBIX Karelb
colepXaHWE B HUX M30TOHMPYIONIMX W CTAOMIU3UPYIOUIMX BEIIECTB ONpeNeNteTcs 10
CTEpUIU3aLINY;

T) BCe JIE€KapCTBEHHbIE GOPMBI, IpefHa3HaYEHHBIE 1S JICYEHHS HOBOPOXKIECHHBIX
JeTer U gereut 1o 1 rona;

I) pacTBOpHl aTponMHa Cynb(aTa M KHCIOTHl XJIOPHCTOBOIOPOXHON (s
BHYTPEHHETO IIPUMEHEHHNS]), PACTBOPHI cepedpa HUTpaTa;

€) BCE KOHIEHTPHPOBaHHBIE PACTBOPHI, TPUTYPAllMH, KPOME I'OMEONATHYECKHX
TPUTYpaLUii;

X) JIeKapCTBEHHBIE IIpenapaTtsl B BHAE BHYTPHANTEYHON 3arOTOBKHM KaxXJoii
CEpHH, KPOME TOMEONIaTHYECKUX JIEKapCTBEHHBIX NPEeNaparos;

3) CTaOMIIM3aTOPB], NPUMEHSIEMBIE IIPA H3TOTOBJIEHHH PACTBOPOB ISl MHBEKIMI U
uH(Yy3ui, OydepHble pacTBOPHI, IPUMEHAEMBIE TP U3TOTOBIECHUH ITIa3HBIX Kalellb,

M) KOHUEHTpallds CIHHMpTa 3TUJIOBOIO IIPH pasBelNEHHH, a TaKXKe B clydae
BO3HMKHOBEHHsS COMHEHHH B Ka4eCTBE CIIUPTa 3THJIOBOTO IPH €ro MOCTYIUIEHHH B
anTeYyHyr OpraHM3alHIo, K MHIUBUTYIbHOMY IpeaIpUHHUMATENIO;

K) HHBEKIIHOHHbIE TOMEOIIaTHYECKHE PaCTBOPHL;

J) NeKapCTBEHHBIE (DOPMBI, H3TOTOBJIEHHBIE MO pELENTaM M TpeOOBaHMSAM, B
KOJIM4ECTBE He MEHee TpeX JIEKApCTBEHHBIX (POpM IpH paboTe B OAHY CMEHY C Y4ETOM
Pa3sIMYHBIX BHUAOB JIEKAPCTBEHHBIX GopM. Ocoboe BHUMaHKE HOJDKHO OOpalaThes Ha
JIEKapCTBEHHBIE (GOPMBI I JeTeH, IpUMeHsIeMble B O(TaIbMOJIOTHYECKON MIPaKTHKe,
coJeprkalie HapKOTHYECKHE U SNOBUTHIE CPENCTBA, PACTBOPHEI AJIA JIEYEOHBIX KIIM3M.

Tpebosanus K KOHTPOIIO KaY€CTBA CTEPUIILHBIX PACTBOPOB

135. HMsrotoBjieHHe W  KOHTPOIb KayecTBa CTEPHIBHBIX pPacTBOPOB
OCYLIECTBIIIIOTCS B COOTBETCTBMM C HacTOSIIUMH [IpaBHiaMH, TpeGOBaHUAMU
I'ocynapcteennoit dapmakonen XII w3gaHus WiM HHOrO HOKYMEHTa B 00JacTH
KOHTPOJISI Ka4eCTBa.

136. MuKpoGHONIOTMYeCKH KOHTPONE PacTBOPOB, 3@ HCKJIIOYEHHEM PacTBOPOB
UHIMBUIyaJIBHOTO U3TOTOBJIEHHS, Ha CTEPHJIBHOCTb M HCIBITAHHE HA MHUPOTEHHOCTD
WK GaKTepHalbHBIE SHIOTOKCHHBI PACTBOPOB IJIsi HHBEKLUH U MH(QY3HA POBOJHTCS
B COOTBETCTBUH ¢ TpeboBaHMAMHU [ocymapcreennoi ¢apmaxonen XII mznaHus wiu
HMHOTO TOKYMEHTa B 006JIaCTH KOHTPOJIS KaYyeCTBa.

137. Hdo wu mocne CTepUIM3allMM CTEPUIBHBIX DPACTBOPOB BBIIIONHAETCS HX
KOHTPOJIb Ha MEXaHWYECKUE BKITIOUEHHS.

MexaHn4ecKUMU ~ BKIIIOYEHMSAMH  SBISIOTCS ~ [IOCTOPOHHHE  IOABHIKHBIE
HEpacTBOPHMbIE BEINECTBA, KPOMeE ITy3BIPBKOB ras3a, CIy4yailHO MPHCYTCTBYIOLIME B
pacTBOpaXx JIEKapCTBEHHBIX MpeapaTos.
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OnHOBpEMEHHO IOJDKHBI IPOBEPATHCSI 00BbEM paCTBOPOB B EMKOCTSIX M Ka4eCTBO
UX YKYIOPKH.

138. B mpouecce H3roTOBIIEHHs CTEPUIIbHBIE pacTBOPBI JOJDKHBI ITOABEPraThCs
NEPBUYHOMY ¥ BTOPUYHOMY KOHTPOJIIO Ha MEXaHUYECKUE BKIIFOYECHUS.

[lepBUYHBII KOHTPOJb OCYLIECTBISETCS IMOCHe QUIBTPOBaHUS H  (GaCOBKU
H3TOTOBJIEHHOTO PacTBOpA.

[Ipu o6HapyXeHUH MeXaHHYECKUX BKIIIOYEHHI pacTBOp MOBTOPHO (QHUIBTPYETCH,
BHOBb IIPOCMAaTpUBAETCs, YKyIIOPHBAETCsl, MAPKUPYETCSt U CTEPHIIU3YETCS.

PacTBOpEI, H3roTOBIEHHBIE acCENTUYECKH, NPOCMATPHUBAIOTCS OIHUH pa3 IoCIe
($acoOBKHU KIIY CTEPHIU3YIOLIEro QUIbTPOBAHUS.

IlepBUYHOMY ¥ BTOPUYHOMY KOHTpoJIrO romexat 100% &mMkocTteil ¢ pacTBOpamHu.

139. KonTtpone pacTBOpOB Ha OTCYTCTBHE MEXaHMYECKUX BKIHOYEHHH
OCYLLIECTBIISIETCS. [TIPOBHU30POM - TEXHOJIOI'OM C COOJIIOIEHUEM YCIHOBUM W TEXHUKH
KOHTpPOJIS.

Jis mpocMmoTrpa €MKOCTEM NOIKHO OBITH cielHalbHO O0OpYNOBaHHOE pabouyee
MECTO, 3allMIIEHHOE OT IMONafaHusl MPSIMBIX COJHEYHBIX JIydyeH, JOIyCKaeTcs
NpHMEHEHHE YepHO-0e10ro 3KpaHa U CielHaIbHBIX YCTPOUCTB.

B 3aBucuMocTH 0T 06BEMa EMKOCTH IIPOCMATPUBAIOTCS OAHOBPEMEHHO OT OJHOM
10 NATH LUTYK.

KoHTpons npu OTIycKe JIeKapCTBEHHBIX TpernaparoB

140. KonTtposio mpu OTIIycKe JIEKAPCTBEHHBIX NpENaparoB MOIBEPrarmoTcs Bce
U3rOTOBJIEHHBIE JIEKApCTBEHHBIE IIpernaparbl, B paMKaxX KOTOPOro IpOBEPSIETCS
COOTBETCTBHE:

a) YNaKOBKM JIEKapCTBEHHOIO mperiapara (QHU3HKO-XMMHYECKHM CBOMCTBaM,
BXOASAILIMX B HEro JIEKApCTBEHHBIX CPEJICTB;

6) ykasaHHBIX B peLeNnTe MWIM TpeGOBaHMHM H03 HAPKOTHYECKUX CpENCTB,
IICUXOTPOMHKIX, CHIIBHONEHCTBYIOIMX BENIECTB BO3pACTy MAllUEHTa;

B) PEKBH3UTOB pelenTa, TpeOOBaHMsS CBENEHUSAM, YKa3aHHBIM Ha YIaKOBKE
H3rOTOBJIIEHHOTO JIEKaPCTBEHHOTO Npernapara;

I) MapKHMpPOBKHM JIEKADCTBEHHOIO Iipernapara TpeGOBaHUSM, YKa3aHHBIM B
npunoxeHuy Ne 1 k HacTostmMm [IpaBuiiam.

Ilpy BBIABNEHHMH OJHOIO M3 YKa3aHHBIX HECOOTBETCTBHM HM3TOTOBIEHHBIH
JIEKapCTBEHHBIN ITpenapar He MOIJIEXHUT OTIIYCKY.

VIII. I'lpaBuna oTIycka H3roTOBJIEHHBIX JIEKapCTBEHHBIX [IPENapaToB

141. K ormycky HM3roTraBlIHBaeMbIX JEeKapCTBEHHEIX IpENnapaToB ITPHUMEHSIOTCS
IpaBujia OTIYCKa JIEKAPCTBEHHBIX I[IpenapatoB MJisi MEIULMHCKOIO TpHUMEHEHUS
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allTeYHBIMH OpraHn3allusaMi, WHAUBHAYAIBHBIMHA IPCAIIPpHHAMATCIIIMH, HMEIOIINMHU

JUIEH3HIO Ha (apMaleBTHYECKYIO JeSTeNbHOCTD .
142. MapkupoBKa OTIIyCKaeMBIX JIEKApPCTBEHHBIX IpENapaToB  JOJDKHA

COOTBETCTBOBaTh TpeOOBaHUAM, YCTaHOBISHHBIM B MpuioxeHHH Ne 1 K HacTOSLIMM
IIpaBunam.

’ Yacts 2 cTaThu 55 ®enepanrbHOro 3akoHa oT 12 ampens 2010 r. Ne 61-®3 «O6 00panIeHHH JIEKapCTBEHHBIX CPENCTB»
(Cobpanne 3axononarensctsa Poccuiickoit ®enepaumu, 2010, Ne 16, ct. 1815; Ne 31, c1. 4161; 2013, Ne 48, cT. 6165;
2014, Ne 52, cT. 7540).



ITpunoxxenue Ne 1
Kk IIpaBunaM H3roTOBIEHHS M OTIIYCKa JIEKAPCTBEHHBIX
IpenapaToB 11 MEAUIIMHCKOTO IPHMEHEHHUS alTeIHbIMU
OpraHU3aIMsSIMH, HHIUBANYIbHBIMHU NIPEIIPHHUMATESIMH,
UMEFOIMMH JIALEH3UIO Ha hapMaleBTHIECKYIO
IeATeNbHOCTD, YTBEPXKICHHBIM IIpHKa3oM MUHHCTEPCTBA
3apaBooxpaHeHus Poccuiickodt denepanun

or)b ot £ 2015 . Ne 251 1

TpeboBanHs K MADKHPOBKE H3rOTOBJICHHBIX
JIeKapCTBeHHBIX NPenapaToB AJs MeAHIHHCKOro NpUMeHeH sl

1. Bce nekapcTBeHHbIE NpenapaThl, U3rOTOBIEHHbIE U pacacoBaHHBIE B
anTe4yHO¥M OpraHu3alMy WIM HMHIWBHIYalbHBIM NPEINPUHHUMATENIEM, HMEIOIINM
JULIEH3HIO Ha (bapMaleBTHIECKYIO JeSATENBHOCTD, odopmisIoTCs
COOTBETCTBYIOIIMMH 3TUKETKaMHU.

2. OTHKeTKH a1 0GOpMIIEHHS JIEKAPCTBEHHBIX IIPENapaToB B 3aBHCHUMOCTH
OT cniocoba UX NMpUMEHEHM, TO[Pa3AEIAIOT Ha:

a) 3TMKETKH Uil JIEKapCTBEHHBIX IpENapaToB BHYTPEHHEro IPUMEHEHHUS C
Haanuchio «BHyTpeHHEee»;

0) PTUKETKH I JIEKapCTBEHHBIX IIpenapaToB HAapYXXHOTO NPHMEHEHHS C
Hannucelo «HapyxHoe»;

B) 9TUKETKHU Ha JIEKapCTBEHHBIE IIpenapaTsl AJI [TapeHTEPAJIBbHOIO BBEACHUS
¢ Hanmuchio «Jlns uabekuminy, « s uadysuity,

) 3TUKETKHU Ha IVIa3HBlE JIeKapCTBeHHBIE NpenapaTsl ¢ HaAnUChIo «l na3Hble
karmy, «I'1a3Has Ma3p», «PacTBOpSHI IJIsi OPOILIEHUAY;

I) mJI1 TOMEONATHYEKUX JIEKAapCTBEHHBIX IMIPENapaToB C HAAINHCHIO
«I"oMeonatuueckuit» win «I oMeonaTuyeckoe JEKapCTBEHHOE CPEACTBOY.

3. DTUKeTKH UMEIOT Ha 6enoM (oHe clieqyiole CUTHANbHBIE IBETa B BHE
HOJIsA:

a) IJI1 BHYTPEHHEr0 MIPUMEHEHHS] — 3€JIEHBIN [[BET;

0) 11 Hapy>KHOTO IPUMEHEHHS — OpaHXEBBIH 1IBET;

B) Ius IJIa3HBIX Kallesb, IJa3sHBIX Masel, pacTBOPOB IUIsi OPOIIECHHUS —
PO30BBIN LIBET;

I) 111 UHBEKUMH U UHPY3Ud — CHHUH IBET.

4. Ha Bcex 3THKeTKax Ui OQOPMJIEHHS H3TOTOBIEHHBIX JIEKapCTBEHHBIX
IpenapaToB JOJDKHBI OBITH OTHEYaTaHbl INpeAyNpequTeNbHbIE  HAIIHCH,
COOTBETCTBYIOILIAE KaXIOH JIEeKapCTBEHHOM (opme:

a) IJid MHUKCTYp - «XpaHHTh B NPOXJAAHOM M 3alUIIEHHOM OT CBETa
Mmectey, «llepen ynotpebieHueM B30aITHIBaThY;

6) 1A Masei, rMa3sHBIX Ma3el U IJIa3HbIX Kalelb — «XpaHUTh B IIPOXJIaTHOM
M 3alMIICHHOM OT CBeTa MECTe», I FOMEeoNnaTHdecKux Mmazed «XpaHHUThH B
3aIIMIIEHHOM OT CBETa MeCTe IpH Temieparype ot 5 1o 15°Cy;
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B) IUIS Karejdb BHYTPEHHEro NPUMEHECHHS — «XPaHUTh B 3alMUIIEHHOM OT
CBETA MeCTe»; Ui NOMEONaTUYeCKUX Kaleiab — «XpaHWUTh B 3allMIIEHHOM OT
CBeTa MeCTe, IpU TeMIeparype He Bbiiie 25°Cy; Ans rpaHyi rOMeONnaTHYeCcKuX —
«XpaHUTh B CYXOM, 3alUIIEHHOM OT CBETa MECTE, IIpY TEMIEpaType He BhILIE
25°Cy;

') IS HHbEKUUH U UHPY3UH - « CTEPUIIBHOY.

5. Bce aTHKeTKH 0053aT€NbHO JOJDKHBI COAEPXKaTh IpeRyNpeauTeIbHYIO
HAIIKCh « XpPaHUTh B HEAOCTYIIHOM [UIS IeTel MecTe».

6. IlpenympenurtenbHble HAAIIMCH, HaKIeWMBaeMble HA HU3TOTOBJIEHHBIE
JIEKapCTBEHHBIE Ipenaparthl, NOJDKHBI MMETh CIEOYIOLIUNl TEKCT ¥ CUTHAIbHBIE

IBeTa!
a) «[lepen ynorpebneHueM B30alThIBaTh» - Ha OeloM QOHE 3eneHbIH

mpudT;

6) «XpaHUTH B 3alMIIEHHOM OT CBETa MecTe» - Ha CHHeM (oHe Oenblii
mpudrT;

B) «XpaHUTH B MIPOXJIAJIHOM MECTe» - Ha ronyboM ¢oHe 6enplil mpudr;

r) «JleTckoe» - Ha 3eJIeHOM (QoHe Oenblii pUQT;

1) «JI1s9 HOBOPOXIEHHBIX» - Ha 3ejieHOM (oHe Oenblii mpudT;

e) «O0pamaThscs C OCTOPOKHOCTEIO» - Ha 6ejIoM (oHe KpacHBIH WpHPT;

x) «CepaedHoe» - Ha OpaHXXeBOM (oHe Oenblil WpHuPT;

3) «bepeun OT OrHs”» - Ha KpaCHOM (oHe Gelnbli IPHPT.

7. Jlns nekapCTBEHHBIX I[IpernaparoB, TpeOyromMUX OCOOBIX YCIOBUN
XpaHeHHus, obpallleHuss ¥ IPUMEHEHHs, Ha 3THKETKax MOTYT Iie4aTaTbCsi WU
HaKJIEWBAThCs JOTIOJHUTEIbHBIE TPy IpeUTEeNbHbIE HAATIUCH.

8. PazMeprl 3TUKETOK ONpEAEsAoTCsS B COOTBETCTBUU C pa3MEpaMH IOCYIbI
WM JPYrod ymakoBKH, B KOTOPOM OTITyCKAaIOTCS M3TOTOBJICHHbIE JIEKapCTBEHHBIE
Ipenaparsl.

9. JlexapcTBeHHbIE IIpeniapaThl B 3aBUCHMOCTH OT JIEKAPCTBEHHOH (OPMBI U
Ha3HaueHHs cieqyeT O(OpMIIATh COOTBETCTBYIOUIMMHM BHIaMH 3THUKETOK:
«Muxkctypa», «Kamnu», «Kamnmm 118 npuema BHYTPh TI'OMEONATHYECKHUEY,
«ITopomku», «['paHynsl romeonatudeckue» «I nasHple xarm», «I 1a3Has Masby,
«Ma3p», «Ma3p romeomnarudeckas;», «ONnomenpoOK  IOMEONaTHYECKH»,
«Cynno3uTopun peKTajlbHble roMmeonaTuyeckuey», «Macno romeonaTuyeckoey,
«Hapyxnoe», «Ins nabexuuit», «Kanmu B Hoc» 4 Ap.

10. Ha oTukerkax [ OQOPMIIEHHS JIeKapCTBEHHBIX IIpenaparos,
H3TOTOBJICHHBIX JJIs HacelIeHHUs, JOJDKHO ObITh yKa3aHOo:

a) HauMeHOBaHHe anTe4yHod opraHuzauuu, O.JM.O. uHAMBHUIYaIBHOrO
NpeAnpUHUMATEIS, IMEIOLLIErO JHMIEH3HIO Ha (apMalleBTUYECKYIO NeSTeNbHOCTE;

©6)  MecTOHaxoXJIeHHE anTeyHo#  OpraHU3alNH WIH  MECTO
(dhapManeBTHYECKOH e TeIbHOCTH HHIUBHIYIBHOTO NIpeIIPHHUMATEIIS,;

B) HOMeEp pelenTa (IIpUCBauBacTCs B allTeKe);

r) ®.1.0. nauuenTa;

1) HaUMEHOBaHHUe MK COCTaB JIEKapCTBEHHOTO Ipenapara;



e) cmoco0 TpUMEHEHHs JIEKapCTBEHHOro Ipernapara (BHYTpPEHHee,
HapyXHOe, A UHBEKIH), BUJ JeKapcTBeHHOU (GopMBI (TIa3Hble Karlld, Ma3b U
T.1.);

X) nmnoapoOHoe omnucaHue cnocoba mnpuMeHeHHs (ANS  MHKCTYp:
«IO___JIOXKKE _pa3 B IE€Hb _ €nbl», [nii Kamenb i BHYTPEHHEro

yl'IOTpeﬁJIeHI/IﬂZ «I10 Kanejib pas B JO€Hb €abl», MJIs1 IIOPOIIKOB:
«I10 IOPOUIKY pa3 B A€Hb__ €IbI»; s T'NIa3HBIX Kanejb:
«I10 KalieJib pas B JO€HbH B rmas»; il OCTaJIbHBIX JIEKAPCTBEHHBIX

¢bopM, IpPUMEHSEMBIX Hapy>XHO, JOJDKHO OBITh OCTaBIEHO MECTO IJIS yKa3aHWs
criocoba TNpPUMEHEHUs, KOTOpOE 3allONIHAETCS OT PYKUd WIM IIPOCTaBIEHHEM
mramna. Ha 3TUKeTKax NeKapCTBEHHBIX NpenapaToB AN UHBEKUMH U UHQY3UH
JOJDKHO OBITh 00SI3aTENBHO NPEAYCMOTPEHO MeCTO MJisf HallMCaHHs COCTaBa
JIEKapCTBEHHOT'O IIpenapara ¥ yKa3anus cnocoba ero NpuMEeHEHUs WU BBEACHUS );

3) JaTa U3rOTOBJICHHS JIEKAPCTBEHHOTIO IIpenapara;

1) CpPOK I'OJHOCTH JIeKapCTBEHHOT 0 npenaparta («['oges 1o »);

K) LIeHa JIEKapCTBEHHOT 0 Npenapara;

1) npeaocTepexeHne « XpaHUuTh B HEOCTYITHOM ISl IeTei MecTe.

11. Ha Bcex aTHKeTKax IS O(OpPMIEHHS JI€KapCTBEHHBIX IPENaparToB,
M3TrOTOBJICHHBIX JUISI MEAUIIMHCKUX OpTraHU3alMii, JOJKHO OBITh YKa3aHo:

a) HauMEHOBaHME MEIMLMHCKON opraHu3alud © e€ CTPYKTypHOe
noapaszesieHue (npu HeoOXOaUMOCTH );

06) HauMmeHOBaHME anTedyHoi opraHuzauuud /®.M.0. HHIUBHIYAILHOTO
IpeArnpuHUMaTesl, UIMEIOIIero JULEH3UIO Ha (papMalleBTUYECKYIO AEATENbHOCTb;

B) MECTOHAXOXKIEHUE alTeYHOH opraHu3auud / ¢apMaleBTHYECKOM
JEeATENbHOCTH MHIMBHUIYAJIBHOTO MNpeANpUHUMATENS, UMEIOIIEro JUUEH3NI0 Ha
(hapMalLeBTHYECKYIO IESITEeIbHOCTD;

ry ®HM.O. nanueHTta, OA1 KOTOPOrO MHAMBHAYAJIbHO H3TOTOBJIEH
JeKapCTBEHHBIH Ipenapart (Ipyu He0OXOAHUMOCTH);

1) cnocob TNpUMEHEHHUs JEKApCTBEHHOIO TIpelnapara (BHYTpEHHEE,
Hapy»Hoe, Al UHbEKLUH), BUL NeKapCTBEHHOH (GOpMbI (IN1a3Hble KaIlid, Ma3b U

T.1.);
€) JlaTa U3rOTOBJIEHUS JIEKApCTBEHHOTO MIpenapara;

) CpOK FOJJHOCTH JIeKapCTBEHHOTro Ipernapara («[ oneH 1o »);
3) ONNHCH  HM3TOTOBHBINErO, IIPOBEPUBINEr0 W  OTIYCTUBIIErO
JekapcTBeHHBIM mperiapaT («M3rotoBui , TIPOBEpHUI , OTIIYCTHUI

»);

1) HOMEp aHaJIu3a IPOBEPKH JIEKAPCTBEHHOTO IIpernapara;

K) COCTaB JIEKApCTBEHHOro Ipenapara (IpexycMaTpHBaeTcs IIyCTOE MECTO
I yKa3aHus cocraBa). Ha sTukeTkax yiekapCTBEHHBIX IIpernaparoB [isi MHbEKIIMM
U uHOY3WH JomKeH OBITH YKa3aH crnoco® TMpPHMEHEHHS JIEKAPCTBEHHOTO
npenapara: «BHyTpuBeHHO», « BHyTpMBEHHO (KanejabHO)», « BHYTPUMBIILIEYHOY.

12. TexcT 3THKETOK IOJXKEH ObITh HareyaTaH THIOrpad)CKUM CIIocoOOM Ha
pycckom si3pike. COCTaB JIEKapCTBEHHOIO IIpenapaTa IHIIETCS OT PYKH MM
HaHOCUTCA mTaMnoM. HawMmeHoBaHMS JIeKapCTBEHHBIX IIPenaparoB, YacTo
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BCTPEYAIOUIMXCSA B PELENTYpe, WIM HM3MOTOBIAEMBIX B BHIE BHYTPHAITEYHON
3aroTOBKH, MOT'YT OBITh HalleuaTaHbl TUIIOTPAGCKUM CIIOCOOOM.

13. Ha sTukeTkax mnd OQOPMIIEHHS IOMEONAaTHYECKHX JIEKAPCTBEHHBIX
[IpenapaToB, M3rOTOBJIEHHBIX KaK BHYTpHANTEeYHasd 3aroToBKa II0 4YacTo
BCTPEYAOLIUMCs ITPOITUCSM, HOJDKHO OBITh YKa3aHo:

a) HaUMEHOBaHME anTeyHod opranmsamun, O.M.O. HHIMBHIYaIBHOTO
[IpeAPUHUMATEIIS, HMMEIOILIETO JIMIEH3HIO Ha (apMalleBTHIECKYIO NESTENLHOCTS,

6) azpec MECTOHaxXOXJACHHS aNTeYHOW OpraHU3allMd WM  MecTa

OCYHIECTBJICHUA (bapMaueBTqucxoﬁ ACATCIIBHOCTHU HHIUBUOYAJIbHBIM
HNpCANPHHUMATEIIEM,
B) HanMCHOBaHHE MOHOKOMIIOHECHTHOI'O roMeoIaTu4eCcKoro

JIEKapCTBEHHOTO IIpeNapara Ha PyCCKOM S3BIKe (TPaHCIUTEPAIUS);

HaMMEHOBAaHHE  KOMILUIEKCHOTO  IOMEOIaTHYeCKOTO  JIEKAPCTBEHHOIO
IIpenapara Ha pyCCKOM S3BIKE;

I) COCTaB UIi MOHOKOMIIOHEHTHBEIX H KOMILIEKCHBIX I'OMEOIIaTHYECKHX
JIEKapCTBEHHBIX MPENapaToB (aKTUBHBIC KOMIIOHEHTHI - Ha JIATMHCKOM S3bIKE,
BCIIOMOraTelbHbIe KOMIIOHEHTHI — Ha PYCCKOM S3BIKE);

Il) Macca;

e) crocod MpUMEHEHHS;

X) BHJI JIEKapCTBEHHOH (oOpMEl (TpaHyiibl TOMEONaTHYeCcKHe, KaIliH
roMeonaTH4eckue, Masb roMeonaTuiecKas, TPUTypalHs FOMeoNaTHIecKas U T.11.);

3) JlaTa U3rOTOBJIEHHUS TOMEONIaTHYECKOTrO JIEKAPCTBEHHOTO NIPENapara;

) CPOK I'OJTHOCTH JIEKapCTBEHHOT'o nipemaparta («[omed 10 »);

K) cepus;

JI) IleHa JIEKapCTBEHHOT'O Nperapara;

M) IITPUX-KOX (IIpH HaJIMYHH);

H) HpefocTepexenne «XpaHUTh B HENOCTYIIHOM [UIS IETeM MECTe», YCIOBHS
XpaHEeHUs.



[Tpunoxenue Ne 2

K [TpaBiiiam H3roToBNIECHHS H OTITYyCKa JIEKAPCTBEHHBIX NIPENapaToB
JUISE MEOUITMHCKOTO IPAMEHEHHUS allTEYHBIMH OpraHH3alMsIMH,
HHIUBHAYJIbHBIMH [IPEINPHHAMATEIIMH, HMEIOIMMH JIMIICH3HIO Ha
(bapMaueBTUYECKYIO AESTENEHOCTD, YTBEPKICHHBIM IIPHKA30M
MuHucTepcTBa 31paBooxpaneHus Poccuiickoit Penepanmu

or Lb W&&SM

ITapaMeTpbl anITeYHbIX CTYNIOK

2015 . Ne 3511

Tab6nuna Ne 1

Ne n/mn HuameTp, Pa6ouas | Koad- Paboumit | Bpemsa 3arpyska, T

MM II0 noBepx- | umueHT | obbeMm, H3MEITh-

BEpPXHEMY HOCTb, CTYIIKH oM’ YeHH,

obony oM’ ceK MakcuMa | OITUMAabH

JIbHAs ast
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

<*> nanee — crynka Ne 1



Tabmuna Ne 2

Hopmbl noTepsb J1eKapCTBEHHBIX CPEACTB IPH PAaCTHPAaHHHM B cTynke Ne 1 <*>

Ne HammeHoBaHHe JIeKapCTBEHHOT'O CpeCTBa Benwunna
n/n (MeXayHapOJHOE HENAaTeHTOBAHHOE, UJIM IPYIIIHPOBOYHOE, HITH HOTEPH (MI)
XAMHYECKO€ U TOPrOBOE HAMMEHOBAHUSA)
1. AHecTe3uH 24
2. AckopbHHOBas KHCJIOTa 12
3. ALleTUICATMLIMIOBAs KUCIIOTa 33
4. bpoMkamdopa 15
5. BucmyTra HUTpaT OCHOBHOM 42
6. I'excaMeTueHTETpaMUuH 26
7. Jubazon 18
8. Kanus 6pomun 15
9. Kanus donun 21
10. | Kanpuus runepodocgar 25
11. | Kambopa 24
12. | Kodeun 15
13. | Kcepodopm 57
14. | JleBoMuLleTHH 29
15. | Maruus kapboHaT OCHOBHOMH 19
16. | Maruus cynsdar 17
17. | Menrton 10
18. | Harpus 6en3oar 20
19. | Hatpus ruapokapboHat 11
20. | Harpus canununar 23
21. | HuxkoTHOBas KUCIOTa 15
22. | Pesopuun 27
23. | CaquuminoBas KHMCIOTa 55
24. | Cepa ocaxacHHas 24
25. | Ctpenrouup 23
26. | CynbsbhagumesuH 18
27. | Teobwiaun 16
28. | Tepiuarnapar 15
29. | Oenwicayuiiat 24
30. | IluHka okcun 36

<*> Jlns CTYyHOK OPYTHMX pasMepOB, YKa3aHHBIX B MyHKTax 2-7 Tabauisl 1 HacTosiero
NPUIOKEHUS BEIMYUHY IOTEPH, B3ATYIO MIA CTynkd Ne 1, yMHOXalOT Ha KO3GGHUIUEHT
pabouyeil NOBEpXHOCTH. MaxkcuMallbHas 3arpy3ka KaXJOro HOMepa CTYNKH He JO/DKHa
npesslmarthk 1/20 yactm ee oOwvema. I[Ipu H3MenbUeHMM B CTYNKE Cpa3y HECKOJIBKHX
JIEKapCTBEHHBIX CPEICTB OHM HM3MEJIbYAIOTCA HE3aBUCHUMO JAPYT OT Apyra, NO3TOMY B CTYIIKE
6ojiee palMOHATIBHO M3MENbYAaTh CMECh JIEKAPDCTBEHHBIX CPEACTB, YeM KaxJI0€ M3 HUX [0
OTAEJIBHOCTH.



[Mpunoxenne Ne 3
Kk IIpaBuiaM M3roTOBIEHHS ¥ OTITYCKa JIEKAPCTBEHHBIX
MpenapaToB IS MEIULMHCKOTO IPUMEHEHHUS alTeYHbIMH
OpraHu3alyIMH, HHIUBHIYaJIbHBIMH NIPEIIPUHAMATEISIMY,
HAMEIOIIMMH JIHIEH3HIO Ha ()apMalieBTHYECKYIO
JeSTeHLHOCTD, YTBEPXKICHHBIM IIPpHKa30M MUHHUCTEPCTBA
3apaBooxpaHeHus Poccuiickoii denepauun

or b omg?\j 2015 . Ne 751

I[onycTanle OTKJIOHCHHS B MacCce, oﬁbeme, KOHICHTPAaIlHH H NNOIrpeIIHOCTH
INPH H3MECJIBYICHHH NIPH H3IrOTOBJICHHH JIEKAPCTBEHHBLIX IIpenapaToB AJid
MEAHIIHHCKOIro NpUMEHCHHUSA

Tabmuna Ne 1

JlomycTHUMBIE OTKJIOHEHHS B Macce OTHENBHBIX 103
(B TOM yHnCne npu (HacoBKe) MOPOIIKOB

IIponucannas macca, r OTtxnonenus, %

Jlo 0,1 +15
Csrimze 0,1 10 0,3 +10
Casime 0,3 mo 1 +5
Csrime 1 10 10 + 3
Carime 10 mo 100 +3
Csritre 100 mo 250 +2
Cabimie 250 + 0,3

Ilpumeuanue:

1. OTwIOHEHUs NOIyCKalOTCs, B TOM 4YHcje IpU (PacoBKe IOPOLIKOBBIMH
03aTOpaMH.

2. OTKIOHEHHUs, NONMyCTUMEIE B Macce OTHENbHBIX J03 IOPOIIKOB (B TOM
guclie npu ¢acoBKe), ONpPele/IOTCAs Ha NMPONHCAHHYKH IO3Y OMHOTO IMOPOILIKA.
OTKIIOHEHUs, IOIMyCTHMBle B O0OIIed Macce TIOMEOMAaTHYEeCKHX TPHUTYpallui,
OTIPENENISIFOTCS Ha IPOIUCAaHHYIO0 MacCy TPUTYpAIUH.

Tabmmma Ne 1.1

HonycTuMele OTKIOHEHUS B Macce OTAENBHBIX 03
(B TOM umcne npu GacoBKe) rpaHy.J

IIponucanHas Macca, r OtkioneHus, %

Cepmre 1 50 10 +4
Csrimze 10 mo 100 +3




Tabnuna Ne 2

HOHyCTI/IMI:Ie OTKJIOHCHH S B MaCCC€ HABECCKH OTACIIbHBIX
JICKApCTBEHHBIX CPEACTB B INOPOIIKAaX U CYNITIO3UTOPUIX
(I'IpI/I HU3roTOBJICHHH ME€TOIOM BbIKAThIBAHUSA UTIH BBIJII/IBaHI/ISI)

Ilponucannas Macca, r Orxionenns, %
Jlo 0,02 +20
Cspimre 0,02 no 0,05 + 15
Csbinte 0,05 no 0,2 +10
Cepimie 0,2 10 0,3 + 8
Csbiaze 0,3 10 0,5 +6
Cspine 0,5 1o 1 +5
Cepmiie 1 10 2 +4
CBelme 2 105 +3
Cepime 5 1o 10 +2
Cspmue 10 +1
[Ipumeuanne:

1. CpenHroro Maccy onpenensioT B3BelUBaHUEM (¢ TOYHOCTBIO a0 0,01 r) He
MeHdee 10 cynmosuropues. IIpu usrorosneHun MeHee 10 IITYK B3BELUIMBAIOT BCE
CYNIIO3UTOPHH.

2. OTK/IOHEHHs B Macce CYNNO3HTOPHEB OT CpelHedl MacChl ONpEeaesioT
B3BEIIMBAHHEM KaXKIOT'0 CYIIO3UTOPHS C MUHUMAJIBHOM BHIOOPKOH 5 IITYK.

3. JlomycTHMble OTKJIOHEHHS OT CpelHed Macchl He JOJDKHBI ITPEBBIIIATH
=5 %.

4. OTKIOHEHMS, JOMYCTHMbIE B Macce HaBeCKH OTHENbHBIX JIEKAPCTBEHHBIX
CPEINCTB B CYIIO3UTOPUAX (TIPH HM3TrOTOBIEHHHM METONOM BBIKATHIBAHHUS MM
BBUIMBaHHs), ONpPENEAIOTCS Ha JA03y KaXAOro JIeKapCTBEHHOIO CpelcTBa,
BXOJSAILIETO B 3TH JIEKaPCTBEHHbIE (POPMBI.

Tabmuna Ne 3

JlorycTiMele OTKIOHEHUS B 001eM 00beMe KHIKUX
JIEKapCTBEHHBIX (POPM IIPU U3TOTOBJIEHUH MacCO—O0OBEMHBIM METOHOM <*>

IIponiucanHbli 06BEM, MIT Otknonenus, %
Jo 10 +10
Capiie 10 1o 20 + 8
Capiie 20 1o 50 + 4
Csbize 50 1o 150 +3
Cspriize 150 no 200 +2
Csrize 200 +1




Tabnuua Ne 4

JonycTumeie OTKIOHEHUS B Macce HABECKH OTHEIbHBIX
JIEKapCTBEHHBIX CPECTB B XU AKUX JIEKaPCTBEHHbBIX q)opMax 1319’1
H3TOTOBJIEHUH Macco - 00bEMHBIM METOAOM <*>

HpoanaHHaﬂ Macca, r

Ortxiionenus, %

Jo 0,02 + 20
Csrime 0,02 no 0,1 +15
Cspiie 0,1 5o 0,2 + 10
Cssie 0,2 no 0,5 +8
Cspimie 0,5 1o 0,8 +7
Carimze 0,8 1o 1 +6
Cepmiel po2 +5
Cepiie 2 10 5 + 4
Caplme 5 +3

Tabmuna Ne 5

HomycTuMele OTKIIOHEHHS B 00MIel Macce XHIKHX
JIEKapCTBEHHBIX ()OpPM NPU U3rOTOBIICHUU

METOIOM II0 Macce <*>

IIponncanHas macca, r

Otknouenus, %

Jo 10

Cspiie 10 1o 20
Csprne 20 mo 50
Cseprie 50 go 150
Carite 150 mo 200
Csritze 200

+ 10
+ 8

+5
+3
+ 2
+ 1




Tabauia Ne 6

JlomycTUMEBIe OTKJIOHEHHUS B MacCe HaBECKH OTHENBHBIX
JIEKapCTBEHHBIX CPEJICTB B XU IKHX JIEKAPCTBEHHBIX hopMax npu
U3TOTOBJIEHHHU METOJOM I10 Macce W B Mazax<*>

Ilponucannas macca, r OtxnoHeHus, %

Jo 0,1 + 20
Csoire 0,1 1o 0,2 + 15
Caoiie 0,2 1o 0,3 +12
Csoie 0,3 10 0,5 +10
Csbiie 0,5 mo 0,8 + 8
Cspizre 0,8 mo 1 +7
Ceeimme 1 5o 2 +6
Csoize 2 no 10 +5
Cspiie 10 + 3

Ilpumeuanmue:

<*> - OTKJIOHEeHHUs, JOMYCTHUMble B Macc€ HaBECKH OTIEJbHBIX

JIEKapCTBEHHBIX CPEACTB B XHUIKUX JIEKAPCTBEHHBIX (POpMax IpH HU3TOTOBJIEHUU
cocoboM Mo Macce MM Macco - OOBEMHBIM CIOCOOOM, a TakXe B MazsX,
ONpEACIIAIOTCS HE Ha KOHLEHTPALMIO B IIPOLEHTaX, a HA MacCy HaBECKH KaXXIOro
JIEKapCTBEHHOTI'O CPENCTBAa, BXOISALIETO B 3TH JIEKAPCTBEHHBIE (POPMBI.

Hampumep, npu wmsrorobnenuu 10 mn 2% pactBopa mNuioKapnuHa
rHApOXJIOpHAA Macca HaBeCKHM JomxkHa cocraBmate 0,2 r, Ans KOTOpOH
nonyckaercs oTkioHeHHe = 10 %. Ilpu aHanm3e NOCTaTOYHO YCTaHOBHTH, YTO
6bL10 B3sTO HEe MeHee 0,18 r u He 6onee 0,22 r NUIOKapNUHA TUAPOXIOPUIA.

Tabnuna Ne 7

JomycTuMele OTKIIOHEHHUS B 00IIel Macce Ma3ei

HpormcaHHa;I Macca, r

Otxiionenus, %

Jlo 5

Cepmie 5 1o 10
Csriie 10 mo 20
Csrimie 20 go 30
Cepimie 30 1o 50
Carrze 50 go 100
Cerimre 100

+ 15
+ 10
+8
+7
+5
+3
+2




TabGauna Ne 7.1

JlomycTuMBble OTKIOHEHHS B O0IIEH Macce rOMeoIaTHIeCKUX Maseil B Tybax

IIponucaHHas Macca, I

Orxnonenus, %

Cspirte 50 mo 100

4

Tabmuua Ne 8

IIOHYCTI/IMBIC OTKJIOHCHHS B KOHLIEHTpAalUH KOHICHTPUPOBAHHBIX PAaCTBOPOB

ConepaHue JIEKapCTBEHHOTO CPENICTBa,
(%)

Otxiionenus, (ot 0603HaueHHOrO %)

1o 20%

He 6omee £ 2%

Csbrrie 20%

He 6onee + 1%

Tabnumna Ne 9

I[OHYCTI/IMBIG TIIOTPEIITHOCTH IIPpH U3MEPCHHUH BCIIMYHHBI pH

Meton usmMepenus

MakcumanbHas nOrpeuHoOCTh
B enquHULaxX pH npu usmepenun

C HHTEPBAJIOM C MHTEPBAJIOM
pH1-2 pH0,3-0,7

IloTeHUOMETpUYECKUH 0,6 0,05

HWupukaTopHoil 6ymaroit 1 0,3

Ilpumeuanune: MismMepenus pH npoBonsT B CpaBHEHHHM C BOJIOW OYMIIEHHOM

WJIM BOIOM IUISI UHBEKLIUH.




[punoxenue Ne 4
k IIpaBuaM H3rOTOBJIEHHS U OTIIYCKA JIEKAPCTBEHHMIX
IIpenapaTos ULl MEAULUHUHCKOrO MPUMEHEHHUS anTeYHbIMH
OpraHu3alMsIMH, HHIMBHIYaIbHBIMH NTPEANPUHAMATEAMH,
HUMEIOIUMH JIMIEH3HIO Ha papMalleBTHUECKYIO
JEATENbHOCTD, YTBEPXKIECHHBIM IIPHKa30M MHUHHCTEPCTBA
31paBooxpaHeHus Poccuiickoii ®@eneparyu

or. D 6MTAINL 2015 r. Ne S5 T/

Tabmua Ne 1
*
JonycTHMBIE HOPMATHBLI IPH H3rOTOBJIEHHH FOMEONATHYECKMX IPAHY.JI

Ne rpanyJ KoanuectBo Hagecka rpanya s noacdera | Cpeannmii amamerp
rpanyaslr HX KOJIHYeCTBa, I TpaHy.J, MM
1 470-530 0,1 1,4
2 220-280 0,2 1,7
3 110-130 0.4 2,2
4 70-90 0,6 2,5
5 40-50 1 3,0
6 28-32 1,6 3,4
7 22-28 2 3,7
8 16-20 2,5 4,1
9 10 5 5,0
10 5 10 6,3
11 3 15 7,4
12 2 25 8,5

"TINOTHOCTh CaXapHbIX TOMEONaTHYECKHX rpanyn ot 1,52 no 1,59 r/em”.

Tabnuua Ne 2

PasMep 4acTHIl BBICYIIEHHOTO ChIPbSl PACTHTEIBLHOIO POMCXOKIEHHS B 3aBHCHMOCTH OT
ero Mop$oJIoru4ecKoi rpynmbl HIN coJepxameiics B Hem rpynnsi BAB

Bua ucnosb3yemoro BhICyMIEHHOI0 JIEKaAPCTBEHHOI0 Pa3zmep
PACTHTEJBHOTO CHIPhS YacTHI, MM
JIucTos, TpaBbl, IBETKH 4
Kopel, nobery, noazeMHsle opralbl (KOpHH, KOPHEBHINA, KIYOHH, 3
KJIyOHETTYKOBHIIBL, TYKOBHIBI H IIp.)
ITnone! u cemeHa 2
PacturtensHoe chIpbe, coaepikaliee atKaJIoub! 1




Ipunoxenue Ne 5
Kk TIpaBHiIaM H3roTOBJICHHUS H OTITYCKa JIEKAPCTBEHHBIX
IIpenaparoB UL MEIUIMHCKOTO IPUMEHEHMS alTeYHBIMH
OpraHH3aIMsIMH, HHIMBAXYIbHBIMH [IPeIIIPHHHMATEIAMH,
VMEIOIUMH JTMIIEH3HIO Ha (PapMalieBTHYECKYIO AEATENbHOCTD,
YTBEP)KAEHHBIM IIpHKa3oM MUHHCTEPCTBA 3paBOOXPAHEHHU
Poccuiickoit ®eneparmuu

or WQ& 2015 1. Ne 3S1H

3HayeHHS MJIOTHOCTEH KHIKHUX JEKapCTBCHHBIX CPEIACTB
H BCIIOMOraTeJjibHbIX BEIIECCTB

TL1oTHOCTE I/cM’

Ne HaumeHoBaHHE JIEKapCTBEHHOTO CPEACTBA,
n/m BCIIOMOTATEJIbHOIO BELIECTBA (r/mm)

1. |Ammuaxa pactBop (9,5-10,5%) 0,956-0,959
2. |Bensmnbensoar 1,0478

3. |BanepuaHbl HaCTOMKa 0,920

4. |Bammpon 0,894-0,907
5. |Bununns (Baus3am IllocTakoBCKOro) 0,903-0,921
6. |I'muuepun 1,225-1,235
7. | JleroTb 6epe30BBIf 0,925-0,950
8. | JuMmexcung 1,101

9. |3Bepobos HacTOMKa 0,970

10. [JIamngpima HacToMKa 0,910

11. |Macio Ba3eIuHOBOE 0,860-0,890
12. |Macnao KacTopoBO€ 0,948-0,968
13. {Macao MEHAQILHOE 0,913-0,918
14. |[Macno MITBI IEPEYHOM 0,900-0,910
15. |Macio nepcuKoBoOe 0,914-0,920
16. |Macno noacoiHeyHoe 0,920-0,930
17. |Macyo TepIeHTHHHOE OUHIIEHHOE (CKUMKaap) 0,855-0,853
18. | Macio 3BKaIUIITOBOE 0,910-0,930
19. |Meruncamuuiar 1,178-1,185
20. |MsaTe nepeyHod HaCTOMKA 0,858
21. |HamaTplpHO-aHUCOBBIC KaILIH 0,875
22. |Iepruapons (27,5-30,0%) 1,096-1,105
23. |IMomusTmwienrnukonas-400 ( nomusTHnenokcun-400) 1,125
24. |IlosybIHu HacCTOHKa 0,910
25. |IlycTeipHMKa HacTOMKa 0,910
26. |Pribuii xup 0,917-0,927
27. | Cupon caxapHbI# 1,301-1,319
28. | Cupon anTenHbIi 1,322-1,327




29. | Coupt kampopusiit 10% 0,884-0,888
30. | Couprt stunoBsiit 40% 0,949-0,951
31. |Cnupt stmnosslit 70% 0,885-0,887
32. | Coupt stunossiit 90% 0,827-0,831
33. | Crouprt sTrioBsIi 95% 0,809-0,813
34. | VkcycHas kuciora pa3BefeHHas (29,5-30,5%) 1,038-1,039
35. | VkcycHnag kucinora (98%) 1,055

36. |®PopmanuH (36,5-37,5%) 1,078-1,093
37. | XJ0pucTOBONOPOAHAS KUCJIOTA pa3BelcHHas (8,2-8,4%) 1,038-1,039
38. | XnopucroBogopoanas kucnora (24,8-25,2%) 1,122-1,124
39. [ Xnopodhopm 1,474-1,483
40. |DOBKaJMITa HaCTOMKa 0,910

41. | Dbup MeIUUMHCKUH 0,714-0,717




IMpunoxenue Ne 6
k [IpaBunam H3roToBNEHMA ¥ OTIYCKa JIeKapCTBEHHBIX
IIpenapaToB I MEAUIIMHCKOTO IPUMEHEHHS alTeYHbIMH
OpraHM3aldsIMH, HHIUBUIYAITbHBIME NPT PUHAMATEIAMH,
HMEIOIIMMHE JTHIEH3HUIO Ha (apMalleBTHYECKYIO eI TENEHOCTD,
YTBEPXKICHHBIM IIPHKa30M MUHHCTEPCTBA 3]paBOOXPaHEHUS
Poccwmiickoit ®enepamiu

or L6 ofe¥R 20151, Ne 351H

Ko>¢ppunuenrnb! yBeanyeHns o0bema JieKapcTBeHHbIX CPEACTB

HaumeHoBaHue Bonausie CnupTOBEIE PACTBOPHI
JIEKapCTBEHHOIO pPacTBOPHI,
Ne i/ CpencTBa MII/T MI/T KoHueHTpanus
crupTa, %
1. ANCTIICATULIMIOBAA KUCJIOTa 0,72 90
2. AHaJIbIrug 0,68 0,67 30
3. AHecTe3un 0,85 70, 90, 96
4. benzunneHuwIIMHA 0,68
HaTpHEBas COJIb
5. |bopHas xucnora 0,68 0,65 70, 90, 96
6. | bpomkamdopa 0,80 70
7. I'ekcaMeTHIIEHTETPAMUH 0,78 0,79 70, 90
8. |I'moko3sa (6e3BogHas) 0,64
9. I'mmokosa (BraxHocTh 10%) 0,69
10. |[I'motaMuHOBas KHCJIOTa 0,62
11. | Jdubazon 0,82 0,86 30
12. | duxauu 0,86
13. [ Aumenpon 0,86 0,87 70, 90, 96
14. |Xenarun 0,75
15. |H3oHHa3un 0,72
16. |Hox (B pacTBOpe Kamus 0,23
wonuaa)
17. |Kammsg 6pomMun 0,27 0,36 70
18. | Kanus ogun 0,25
19. |Kanmus nepmaHraHat 0,36
20. |Kamms xnopun 0,37
21. |(Kaagpums rimokoHaT 0,50
22. |Kansuus xaopun 0,58
23. |Kamdopa 1,03 70, 90, 96
24. |Konnapron 0,61
25. |Kpaxman 0,68
26. |Kodeun-6eH3oat HaTpus 0,65
27. |JleBOMHUIETHUH 0,66 70, 90, 96
28. |Marsus cynsbar 0,50




28. | Marsusg cyapgar 0,50
29. |MeHron 1,10 70, 90, 96
30. |Merunypauuin
31. |Mertnauemnnonaosa 0,61
32. |Harpus auerar 0,71
33. |Hatpus 6eH30aT 0,60
34. |Harpus 6pomug 0,26 0,30 70
35. |Harpus rugpokap6oHat 0,30
36. [Harpusa nyxieusar 0,55
37. |Harpus napa-aMMHOCAIULIMIIAT 0,64
38. |Harpus canununar 0,59
39. |Harpus terpabopat 0,47
40. |Harpus tTHocyabdar 0,51
41. |Harpus xnopun 0,33
42. |Harpus nurpat 0,48
(nBy3aMeHIeHHEII)
43. |HoBokauHn 0,81 0,81 70, 90, 96
44. |HoBokaumHaMux 0,83
45. |IlanaBepuHa rHapOXJIOPHI 0,77 0,81 30
46. |llencun 0,61
47. |IlunoxapnuHa rMAPOXJIOPUL 0,77
48. |IlupmaokcuHa rHIpOXIOpH] 0,71
49. | IlonuBHHUWINUPPOIUIOH 0,81
50. |CamuuuioBas KUCIOTa 0,77 70, 90, 96
51. |Caxapo3a 0,63
52. |Cna3MonuTHH 0,86
53. | CtpenToMulMHa Cylbdar 0,58
54. | Cynbhaimi-HaTpuii 0,62 0,65 70
55. | TepnuHrugpar 0,77 96
56. | Tpumekaus 0,89
57. | Tumon 1,01 70, 90, 96
58. |llunka cyabgar 0,41
59. | OybwuiuH 0,70 0,71 12
60 | DdenprHa ruapoxJIOpUL 0,84




Ipunoxenue Ne 7

K HpaBPIJIa.M H3TrOTOBJICHHA U OTITYCKa JICKapCTBECHHBIX

npenapaTtoB 4jid METHITMHCKOrO MPpUMCHECHHUS allTCYHbIMH

OpraHM3aUHsIMH, HHIUBALYIbHBIMH NIPEANPUHUMATEISIMH,
MMEIOIMMH JIMIIEH3UIO Ha (hapMaleBTHYECKYIO AEATENBHOCTD,
YTBEPXXICHHBIM IIPHKa30M MUHHCTEPCTBA 30PaBOOXPAHEHHS

Poccuiickoii Penepanuu

oT .% mj’?ﬁ 2015 1. Ne M

KoHneHnTpupoBaHHbIE pacTBOPEI,
PEKOMEHIyEMBIE 7151 OTMEPHBAHMA U3 OIOPETOYHOM yCTaHOBKH

HammenoBanue Konuentpamus, | Cpok roqHOCTH, CYTKH
Ne /i KOHLIEHTPUPOBAaHHOT'O pacTBOpa % HE BBIIIE 3-5°C
25°C

1. |AckopbuHOBas KHCIOTa 5 3

2. |I'ekcameTmieHTETpaMUH 10,20,40 20

3. (I'moko3a 6e3BomHas 10,20,40,50 4 10
4. |Kamusa 6poMun 20 20

5. [Kamms fionup 20 15

6. |Kameuus xsmopun 10,20 10

7.  |Kampuus xynopun 50 30

8. |Kodeuna-Hatpus-6enszoar 5 7 15
9. |Ko¢enna-HaTpus-6eH3oar 20 20

10. |Marnus cynbdar 10,25,50 15

11. |Harpusa 6eH3oat 10 20

12. |Hatpus 6pomun 20 20

13. [Hartpus ruapoxap6oHaT 5 4 10
14. |Hatpus canuuunar 40 20

15. | XnopucToBoAOpOAHAs KUCIOTa 1:10 30

JlaHHBIE U141 M3TOTOBIEHHS | IUTpa KOHIIEHTPHPOBAHHOTO PaCTBOPa HEKOTOPEIX
JIEKapCTBEHHBIX CPEICTB

Ne i/m HauMmeHnoBanue KonIiieHT- IInoTHOCTE, KoauyectBa
KOHIICHTPUPOBAaHHOI'O pauus
pacTtBopa pacrBopa, |I/Mi WIH r/em’ JIEKapCTBEHHOT'O | BOJIEL,

% CpeAcTBa, I MJI
1. AckopOuHOBas KUCIOTa 5 1,018 50,0 968
2. bopnas kucinora 3 1,010 30,0 978
3. |bopHas kucinota 1,010 40,0 970
4, I'excameTieHTETpaMUH 10 1,021 100,0 921
5. I'excameTHIEHTETPAMHH 1,042 200,0 842




7. I'ekcaMeTHIeHTETpaMUH 40 1,088 400,0 688
8. I'moko3a (6e3BoaHast) 10 1,034 100,0 934
9. ['moxo3a (6e3BoaHasN) 20 1,068 200,0 868
10. |I'mroko3a (6e3BoaHAN) 40 1,150 400,0 749
11. |I'moxko3a (6e3BoHAs) 50 1,186 500,0 685
12. | Kaaus 6pomun 20 1,144 200,0 944
13. | Kanua fiooun 20 1,148 200,0 848
14. | Kanpuus xnopun 5 1,020 50,0 970
15. | Kaupuus xjopun 10 1,041 100,0 941
16. |Kanpuus xnopun 20 1,078 200,0 878
17. | Kanpuus xiaopun 50 1,207 500,0 707
18. |Kodeun - HaTpus 6eH30aT 10 1,034 100,0 934
19. |Kodeun - Harpus 6eH30aT 20 1,073 200,0 873
20. |Marsus cynptar 10 1,048 100,0 948
21. |Maruus cynsdar 20 1,093 200,0 893
22. |MarHus cyasdar 25 1,116 250,0 866
23. |MarHus cynbdar 50 1,221 500,0 721
24. |Hatpus 6enzoat 10 1,038 100,0 938
25. |Harpus 6pomun 20 1,149 200,0 949
26. |Harpus rugpokapbonat 5 1,033 50,0 988
27. |Harpus canunmnar 10 1,030 100,0 940
28. |Hatpus camummnar 20 1,830 200,0 883
29. |Hatpus canuipuiat 40 1,160 400,0 760




[Ipuroxxenue Ne 8
K [IpaBuaM H3roTOBJICHUA U OTITyCKa JIEKAPCTBEHHBIX
IpenapaToB I MEXULIMHCKOTO IPUMEHEHNUS allTeUHBIMU
OpraHu3alisAMH, HHIUBUIYAIbHEIMH IPEAIIPYHEMATEILIMH,
HMEIOIMIUMH JIMLEH3MIO Ha (apMalieBTHYECKYIO JeITEIbHOCTD,
YTBEPXXIACHHBIM IPHKa30M MUHUCTEPCTBa 3paBOOXPAHEHHS
Poccuiickoii ®eneparmu

oT éa&*&ﬂk/& 2015r. Ne F51u

Tpeﬁonamm K H3rOTOBJICHHI0 2aPpOMATHBLIX BOJ

Ne CocraB apoMaTHO# BOJIBI OcobeHHOCTH U3TOTOBJICHHUS
n/n apoOMaTHOM BOJBI
1. | Bona ykpomHas 0,005% (xpaneHue He B acentuueckux ycinoBusax
6onee 30 cyTok): yKa3aHHO€ KOJIUYECTBO
Macno ¢penxenesoe 0,05 r COOTBETCTBYIOLIErO Macjia B TEYEHUE
Boza ounmenHas 1o 1n 1 MUH 2HEPTUYHO CMEMMBAIOT C
BOJIO# 10 paCTBOPEHHUS
2. | Bona marnas 0,044% (xpaHeHue He

6oinee 15 cyTok):
Macino msatel iepeunoii 0,44 r
Bopa ounienHas a0 1ia
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CTaHllapTHble CIIHPpTOBBIC€ PACTBOPbI

Tabnuma Ne 3

Ne n/nn CnuproBsle CocraB
pacTBOPHI

1. Nona 5% Woma 50,
Kanus vomuna 20 r,
Bons! oyHIEeHHOIH,
Cnupta sTI10BOr0 95%
noposHy a0 1000 mn

2. bopnoit xuciorel 3% | bopHoit kucnorser 30T,

Crmupra stusioBoro 70 % o 1000 mn

3. Canuuunosoii Canmununosoit xuciots! 10 r umm 20 r,
kucyoTsl 1% u 2% Cnupra stunosoro 70% go 1000 mn

4, JleBoMHIIETHHA Jlesomuneruna 0,25; 1; 3 umu S,
0,25%; 1%; 3%; 5% | Cnupra strnoBoro 70% mo 100 mi

5. Oypanununa 1:1500 | @ypamununa 1 T,

(0,067%)

Crupra stusiooro 70% no 1500 mn
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[Ipunoxenne Ne 10
K IIpaBunamM U3roToBneHUs U OTILYCKa JIEKApCTBEHHbIX
[penapaToB I MEIUIMHCKOTO IIPUMEHEHHS allTeUHBIMH
OpraHM3alMsIMU, HHIUBUIYATBHBIMU IPEIPUHUMATEISIMH,
HMEIOLIMMH JIMIICH3UIO Ha (apMarleBTHUECKYIO AeSTEeNbHOCTD,
YTBEPXKIEHHBIM NIPHKa30oM MUHHCTEPCTBA 3/IPaBOOXPAHEHHS

Poccuiickoit denepanuu

2015 1. Ne ¥ Ty

KoanyecrBo kanean B 1 rpaMmme H 1 MUILIHIHTPe,

Macca 1 KaniH KHIKHX JIEKAPCTBEHHbIX CPEACTB NpH 20°C

[0 CTaHAAPTHOMY KallJleMepy ¢ OTKJIOHeHHsaMH 5%

Ne HaunmenoBanue xuaxoro jekapctsedHoro | KommyecTBo kamnenb Macca 1
n/n cpencTBa Karuii, MT
Blr B 1 Ma
1. | AroHusun 35 34 29
2. | bosipslHnKa JXUOKUA IKCTPAKT 53 52 19
3. | Banepuansl HacTo¥Ka 56 51 18
4. | Banmugon 54 48 19
5. | Bona ouniieHHas 20 20 50
6. | Monma ciupToBEIii 5 % pacTBOp 49 48 20
7. | KpacaBku HacToiiKa 46 44 22
8. | Kopanamun 29 29 34
9. | Jlannsilna HacToOMKa 56 50 18
10. | MATHI nepeyHoii Macio 51 47 20
11. | MsaTHl nepeyHoi HacTONKa 61 52 16
12. | IlonslHM HacToOMKa 56 51 18
13. | IlycTeipHuKa HacToiika 56 51 18
14. | HamaTelpHO-aHUCOBBIE KaIlJId 56 49 18
15. | Hutpornuuepuna 1 % pactBop 65 53 15
16. | PeTnHona auerara Mac/asHbIH pacTBOP 45 41 22
17. | XJI0pUCTOBOAOPOAHAS KUCIOTa pa3BeieHHAs 20 21 50
18. | Ddup MeauLUMHCKMI 87 62 11




IIpunoxenue Ne 11

K IlpaBriiaM H3roTOBIEHHS U OTIIYCKa JIEKAPCTBEHHBIX
[IpenaparoB IJis MEAUIIMHCKOTO MIPUMEHEHHUS alITEYHbIMU
OpraHH3alUsIMH, HHIUBHIYATbHBIMH IPEATPUHAMATEIISIMH,
MMEIOLIMMH JIULEH3UIO Ha (papMalieBTHYECKYIO JEATENBHOCTD,
YTBEP)KIECHHBIM IIpHKa30M MUHHCTEPCTBA 30paBOOXPAHEHUS

Poccuiickoit ®eneparu

otlb mﬁ\ﬁ 2015r. Ne ZS1K

Ko3¢ppuuneHTH BOAONOIIOIIEHHS JIEKAPCTBEHHOI0 PACTHTEJIBLHOIO ChIPbSi

Ne n/m HaumeHoBaHMe Koaddurmmenr HanmenoBanue Koaddunment
JIEKapCTBEHHOTO BOJIONOIJIO- JIEKapCTBEHHOTO BOZIONIOTJIOLIE-

PacTUTENBHOTO CHIPbS HICHUS PacTUTENBHOTO CBHIPbS HUSA

1. | Aupa KopHeBHILIa 2,4 MATHI IEpEYHON JIUCThS 2,4
2. | bpycHUKH JIUCTBA 1,5 ITopopoxHuka 2,8

60NBIIOTO JIUCThHS
3. Banepuans kopHeBHIna 2,9 IMonpran 2,1
C KOpHSMH ropbKoO# TpaBsa
4. |T'opuuBeta BECEHHEIO 2,8 IlycTeipHUKa TpaBa 2,0
TpaBa
5. | Hyb6a xopa 2,0 PoMallky nBETKH 3,4
6. |3Bepobos TpaBa 1,6 Ps6unHbI moas! 1,5
7. | 3MeeBHKa KOpHEBHILA 2,0 CeHHBI TUCThS 1,8
8. |Kamuns! kopa 2,0 Cy11eHHLB! TOMAHON 2,2
TpaBa
9. KpanuBbl 1UCTBS 1,8 TONOKHAHKY JTHCThA 1,4
10. | KpymuHEI Kopa 1,6 XBolIIa M0JIEBOr0 TpaBa 3,0
11. | Jlangeiua TpaBa 2,5 Yepenr! TpaBa 2,0
12. | JIunel nBeTKH 3,4 landes mucThs 3,3
13. | Marb-H-Ma4yexH JUCThSI 3,0 IIIunoBHHKA ITJIOIBI 1,1
IIpumeuanus:

1. Koa¢ddHuueHT BOOONOITIOMEHHsI COOTBETCTBYET KOJIMYECTBY JKUIKOCTH (MJI),
yaepxxkupaeMoMy 1,0 r JIeKapCTBEHHOI'O pPacTHUTEIBHOIO CHIPBA IIOCIE €ro OTKaTHi B
nep(GopHUpOBaHHOM CTaKaHe UHQYHIHUPKH.

2. Ecnu x03((UIHEHT BOJOIOINIOMIEHHS UIS JIEKAPCTBEHHOTO DPACTUTENHHOIO
CBIPbSI OTCYTCTBYET, PEKOMEHIYETCS HCIIONL30BATh CIEMYIONe 3HaUeHUs: U1 KOpHei
¥ KOpHEBUI - 1,5 MII/T; 71t TpaBbl, BETKOB M JIMCThEB - 2,0 MII/T; ceMsH - 3,0 MII/T.
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3. Pacxonsblii K03QQUIMEHT, UCIIONB3YyEMBIN NIPH HU3TOTOBJIEHHHM HACTOS KOpHEH
anTes, ONpPENENSET, BO CKOJNBKO pa3 CIENyeT YBEIHYHUTh Maccy CHIpbS H 00BeM
3KCTpareHra, 9r1oObl MONYYHTh 3aJaHHBIA OOBEM H3BIICUEHHS HEOOXOIMMOM
KOHLIEHTpAIHH.

4. PacxonHele KO3(QGQHUUHMEHTH U1 H3TOTOBICHHS HACTOA KOpHeW antes
pasnuyHoM KoHueHTpauuu: 1% - 1,05; 2% - 1,10; 3% - 1,15; 4% - 1,20; 5% -1,30

5. Jlns HacTOs KOpHEH ajTes KOHUEHTpalwit 6onee 5% pacxoaubi Ko3GGUIUEHT
paccYMTHIBAOT IO dopMyIe:

« 100 rre,
* T 100-(C-V)

K, - pacxonHslii KO3QUUHEHT;

C - BhinMcaHHad B peleNnTe Bpadya WIM TpeOOBaHMM MENMIMHCKON OpraHu3aluu
KOHUeHTpawus Hactos (%);

V - 06pem HacTos, yaepxuBaeMblit 1 r ceipbs (4,6 mir).
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K IIpaBuiaM M3roTOBICHHUS B OTIIYCKA JIEKAPCTBEHHBIX
IIpenaparoB AJsi METULIMHCKOTO IPUMEHEHHS alTeYHBIMU
OpraHM3auMsIMH, HHIUBHIYaNbHBIMH IPEANPUHAMATENSAMH,
HMMEIOIIMMH JIMIEH3HUIO Ha (PapMalieBTHYECKYIO IEATENBHOCTD,
YTBEPXKICHHBIM NPUKa30M MHHHCTEPCTBA 30paBOOXPaHEHHS

Poccuiickoii ®Deneparmu

oT 26 awwg 2015 r. NQM

CrabuH3aTOpbI reTeporeHHbIX CHCTEM

Crabunusarop CrabunnsupyeMble KOMIOHEHTHI
Ne | cycnenswmit u MacisHas ¢aza ruapo¢pobHoe TBepIoe
n/n | SMyJIbCH 10r JIEKapCTBEHHOE CPENCTBO | T
C pe3Ko C HEPE3KO
BBIP@XEHHBIMHU BBIPOKEHHBIMH
CBOMCTBaMU CBONCTBaMM
1. | Xenarto3a 5,0 1,0 0,5
2. | Kpaxman 5,0 1,0 0,5
(ucnonw3yercs (ucnonmw3yercs (ucnosne3yercs
B Buze 10% B BUIE 5% B BUzE 5%
pacTBopa) pacTBopa) pacTBopa)
3. | Jlenutus (docda- ot 0,75 mo 2,0 - -
THTAITXOJINH)
4. | Metunnennonosa 1,0 1,0 0,5
(ML) (ucnomne3yercs B (uconm3yercs B
Buze 5% pactBopa) | Bune 5% pactBopa)
5. | Mosormuuepuabt 2,0 - -
OUCTWJLTUPOBaH-
Heie (MI' 1)
6. |IlexTun 5,0 - -
7. | Cyxoe MOJIOKO 10,0 - -
8. | Teun-80 2,0 0,2 0,1
9. | Omynsrarop T-2 1,5-2,0




[Tpunoxerue Ne 13
k IIpaBriaM H3rOTOBJIEHHS B OTIIYCKa JIEKAPCTBEHHBIX
IpenapaToB JUis MeIULMHCKOrO IIPUMEHEHHS aliTEYHBIMH
OpraHM3allUsIMH, HHAUBHIYaNbHEIMH NPERTIPHHUMATEISIMH,
MMEIOIIMMH JIMLIEH3HUIO Ha (apMaleBTHYECKYIO HEATENBHOCTD,
YTBEPXXACHHBIM IIPHKa30M MUHHCTEPCTBA 34PABOOXPAHEHHUS
Poccuiickoit ®enepaunu

or 2b oXP 20151 N F5[ Y

Crnoco6bl H3roTOBJIEHHS TOMeONaTHYECKHX MaTPHYHbBIX HACTOEK H3
CBeKeCOOpPaHHOIro H (MJH) BLICYIIEHHOr0 PACTHTEILHOIO ChIpb4,
rpu6oB H cbIpbsi )KHBOTHOIO NMPOHCXO0KACHH.

Cnoco6 1. IlpenycmarpuBaeT moOJydyeHHe TIOMEONAaTHYECKOHM MaTpUYHOH
HACTOMKHM M3 CBEXECOOPAHHOTO PaCTUTENBHOIO ChIphs, coaepkamero He MeHee 70 %
COKa U He comeprKalero 3UpHBIX Macel, CMOJI ¥ CIH3H.

omeonaTuyeckue MaTpUYHbIE HACTOMKH, IOJNy4eHHBIE HAaCTOSMIMM CIIOCOO0M,
IPeICTaBIsAOT cOOOM CIUPTOBEIE U3BJIEYEHHS M3 COKAa PaCTEHHH, IMOJY4YeHHBIE C
HCIIONIb30BaHueM crupta 86 % (M/M).

Menko H3MeNbUYeHHOE PpaCTUTENbHOE CBhIphe OTXKHUMAETCA I10J IMPECCOM.
[Tony4eHHBI# COK B3BEIIMBACTCH K HEMEIJIEHHO CMEIIMBAeTCS C PpPaBHBIM
KoJIuiecTBOM crupTa 86 % (M/M), B30ANTRIBaeTCSA ¥ OCTaBIAETCS IJIs HACTAHBaHMUS B
TeuyeHHe He MeHee S5 cyTok npu TemmepaType He Beme 20 °C. Ilocne artoro
U3BJIeUeHHE QUIBTPYETCS.

B ¢unbTpare onpenensercss CyXxoi OCTaTOK KM NMPOBOAUTCSA KOJHYECTBEHHOE
onpeneneHe OCHOBHBIX IPYI OMONIOrHYEeCKH aKTUBHBIX BEIECTB.

Ecnu copepxaHue CyXOro OcTaTka HJIM aKTHBHBIX KOMIIOHEHTOB MPEBBIIIACT
periaMeHTHpYeMylo (QapMakoNeHHOM craTheidl BENWYHHY, TO KOJIMYECTBO CITHpTa
43 % (M/M) B kunorpamMmax (£;), Heobxonumoe miist pa30aBieHuUs, BEIYUCIIETCS T10
dopmyne (1):

g =2XE 2By

BO
roe  m — Macca QuIbTpara, Kr;
B, — conepxaHue CyXOro oOCTaTKa HIM COAEp)KaHHE aKTHBHBIX
KOMITIOHEHTOB B GunbTpare, %o;
By — conmepxaHme cyxoro ocrarka HIH aKTHMBHBIX KOMIIOHEHTOB,

peryiiaMmeHTHpyeMoe (papMakoneiHo# cratbeil, %o.

QunpTpaT CMEIIMBAETCs C pacCYUTAHHBIM KoJM4ecTBOM crupra 43 % (M/M),
OTCTaMBaETCs B TEUEHHE He MeHee 5 cyTok mpu TemmnepaType He Beime 20 °C u npu
HeoOXOIUMOCTH QIIBTPYETCS.
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ConepxaHue cnupTa B HACTOMKE TOMEONaTMYECKONW MaTpHUYHOM HOJDKHO
COCTaBIATE OKOJIO 43 % (M/M).

IlepBoe necaruuHoe pasBenenue (D1) roroBurcs U3 2 4YacTe HACTOMKH
roMeonaTH4eCcKoi MaTpu4dHOM U 8 yacteii criupta 43 % (M/M).

Btopoe pecatuunoe pasBeneHue (D2) roroBurcss M3 | YacTH IEPBOro
necaTuyHoro passefieHus (D1) u 9 gacredt ciupra 43 % (M/M).

Iocnenyromue pa3BeJeHUs FOTOBITCS aHATOTHYHO.

Ilepsoe corenHoe passenerme (Cl) roTroBurcs ©3 2 YacTedl HaCTOMKM
rOMeOoTIaTUYEeCKOM MaTpU4HOM U 98 wactedt ciupra 43 % (M/M).

BTtopoe cotenHoe pasBeneHHe (C2) TOTOBUTCSA M3 | YacTH MEpBOrO COTEHHOIO
pa3seneHus (C1) u 99 gacreit cipra 43 %% (M/M).

INocnenyromue pa3BeeHUs TOTOBSTCS aHATIOTHYHO.

Cnoco6 2. IlpenmycmarpuBaeT MNOJy4YeHHE TIOMEONATHYECKOH MATpUYHOM
HaCTOMKH M3 CBEXECOOPAaHHOIO paCTUTEJILHOTO ChHIphs, coxepxaimiero meree 70 %
COKa, C BIIaXXHOCThI0 601ee 60 %, He comeprkaliero 3GUpHBIX Macesl, CMOJI ¥ CIIU3H.

I'oMeonaTryeckne MaTpU4HbBIE HACTONKH IOJNy4alOTCA METONOM Mallepallyy.
PacTuTenbHOE ChIphe B3BEIUMBAETCS, ONpPENENAeTCS ero BIAXHOCTh, 3aTEM CHIPbE
TIIaTeIbHO H3Menpyaercs. [lomydeHHas wu3Menp4eHHas Macca B3BEIIUBAETCA U
HEMEINJIEHHO 3aJIUBaeTCi HE MEHee, YeM IOJOBUHHBEIM OT MacChl B34TOr0
pPacCTHTENBHOTO CBIphd KONHMYEeCcTBOM cmmpTra 86 % (M/M), nepeMeluBaeTcs U
OCTaBJISIETCA B ILNIOTHO 3aKPBITOM COCY e ITpu TeMnepatype He Boime 20 °C.

Heobxomumoe xonudectBo compra 86 % (M/M) B kuiorpammax (E,),

paccYHTEIBaeTCs 110 popmye (2):

mxW
2
00 (2),

rae  m — Macca JIeKapCTBEHHOT'O PaCTUTENBHOTO ChIPBS, KT
W — BnaxHOCTb CBIpbS, %.

E, =

Ot paccuuranHOro komuyecrBa cnuprta 86 % (E,) BBIYHTAETCS KOIHYECTBO
paHee NpHOaBIEHHOTO CIHUPTAa, M OCTATOK CHHpPTA CMEUIMBAETCA C IONy4eHHOH
Maccoi. Macca ocraBnsieTcs He MeHee, 4eM Ha 10 CyTOK Ipu TeMIiepaType He BhIllie
20 °C mpM nepHoOMYecKOM BCTPSXMBAaHHM. 3aTeM Macca OTXKUMAeTCs M
bUIBTpyeTCS.

Ecny conmepixaHue Cyxoro ocTaTKa HJIM aKTHBHBIX KOMITOHEHTOB IIPEBEHIIIAET
HODMHpYeMYIO (apMaKONeHHO! cTaTbedl BeNWYHMHY, NPOBOAMUTCS pa3daBiieHHe
HaCTOMKHM CIIocoO0M, yKa3aHHBIM B criocobe 1.

ConeprxaHue CIIUpTa B HACTOHKE JOHKHO COCTABIATE OKOJIO 43 % (M/M).

Xunkue pasBeneHHs TOTOBSTCS B COOTBETCTBHH C  TpeOOBaHHSAMH,
onpenerleHHBIMH B criocobe 1.

Cnoco6 2a. IlpenycMmarpuBaeT IMOJIy4eHHE TIOMEOIIATHYECKOW MaTpHYHOM
HACTOMKH C MCIIOIB30BAHUEM B KauecTBe IKCTpareHTa cmupra 62 % (M/M).



Ecnu conepxaHue CyxXoro ocraTka MJIM aKTHBHBIX KOMIIOHEHTOB IIPEBBIIIAET
pernamMeHTupyeMylo $hapMakoIeiHoON craThell BeIHYHHY, IIPOBOIHMTCS pasdaBiieHue
HaCTOMKM B COOTBETCTBHM C TpeOOBaHUsSIMH, OIpeNejeHHBIMH B crnocobe 1,
ucroyb3yst criupt 30 % (M/Mm).

Conepxanue ciipTa B HACTOMKE JOJIKHO COCTaBIATE oKono 30 % (M/M).

IlepBoe necatudnoe paszBenenuwe (D1) roroBuTcs w3 2 dacTedl HaCTOHKU
roMeonaTH4YecKoi MaTpH4HOH U 8 yacreit ciupra atiiioBoro 30 % (m/m).

Bropoe necarugHoe passenenuwe (D2) roroBurcs W3 1 4YacTH IepBOro
necaTudHoro pasefieHus (D1) u 9 wacreit criupra 15 % (M/M).

ITocnenyromue pa3BeqeHUs TOTOBSTCS aHAIOTHYHO.

IlepBoe coreHHoe pasBeneHue (Cl) roroBuTcs w3 2 yacTell HaCTOMKH
roMeonaTH4ecKor MaTpu4Hoi 1 98 yacteit ciiupra 30 % (M/M).

BTtopoe corennoe pasBenenue (C2) roToBUTCS H3 | YacTH MEPBOro COTEHHOTO
passenenus (C 1) u 99 gacreit ciupra 15 % (M/M).

ITocnenyromye pasBeieHHS TOTOBSITCS aHAJIOTHYHO.

Cnoco6 3. IlpenycmaTtpuBaeT moOIyYyeHHE TOMEONATHYECKOH MaTpUYHOM
HaCTOMKH M3 CBEXEro PAacTUTENBHOIO CHIpbS C BIAXHOCTBIO MeHee 60 % wmm
cozIep Kalllero 3(GUpHbIE Maciia, CMOJIBI U CIIH3H, a TAKXKe U3 CBEXUX IPHOOB.

Hacroliku romeonaTudeckue MaTpU4HbIE TONYYAIOTCS METOJOM Malepalyy.
PactuTenbHoe ChIpbE B3BELIMBAETCS, OIpeHeNiieTcs ero BIaXHOCTh, 3aTeM
TIIATEJbHO M3MEJbYaeTCs M IONMy4YeHHas Macca HEMEIJIEHHO 3allUBaeTCs He MEHee,
YeM [TOJIOBHHHBIM OT MacChl paCTUTENIBHOI'O CHIPhs KOJIMYeCTBOM cnupTta 86 % (M/M),
IIEPEMEILMBAETCA U OCTABIISIETCS B INIOTHO 3aKPHITOM COCYyH€e MpU TeMilepaType He
BrILe 20 °C.

Heobxoarnmoe xonugectBo cnupTa 86 % B xminorpammax (E3), pacCUUTBIBAETCS
o popmyie (3):

_ 2xmxW 3)
> 100 ’

rue m — Macca JEKapCTBEHHOTO PACTUTENBHOIO CHIPhS, KT

W — Bna>XHOCTB CBIpBS, Y.

Ot paccunraHHoro konuyecrBa crnuprta 86 % (E3) BBIYHTAETCS KONUYECTBO
paHee NpMOABJIEHHOIO CIHUPTa, U OCTATOK CIIHMPTa CMELUMBAETCS C IIOJIYHYEeHHOU
Maccoi. Macca octaBnseTcs He MeHee YeM Ha 10 CyTOK IIpu TeMIlepaType He BhIlle
20 °C npu neprHoau4ecKOM BCTPSIXUBAHUH, 3aTEM OTXKHUMAETCS M QHUIBTPYETCS.

Ecnu conepxaHHe CyXOro OCTaTKa HJIM aKTHBHBIX KOMIIOHEHTOB IIPEBBIILAET
periaMeHTHpYEMYIO (apMakolefHON CTaThell BEIWYHMHY, IIPOBOIHUTCS pa3baBieHHe
HaCTOMKM B COOTBETCTBHHM C TpeOOBaHMSIMH, ONpeleleHHBIMH B cnocobe 1,
UCIIONB3Y4 crIUpT 62 % (M/M).

ConepxaHue criupTa B HACTOMKeE JOJKHO COCTABIATE 0KOJ0 60 Y% (M/M).

Ilepsoe pecsatuuyHOe pasBenenue (D1) roroBurcs u3 3 YacTedl HACTOMKH
rOMeoIaTHYeCKON MaTpU4YHOM U 7 yacTtelt criupta 62 % (M/M).

Bropoe necstuunoe paseemenue (D2) rorosurcs H3 1 YacTH IEpBOro
necsatuyHoro passenenus (D1) u 9 vacreit ciupra 62 % (M/M).
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[locnenyromme pasBeeHUs FOTOBATCS aHAJTOTMYHO, HCIIONB3YS IS IOTYHEHHS
TPETHEro ACCATUYHOIO pa3BeleHus cmupT 62 % (M/M), a C YETBEPTOTO AECATHYHOIO
pasBelieHus — coupt 43 % (M/M).

Ilepsoe cotennoe paspesenue (Cl) roroButcs u3 3 yacTel HacCTOHKH
rOMEONaTHYECKOM MaTpUYHON 1 97 yacrteit criupra 62 % (M/M).

Btopoe corennoe passenerue (C2) roToBUTCS M3 1 YaCTH NMEPBOrO COTEHHOTO
passenenus (C1) u 99 yacreit ciupra 43% (M/M).

Iocnenyronme pasBeneHus roToBITCS aHAJIOTHYHO.

Cnoco6 3a. 'oMeonaTHyeckie MaTpUYHbIE HACTOMKM MOJNYYarTCs 10 Crocoby
3 OpY UCTIONIB30BaHMH B Ka4eCTBe IKCTpareuTa cnuprta 73 % (M/M).

Ecnu comepxaHHe CyXOro OCTaTKa MM aKTUBHEIX KOMIIOHEHTOB ITPEBBILIAET
pernaMeHTUpyeMylo ¢apMakone#Hol craThel BeJIMYMHY, NPOBOIUTCS pa3zbaBieHHe
HaCTOMKH B COOTBETCTBHMH C TpeGOBaHWSIMH, OIpelelleHHBIMH B crocobe 1, ¢
HCITIOJIb30BaHMEM crupTa 43 % (M/M).

ConepxxaHue CIMpTa B HACTONKE JIOJDKHO COCTABIATH OKOJIO0 43 % (M/M).

Ilepsoe necatmdHoe passenenue (D1) rorosuTcs M3 3 yacTel HACTOMKH
roMeonaTHYeCKoN MaTpuyHoi 1 7 yacted criupTa 43 % (M/M).

Bropoe necatudHoe passemenme (D2) rorosurcs HM3 1 HacTH IepBOro
necatugHoro passenenud (D1) u 9 wacte#t cimpra 30 % (M/M).

Tperbe necatmdHOe pasBenenwe (D3) roroBuTcs u3 | YacTH BTOPOro
necaTH4Horo passeneHus (D2) u 9 wacreit cimpta 15 % (M/M).

[locnenyrouue pa3Be1eHUs TOTOBATCS AHAJIOTHYHO.

Ilepoe corennoe passemeHue (C1) roToBUTCSs u3 3 dYacTedl HACTOMKH
rOMeOoNaTUYEeCKOM MaTpHYHOH U 97 yacteit criupTa 43 % (M/M).

Bropoe corerHoe paspenenue (C2) rotoBuTcs M3 1 4acTH NEPBOrO COTEHHOIO
passenenus (C1) u 99 gacreit ciupra 30 % (M/M). TpeThe coteHnoe paspenenue (C3)
FOTOBUTCA M3 1 YacTH BTOporo coteHHoro passenenus (C2) u 99 vacteil cnimpTta
15 % (m/m).

Ilocnenyromue pa3BeneHus TOTOBATCS aHAOTHYHO.

Crioco6 36. 'omeonaruyeckue MaTpUYHbIE HACTOWKH TIONYYarOTCS IO CIIOCOBY
3 Ipu KCIOJIb30BAHUM B Ka4eCTBE 3KCTpareHTa ciupta 43 % (M/M).

Ecnu comepxaHHe CyXOro OCTaTka HIM aKTHBHBIX KOMIIOHEHTOB BELIECTB
NPEeBBIIAET PErNaMEHTHPYEMYIO (DapMaKOIIEHHOH cTaTheil BEHYHHY, IPOBOIMTCS
pa3baBieHHe HAaCTOHKH B COOTBETCTBHH C TpeGOBAHUSAMHM, ONpENETIEHHLIMH B
cnocobe 1, ¢ ucnons3oBanueM crnuprta 30 % (M/M).

Conep>xaHue CITHpTa B HACTOMKE JOJDKHO COCTaBIATEH 0K0Jo 30 % (M/M).

Ilepsoe necsTuyHOe pasBenenue (D1) rorosBuTcs U3 3 4YacTell HacCTOMKM
roMeonaTHYeCKO¥ MaTpu4HoH U 7 yactel criupra 30 % (M/M).

Bropoe necatuuHoe paszBemenme (D2) roToBuTCs M3 1 YacTM NEpPBOro
necsatuyHoro passeneHus (D1) u 9 gacreit cnimpra 15 % (M/Mm).

Ilocnenyromue pa3BeIeHNUs FOTOBATCS aHAJOTUYHO.

Ileppoe coteHHoe pasemenme (Cl) rotoBuTcs M3 3 4YacTell HaCTOMKM
roMeonaTU4ecKoy MaTpu4Hoi U 97 gacreit criupra 30 % (M/Mm).



Btopoe coreHHoe pazBenenue (C2) roroBurcs U3 1 4acTu IEpBOrO COTEHHOrO
passenenus (Cl) u 99 wacren ciupra 15 % (M/M).
INocnenyrolmue pa3BeeHUs FOTOBSITCS aHATOIHYHO.

Cnoco6 4. J'oMmeomaruyeckue MaTpUYHBlE HACTOMKH IOJIY4alOT U3
BEICYIIIEHHOTO CBIPhSl PAaCTHTEIBHOIO IIPOMCXOXAEHHUS XU T'pUOOB, CBEXETO CHIPHA
UBOTHOI'O IIPOUCXOXKIEHHUS.

I'oMeonaTuyeckie MaTpU4Hble HACTOMKY IIOIY4YalOTCS METOJOM Malepalyu U3
OIHOM YacCTH CHIphS PACTUTEIFHOTO WIH XXHBOTHOTO IMpoHcxoxaeHus u 10 dacreit
3TaHOJIa B KOHLEHTPALUH, YKa3aHHOH! B PapMaKONEeHHON cTaThe.

KonuyectBo crupra, H3pacXOJOBaHHOE Ha IIpelBapUTENbHYI0 00paboTKy
CBEXEro ChIpbSl JKMBOTHOTO TMPOUCXOXIEHUs (VMEpIIBICHUE  HaCeKOMBIX,
U3MeINbYeHre U T.J.) BRIUUTAeTCS U3 OOIEero KoJW4ecTBa CIIUpTa, HE0OXOAUMOTI0 s
TIOJIyYEeHUS HAaCTOMKU.

CrlIpbe, U3MENBYEHHOE 10 HEOOXOMMMOH BEJIMYMHBI, CMEIIMBACTCS CO CIIMPTOM
M OCTaBlsSeTcss B 3aKpBITOM COCyNe IpU €XEOHEeBHOM B30aiThIBAaHHU IIpH
teMiiepatype He Bollie 20 °C B TedeHHMe He MeHee § CyTOK, €ClIM MHOE HE YKa3aHo B
dbapmakorneiHolt craTee. [Tociie 3TOro M3BjedeHUE CIHUBAETCS, ChIpbe OTXKHUMAETCH
(CbIpbe paACTUTENBHOTO IPOMCXOXAEHHsS ¥ TIpHOBl — IOA IIPeccoM), OTXKaTad
XKUIKOCTh OOBEOUHAETCS C U3BJIEYEHUEM U (DUIBTPYETCH.

Ecnu conepxaHue cyxoro ocratka MM aKTHUBHBIX KOMIIOHEHTOB IIPEBBIIIAET
periiaMeHTHpyeMyto GapMakonedHOH cTaThbell BEeIHMYHHY, IPOBOAMTCS pa3baBicHHE
HacTOMKH B COOTBETCTBHH C TpeOOBAHMSIMH, OINpeAejeHHEIMH B crocobe 1,
UCIIONB3Yys CHUPT B IPENNWCAaHHOM XKOHLEHTpalMHM MIH MCIIONb3YEMON Ui
IIOJIyYE€HUS HaCTOUKH.

Hacroiika romeomatudeckas MaTpuyHas AOJKHa COOTBETCTBOBAaTh I1EPBOMY
OecITUYHOMY pasBeneHuro D1.

Bropoe mpecatuynoe paseemenue (D2) rotoBuTcss M3 1 4YacTH HaCTOWKM
MaTpuyHo! romeomnatudeckodt (D1) m 9 wyacred 3TaHona B KOHLEHTpAUUH,
HCIIONB3YEMOH ISl IOJIyYEHUs HaCTOMKH.

Tperbe pecsituuHoe pasBegenue (D3) roroBurcs u3 1 YacTw BTOPOTO
necaTHyHoro passeaeHus (D2) u 9 vactei 3TaHOIa B KOHLUEHTPALMH, HCIIOJIb3yEMON
I71 TIOJTy4YEeHUs HacCTOMKH.

Hauwunas ¢ yerBeproro necsruynoro paszBemenus (D4) ucnosnb3yercs CHUPT
43 % (M/M), ecnu MHOe He yKa3zaHO B (apMaKOIeMHOM cTaThe, M pa3BeIcHHUE
TOTOBHUTCS aHAJIOTMYHO NPEAbLIYIIUM JECATUYHBIM pa3BeJeHUSIM.

IlepBoe corenHoe pasBenenue (C1l) rortoBurca u3 10 dHacTel HacTOHKH
MaTpuyHOH romeonarvdeckod (D1) m 90 wyacreit sTaHona B KOHLEHTpPAaLMH,
HCIIONB3YEMOM 115 MOJIYYCHHS HACTOMKH.

Bropoe cotenHoe pasBegenue (C2) roroBuTcs U3 | 4acTH NepBOro COTEHHOIO
pazseneHust (Cl) m 99 wuacreii cnmpra 43 % (M/M), ecTd MHOE HE YKa3aHO B
bapmakoneitHo cTaThe.

ITocnenyromue pa3BeneHUs FOTOBITCS aHAJIOTUYHO.
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Cnoco6 4a. [oMeomaTHyecKkMe MaTpU4YHbIE HACTOMKM IIOJYyYarOTCs U3
BBICYILIIEHHOTO CBHIPbS DPAaCTUTEIBHOIO HJIM JXMBOTHOTO MPOUCXOXAEHHS METONOM
MEPKOJIALMH.

Onmna dYacTh BBICYLIIEHHOTO U3MEINBYEHHOIO CBIPhA PACTUTEIBHOIO HIHA
YKUBOTHOI'O IPOMCXOXAEHUS 3aJMBacTCs S5 YacTsIMH CIOHUpTa B KOHLEHTpaLWy,
YKa3aHHOM B (apMakomeHON CTaThe, M HAcCTaWBaeICs B TEYEHHE 2 CYTOK INpH
YyacTOM B30anThIBaHHU. [IOATOTOBIEHHOE CBHIpbe IUIOTHO YKIIaAbIBaeTCS B
NepKONATOp. 3aTeM, MOpPH OTKPHITOM CIYCKHOM KpaHe, n00aBisieTcs —Takoe
KOJIMYECTBO CIIMPTA TOH XK€ KOHLIEHTPALIMHM, YTOOBl €ro CJIOH Had IOBEPXHOCTBIO
CHIPBS COCTABNISUT 1-3 cM (BBITEKAIOIIas M3 KpaHa XUIKOCTh HAJMBAeTCsA 0OpaTHoO B
nepkonsTop). Ilocne 3Toro NepkoyiiAT ¢ ONpeneNeHHOW CKOPOCTBIO BBIIYCKACTCH U3
KpaHa, HeOpepHIBHO JOJIMBas B MEPKOJSTOP TaKOe KOJIMYECTBO CIMPTa, YTOOBI Ha
1 yacTh chIpbs npuxomMiIocs 10 yacTtelt CIMpTa, U Hal ChIpheM OB €0 JOCTOSIHHBIN
croit. Ilpoliecc mepkonsLyuy NponoDKaeTcss N0 moiydeHus 10 yacTed M3BIEYEHMS,
KOTOPOE OTCTaWBaeTcs B TeUeHHUe 8 CyTOK, QHIBTpyeTCs, PUIBTPAT BIBELINBACTCS U
B HEM OIpeesiseTcs COAepkKaHUe CyX0ro OCTaTka WM aKTUBHBIX KOMIIOHEHTOB.

Heo6xomumo cobnromaTh CIEOYIOLIYHO CKOPOCTh BBITEKAHHS H3BJICUYCHHS U3
TNIepKOJIATOpa MNpH 3arpy3ke Cepbsi: 10 1 kr — 10-15 kanens/MuH; A0 2 KI —
20-25 xanens/MuH; 10 3 Kr — 30-35 xanens/muH; 10 10 xr — 40-70 xanens/MyH.

Ecnu conepxaHue CyXOro ocTaTka HJIM aKTHBHBIX KOMIIOHEHTOB IIPEBBILUACT
pernamMeHTHpyeMylo (hapMakomeWHOM CTaThbell BEeNMHYHHY, IPOBOJUTCA pa3baBieHue
HACTOMKH B COOTBETCTBHH C TpeGOBaHMsAMM, OINpeNeNeHHBIMH B cmocobe 1,
HCNOJB3ysS CIOUPT B INPEIIMCAHHOH KOHLEHTpalWM HWIM MCIHONb3YEMOW Ui
NIOJIy4YEeHHUS HaCTONKH.

I'omMeonatuyeckass MaTpH4YHas HACTOMKa [NOJDKHA COOTBETCTBOBATH INEPBOMY
OeCSITUYHOMY pa3BefeHuo D1.

XKunkue pasBeleHHs M3OTABIUBAIOTCA B COOTBETCTBHM C TpebOBaHHAMH,
onpeneleHHBIMU B criocobe 1.

Cnocobbl  5.1-5.5. ToMeomaruyeckue MaTpyU4Hble (QEPMEHTUPOBAHHBIE
HaCTOMKH MOJIy4alOT U3 CBEXECOOPaHHOIO ChIphs PaCTUTEIBLHOIO MPOMCXOXKISHHUS.

CwmemmBarotest 100 r ©3MeNbYEHHOTO CBEXXECOOPaHHOIO PACTUTEIBHOIO CHIPbsS
C ONpeHeneHHbIMH KOJIMYECTBaMH BOABI, MeJa M JAKTOo3bl B CIEXYIOIIUX
COOTHOILEHUAX:

Ne ciocoba Men JlaxTo3a Bona
(B rpaMMax) (B rpaMmax) (B rpamMax)
5.1 0,75 0,75 50
52 0,75 0,75 75
53 0,75 0,75 125
5.4 0,75 0,75 200
5.5 0,75 0,75 275

UsmepsieTcs BemmumHa pH cMecm W cMech (MauepaT) OCTaBisgeTcs s

HacTauBaHus npu Temmeparype (37 = 0,5) °C B Tteuenue 3,5 cyTok. ExenHeBHO
yTPOM M BedepoM olipenenseTcs BeauduHa pH cMecH, U cMeCh OXJIaXIAeTCsd B CMECH



BOJBI CO JBAOM (TemIieparypa He Bbllle 4 °C) Kaxnplii pa3 B TeyeHHe 2 1acoB.
HermnocpencTBeHHO 10 ¥ mocie oxJNaXIeHUs CMeCh MepemelunBaeTcs. Bee ocTansHoe
BpEMsI CMECh BBIIEPXKMBAETCS B IUIOTHO 3aKPBITHIX COCyHax IIpH TeMIIepaType
(37 £0,5) °C. Kak tonbko BenuuuHa pH HayHeT CHHKATHCS, CMECH OCTaBISIETCS NIPU
KOMHATHOH TeMIleparype, MpOJOJDKas €XeIHEBHO, YTpPOM M BedepoM IO 2 yaca
OXJIaXJaTh €e B CMECH BOXBI CO JBIOM, ONpeNeNsTh BeJW4YHHY pH, TimaTenbHo
nepeMellMBaTh 10 U mocne oxinaxaeHus. [lo ucreyeHuu 3,5 CYTOK, BO BpeMms
OYEepeNHOIO  OXJAKIEHHUS, PpacCTUTEIbHOE ChIpb€  OTXKHUMAETCs,, HCIIONb3Ys
CTEpHWIBHYIO TKaHb (CypoBO€ NOJOTHO M 1Op.). OTXaTroe pacTUTENHHOE ChIPbE
BBICYIIIMBAETCs Ha Bo3ayxe. [lanee chlpbe TLIATENBHO NepeMeluBaeTcs, 3-5 I ChIpbs
nomeruaercs B GapdOopoBEIi TUTeIh U CXUIAETCS IPU TEMIIEPaType TEMHO-KPAaCHOTO
kasienus (oxono 700 °C) mo nomydeHHs 3075l B TedeHue mociaenyrommx 3,5 CyTok
XKHUIKOE H3BJICUYEHHE BBIICP)KUBACTCS I[IPU KOMHATHOM TeMIleparype, IpOOoiDKas
eXXeIHEBHO YTPOM M BedepoM OIpeleNsTh BenuunHy pH, mo 2 waca oxjaxnaaTb B
CMECH BOIBI CO JBIOM, TINATENbHO INEepeMeIlNBaTh N0 K mocie oxiaxiaeHus. llo
UCTeYeHHH 3,5 CYTOK H3BIedYeHHe QUIBTpyeTCsS uepe3 CTepUIIbHYIO TKaHb,
onpenensercs pH u o6veM QunbsTpara (HunsTpar mopkeH OBITE MYTHBIM). 3aTeM
IIONTyYeHHBIH (UIBTpaT CMelnBaeTcs ¢ 30j08 (M3 pacdera 5 mr 3o0msl Ha 100 T
¢uneTpaTa), CMeCh IMOMeIIaeTcs B NPOXJaJHOe, 3alMIIEHHOEe OT CBeTa MECTO U
HacTauBaeTcs He MeHee 6 MecsieB; o0pasyromMics nNpH HacTauBaHUM OCAJOK He
HCITOJIB3YETCS.

Cnocobbl  6.1-6.3. T'oMeomatuueckue MaTpudHble (QEPMEHTHPOBAHHEIE
HaCTOMKM IIOJy4aroT K3 CBEXeCOOpaHHOTO MM BBICYLUEHHOIO JI€EKapCTBEHHOIO
PacTUTEIBHOIO CBHIPBS.

Henst 100 yacredt H3MeITbYEHHOTO CBE)XeCcOOpaHHOTO (Criocobsl 6.1 u 6.3) unu
BBICYLIEHHOTO (criocob 6.2) 1eKapCTBEHHOT'O PaCTUTENILHOIO CHIphs U ONpe/e/IeHHBIE
KOJIMYECTBa BOIBI, MEJla H, €CJIM YKa3aHO JJaKT03bl MOHOTU/IpAaTa Ha 7 YacTeH.

Ne criocoba Bona Men JlakTo3a
(B 9acTsx) (B yacTax) MOHOT'MIpaT
(B yacTsax)
6.1 500 0,75
6.2 500 0,75
6.3 200 1,5 1,5

IlepBoe nNpUroTOBIEHHE  H3TOTaBIMBAaeTCss YTPOM K3  OOHOM  4acTu
U3MENBYEHHOI0 JEKAapCTBEHHOTO PAaCTUTENBHOTO CHIPBS, BOIBI, Mela, M JaKTO3bl
MoHoruzapata (crnoco6 6.3) u HacTauBaeTcs npu Temneparype (37+0,5) °C. Beuepom
CMECh OXJIAXIaeTCs B BOJE CO JIBAOM B TedeHHE 2 4YacoB IIPH TIIATEbHOM
nepeMelBaHuy 0 U Tocne oxjiaxaeHus. [locne 3Toro cMech BHOBb IIOMEIIAETCS
IUIS HacTawBaHus npu temmneparype (37 £ 0,5)°C. Yepe3 24 ygaca (yrpoM) nepsas
YaCTh CBHIPbS OTHENSETCS, OTXKUMAETCS, HCIIONb3Ys CTEPUIBHYIO TKaHb.

INonmy4yeHHOE M3BIIEYEHHE CMEITHBASTCS CO BTOPBIMM HaCTSIMU PACTHUTEIIBLHOIO
CBIPBS, BOIBI, MeNa, JIAKTO3bI MOHOTHApaTa. CMech HacTauBaeTcs MpPH TeMIlepaType



8

(37 £ 0,5)° C. BeuepoM cMeCh OXJIAXIAETCS B BOAE CO JIBIOM B TedeHHE 2 JacOB NpH
IIEpeMEIIHBaHHM HENOCPEACTBEHHO JI0 U Itocie oxJaxaeHus. Yepes 24 yaca (yTpom)
PacTUTENBHOE CHIPhE OTXKHUMAETCS Yepe3 CTEPMIIbHYIO TKaHb.

Hanee aHajormyHelM oOpa3oM o00pabaTeIBAalOT oOCTaBIUMecs S yacTei
PacCTHUTENBHOIO CHIPhS, BOABL, MEJa, IAKTO3bl MOHOTHJIpaTa B TEYEHME NOCIEAYIOLINX
5 cyTok.

M3zsneyenue, moiaydeHHoe nocie oOpabOTKH CempbMOM YacTH pPacTUTENIBHOTO
CBIpbsS, OCTaBIfAETCS JUId OTCTauBaHMsI (He MeHee 2-3 dacoB), IOCIE Yero
GUIBTPYETCST Yepe3 CTEepWIbHYIO TKaHb. Ompenensgercs o00beM IOJIYy4YEHHOIO
bunpTpaTa (QUnbTpaT OOMKEH OBITH MYTHBIM). OTXXaTOe PpacTUTENBHOE CHIPbE
BBICYIIIMBAETCA Ha Bo3ayxe. [lanee Chpbe TIIATENIBHO NMEpPEMENIUBAETCS, 3-5 4acTeH
CBIpbS NOMelaeTcst B (haphOpOBBIH TUTeNIh U CXKUTaeTcs NMPU TeMmIleparype TEMHO-
KpaCHOTO KaJIeHUs [0 NOJIydeHUs 30J1bl. 3aTeM NMONyYeHHbIH QUIbTpaT CMEIIMBAETCS
c 3om0i (M3 pacuera 5 Mr 3oi1sl Ha 100 r QumpTpara), cMech MOMeLIaeTCs B
NIpOoXJIaJiHOe, 3aILMIIEHHOE OT CBETa MECTO W HAcTauBaeTcs He MeHee 6 MeCSLEB;
obpasyronuics Ipu HaCTaUBaHWM OCAZIOK HE HUCIIONAB3YeTC.

Cnoco6bt  7.1-7.5. Tomeonmaruyeckue MaTpU4YHble (DEPMEHTUPOBAHHEIE
HaCTOMKHM IIOJy4aloT U3 CBEXXEeCOOPAaHHOIO PACTHTEIHHOTO CHIPhSL.
CwmemmmBaores 100 r U3METBPYEHHOTO CBEXECOOPaHHOIO PaCTUTEIBHOIO CBIPhS
C OIpEleNICeHHBIMH KOJHMYECTBAMH BOIBI Y MOJIOYHOM CBIBODOTKH B CIENYIOLIMX
COOTHOIIEHUSAX:

Ne metona Mornounast cEIBOpOTKa Bona
(B rpammax) (B rpammax)
7.1 50 He npubaBnsioT
7.2 50 25
7.3 50 75
7.4 15 110
7.5 50 225

M3mepsercs BenuuuHa pH cMecH U Jajnee H3rOTaBIMBAaeTCs HACTOWKa B
COOTBETCTBHUU C TpeOOBaHUAMH, ONpeHeNeHHbIME ciocobamu 5.1 - 5.5.

Cnoco6 8. ['omeonaruyeckue MarpuyHble (EepMEHTHPOBAaHHBIE HAaCTONKH
MOJTYYaroT M3 BRICYIIEHHOTO PACTUTEIBHOIO CHIPhS.

Hemurca 100 4dacTeit W3MeNBPYEHHOrO BHICYLIEHHOT'O PaCTUTENBHOIO ChIPh,
300 dgacrteit Bompl u 200 HacTel MOJOYHOM CHIBOPOTKM Ha 7 4HacTeW, M Jajee
HM3rOTaBIIUBAETCS HACTOMKa B COOTBETCTBMH C TpeOOBaHUSMH, ONpEeAEIeHHBIMU
criocobamm 6.1-6.2.

PasBeneHus (moTeHLMM) M3 HAacTOEK MAaTpUYHBIX (EpMEHTHPOBAHHBIX
TOTOBATCS IO Macce Ha BOJle OYMIIEHHOM CBEXENPUIrOTOBJIEHHOH IIPY BCTPAXUBAHUH
(MOTEHIIMPOBAaHHUH).

IlepBoe necsatuunoe (D1) unu nepBoe coteHHoe pasBenenue (C1) roTOBUTCS U3
1 yacTu pepMeHTUPOBaHHON HACTOUKM U 9 min 99 yacTeil BOIEI.
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Bropoe necaruunoe (D2) uimu Bropoe cotennoe (C2) pasBelileHHe TOTOBSITCS U3
1 yactu nepsoro necatuyroro (D1) mnu nepsoro corennoro (C1) pasBenenus u 9
Wix 99 yacrei BOMEL

[locnenmyromue pasBedeHHUS TOTOBSTCS M3 ONHOM YaCTH MpPembIAYILEro
OECITUYHOrO UM COTEHHOIO pa3BelleHus U 9 wiu 99 gacTeil BOIEL.

Cnoco6 9a. ['omeonatuueckue MaTpu4HbIe HACTOMKY Ha INIMUEPHHE TOJIYYalOT
U3 YOUTHIX )XHBOTHBIX MM CBEXe3aOUTHIX TEILIOKPOBHBIX XHUBOTHBIX MM HX JacTel
¥ TTIMLEPUHA.

Hns mnomydenus nepBoro necatuuHoro (D1) pasBedeHHss HIH IEPBOTO
coreHHoro (Cl) pa3Benmenus | 9acTh MeEIKO M3MENBLYEHHOIO HMCXOMHOIO CHIPhS
cMmennuBaeTcs ¢ 9 dactamu (g D1) unu 99 gactamu (ais Cl, COOTBETCTBYOIIEMY
D2) rinuuepusa 85 % M BcTpAxuBaeTcs. llepen H3MeNb4YeHHEM JOITyCKaeTcs B
0OOCHOBAaHHBIX ClIydasx npubaBlende 1 uactu rmuepuHa 85 % k 1 vactu
HCXOJIHOTO CHIpbA. B ciryyae He06X0quMOCTH 0caioK OT(QUIBTPOBBIBAETCS.

Hacroiika  romeomaruyeckas  MaTpuyHas Ha  T[JHIEpPUHE  [OJDKHA
COOTBETCTBOBATh 1EPBOMY AECITUYHOMY pazBenenwuio (D1).

Bropoe necartuuHoe paspenmenue (D2) roroBuTcs M3 1 YacTM MaTpHYHOM
HaCTOMKHM U 9 yacTel rmuuepuHa 85 % wim cniupTa stunosoro 15 % (mo macce).

Tperse pecaruynoe pasenenue (D3) roroBurcs U3 1 4YacTH BTOPOTrO
JNECATHYHOIO MM IIepBOro coTeHHoro paspenenus (Cl, coorBetcTByeT D2) M
9 yacre¥ criupra sTioBoro 15 % (o macce).

Ilocnenyrouue pa3seieHUA TOTOBATCS aHAJOTHYHO.

Btopoe corennoe (C2) pa3BeneHne roTOBUTCSA M3 | 4acTH HEpPBOrO COTEHHOTO
passenenus (Cl, coorBerctByer D2) m 99 wacreiéi crnupra stmwioBoro 15 % (mo
Macce). [Tocaenyromue pa3BeneHus rOTOBITCS aHAJIOTHYHO.

Ecnu BTOpOE necstuuHoe paspeneHue (D2) roTOBUTCSA CO CIIMPTOM 3THIIOBBIM
15 % (mmo Macce), 3TO ZOJDKHO OBITH YKa3aHO B MApKHUPOBKE.

Cnocob6 96. 'omeonaTuyeckrie MaTpUYHEIE HACTOWKH Ha TIHMLIEPUHE MOJTyYaroT
U3 YOMTBIX )XMBOTHBIX MJIH CBEXXe3aOUTHIX TEIUIOKPOBHBIX XKHBOTHBIX HJIM HX YacTel
Y IVIMLIEpUHA.

Hns  nomydeHHMs MaTpHYHOM HACTOMKM | 4YacThb MEJKO H3MEJIBYEHHOrOo
HCXOIHOTO CBIphS CMEIIMBaeTcs ¢ 2,1 gyacTaMu riuuepuna 85 % u BcTpsxupaercs. B
cliydae HeOOXOIUMOCTH CMeCh QHIIBTPYETCS.

IlepBoe necsatuunoe pasBenmeHue (D1) roroButTcs u3 3 yactedt MaTpu4HOM
HaCTOHKH U 7 4acTell BOABl OYUIIEHHOA.

Btopoe necstuuHoe passeneHue (D2) roroBuTcs U3 1 YacTH I1€pBOTO
OeCATUYHOTO pa3BeeHus U 9 JyacTel BOOBI OYMILIEHHOM.

ITocnenyromue pa3BeneHuss FOTOBITCS aHAIOTHYHO.

B ciyyae mpuroropneHHUs MHBEKUHOHHBIX PACTBOPOB HCIIONB3YeTCS BOJA IUIA
HHBEKLMHA BMECTO BOJbl OUHILEHHOMH.

Bonsele pazBeneHus, IPUTOTOBJIEHHEBIE 10 JaHHOMY CIIOCO0Y, HOJKHBI UMETh B
MapKHUpPOBKE YKa3aHHUE «BOTHOE. :
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HacToiixi romeomnaTu4decKue MaTpHu4HbIC THHUEPHHOBBIC, IIONYYEHHBIC IO
JaHHOMY CHOCO6y, HCNIOJIB3YXOTCA [JI1 IIPHUTOTOBJICHUA XUIAKUX p%BeaeHuﬁ pIR)S:e
I/IH’I)CKI.IHﬁ, KarneJsb ria3Hbix, cMmecel roMeonaTHYeCKuX.

Cnoco6 10a. T'oMeonaTudeckme MaTpU4YHblE HACTOMKM Ha TIHULIEpUHE
[OJIy4YaloT M3 >XMBOTHBIX, HacTe >XMBOTHBIX WIM HX BBIOCNECHHM M IJIMIIEpHHA,
CoIepiKaliero HaTpus XJIOpHUI.

OnmHa 4YacTe MEJNKO H3MENBYEHHOTO CHIPhbS JKMBOTHOIO IIPOHCXOXIEHHUS
cMeruuBaercs ¢ 5 gacTaMu 1,5 % pacTBopa HaTpus XJOpHAA B BOIE OYMIIEHHOH,
3aTeM npubasnsercs 95 gacted riuuepuHa. CMech [1€PEMENINBAETCS U OCTaBIIAETCS
IJIsl HACTAaMBaHMA B 3allIIIEHHOM OT CBETa MecTe npu TeMiieparype He Boiile 20 °C B
TeYeHWe He MeHee 7 CYTOK, HO He Oojee 21 CyTOK IpH NEPHOIUYECKOM
IIEpeMENIMBAHMA. 3aT€M JKHOKOCTh JEKaHTHpyeTcs U NpH HeoOXOOMMOCTH
bunsTpyeTcs uepes Mapmo. DUIBTpaT sBIsSeTCSs HACTOMKOM TIOMEOIaTH4YeCKOH
MaTtpuyHOH. HacToiika romeonaruyeckas MaTpUyHas COOTBETCTBYET BTOPOMY
IecaTu4soMy passeneHuio (D2) wiu nepBoMy coTeHHoMy pasBeneHuro (Cl).

Ilpu cTOSHMM BO3MOXHO OOpa3oBaHHe OCaJKa, KOTOPBIM Iepel NajbHeHIen
nepepaboTkoi Heo6XOOMMO CyCIIEHIUPOBATh.

B xadecTBe pacTBOpUTENsSl IS NPUTOTOBIEHHUS pa3BENEHMM HCIIONB3YeTCH
pactBop 0,2 uvacTu HaTpus TuUIpokapboHata W 8,8 yacTed HaTpus XJIOpUIa B
991 yacTy BOIbl OYHILUEHHOU. B ciydae mpuUroToBleHUH MHBEKUHOHHBIX PaCTBOPOB
HCIIOJIB3YEeTCS BOa ISl UHBEKLHMHA BMECTO BOABI OUHILIEHHOM.

Tperbe necarwunoe passegenwe (D3) roroButrcs M3 1 YacTH HACTOMKH
MaTtpuuHoit (D 2) u 9 yacrel pactBopurens. Ilocnenyromue pa3BedeHUs TOTOBSATCS
aHaJIOTHUYHO.

Pa3peneHus, WHCIONB3yeMble M IIONyYeHMs WHBEKUMOHHEIX pPacTBOPOB,
rOTOBSTCS CIENYIOIIMM O06pa3oM: dYeTBepToe JHecaTu4Hoe paseneHue (D4)
roTOBATCS M3 1 wacTW Tperhero pecsitmudoro (D3) passemeHus, 5,6 4vactu
pacTBOpUTEI U 3,4 4aCTH BOABI 1)1 MHBEKIIHH.

ITocnemylomue  pa3BefeHHs  TOTOBATCS,  UCHOJNB3Ys  BBIILIEYKa3aHHBINA
pPacTBOPUTEND.

Btopoe corennoe pazpeneuue (C2) roToBUTCS U3 | 4acTH HAaCTOMKM MaTPUYHOH
(C1) u 99 gacTteil pacTBOpPHUTENSL.

[Tocnenyromme AeCATHYHbIE W COTEHHEBIE pa3BelEeHMs] OTOBSTCHA aHAJIOIUYHO,
WCIIONB3YS TOT K€ PaCTBOPUTEID.

Cnoco6 106. I'oMeomarnyeckue MaTpUYHblE HACTOMKH Ha TIJIHLIEpUHE
MOJIy4alOT M3 JKHBOTHBIX, YacTeil >XMBOTHBIX WJIIM HMX BBIACNEHHH M TIVIMLEPHUHA,
conepiKallero HaTpus XJIOpH.

OnmHa 4YacTh MENKO HM3MEJIBYEHHOIO CHIPbSi JKMBOTHOI'O TIPOHUCXOXICHHS
cMelIuBaeTcs ¢ 5 yactaMu 4 % pacTBopa HATpHUs XJIOpHa B BOAE OYMILEHHOH, 3aTeM
npubaBngercs 95 wyacred rmiuuepuHa. Jlamee HacTOHMKa H3rOTaBIWBAeTCs B
COOTBETCTBHH C TpeOOBaHUAMHU, OIIpeieNleHHBIMU B ciocobe 10a.

Hacrolika romeomarwdeckas MaTpU4dHas [NOJDKHa COOTBETCTBOBATH BTOPOMY
necaTudHoMy passenenuio (D2) wnu nepsomy cotenHomy pasBeaenuro (C1).
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B kavecTBe pacTBOpPHUTENS I I[IPUTOTOBJIEHHUS pa3BEIECHUHM HCIIONb3YeETCs
pactBop 0,2 yacTu HaTpus ruipokapOoHaTa u 8,8 uacrtedl HaTpus XJopuna B
991 wacTm BoHBl OYMIIEHHOH. B ciyyae mpUroToBlIeHUM MHBEKLHOHHBIX PaCTBOPOB
HCIIONIB3YeTCs pacTBOpP AaHAJIOIMYHOIO COCTaBa, MPUIOTOBJIEHHBIM Ha BOJE [JIA
WHBEKIHH.

Pa3Benenns roToBATCS B COOTBETCTBHHM C TPeOOBAHMSIMH, OINPENECNEHHBIMU B
ciocobe 10a, HCToNB3ys BBIILIEYKa3aHHBIH PACTBOPUTEE.

Cnoco6 10B. I'omeomaruyeckue MaTpUUHBIE HACTOWKH Ha TIIMLEpHHE
[OJTYYalOT M3 JXUBOTHBIX, YacTedl >XUBOTHBIX WIM HX BBIAEJIEHMH M TJIHLEPHHA,
COIepIKaIlero HaTpus XJIOPUI.

OnHa dYacTe MEJKO H3MEJIbYEHHOIO ChIpbS JXHUBOTHOI'O IIPOUCXOXKACHUA
CMEeIIHBaeTCs ¢ 5 yacTsaMu 8 % pacTBOpa HATpHs XJIOpHIa B BOJE OYMIICHHOH, 3aTeM
npubasnsercs 95 wactell rnuuepuHa. Jlanee HacTOWKa HM3rOTaBIUBaeTCs B
COOTBETCTBUH ¢ TpeOOBaHUIMHU, ONpeleeHHEIME B criocobe 10a.

Hacroiika romeomnardyeckass MaTpU4Has [OJDKHA COOTBETCTBOBATb BTOPOMY
necatuuHoMy passenenuto (D2) wiu nepsoMy coteHHOMY pasBeneHuro (C1).

B kauecTBe pacTBOpPHUTeNs Uil IIPHTOTOBJIEHHS pa3BENCHUH HCIONB3YyeTcs
pactBop 0,2 wactm HaTpus ruzpokapbonara um 8,8 wyacTed HaTpus XJOpHAa B
991 wacTH BOAB! OUMIIEHHOW. B Ciydae NMpUTroTOBIEHUS WHBEKUIHMOHHBIX pPaCTBOPOB
HCIIOJIB3yeTCs] BOAA U1 UHBEKIMH BMECTO BOABI OUMILEHHOM.

PasBeneHus roTOBATCS B COOTBETCTBUU C TpeOOBaHMSMM, ONpelesICHHBIMH B
cnocobe 10a, ucrionp3ys BeIIEyKa3aHHBIN pacTBOPUTEIS.

Crnoco6 10r. 'omeonarudeckue MaTpuyHble HACTOMKH Ha MIHLEPUHE N101y4aroT
13 COCTaBHBIX YacTell KpOBU JIOIIAHH.

Ot160p KpOBU IUIst NOJNyYEHUSI COCTaBHBIX YacTeH NNPOU3BOAUTCS BETE€PUHAPHBIM
BpayoM OT XHUBBIX Jiomazneil. KpoBs XHBOTHOTO, NONy4eHHas nNpH yboe ckoTa, He
JOJDKHA MCIIONb30BaThCsA. Y JKMBOTHOro otbupaercs 200 M1 KpOBH M KaXIBId MII
kpoBH cMmewmBaetcs ¢ 15 ME renapuna natpus u 0,625 ma 0,9 % pacTBopa HaTpus
xjaopuna. Ilocne OTHENEHMS COOTBETCTBYIOIUMX COCTaBHBIX YaCTed KpOBH C
IOMOUIBIO LEeHTpudyru ansg GpaKuUOHMPOBAHHS K IOIYYEHHOMY KIECTOYHOMY
ocalKy npubasnsercs Kaxasid pa3 1,1 mi 0,9 % pacTBopa HaTpus XJIOpHUIa H 0CaT0K
pecycrneHaupyeTcs.

3areM ] 4acTh KJIETOYHOTO OCajKa CMeIIMBaeTcs ¢ 5 gacTsaMmu 1,5 % pacTBopa
HATpHUsA XJOpHUIA B BOAEe OYHILEHHOMW, 3aTeM npubaBnsgeTcs 95 yacred IIHIEpHHA.
CMech ocCTaB/geTCs B 3alllUIIEHHOM OT CBeTa MeCTe MpH TeMIieparype He
Beie 20 °C B TeyeHne He MeHee 7 CYTOK, HO He 6onee 21 cyTok. 3aTeM >XHUAKOCTb
NEKAaHTUPYeTCs M, NpH HeoOXomuMmocTH, QHIsTpyeTcs depe3 Mapio. PuisTpar
ABJIAETCS MaTPUYHOU HACTOMKOM.

Hacroiixa  roMeonarudeckas  MaTpudHas  Ha  TJHIEpUHE  JOJDKHA
COOTBETCTBOBAaTh BTOPOMY AECIATHYHOMY pasBeneHuio (D2) uiu nepBoMy COTEHHOMY
pasBenenuro (C1).

[Tpu cTOsSHUM BO3MOXHO 0Opa3oBaHHe OCaiKa, KOTODBIM Iepel NalbHEHIIEH
nepepaboTkoi HeoOXOIUMO CYyCIIEHAUPOBATE.
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B kadectBe pacTBOpMTENns Ul MPUIOTOBIEHHS pa3BeACHUN HCIIONb3yeTCs
pactBop 0,2 wacTu HaTpus ruapokapOoHara u 8,8 uyactell HaTpus XJOpHIa B
991 vactu BOAB! OYMILEHHOH. B cilyyae mpHUIroTOBIEHUH MHBEKLMOHHBIX PaCTBOPOB
UCIIONB3yETCs BOJAA [U1s1 UHBEKIMH BMECTO BOAB! OUHILEHHOM.

Tperbe nmecstuunoe paspenenue (D3) roroBurcs w3 1 4YacTH HACTOHKH
Mmatpuusoit (D2) u 9 yactelt pactBoputens. I[locnenyromue pa3BeneHHs rOTOBITCA

aHaJIOTMYHO.
Btopoe coreHHoe (C2) pa3BeneHHe TOTOBUTCSA U3 | YaCTH HACTOMKH MaTpHYHOH

(C1) u 99 yacreii pactBopurens. [Tocnenyromue pa3BeieHUs TOTOBITCA aHAIOTHYHO.

Hactoiiky romeonaTidecKkie MaTpyH4HBIE U UX Pa3BEIEHMUsI, U3TOTOBJIEHHBIE B
COOTBETCTBHHM C TpeGOBAaHUIMH, ONpeeeHHBIMHU B criocobax 9a, 10a, 106, 108, 10r,
UCIONB3YIOTCS [UIS TIPUTOTOBJEHHMS TPUTYpalMid, XKUIOKHX PpasBENEHHH 1)
WHBEKUUH, Ma3eH, CYMIIO3UTOpHEB, IIa3HBIX Karlelb, IpaHyl, a TakKxke CMeced
rOMEONaTHYECKHX.

OITPEJEJIEHUME COAEPXXKAHMA COKA
B CBEXEM JIEKAPCTBEHHOM PACTUTEJIbBHOM CBIPBE

Cnoco6 1 (B ceipbe ¢ BnaxHOCTBIO 60 % 1 Honee).

B 1nByx mpobax Maccoil mo 3-5 I U3MENBUYEHHOIO PaCTHUTENBHOTO ChIPbS
(B3BelleHHBIX ¢ morpemHocThio 0o + 0,01 r) ompenensercs BIaXHOCTb. 3aTeM
HeOOJNBIIOe KOJTHYECTBO M3MENBYEHHOI'O CBIpbS OTKMMAaeTCd TOA IIPecCoM, H
TIOJIy4eHHBIH COK QUIbTpYyeTcs yepe3 OyMaKHBIN CKIadaThiil QUIBTP OO ITOTYYeHUs
npo3payHoro ¢uisrpara. B nByx npobax mo 5 r + 0,01 r onpenenseTcs coaepxaHue
CYXOTro OCTaTKa.

ConepxaHue COKa B Chipbe B npoueHTax (X) Beryucisercs o popmyne (4):

roe W- BIaXHOCTB CBIPBS, %0;
B - copepxxaHue cyxoro octaTka B punsrpare, %o.

Cnocob 2 (B ceIpbe C BIaXHOCTBI0 MeHee 60 %).

Ormnpenensercs BIXHOCTH H3MEJIBYEHHOIO pPACTUTENIBHOIO  ChIpbsS, Kak
yKa3aHo B criocobe 1.

K 25 1+ 0,01 r U3MEBYEHHOTO PaCTUTEIBLHOIO CHIPbs NPUOaBIsAETCs PaBHOE
(mo Macce) KOJNMYECTBO BOIBl OYMILEHHOM, IEPEMEINMBAETCS M HACTauBaCTCA B
TeueHue 24 4acoB, MOCIE Yero GUIbTPyeTCst OO MONYyYeHHs NPO3PavHOro Guibrpara.
3arem B aByx npobax mo 5 r + 0,01 r nmomyyesHOro GuiIbTpaTa ONpeneNnseTcs
colepKaHHe CyXOro OCTaTKa.
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Conepxanue coka B CBIpbe B IpoieHTax (X) BeI4ucigeTcs no popmyie (5):

100 * (W + B)
X = e (5),
100 - B
rae  W- BIaxXHOCTH CBIpbS, %0;
B - conepxanue cyxoro ocraTtka B punbrpare, %.



Ipunoxenue Ne 14
K [IpaBrnaM U3roToBIEHUS U OTIIYCKa JIEKapCTBEHHBIX
IIpEeNapaToB AJIs MEAUITMHCKOTO IPUMEHEHHS alTedHbIMU
OpraHu3alUsIMK, HHIUBUIYAILHBIMHU IPEAPHHIMATEIIMH,
HIMEIOIIUMH THIEH3UIO Ha (apMalleBTHYECKYIO JEATEIBHOCTD,
YTBEPKIEHHBIM IIPHKa30M MUHUCTEPCTBA 30PaBOOXPAaHEHHM S
Poccuiickoit ®eneparmu

or 2b O(Tlﬁig]& 2015 1. Ne l§_“(

Ko>pdpuunentni 3amemenns (E,) 1 o0paTHbie Ko3(pPHUHEHTDI 3aMeELICHUSE
(I/E.,x) HeKOTOpBIX JIEKAPCTBEHHBIX CPEACTB

Ne /n | HamMmeHOBaHHE JIEKapCTBEHHOI'O KoapduuumeHt O6paTHsIH
cpelcTBa 3aMeIeHus] K03 GUIUEHT
(Ex 3aMelIeHUs

(I/Ex()

1. AMITHIINH 1,72 0,59
2. AHanervuH 1,27 0,79
3. AHeCTe3uH 1,33 0,75
4. Anmnak 1,48 0,68
5. AcKOpOMHOBas KUCIOTa 1,73 0,58
6. BeH3unneHMIWUINHA HaTpUeBast 1,75 0,57

COJIb

7. bopnas xucnora 1,60 0,625
8. BucMyTa HUTpAaT OCHOBHOHA 4,80 0,21
9. I'moxo3a 1,23 0,81
10. | lepmaTton 2,60 0,38
11. | UxTuon 1,10 0,91
12. | Kanpnms rimoKoHaT 2,01 0,50
13. | Kamdopa 0,98 1,02
14. | KcepodopM 4,80 0,63
15. | JlesomuieTHH 1,59 0,63
16. | Macio kacTopoBoe 1,00 1,00
17. | Harpus 6pomun 2,22 0,45
18. | Harpus ruapokxapOoHaT 2,12 0,47
19. | Hatpus canuipuiat 1,98 0,52
20. | HoBokaun 1,40 0,71
21. | IlanaBepuHa ruapOXJIOpUI 1,59 0,63
22. | Ilapadun 1,00 1,00
23. | Ilporapron 1,40 0,71
24. | Pe3opnuH 1,41 0,71
25. | Cepa ocaxxieHHas 1,41 0,71




26. | CtpenTOMHIIMH 0,26 0,80
27. | Teodwiiun 1,23 0,81
28. | ®enmwincanuuuiaT 1,40 0,72
29. | ®enobapburan 1,40 0,71
30. | dypa3onmmuaoH 1,81 0,55
31. | limska oxcua 4,00 0,25
32. | IluHka cynpdar 2,00 0,50
33. | OybwunH 1,25 0,80

KoapdbunmeHT 3amemeHus NOKa3bIBAE€T KOJMYECTBO JIEKAPCTBEHHOI'O CpPEACTBa,
KOTOpOe 3aHMMaeT Takoi xe 06beM, kak U 1,0 xxupoBoii ocHoBel. O6paTHBIH KO3PULMEHT
3aMeIleHMs IOKa3bIBAaeT KOJHMYECTBO JXMPOBOM OCHOBEI, KOTOpOE 3aHMMAaeT TaKoH e
o6beM, kak U 1,0 1eKapCTBEHHOTO CpeACTBa.



[Tpunoxenue Ne 15
Kk [IpaBHyIaM H3rOTOBJICHHUS K OTIIyCKa JICKAPCTBEHHBIX NIPENApaToB
JUIS1 MEOUIOHHCKOTIO IPUMEHEHHS allTeYHBIMH OpraHU3alMsIMY,
HHIUBHAYTbHBIMHE IIPEIIPAHAMATEIIMHE, HMEIOIIHMHE JIMLIEH3HIO
Ha (papManeBTHIECKYIO NEATENbHOCTD, YTBEP)KICHHBIM IIPHKA30M
MunucrepcTBa 3apaBooxpanerus Poccuiickoii Penepanuu

oT LMZMS r.Ne FSTH

Tpeﬁosamm K pe:KHMaM CTCPpHIIN3AIIHH JICKAPCTBEHHLIX NIpeiiapaToB

Tabnuma Nel
PacTBOpbI A/l HHbEKIHH B HHPY3HH
Ne Hammenosanue Cocras Pexum ITpomomxu- [Tpumeyanue
I/ | JEKapCTBEHHOIO CTepWIM3alHY | TENBHOCTH
mpenapara (TeMnepaTrypa, | XpaHEHHS
BpeMs) (cyTkn)
1 2 3 4 5 6
1. PactBoOp ATpomnuHa cynbdara 120°C - 30 XpaHeHHE B
aTpONHHA 0,5r,1r,10r,25T1, 50 8 MuH. 3aI0AIIEHHOM OT
cynbdara 0,05%, T, CBETa MecTe
0,1%, 1%, 2,5%, PacTtBOpa KHCIOTHI
5% XJIOPHCTOBOAOPOIHOH
0,1 M 10 m,
Boxp! i HHBEKIHH
o lx
2. Bona mns 120°C - 30
HHBCKIMA 8 muH.
3. PactBop ['munepuna (B 120°C - 30
rmuepuHa 10% mepecyeTe Ha 8 MuH.
6e3Boansii) 100 1,
Harpus xnopuna 9 r,
Bons! mis “HBEKIMI
molx
4. | PacTBOp I'IIOKO3BI I'mroxo3s! (B 120°C - 30
25% repecyere Ha 8 MuH.
6e3BonHyI0) 50 1,
100Tr,200r,250T,
PacTBOpa KHCIOTHI
XJIOPUCTOBOXOPOJIHOM
0,1M o pH 3,0-4,1,
Harpus xnopuna 0,26
T,
Bons! nns urbeknnit
oln
5. | PacTBOp INIIOKO3BI I'mroxo3el (B 120°C - 60
5% ¢ xams repecyere Ha 8 MuH.
xnopuaoM 0,5% 6e3BonHy0) S0 T,
um 1% Kammsa xnopuna S r
uma 10T,




Bons! g HHBEKIHEI
moln
6. | PacTBop rmoko3sl I'mroxo3sI (B 120°C - 90
10% conesoit IepecyeTe Ha 8 MuH.
6e3Boguyro) 100 r,
Kamis xnopuna 2 r,
Kanpmus xnopuna (B
nepecyere Ha
6e3Bonnbi) 0,4 T,
Bonas! st nHBEKIMH
mnoln
7. | PactBop mmbazona | JIu6azona Sr, 10T, 20 120°C - 60 (0,5% u
0,5%, 1%, 2% T, 8 MuH. 1% p-p)
PactBOpa KUCIOTHI 30
XJIOPHCTOBOJOPOJTHOH (2%
0,IM 10 M, p-p)
Bonwr mis uEBEKUMEI
Jpoln
8. | PactBop nuxamua | Jlukamna lr,2,5T,3 120°C - 30
0,1%, 0,25%, r, PacTBopa KHCIOTHI 8 MuH.
0,3% XJIOPHCTOBOXOPOIHOM
0,1M 10 M,
Bozas!l ny1s mabeKIui
goln
9. PactBop nukanna | Jlukawna 10T, 20T, 120° C - 90
1%, 2% Harpus tHocynbpara 8 MuH
05T,
Bonae! mns urnexnmii
ol
10. PacTtBop Humenpona 10, 20 r, 120°C - 30 XpaHeHue B
numenpona 1%, Boms! Ansg HHBEKIHH 8 Mun 3aIUIIEHHOM OT
2% poln CBETa MECTE
11. XKunkocts Harpus xnopuna 151, 120°C - 30
ITetpoBa Kamusa xnopuna 0,2, 8 MuH
KpoBo3aMmeHsroma | Kansuus xnopuapa 1 r,
s Bone! nnsa uebeKuuit
moln
12. PacTtBOp Kanus Kamus xnopuna 5 r, 120°C - 30
xyopuza 0,5%, 10r,30r,50r,75r, 8 MHH
1%, 3%, 5%, 100 T,
7,5%, 10% Bonw! mnsa uHBEKIHH
noln
13. PactBop Kanus Kamus xnopuna 2,5 r, 120°C - 30
xnopuna 0,25%, 5r,10r, 8 MHUH
0,5% ,1% ¢ I'moko3sl (B
TJTIFOKO30H HITH IepecyeTe Ha
HaTpus XJIOpHAoM | 6e3Boanyro) S0 r wim
HaTpus xjopuna 9 r,
Bons! ni1s uHBEKIHIM
goln
14. | PactBop kanbumsa | Kanbnus rimoxkoHara 120°C - 7




r, Maraus xnopuna (B

NIEPECUCTE HA

rmokoHara 10% 100, 8 MuH
Bonsr nns urbeKui
Jjoln
15. | PactBop kamerus | Kambnums xnopuna 2,5 120°C - 30
xnopuna 0,25%, r,5r,10r,50r, 100 8 MuH
0,5%, 1%, 5%, r,
10% Bouns! mist unbeKumit
Joln
16. PactBop
KapIHOIIETHYIECK
un
Ne la Harpus xnopuna 4,5 120°C - 6 mec.
T, 8 MuH
Kamus xnopuna 2,22
I, Maruus xnopuna (B
TepecyeTe Ha
6e3ponnsbrit) 0,4 T,
I'moko3s! (B
nepecyere Ha
6e3Boanyio) 1 r,
Mannuta 18 1,
Bons! 11s uHBEKIIMH
Ne 16 molxn 120°C - 2 cyT.
8 mun
I"nroko3sb! (B nepecuere
Ha 6e3BoaHyI0) 50r,
Marnus cynedara 15r,
Kanus xsiopuga 45r,
Boap! ans uavekuuii no
1.
17. PactBOp
KapIHOILIETHYeCK
uit
Ne 2a Kamus xnopuga 5,6 r 120°C - 60
Harpus xnopuna 5,0 r 8 Mun
I'mmoxo3EI (B
repecdeTe Ha
6e3BonHYIO) 6,45 T
MannuTta 23,651
Bone! 111 HHbEKIHH
mola
Ne26 120°C - 2 cyT.
["moko3bt (B nepecuere 8 MuH
Ha 6e3BoaHy0)50r,
Marnus cynbara 15r,
Kanus xnopupa 15r,
Boasl pns unbexuuit Ao
1 7.
18. PactBop Hatpus xnopuna 4,5 120°C - 12 mec.
KapAHOIUIETHYECK T, 8 Mun
uif Ne 3 Kamus xnopuna 1,125




6e3BonHsIif) 3,232 T,
Kameuus rimoxoHara
0,3r,
I'moko3sl (B
Iiepecyere Ha
6e3Boanyo) 1 1,
MannuTta 191,
Bons! s HHBEKIHH

Joln
19. PactBOp Harpus 120°C — 90
«KBapTacomns» runpoxapboHnara 1 T, 8 MuH
Hartpus anerara 2,6 r,
Hatpus xmopuna 4,75
T,
Kamus xnopuna 1,5,
Bonsr qis unbeKImii
Ioln
20. | PacTtBOp KHCIOTEI Kucnorsr 120°C - 30 XpaHeHue B
IIIOTaMHHOBOM rmotaMuHoBoi 10 T, 8 Mun 3alUIIEHHOM OT
1% Bons! s uabeKIMi CBETa MECTE
moln
21. PactBOp Kodenna-6en3oara 120°C - 30
kodeunHa- Hatpus 100, 200 1, 8 Mun
6eH3o0ara HaTpUs PactBOpa Hatpa
10%, 20% enxoro 0,1M, 4 mx,
Boaw! s HHbEKUHH
poln
22. Pactpop maruus Maruus cynsdara 20r, 120°C - 2 cyT.
cynsdara 2% Boxns! ans uabekuuii no 8 MHUH
la.
23. | PacrBop Hatpus | Hatpus 6Gensoara 150 120°C - 30
6en3oata 15% T, 8 Mun
Bons! mist uHBEKITHE
noln
24. | PacrBop Harpus | Harpus 6pomuzaa 50T, 120°C - 30 XpaHeHue B
6pomuna 5%, 100, 200, 8 MuH 3aIIUIIEHHOM OT
10%, 20% Boap! m1sg uebeknmit CBETa MecTe
goln
25. | PacrtBop Harpus Hartpus 120°C - 30
reapokapbonara | ruapoxapboHara (X.4. 8 MuH
3%, 4%, 5%, 7% wm g.g.a) 30,
40r,50r,70r,
Bons! nns uabeKuii
aoln
26. | PacrBop HaTpus Hatpus 120°C - 30
runpokapbonara | rmapokap6onara 30T, 8 MuH
3%, 4%, 5%, 7%, | 40r,50r,70r, 84r
8,4% Tpunona b 0,1 r (mnsa
cTabWIN3HpOBaHH 3-5% p-pa)u0,2r
bIf (mns 7-8,4% p-pa)

Bonr! 11 HEBEKIHH
noln




27. | PacrBop Harpus | Hartpus xnopuna 4,5 120°C - 950
xsopuna 0,45%, T, 8 Mun
0,9%, 5,85%, 9r,58,5r,100T,
10% Bops! s uHBEKIHIA
moln
28. PactBop Hatpus Hatpus xnopuaa 30r, 120 °C - 2 cyT.
xnopuaa 3% Bopas! 1ns uHbEKUMHE 10 8 MuH
La.
29. | PacrtBOp Harpus Hatpus mutpara (8 120°C - 30
rutpata 4%, 5% Iepecyere Ha CyXoe 8 MuH
BemecTBo) 40 T, 50T,
Bons! nns nHBEKIHH
moln
30. | PactBOp Harpus Hatpus 120°C - 7 XpaHeHue B
[IapaaMHHOCATHUI] | HapaaMHHOCATHIATIAT 8 Mun 3aIIMIIEHHOM OT
unara 3% a30r CBETa MECTe
Hartpus cynsdura
6e3BoIHOrO 51
Boxs! 11 wHBEKITHH
moln
31. | PactBop Hatpus Harpus cammuunara 120°C~ 30 XpaneHnue B
canumuiara 3%, 30r, 100 8 Mun 3alIHIIEHHOM OT
10% Hatpus CBETa MeCTe
Merabucynbpura Ir
Bons! nns uabexmit
noln
32. PactBop Huxotunamuza 10T, 120°C - 30 XpaHeHue B
HHKOTHHaMHAa 20r,25r,50r, 8 Muu 3alIUIIEHHOM OT
1%, 2%, 2,5%, Bong! 11 uEbeKImi CBETa MECTE
5% ol x
33. PactBop Hosokauna 2,5, 5T, 120°C - 30 XpaHeHue B
HOBOKaHWHa 10T, 20T, 8 MunH 3aAIUIIEHHOM OT
0,25%, 0,5%, 1%, PactBopa KHCIOTE CBETa MECTE
2% XJIOPUCTOBOIOPOJHOM
0,1M no pH 3,8-4,5,
Bonw! gns uabexnui
Joln
34. PactBOp HoBoxauna 20 1, 50T, 120° C - 90 XpaHeHue B
HOBOKauHa 2%, 100, 8 MuH 3aIOMIIEHHOM OT
5%, 10% PactBOpa KHCIIOTEI CBETa MECTe
XJIOPUCTOBOLOPOIHOMN
0,1M 4 M, 6 M1, 8
M,
Hatpus trocynbdara
0,5,
Boznge! 1ns nabeKIm
moln
35. PactBOp HoBoxauna 50 r PactBOp He 1 XpaHeHHe B
HOBOKauHa 5% Bopagp! 11 MEBEKIMHE | CTEPHIIH3YIOT. 3alIUIIEHHOM OT
pitii: moln HoBoxkauH B CBETa MecTe
CIIHHHOMO3TOBOM MIOPOIIKE
aHECTE3UH CTEPHIIH3YIOT




TOPSTYUAM
BO3yXOM IIpH
120°C B
TedyeHue 2
9acoB.
ToroBsT Ha
CTEpHILHOR
BOJE C
nocienyromei
MHKpOQHIBLTpa
LIHEH pacTBOpa
36. Pacrsop [TanaBepuna 120°C - 30 XpaHEHHE B
nanaBepUHa raapoxyopuna 20 r, 8 MuH 3aIIUIICHHOM OT
THIPOXJOpHIa Bonr! inst uHBEKIMN CBETA MeCTe
2% noln
37. | Pacreop Punrepa | Hatpus xnopuna 5,26 120°C - 30
- arieTaTa T, 8 MuH
Hatpus anerara (B
nepecyere Ha
6e3pomHblif) 4,1 1,
Kaneuus xnopuna (B
nepecyere Ha
6e3poxnsnt) 0,28 r,
Marnus xnopuna (B
nepecyere Ha
6e3sonueri) 0,14,
Kanns xopuna 0,37
T,
Kucnotsl
XJIOPHUCTOBOJOPOIXHOMI
pa3BeneHHOH (8%)
0,2 M,
Boner 111 uHbEKIMH
Joln
38. | PactBop Punrepa | Harpus xnopuna 9, 120°C - 30 (cpok [omyyaroT myrem
— JIokka Kamus xnopuna 0,2 r, 8 Mun XpaHEeHHS CMelINBaHus
Kansnus xnopuaa 0,2 Ka)XOoro U3 paBHBIX 00BEMOB
T, pacTBOPOB) JBYX OTHENBHO
Harpus IIPUTOTOBJIEHHEIX K
runpokap6borara 0,2 IIPOCTEPUTTA30BaH-
r, HBIX PaCTBOpPOB
I'imroxo3b! (B (uarpus
nepecyeTe Ha runpokapboHara u
6e3BonHy0) 1 T, TJTYOKO3BI € COJIMH)
Bonr! nns ugpexuui
Jolxn
30. PacrtBop CnasmonuTrHa S 1, 10 120°C - 30 XpaHeHUe B
CrIa3MOJINTHHA T, 8 MuH 3AIMANICHHOM OT
0,5%, 1% PactBop xmCIOTEI CBETa MECTe
XJIOPHCTOBOJIOPOIHOM
0,1 M 20 M,
Bons! 118 uHBEKIUH




o ln

40. PactBOp CrpenTonuna 120°C - 30 XpaHeHHe B
CTpenTouuaa pacTBOpHMOTO (B 8 Mun 3aIIUIIEHHOM OT
pacTBOPHUMOTO nepecdere Ha Cyxoe CBETa MECTe
5%, 10% BemecTBO) SO T, 100 T,
Hartpus tnocynsdara
Ir,
Boxs! s nanexuumi
Jo1ln
41. PactBop Tpumekauna (B 120°C - 30 XpaHeHHe B
TpUMEKauHa nepecyeTe Ha 8 MuH 3aIUIIEHHOM OT
0,25%, 0,5%, 1%, | 6e3Bomusii) 2,51, 5T, CBeTa MecCTe
2%, 5% 10r,20r,50r,
Harpus xnopuna 9, 5% pacTBOp He
7r,5r, H30TOHHUPYIOT
Bonw! mis nHBEKIHH
moln
42. PactBOp ®yparusa 100° C - 7 XpaHeHue B
¢byparuna pactBOopuMoro 10% c 30 mun 3aIUIICHHOM OT
pacTBOPHMOTO HaTpHsl XJIOPHIOM CBETa MECTe
0,1% c BaTpus 90% - 10T,
xsopuaoM 0,9% | Boxs! ans uHBEKIu
moln
43. PactBoOp Odenpuna 120°C - 30 XpaHeHue B
adenpuHa ruapoxsopuna 20 r, 8 MuH 3aIUIIEHHOM OT
THIPOXNOpHIa 30r,50r, CBETa MecTe
2%, 3%, 5% Bonr! 114 uHBEKIHH
Jo1lx
[Ipumeuanue: Bpems CTepUIM3aLlMOHHON BBIIEPXKH YKa3aHO UL pacTBOPOB 0OBEMOM [0
100 M.
I[pyme CTEPUIIbHBIE PACTBOPEI
44, PactBop ['moxo3kbl (B 90
DIOK03b! 50% nepecyeTe Ha 120°C -
(ans 6e3BomHyI0) 500 T, 8 MuH
HHTpaaMHeanb- | Boasl ounimeHHoM 10
HOT'O BBEICHHSA) ln
45. PactBop Kucnors: 6oproii 20 | 120°C - 30
KHCJIOTBI T, 8 MuH
6opHo# 2% Bonp! ounieHHo# 10
11
46. PactBop Metwinypamuna 7r, | 120°C — 30 XpaHeHue B
MeTHIypauuia | Bonsl ounimeHHoM 10 8 MuH 3aIMHMEHHOM OT
0,7% 1x CBETA MECTE
47. PactBop Harpus | Harpus Tetpabopara | 120° C — 30
Terpabopara 20T, 8 Mun
20% B I'minepwuna 80 r
TJINHEPHHE
48. PactBop HaTpus Harpus xnopuna 120°C - 90
xsopuaa 20% 200, 8 MuH




(mns Boap! ouynmmeHHOH 0
HHTpaaMHeallb- 1n
HOTO BBEICHUS)
49. PacTBOp Oypanmmnea 0,1 r, | 120°C - 30 XpaHeHHe B
¢bypauunuHa 0,2, 8 MuH 3aMUIIEHHOM OT
0,01%, 0,02% | Harpus xnopuna 9r, CBETA MECTe
Boar! ounineHHoit 1o
In
50. PactBop PactBopa 120°C - 90
XJIOpPreKCHIUHA XJIOpPreKCUANHA 8 MHH
OUrmoKoHaTa burmokonara 20%
0,02%, 0,05% 1 M1, 2,5 M1,
Boner ouninenHo# 1o
In

Tabnuma Ne 2
I'na3zHple KallIi, paCTBOPHI IJI1 OPOILICHHS, KOHIEHTPHUPOBAHHBIC paCTBOPAI IJIA
HU3TrOTOBJICHHUA I'JIA3HLBIX Kalle€ilb
Ne HammenoBanue (cocras) Pexum IIpomomxu- IIpumeganne
\IT CTEpUIIU3AIIHY TEJIBHOCTH
(Temnepatypa, XpaHEHHUS IPH
BpeMsI) TeMIlepaType:
He Beime 25° C 3-5°C
1 2 3 4 5 6
2.1. I'ma3zHble Karum
51. | PactBOp arpomnuna cynstara 100° C - 30 XpaHeHHe B
0,25%, 0,5%, 1% 30 muH 3alIMINEHHOM
CocraB: ATponuHa cynbdara OT CBETA MECTE
0,025r,0,05r,0,1 1,
Harpus xmopuna 0,088 r,
0,085r,0,08r,
Bonp1 ounmenno# no 10 mn
52. PacrBop nukamnna 0,25%, 100°C — 30
0,5%, 1% 30 MuH
Cocras: JTukawna 0,025 r,
0,05r,0,1r,
Harpus xnopuna 0,085 r, 0,
081 r, 0,072,
Bons! ounmesnHo# 1o 10 M
53. | PacrtBop nuxauna 0,5%, 1%, 120°C - 90 90 5% pacTBop
2%, 3% 8 MuH (0,5% roTOBST be3
Cocras: JIuxanna 0,05 r, 0,1 T, pacTBo | CTabuim3aTopa.
02r, 03T, ) Henb3s xpaHuTth
Hatpus xnopuza 0, 081 r, 30 (1% | B XCloAnTbHUKE
0,072, 0,053 1, 0,035 I, pacto |  20M3%
Boas! ounmennoit 1o 10 M P) PacTBOpHL.
54. Juxauna 0,05 r, 120°C - 30 30
Ifunka cynbara 0,05 1, 8 Mun
PactBopa kucn0TH 60pHOI 2%




-10 M1
55. Hukauna 0,05, 120°C - 30 30 ITocne
uuka cynsdara 0,05 r, 8 MuH CTepUIM3ALUN
Pezopnuna 0,05 1, H OXJIKIECHUS
PacrtBopa xucnots! 60pHO#H pacTBopa,
2% - 10 mn COZEpIKalIero
JMKauH,
KMCJIOTY
60pHy10,
[HHKa
cynbpar,
nobasngercs
PE30pIMH B
aCenTHYECKNX
YCIOBHSX
56. PactBop numenpona 0,25%, 120°C - 90 90 Xpanenue B
0,5%, 8 MuH 3aIIAINEHHOM
Cocrag: Iumenpona 0,025 r, OT CBETA MECTE
0,05,
Hatpus xnopuna 0,085 r,
0,08,
Bonr! ounmenHoii go 10 mn
57. Humenpona 0,02 r, 120°C - 30 XpaHeHue B
PacrBop xucnotsl 60pHOH 2% 8 Mun 3AIIUIIEHHOM
- 10 M OT CBeTa MeCTe
58. PactBop xanmus Honuna 3%, 120°C - 30 30 Xpanenue B
Cocras: Kamus #ionuna 0,3 r, 8 MmuH 3aAIMHIIEHHOM
Boasr ounmenno# go 10 M OT CBETa MecTe
59. Kamns #oxuna 0,05 r, 120°C - 90 90 Xpanenwue B
Kanpous xnopuna (B 8 mMun 3AIMIICHHOM
nepecyere Ha 6e3BOIHEIIN) OT CBETa MECTE
0,05,
Hatpus xnopuaa 0,055 r,
Bonge! ounmmennoit 1o 10 Mn
60. PactBop kanemus xyiopuga 120°C — 30
3%, 8 Mun
Cocras: Kansnus xiopuna (B
nepecyere Ha 6€3BOIHBIN)
0,3r,
Bonre! ognmenHo# g0 10 M
61. PactBOp KHCIOTEI 100° C — 2 7 XpaHeH#ue B
ackopOuHOBOIH 0,2%, 30 My 3aIMHUINEHEOM
CocraB: Kucnotsl OT CBETa MecTe
ackopbunoroii 0,02 r,
Harpns xnopuzna 0,086 r,
Bongs! ounmeHHO#
CBEXENPOKHUILIIECHOH 1o 10 M
62. | PactBop wiodenuna 0,125%, 120°C - 90 90 Xpasenve B
0,25%, 0,5% 8 Mun 3aIUIIEHHOM

Cocras: Kirodpenuna 0,0125 r,
0,025r,0,05T,
Hatpus xsopuna 0,09 r,

OT CBCTa MECTE
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Bong! ouninenroit no 10 mn

63. | PacrBop komtaprona 2%, 3% I'otoBsiT B 30 30 XpaHeHue B
Cocrag: Komnaprona 0,2 r, aCenTUYECKHX 3alIdIIEHHOM
0,3r, YCIOBHAX OT CBETa
Boas! ounmensoii o 10 mi MecCTe.
Pacrrop
MOXHO
(GUIBTPOBATH
gepes
obe33oneH-
HBI QHIBTD.
64. JleBomumnernna 0,01 r, 100° C - 7 30 XpaHBeHHE B
PactBopa 6oproi#t kucnoTs 2% 30 MuH 3aMUIIEHHOM
- 10 M OT CBeTa MecTe
65. JleBomunernna 0,02 r, 100° C - 15 XpaHeHue B
IMuaka cymegara 0,03 1, 30 MmuH 3aIMHIIEHHOM
Pesopmuna 0,05 1, OT CBeTa
PactBopa 60opHO# KHCHOTE! 2% MECTe.
- 10 Mmn Iocae
CTEPHIH3AINH
U OXJIXIECHHS
pacTBopa,
COJepKaIIEro
JIEBOMHIIETHH,
KHCJIOTY
Bopayro,
IIMHKa
cynsdar,
nobapnseTcs
PE30pLHH B
aCENTHYECKHUX
YCIOBHSIX
66. Hatpus runpokapbonara 120°C - 30 30
0,05r, 8 MuH
Harpus terpabopara 0,05 r,
Harpus xmopuna 0,04 r,
Bonasr ounmennoi go 10 M
67. Hosokauna 0,05 1, 100°C — 10 30 XpaHeHue B
Munka cynsgara 0,02 T, 30 muH 3AITHUIIEHHOM
Pe3opruna 0,1 T, OT CBeTa
PactBop xucnots: 6opHo# 1% MeCTe.
- 10 mn Ilocne
CTEPUITH3ALHH
¥ OXJIQKIEHMS
pacTBopa,
CoIepiKaliero
HOBOKaHH,
KHCTIOTY
GopHyro,
LMHKA
cynbpar,

nobasngercs
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PEe30pLUH B
aCEeNTHYECKUX
YCIOBHIX
68. PacTBop munokapmnuHa 120° C - 30 30 XpaHeHue B
rugpoxiopuna 1%, 2%, 4%, 8 MuH 3AIUINEHHOM
6% OT CBETa
Cocras: [InnokxapnuHa MECTe.
ruapoxnopuna 0,1 r, 0,2 1,
0,4r,06T,
Harpus xmopuna 0,068 r,
0,046,
Bozs! ounmenso# 10 10 M1
69. | ITunokapnyHa rEApOXJIOpHIA 120°C - 30 XpaHeHue B
0.1r, 8 MuH 3aIUIEHHOM
PactBopa kucnots! 60pHOH 2% 0T CcBeTa
- 10 mn MECTE.
70. | PactBop pubodrasuna 0,02% 120°C - 90 30 XpaneHue B
Cocras: Pubo¢nasuna 8 Mun 3aIUIIEHHOM
0,002 T, OT CBETa
Harpus xnopuza 0,09 r, MECTe.
Bonas! oummenHo# 10 10 M
71. Pu6bognasuna 0,001 r, 100° C ~ 2 7 XpaHeHue B
KucnoTs! ackopbrHOBOM 30 Mun 3aUIMIIEHHOM
0,03r, OT CBeTa
Kucnore! 6oproii 0,2 T, MeCTe.
Bouxs! ounmeHHo#
CBEXEIPOKUILTICHHOH N0
10 mn
72. Pubodnasuna 0,002 r, 100°C - 2 7 XpaHeHue B
Kucnots! ackopbuHOBO#H 30 Mun 3aLMUIICHHOM
0,02, OT CBETa
I'moxo3k! (B ecuere Ha MecTe.
6e3Bomny0) 0,2 1,
Harpus xnopugma 0,05 r,
Bone! ounmensoN
CBEXEIIPOKUIITYEHHOH 10
10 Mn
73. | PacrtBop pypaunnura 0,02% 120°C - 30 30 XpaHeHue B
Cocrag: @ypanununa 0,002 r, 8 Muu 3aIIHIIEHHOM
Hatpus xnopuna 0,085 r, 0T CBeTa
Bonsr ounmensoit 10 10 M MECTE.
74. uuka cynegara 0,03 1, 100°C - 30 XpaHeHue B
Hosoxkawnna 0,1 1, 30 MuH 3aIHIIEHHOM
PacTtBopa xucnoTs! 6opHOH 2% OT CBeTa
- 10 Mn MeECTe.
75. Ilunxa cynspara 0,025 r, 100°C — 30 XpaHeHue B
Jmmenpona 0,03 r, 30 My 3aITHIIEHHOM
PactBopa kucnots! 6oproH 2% OT CBeTa
- 10 mn MecCTe.
76. PactBop 3denpuna 120°C - 30 30 XpaHeHue B
raapoxiopuna 3% 8 MuH 3aIIMINEHHOM
OT CBETa

CocraB: DdeapuHa
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runpoxiopuna 0,3 r, MecTe.
Bonp! ounmenHoii 1o 10 M
2.2. PacTBOpHI ANl OpOIUEHUS
77. Conegoii 120°C - 30 [IpumMenstoTcs
0 TaTBEMONOrHYECKUN 8 Mun IIpH
pacTBOp MHKpOXHPYP-
Cocrag: Harpus xsopuna THYECKUX
53r, onepauusax
Kanus xnopuna 0,75 r, riasa.
Kanpuus xnopuaa (8
nepecdeTe Ha 6€3BOIHBIN)
0,48 1,
Harpus auerara (B nepecyeune
Ha Oe3BonubIif) 3,9 T,
I'moxo3s! (B nepecuete Ha
6e3Bomny0) 0,8 T,
Kucnotsr
XJIOPHCTOBOIOPOIHBIH
pasBenenHoi (8%) 0,05 mu,
Boxp! ounmnesso# 1o 10 M
78. Conepoit 120°C - 30 ITpumensnoTCS
0 TaNBEMONIOTHYECKUH 8 MuH IIpH
pactBop (¢ Mardus XJOPUIOM) MHKPOXHpYp-
Cocras: HaTpus xyiopuna THYECKHX
53r, onepanusx
Kamus xnopuna 0,75 T, riasa.
Kanpuus xnopuna (8
nepecuyere Ha 6€3BOIHBIH)
0,48,
Hatpus anerara (B nepecuene
Ha Oe3BoHELH) 3,9 I,
['moxo3s1 (B mepecyeTe Ha
6e3Boanyro) 0,8 r,
Marnus xnopuja (B nepecqere
Ha 6e3BoxHbI) 0,3 T,
Kucnorss
XJIOPUCTOBOIOPOAHBIA
passenerHo# (8%) 0,05 M,
Boap! ounmenHoi no 10 M
2.3. KOHHGH'IPI/IpOBaHHBIC PaCcTBOPHBI AJI1 M3rOTOBJICHHUA I'NIa3HBIX Kall€Jlb
79. PactBop xamus iomuna 20% 120°C - 30 XpaHeHue B
8 MuH 3aIIMINEHHOM
OT CBETa
MecTe.
80. PacTBOp KHCIOTHI 100° C — 5 30 XpaHnenue B
ackopbuHoBoit 2%, 5%, 10% 30 Mmur 3AIIHIIEHHOM
OT CBeTa
MecTe.
PactBop
H3rOTaBJIUBa-

€TCA Ha BOJC
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OYHINEHHOM
CBEXEIPOKH-
nstyeHoi. [pu
dacoBke
pacTBopa
(baxoHbL
3aIOJHSIIOTCS
JOBEPXY.
81. | PactBOp kucnoTE! 60pHO#H 4% 120°C - 30
8 MuH
82. | PactBOp HaTpus THOCYIb(DaTa 100°C - 30
1% 30 MmuH
83. | PactBop pubopnasuna 0,02 % 120°C - 90 30 XpaHeHue B
8 MuH 3alUIEHHOM
OT CBeTa
MECTe.
84. Pubopnasusna 0,02 r, 100°C - 5 30 XpaHeHue B
Kucnorst ackop6uHOBO# 2 1 30 MmuH 3aIULICHHOM
wz 10T, OT CBeTa
Boxags! ounmmenHoO# MECTE.
CBEXXEIIPOKHUILTICHOM KO Ilpu dacoske
100 mn pacTBopa
(braKoHBI
3aMOJIHAIOTCS
JIOBEpPXY.
8s. Pubodnaruna 0,02 r, 100°C - 30 XpaHeHue B
Kucnotst 60pHo#t 4 1, 30 Muu 3aIMUIIEHHOM
Boxaw! ounmennoi no 10 M OT CBeTa
MECTE.
86. Pubodnasuna 0,02 r, 100° C — 30 XpaHeHHe B
Kucnorer sukoTiHOBO# 0,1 T, 30 Mun 3alTHIIECHHOM
Bonawr ounmennoit no 10 M OT CBETa
MecTe.
87. | PacrtBop umnKa cynsdata 1% 120°C - 30
wu 2% 8 Mun
Tabmuma Ne 3

JlexapcTBeHHBIE HOPMBI, IpeAHA3HAYEHHBIE Ul IPUMEHEHHS Y HOBOPOXIEHHEIX AeTel
U geted 1o 1 roxa

Ne HaumenoBanue (cocTaB) Pexum ITpomomxu- IIpumedganwue
n/n CTEPUIIH3AIHTH TEJILHOCTh
(TeMneparypa, XpaHEHUs
BpEMS) (cyTkm)
3.1. PacTBOpEHI 1711 BHYTPEHHETO IPHMEHEHMS

88. Bogaa ounmennas 120°C - 30

8 MuH
89. PacTBop rmoko3sl 5%, 10%, 120°C - 30 T'otoBsT 6€3

25% 8 MuH crabmmsaTtopa.
90. PactBOp rmoxo3sr 5%- 100° C - 5 XpaHeHue B
100 M, 30 muH 3alIAIIEHHOM OT CBETA




14

KucioTer ackopbuHOBO#H 1 1

MeCTe.
['OTOBAT Ha OYUINEHHOA
CBEXENPOKUIIAYEHON
BoJe. [Ipu gpacoBke
(1aKoHbI 3aNOJHAIOT
JIOBEPXY.

91.

PactBop rmoxo3st 10% win
20% - 100 mu1,
KucnoTs! rmoTaMuHoBoH 1 1

120° C -
8 Mun

30

XpaneHwue B
3aIUIICHHOM OT CBETa
MECTE.

92.

PactBop mubazona 0,01%

120°C -
8 Mun

30

93.

PactBop mumenpona 0,02%

120°C -
8 Mun

30

Xpasesue B
3aIIHINEHHOM OT CBETa
MecTe.

PacTBOp HCHIONB3YIOT
TOJIBKO B acoBke 1o 10
M. B ycnoBusx
POAMIBHOTO IOMa
ClIeyeT BO3LEP KUBATHCA
OT NpHMEHEHHUS
pPacTBOPOB AUMENPOIA,
VYUTHIBas €T0
BBIPRXEHHOE CEIaTHBHOE
IeHcTBHe, yrHeTaromee
piussue Ha [THC u
BO3MOXHOCTb pa3BUTHUS
HHTOKCHKAIHH

94.

PactBop kanmus #oxuna 0,5%

120°C —
8 MuH

30

XpaHeHHUE B
3aIUINEHHOM OT CBETa
MeCTe.
®dacoBKka pacTBOpa He
IIOJDKH2 NpeBsInath 20
MJL

95.

PacrtBop KanpIus ITOKOHATa
1%, 3%, 5%

120°C —
8 Mun

PactBops1oT B ropsueit
BOZE.

96.

PacTBOp xanpius xJIopuaa
3%

120°C —
8 MuH

30

J11s IpUroTOBICHUS
pacTBopa LenecoodpasHo
K CIIOJIb30BaTh
10-50 % xoHuEHTpaT

97.

PacTtBOp KHCHOTHI
ackopbunoBo# 1%

100°C -

30 muH

XpaHeHHE B
3alIMIIEHHOM OT CBETa
MeCTe.
['OTOBAT Ha OUHIIEHHOH
CBEXXETIPOKHIISTUYEHOM
Boze. [Ipu dacoBke
(nakOHBI 3alOJHIIOT
JOBEPXY

98.

PacTBOp KHCIIOTHI
rIoTaMuHOBOH 1%

120°C -
8 MuH

30

XpaHeHHE B
3alMINEHHOM OT CBeTa
MECTe

99.

PacTBOp KHCIOTBI
HuxotHHOBOMH 0,05%

120°C -
8 MHHE

30

XpaHeHue B
3alIMIIEHHOM OT CBETa
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MECTe
100. | PactBOp KOenna-6eH30aTa 120°C - 30
HaTpHg 1% 8 MuH
101. PactBop: 120°C - 30 Xpanenue B
Kodenna-6en3oara HaTpHs 8 MuH 3alIUIIEHHOM OT CBETA
0,25rmwm 0,5, MeCTe
Harpus 6pomuaa 0,5 r mwin
lr,
Boas! ounmenHoi no 100 mn
102. | PactBop MarHus cynbdara 120°C - 30
5%, 10%, 25% 8 MHH
103. | PactBop HaTpus 6pomuna 1% 120°C - 30 XpaHeHHe B
8 MuH 3alIUIIEHHOM OT CBETa
MecTe
104. PacTBOp HaTpus xjopuaa 120°C - 30
0,9% 8 MuH
105. PacTBOp nupuaokcuHa 120°C - 30 XpaHeHue B
ruapoxiopuna 0,2% 8 MuH 3aITHINEHHOM OT CBETA
MECTE
106. | PactBop sydpuiutura 0,05%, 120°C - 15 XpaHeHuE B
0,5% 8 MuH 3alIUINEHHOM OT CBETA
MECTe
3.2. PacTBOpBI, Macia IJIs Hapy>KHOIO NPUMEHEHUS
107. | PacTtBOp Kanus nepMaHraHara T'oToBaT B 2 XpaseHue B
5% acCeNTHIECKUX 3aIMUINEHHOM OT CBETa
YCIIOBUSIX MecTe.
PacTBOp roToBST Ha
CTEpUIbHOM OUMINEHHOM
BOJIE, pa3jIMBalOT B
CTEpUIIbHBIE (JIAKOHB]
108. Pactrop xomnaproina 2% T'oroBsr B 30 XpaHeHuUe B
aceNTHYEeCKUX 3al0UINEHHOM OT CBeTa
YCTIOBHSIX MecTe
PacTBOp rotoB4T Ha
CTEPHIILHON OYHINEHHON
BOZE, pa3IUBalOT B
CTEpHIIbHBIE QIIaKOHBI
109. PactBop npotaproina 2% I'otoBar B 30 XpaHeHHe B
aCeNTUYECKHUX 3aIMUINEHHOM OT CBETa
YCTIOBHSAX MecTe
PactBOp rotoBsaT Ha
CTEPUIIFHON OYUINEHHOM
BOJZI€, Pa3/IBalOT B
CTEpUJIIbHEIE (JIAKOHBI
110. | PactBop Batpus terpabopara 120°C - 30
10% B rimuepuHe 8 MuH
111. | PacTBOp nepekucu Bogopona I'oroBsar B 15 XpaHeHue B
3% aCeNTUYECKHX 3alUIIEHHOM OT CBeTa
YCIJIOBHSAX MecTe

PacrBop roToBar Ha
CTEPHJIPHOM OYMIIIEHHON
BOJE, Pa3/IMBaIOT B
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CTEepHJIbHBIE (PIIaKOHB,
YKYHNOPHBAIOT
NOJIM3THIEHOBBIMU
mpobkaMu U
3aBHHYMBAEMBIMH
KPBIIKaMH

112.

Oyparmunura 0,02 r,
PacTBop HaTpus xJopuia
0,9% wim 10% o 100 M

120°C -
8 Mun

30

113.

Macno nepcuxoBoe

180°C -
30 MuH

30

XpaHEHHUE B
IIPOXJIATHOM,
3aLUIICHHOM OT CBeTa
MecTe
Macna crepunu3yior B
EMKOCTSX U KPOBH
€MKOCTBIO
50 MJ, YKYTIOpPEHHBIX
PE3MHOBBIMH ITpOOKaMHu
MapKH
WP-21 nopn obkatky
Ucnons3zoBanue npobok
Mapku 2511 (xkpacHoro
1BeTa) He
PEKOMEHIYETCS

114.

Macno oJTHBKOBOE

180°C —
30 Mun

30

XpaHeHHE B
IPOXJIaHOM,
3alUIIECHHOM OT CBETa
MECTe

115.

Macno nonconsedHoOE

180°C -
30 mun

30

XpaneHue B
TIPOXJIAZHOM,
3alIMIIECHHOM OT CBeTa
MecTe

116.

Macno BazenTHHOBOE

180°C —~
30 Mun

30

XpaHeHue B
OPOXNAIHOM,
3alIMIIEHBOM OT CBETa
MecTe

3.3. I'mazurie karum

117.

PactBOp Komnaprona 2%, 3%

T"oToBsT B
ACENTHYECKIX
YCIIOBHSAX.

30

XpaHeHue B
3aIUIIEHHOM OT CBETa
MecTe
PactBop MoxHO
GbrIBTPOBATE Yepe3
OyMaKHBIN
06€3301€HHBIH PUIBTD

3.4. Ilopowkwu

118.

Jlubazona 0,001 r,
Caxapa (rimoko3sl) 0,2 r

T'otoBar B
acernTHIeCKIX
YCIIOBHSAX

90

XpaHeHue B
3alIUIIEHHOM OT CBETA
MecTe

119.

Jumenpona 0,002 r,
Caxapa (rmoko3sl) 0,2 T

T'oToBsT B
aceIITHIeCKUX
YCJIOBHAX

90

XpaHeHue B
3aIUINCHHOM OT CBETa
MecTe
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120. | ®enobapburana 0,002 r wmm T'otoBsiT B 90 XpaneHue B
0,005, aCeNTHYECKHX 3AIMUIIEHHOM OT CBETa
Caxapa (rmoko3sl) 0,2 1 YCJIOBHSIX MecTe
121. Jy¢ummuna 0,003 r, TotoBsiT B 20 XpaneHue B
Caxapa 0,2 aceNTHYECKUX 3alMINEHHOM OT CBETa
YCIIOBHSX MecTe
122. | Ilpucwmxka kcepodopma 10T 180° C - 15 Xpanesue B
30 Mun 3aIUIIEHHOM OT CBETa
MecTe
@D 1aKOHBI C IPHUCHIIKOR
B OTKPHITOM BHJE
CTEpUIU3YIOT B OHKCaX B
BO3IYIIHBIX
CTEpUIIM3ATOpax ¢
MOCNIEAYIOIIEH
YKYIOpKO# (pr1akoHOB
CTEpUIbHBIMH IIpoOKaMu
B aCENTHYECKUX
YCIOBHSX
Tabmiua Ne 4
Masu
Ne HanMenoBanue (cocras) Pexxum IIpomomku- IIpumeganue
/n CTEpUIH3ANHH TENBHOCTD
(Temmeparypa, XpaHeHHs [IpH
BpeMs ) TeMIIeparype
3-5° C (cyTkn)
1 2 3 4 5
123. Mass gumenpoinosas 5% 30 XpaHeHUe B
CocraB Ne 1: 3aIMIMINEHHOM OT
Humenpona S, CBETa MecTe
Bazemmna 86,5 T, JlaHHEBIH cocTaB
JlanoymHa 6e3BotHOTO 9,5 1 PEKOMEHIYETCS
KCIIOJIb30BATh, €CIIH
Bpay Opu
BBIITACBIBaHUY Ma3H
HE yKa3aJl OCHOBY
Obnanaer
IIOBEPXHOCTHBIM
JEeACTBHEM
124. Mass gumenponosas 5% 30 XpaHeHHe B
CocraB Ne 2: 3alIMIICHHOM OT
Humenpona S, CBETa MecTe
Macia noacoJIHedHoro, Ob6mnanaer
Bonp! OYHINEHHOMH, IPHUKAIOUIHUM,
JlanonuHa 6€3BONHOTO 1O pe30pOTHBHBIM
31,6t IelicTBUEM
125. | Ma3ss TeodunmmHOBas 10% 1 ron XpaHeHue B

Cocras: Teopunnuna 10T,
Omyneratopa T-2 9 r,
Bazeymmnua 54 T,

3afMIICHHOM OT
CBETa MECTC




18

Bongp! ognmenHoi 27 T,
Humexcuna 10

126. | Masp ¢pypanmnnusoas 0,2% 30 XpaneHue B
Cocrag: @ypammumuaa 0,2 T, 3aMIMIIEHHOM OT
Macna BasennaoBOro 0,6 r, CBETa MecTe
Bazemina 99,2 r
Masu rnazsele
127. OcHoBa [u1 rma3HbIX Mazel 30 XpaHeHUE B

<*>100Tr
CocraB: Jlagomusa 6/B 10T,
Bazenuna copTa Id ria3HbxX

Mazeid 90

3AIHINCEHOM OT
CBE€Ta MECTC

<*> OcHOBY i1 TIJIa3HBIX Masedl IOJyyalOT IIyTeM CIUIaBJIeHUS JaHOJIUHA
0e3BOHOrO M Ba3eNMHA COpTa Ui MIAa3HBEIX Mased B (GapdopoBoi dHalike IIpU
HarpeBaHUU Ha BOIAHOH OaHe. PacmiaBneHHYIO OCHOBY QIIBTPYIOT 4epe3 HECKOJBKO
CJIO€B MapiH, QacyioT B CyxXue IpOCTEpIIN30BaHHbIE CTEKIISIHHbIE 6aHKH, OOBA3BIBAIOT
nepraMeHTHON OyMarod M CTepWIM3YIOT B BO3XYIIHOM cTepuiu3arope npu t = 180
rpax. C B tedenne 30-40 munyT winm npu t = 200 rpan. C B Teuenue 15-20 MUHYT B
3aBUCHUMOCTH OT 00beMa Masu.

Tabmuma NeS
I'omeonaTuyeckue jJexkapcTBeHHbIe (hOPMBI
Ne HaumeHoBaHue Pexum Cpoxu [IpumeuyaHue
/I | JIeKapCTBEHHOU QOPMBI | CTEpWIM3alliH | TOOHOCTH B
(Temmeparypa, Mecsnuax
BpeMsI)
2 3 5 5
Hacroiixu 60 XpaHeHue npu
roMeoInaTH4ecKue TeMIlepaType He
MaTpH4HbIe (CIIUPTOBBIE) Beie 25 °C B
3aIIUIIEHHOM OT
CBETa MeCTe, B
XOpOIIO
YKYIIOPEHHOM Tape
2. | Hacroiiku 60 XpaHeHue npu
roMeoInaTU4ecKue TeMmieparype 12-
MaTpU4HbIe 15°Cs
(bepMeHTHUpOBaHHEIE 3aIIMINEHHOM OT
CBeTa MECTe, B
XOpOLLIO
YKYIIOPEHHOH Tape
3. | 'omeomnaTtuueckue 60 XpaHeHue npu

Pa3sBEaCHUs BOJHO-

TeMneparype He
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seiae 25 °C B

CIHPTOBEIE
3alIULIEHHOM OT
CBETa MeCTe, B
XOpOILO
YKYIIOPEHHOH Tape
4. | T'omeonaruueckue 120 °C, 8 mMun 36 XpaHeHHe npU
pa3BeIeHUs BOAHEIE TEMIIEpaType He
Belme 25 °C B
3alIUIIEHHOM OT
CBETa MecTe
5. | Kunkocty a1t Hapy>XHOTO 36 XpaHeHHe IIpU
IIPUMEHEHUS TeMIepaType He
srime 25 °C B
3alAIIEHHOM OT
CBETa MecTe
6. | Karua romeonatudeckue B | 120 °C, 8 mun 12 XpaHeHue npu
HOC (BOIHBIE) (7 nHeit nociie | TeMmmeparype He
BCKpeITHs | Bhlie 25 °C B
YIIaKOBKH ) 3alIAIIEHHOM OT
CBETa MECTe
7. | Kannu romeonatuyeckue 60 XpaHeHue pu
17151 IpUeMa BHYTPb TeMIIepaType He
CIIMPTOBEIE Belme 25 °C B
3alUILEHHOM OT
CBETa MecTe
8. | Kammu romeonaruueckue | 120 °C, 8 mun 12 XpaHeHue npu
rJIa3Hble (7 nHe¥i mocne | TemIepaType He
BCKPBITHUS Boie 25 °C B
YIIaKOBKH) 3aILUIIEHHOM OT
CBETa MecTe
9. | Tpurypauuu 36 XpaHeHue B
roMeonaTu4ecKue, CYXOM,
IIOPOIUKH IIPOXJIaIHOM,
rOMeoITaTU4YeCKUe 3aLIUIIEHHOM OT
CBETa MeCTe
10. | Ma3u romeonaTu4eckue, B 6 XpaHeHue npu
COCTaB OCHOBBI KOTOPBIX Temneparype 12 —
BXOJST Ba3eluH, 15°Cs
Ba3eIMHOBOE MacJjo, H 3aIHUIIIEHHOM OT
aKTUBHBI KOMIIOHEHT/ CBETa MeCTe
aKTHBHBIE KOMIIOHEHTHI
HEOpPraHH4eCcKOro
HPOUCXOXKIEHHUS
11. | Masu romeonaTu4eckue, B 60 XpaHeHue B
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COCTaB OCHOBBI KOTOPBIX
BXOZISAT NOTEHUUPOBAHHBIN
aKTUBHBIM KOMIIOHEHT/
aKTHBHEBIE KOMIIOHEHTEI,
JIaHOJIMH Oe3BOIHBIN,
Bas3eJIMH U ApyTHe
aKTHBHbIE KOMIIOHEHTHI

3aIMUIIEHHOM OT
CBeTa MecTe NpU
TeMmIeparype ot 5
1o 15 °C.

12. | Ma3u roMeonaTuyecKue, B 6 XpaHeHue pu
COCTaB OCHOBBI KOTOPBIX TeMIieparype 12 -
BXOJSAT NIOTEHUPOBAHHBIN 15°Cs
aKTUBHBIN KOMIIOHEHT/ 3alUIICHHOM OT
aKTUBHBIE KOMIIOHEHTHI, CBETa MeCTe
JIaHOJHMH 6€3BOIHBI,

Ba3eJIUH, Macjo
PacCTUTENBHOIO UIIH
MUHEPAIBHOIO
IIPOUCXOXIEHUS U ApYyTHE
BEILECTBA, pa3pellleHHbIe
IJ1s1 MEAULIMHCKOTO
IIpUMEHEHHH,
IeHCTBYIONINE pa3BeleHUH
o 20 %

13. | Ma3zu romeonatuyeckue, B 6 XpaHeHue NIpU
COCTaB OCHOBBEI KOTOPBIX Temieparype 12 —
rejeobpasyrommue 15°Cs
KOMIIOHEHTBI 3allAIIEHHOM OT

CBETa MecTe

14. | Ma3u romeonaTH4eCcKHe, B 60 XpaHeHHE B
COCTaB OCHOBBI KOTOPBIX XOJIOTUIBHUKE, B
BXOJST refeobpasyromiye 3alUIIEHHOM OT
KOMIIOHEHTBI cBeTa MecTe
CHUHTETHYECKOTO
ITPOUCXOXKACHUS

15. | Macna 12 XpaHeHue B
MOHOKOMIIOHEHTHBIE U3 3aIUILEHHOM OT
BBICYILIIEHHOT'O CBeTa MeCTe B
PacTUTEIBHOIO WU IUIOTHO 3aKpBITOH
JKUBOTHOTO ChIpBA 10 20 % €MKOCTH IIpU

TEMIIEpAType He
BeIe 25 °C
16. | Macna 12 XpaHeHuE B

MOHOKOMITOHEHTHBIE U3
CBEXEr0 pacTUTENBHOTO
CBIpBA

3aIlUUILIEHHOM OT
CBETa MECTe B
IUIOTHO 3aKpBITON
€MKOCTH IIpU
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TeMIlepaType He

Beime 25 °C
17. | Macna roMeonaTH4eckue, 60 XpaHeHue B
B COCTaB KOTOPBIX BXOJAUT 3aIHIIEHHOM OT
TTOTEHIIUPOBAaHHBIN cBeTa Mecre Npu
AKTHBHBIH KOMITOHEHT/ TeMIeparype He
aKTHUBHBIE KOMIIOHEHTEI, BeiIe 25 °C.
MacjIo MUHEPAJIBHOTO
TIPONCXOXIECHUS U ApYyTue
BellleCTBa
18. | Cynmosutopuu 6 XpaHeHue IIpu
roMeonaTU4ecKue TeMmepaType 12 —
15°CB
3aLIUIIEHHOM OT
CBETa MECTE
19. | Cynmo3suTopun 36 XpaHeHHE B
peKTaIbHbIE CyXOM,
roMeonaTyyecKue Ha 3alIMIIEHHOM OT
OCHOBe MacJia Kakao U cBeTa MecTe, IpU
JIaHOJIMHA TeMmueparype oT 5
mo 15°C.
20. | OnonenpI0Ky XUIKHE 60 XpaHeHue IIpu
rOMeONaTU4YeCcKue TemIiiepaType 12 -
15°Cs
3aMIUIIEHHOM OT
CBETa MECTe, WU B
CyXOM,
3aIIUIIEHHOM OT
CBETa MecTe, pH
TeMIIepaType He
Bhie 25°C.
21. | I'panyisl 60 XpaHeHue B
rOMeoTaTUYeCKue CYyXOM,
IIPOXJIaHOM,
3allIUIIEHHOM OT
CBETa MECTe,
WJIU B CyXOM,
3aIIUIIEHHOM OT
CBeTa MeCTe, IIpH
TeMIlepaType He
BhIe 25°C.
22. | Cupollel roMeonaTHdecKue 12 XpaHeHue pu
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TeMmneparype 12 -
15°Cs
3aIUIIEHHOM OT
CBETa MeCTe

IIpumedanue:
CpoxH rofHOCTH JIeKapCTBEHHBIX IperapaToB, He BOLIEMIIMX B Tabmuisl Ne 1, Ne 2,
Ne 3, Ne 4 u Ne 5:

IUIs TJIa3HBIX Kallelb - He 6oJee 2 CYTOK;

IJIs HACTOEB, OTBApOB, Cu3el - He 6otee 2 CYTOK;

IUIL UHBEKIIHOHHBIX PAaCTBOPOB U HHPY3UH - He 601ee 2 CYTOK;

IUTS SMYJIbCHM, CYCIIEH3UH - He boJiee 3 CyTOK;

JUISL OCTAJIBHBIX JIEKApCTBEHHBIX POpM - He 6osee 10 cyToK.




