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O6 yTBepiIeHHH NPAaBHJI H3rOTOBJIEHHS H OTNYCKA
JIEKaPCTBEHHBIX NPENnapaToB AJs MeJHUHHCKOro MPHMEHEHH S aNTe4YHbIMH
OpraHH3audsMH, HHAHMBHAYAIbHBIMHU NPEeANPHHUMATEIAMH, HMEIOWHMH
JMUEH3HIO Ha (papMalleBTHYECKYIO NeITeIbHOCTh

B coorBercTBHHM co cTaThell 56 PenepansHoro 3akona ot 12 ampens 2010 r.
No 61-®3 «O6 obpaieHuy nekapcTBeHHBIX cpenctB» (CobpaHue 3aKOHOAATENbCTBA
Poccuiickoin @enepaunu, 2010, Ne 16, ct. 1815)npu ka3 b Balo:

1. VTBepauTh npaBuiia U3TOTOBIEHHS M OTIYCKa JIEKAPCTBEHHBIX MPENapaToB
ANt MCAMLMHCKOTO MPUMEHEHMs alTeYHbIMH OpPraHU3alusiMH, WHAWBUAYalbHbIMU
npenfpuHUMaTENIMH, UMEIOLLUMH JIMLEH3UIO Ha (hapMalleBTUYECKYIO AeATeIbHOCTS,
COII4CHO MPUIJIOKEHHIO.

2. Hactosmuii mpukaz BctynaeT B cuny 1 urons 2016 roga.

MuHucTtp B.U. CkBopuoBz




IIpunoxenue
K puka3zy MHUHHCTEPCTBA 3PaBOOXPAHEHUS
Poccutickoi ®enepauuu

ot % 2015 1. Ne 757 4

IIpaBuna
H3rOoTOBJIEHHS H OTIYCKA JIeKAPCTBEHHbIX MPeNnapaToB
A1 MeQUIMHCKOTO MPUMEHEeHHs anTeYHbIMH OpPraHH3alHsAMH,
HHIHBHAYAJbHLIMH NMPeANPHHAMATEIAMH, MMEIOIIHMH JHIEH3HI0 Ha
dapmManeBTHUYECKYIO AeSATEJIbHOCTh

1. O0Owue nonoxeHus

1. Hactosiuue [IpaBuia yctaHaBIHBarOT TpeOOBaHUS K U3TOTOBIEHUIO U OTIIYCKY
JIEKapCTBEHHBIX  MpermapaToB Uil  MEIULUUHCKOrO NPHUMEHEHHs  alTEeYHBIMU
OpraHu3alUsIMH, HHAUBUAYAIbHBIMHU MPEeANpUHUMATENAMH, UMEIOILUMH JIMLIEH3UIO Ha
dbapMalleBTHYECKYIO AESITEeNIBHOCTh C [IPaBOM  H3TOTOBIEHUS  JIEKAPCTBEHHBIX
npenapaToB IS MEIWLMHCKOTO TpPHUMEHEHHs (Jaree cOOTBeTCTBEHHO — IIpaBuia,
JIEKapCTBEHHBIE npenaparsl, anTevHble OpraHu3aluy, WHIWBHyaJIbHBIE
npeAnpUHUMATENH).

2. Hactosme mnpaBuia paclOpOCTPAHAIOTCS Ha M3rOTOBIEHHME M OTIIYCK
JIeKapCTBEHHBIX TMpenapaToB anTe4YHbIMH OpraHU3alMsIMH M HHIAUBUILYAJILHBIMH
npearnpUHUMaTeNsIMU, B TOM YKCIIE 10 PEeLeNnTaM Ha JIEKapCTBEHHbIE mpenapaThl' M 1o
TpebOoBaHUAM-HAKIaAHBIM MEAULIMHCKHUX opraHm3aluit’ (Jajiee COOTBETCTBEHHO —
peuent, TpeboBaHue).

' Mpukas MunuctepcTsa 3apaBooxpaHenus Poccuiickoit denepaunu ot 20 nekaGps 2012 r. Ne 11754 «OG yTsepxkaeHuu
NOpsdKa HA3HAYEHWS M BbIMKCLIBAHWA NeKapCTBeHHLIX MNpEnapaToB, a Takxke (OPM peLenTypHbIX 6naHKoB Ha
fleKapCcTBeHHble Mpenapatbl, nopsaka ohopMaeHUs yKa3aHHbIX OnaHKOB, WX yueTa M XpaHEHHsA» (3aperHcTpupoOBaH
MusucrepctBoM tocTuuu Poccuiickoit Mepepaunu 25 utoHs 2013 r., peructpaunoHHbiit Ne 28883), ¢ u3MeHEHHAMM,
BHECEHHbIMH NpHKa3oM MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoii ®enepauvu ot 2 mexabps 2013 r. Ne 886
(3apeructpupoBaH MuHucTepcTBOM tocTHUMKM Poccuiickolt ®depepaunu 23 gexabpsa 2013 r., perMcTpauHOHHbI
Ne 30714).

? nasa 11l npunoxenus Ne 13 k npukasy MMHUCTEPCTBA 31paBOOXPAHEHHs M COLMANLHOrO pa3BUTHs Poccuiickoil
®enepauuy ot 12 pekabps 2007 r. Ne 110 «O nopsiake Ha3HAYEHWS W BbIMWCHLIBAHHS NEKAPCTBEHHBLIX MpEnaparos,
M3OeNHH MENMUMHCKOrO Ha3HaueHWs M CMeLMaNn3WpOBaHHbIX MPOAYKTOB Ae4eOHOro rnMTaHusA» (3aperHcTpHpOBaH
MunuctepcTBoM tocTunK Poccuiickoit depepaunn 27 anpens 2007 r., peructpaunoHHblii Ne 9364), ¢ U3MEHEHHAMH,
BHECEHHLIMW MpHKa3aMM MUHWCTEPCTBAa 3APaBOOXpAHeHHs W couuanbHoro passuTus Poccufickoii ®enepaunn ot 27
aerycta 2007 r. Ne 560 (3apeructpupoBaH MHHHCTepcTBOM tocTHUMH Poccuiickoii @enepaunn 14 centabpa 2007 r.,
pervctpauroHHblit Ne 10133), ot 25 centabps 2009 r. Ne 794H (3apervctpupoBaH MUHHUCTEPCTBOM tocTHUMH Poccuiickoii
Qenepaunrn 25 Hosbps 2009 r., peructpauroHHblii Ne 15317), ot 20 sauBaps 2011 r. Ne 13H (3apeructpupoBsas
MunucrepctBoM toctuunu Poccuiickoii ®eaepaunn 15 mapra 2011 r., peructpaumonHbiii Ne 20103), npukazom
MunuctepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepaunn ot 26 despana 2013 r. Ne 94u (3aperncTtpuposan
MusnucrepcTBoM tocTulnu Poccuiickoit deaepauun 25 utons 2013 r., peructpaunonHbiit Ne 28881).



3. Ilpu  H3rOTOBIEHHMM  JIEKApPCTBEHHBIX  IIPENApPaTOB  MCIIOJIB3YOTCS
dapmalieBTHYeCKHe  CyOCTaHLMM, BKJIIOYEHHBIE B TOCYJlapCTBEHHBIH  peecTp
JIEKapCTBEHHBIX CPEACTB [UIsi MEAMLMHCKOro NMpUMEHEHHs (fajiee — JieKapCTBEHHBIE
cpencTBa).

4. KauecTBO H3rOTOBJIEHHOTO JIEKaPCTBEHHOIO Ipenapara OINpeleNsieTcs €ero
cooTBeTCTBUEM TpeboBaHMsAM (apMaKoneHHOH CTaThH, o6liedl ¢dapmakoneiHoH
CTaThH, IUOO B Clydae UX OTCYTCTBHUS — JOKYMEHTa B 00NacTH KOHTPOJS KauecTsa,
cofepxalero TpeOOBaHMSI M METOAbl OIpEldeNeHUss KayecTBa H3rOTOBIIEHHBIX
JleKapCTBEHHBIX IpenapaToB (fajiee — JOKyMEHT B 00J1aCTH KOHTPOJISl KauecTBa).

5. AnTeuHple OpraHM3allMM W  HHAMBHIAYyaJlbHBIE  NpPEANIPMHUMATEIH
o0ecrneynBalOT HMCIPAaBHOCTh W TOYHOCTh CPEACTB H3MEPEHHUH, MpPeNdyCMOTPEHHBIX
HOPMaTHUBHOW, TEXHUYECKOW MTOKyMEHTalUUeH IPOM3BOOUTENS] M COOTBETCTBYIOLIMX
TpeGOBaHHAM K MX MMOBepke U (MJIK) KaTMOPOBKE, MPEAYCMOTPEHHBIM CTaThbIMH 13 1 18
denepanbHoro 3akoHa ot 26 moHsa 2008 r. Ne 102-P3 «O6 obecneueHuH €OMHCTBa
W3MepeHHil»’, HCMONB3YyeMBIX TpH M3TOTOBIEHMM M  KOHTPOJE  KauecTBa
JIeKapCTBEHHBIX MPENapaToB, a TAKXKe PeryIsipHOCTh UX MOBEPKHU U (MJIH) KaTHOPOBKH.

6. Ha Bcex Oankax unu (akoHax ¢ MpuTepToit npoOkoii (Janee — 1UTaHIIac), B
KOTOPBIX  XpaHATCS JIEKApCTBEHHBIE CpPEeACTBa, YKa3bIBAIOTCS HaMMEHOBaHHE
JIeKapCTBEHHOr0 CpeACTBa, aTa 3allofHEHUS LUTAHINaca JIEKAPCTBEHHLIM CPECTBOM,
JaTa OKOHYaHHS CpOKa TrogHocTH (rofeH OO0 ), NOAMWCH JIHMLA, 3aroJIHUBIIEro
IUTAHIJIaC W MOATBEPXKAAIOIIEro, YTO B LUTAHIJIACE COAEPXUTCS UMEHHO YKazaHHOeE
JIeKapCTBEHHOE CPelCTBO.

Ha wiranrmacax ¢ JeKapCTBEHHBIMH CpEICTBaMH, IMpeJHa3HAYEHHBbIMH IJis
M3rOTOBJIEHHS PacTBOPOB TSI WHBEKUUHA U HMHGY3UH, NOMOMHUTENBHO YKa3bIBAa€TCH
«J1J1s1 THBEKLMHY.

HItaHrmacel ¢ O KUAKAMH JIEKAPCTBEHHBIMH CpeAcTBaMU  00ecneqyuBaroTCs
KaneMepaMi WiId mureTkamu. Yucio kameib B ONpeleleHHOM 00ObeME MM Macce
o003HavaeTCs Ha IITaHTJace.

7. W3roroBieHHe J€KapCTBEHHBIX MpPENapaToB OCYIUECTBISETCS B YCIOBMIX,
OTBEYAIOLIMX CaHHTAPHO-3IIMIEMHOIOrHYECKHM TpeGoBaHUIM .

Ilpy HM3roTOBIEHMH KOHLIGHTPUPOBAaHHBIX  PacTBOPOB, MNoJy(habpuKaTOB,
JIEKAapCTBEHHBIX [IPErapaToB B BHJE BHYTPHAlTEYHOW 3aroTOBKH M (acoOBKe
JIEKApCTBEHHBIX TMpEnapaToB BCce 3alUCH NPOM3BOAATCSA B XXypHasle J1abopaTOpHBIX U
¢dacoBOYHBIX paboT, oopMIIseMOM Ha OyMa>KHOM HOCHUTEIIE UIIU B 3JIEKTPOHHOM BH/IE.

B kxypHane naGopaTOpHBIX U (DacOBOYHBIX pabOT YKa3bplBAlOTCs ClEAYIOLIHE
CBEJIEHUS:

a) nata ¥ MOPAAKOBBIM HOMEp TMpOBEINEHUS KOHTPOJS BBIAAHHOTO B paboTy
JIeKapCTBEHHOTO CpeCcTBa (ChIPhS);

6) HOMep cepuu;

3 Co0OpaHue 3akoHoaarenscTBa Poccuiickoii denepaunn 2008, Ne 26, ct. 3021; 2014, Ne 26, c1. 3366; Ne 30, c1. 4255.

* DenepanbHblii 3akoH oT 30 Mapta 1999 r. Ne 52-03 «O caHWUTapHO-3NUAEMHONOTHYECKOM 61arononyn HaceneHHs»
(Cobpanue 3akoHonatenscTBa Poccuiickolt ®enepauun, 1999, Ne 14, cr. 1650; 2003, Ne 2, c1. 167; Ne 27, ct. 2700; 2004,
Ne 35, c1. 3607; 2005, Ne 19, cr. 1752; 2007, No 49, ¢1. 6070; 2008, Ne 29, c1. 3418; 2009, Ne [, cT. 17; 201 1,Ne 1, cT. 6;
Ne 30, cT. 4590, cT. 4596; 2012, Ne 26, cT. 3446; 2013, Ne 27, c1. 3477; Ne 30, c1. 4079; Ne 48, c1. 6165; 2014, Ne 26,
cT. 3366, 3377)



B) HaMMeHOBaHHE JIEKAPCTBEHHOro CcpeAcTBa (ChIpbs), €AMHHLA HU3MEPEHUS,
KOJIMUECTBO, pO3HWYHAS IIeHa, CyMMa pO3HUYHas (B TOM 4HMClle CTOUMOCTB NIOCYIbI);

r) TOPAOKOBBIH HoMep pachacoBaHHONM TNPOAYKLHH, €IWHHULA H3MepeHus,
KOJIMYECTBO, PO3HUYHAS 1IeHa, CyMMa PO3HH4HAasi, B TOM 4YHUCIIe AT TabJIETUPOBAaHHBIX
JIeKapCTBEHHBIX TIpernapaTroB, JEKApCTBEHHBIX MpenapaToB B ¢oOpMe MOPOLIKOB,
JO3UPOBAHHBIX XXUIKUX JIEKAPCTBEHHBIX (OPM, OTKIIOHEHHE;

1) TMOAIKCH JHLA, pachacoBaBIIEro JEKapCTBEHHOE CPEACTBO (ChIPhE);

€) MOANHCH JHIla, IMPOBEPUBIIETO pac(acoBaHHOE JIEKApCTBEHHOE CPEACTBO
(ceIpbe), naTa U HOMEpP aHaIu3a.

Xypuan naGopaTopHbiX M (acoBOUHBIX paboT mosxeH OBITH MPOHYMEPOBaH,
MpPOLIHYpPOBaH W CKpeIUIeH TMOANUCBI0 PYKOBOAMTENS anTe4yHOW OpraHu3aluu
(MHAMBUAYATBHOTO NMPEANPUHUMATENS) U NIeYaThio (IPH HATUYHUH [1eYaTH).

8. YmakoBKka H3rOTOBJICHHBIX JIEKAPCTBEHHBIX IPENapaToB OCYLIECTBISAETCS B
3aBUCUMOCTH OT (POPMBI U criocoba NpUMEHEeHHs IeKapCTBEeHHOr o0 Ipenapara.

B nmnpouecce ymakoBKM ~ M3TOTOBIEHHBIX  JIGKQPCTBEHHBIX  IIpENaparoB
OCYILECTBIsETCS] MpoBepKa 00llero BUAA YMAKOBKH, NPaBUIBHOCTH HCIIOJIb30BaHUS
YyMaKOBOYHBIX MAaTEPHAIOB, MAPKUPOBKH YIIAKOBKH. -

JlekapcTBeHHbBIE MpenapaThl, K3rOTOBJIEHHBIE B (POpMe MOPOILKOB B aCENTHYECKUX
YCIIOBUAX, CTEpPWIbHbIE W aCENTUYECKH H3TOTOBIEHHBIE >XUIKHE JIeKapCTBEHHBIE
dhOopMBI, riIa3Hble Ma3| YIIaKOBBIBAIOTCS B CTEPUIIBHYIO YIIAKOBKY.

Masy ynakoBBIBAIOTCS B LIMPOKOTOpyble OaHKHU, KOHTEHHEphl, TyObl U Apyrue
€MKOCTH, YA0OHBIE 1151 HCTIOJIb30BaHUSI.

XKunkue nekapcTBeHHble (OpPMBI YNaKOBBIBAIOTCS B IUIOTHO 3aKpbIBAarOLIUECS
€MKOCTH.

Cynmo3uTopuH YIAKOBBIBAIOTCS B HHAWBUAYAJIBHYIO MEPBUYHYIO YNAKOBKY M
MOMEILAIOT BO BTOPHUYHYO YNIaKOBKY (KOPOOKY UM MakKeT).

9. MapkupoBKa HW3rOTOBJIEHHBIX JIEKAPCTBEHHBIX IPENnapaToB  JOKHA
COOTBETCTBOBAaTh TpeOOBaHHSAM, YKa3aHHBIM B MpHJIOXKEeHHMH Ne 1 K HacTOsLIHUM
IMpaBunam.

II. Oco6eHHOCTH U3rOTOBJIEHHS TBEPABIX JIEKAPCTBEHHBIX (HOpM
H3rotoBiieHHE JIEKAPCTBEHHBIX MpenapaToB B ()OpMe MOPOLIKOB

10. JlekapcTBeHHBIe MpenapaThl B GopMe MOPOIIKOB (Jajnee - MOPOLIOK) MOTYT
ObITh:

MPOCTHIMH (COCTOSAILIUMHU U3 OJHOTO UHIPEAUEHTA);

CJIOXHBIMHU (COCTOSIIIIMMH U3 IBYX M 00Jiee HHIPEeIUEHTOB);

JO3UPOBAHHBIMH (pa3ieNIeHHBIMU Ha OTJENbHBIE 103b1);

HeJ03WPOBaHHBIMU (Hepa3elleHHbIMU Ha OTAENIbHBIE JO3BI).

11. TlopomKH HW3roTaBIMBAalOTCS C  UCIIOJB30BAaHUEM  CMECHTeNled |
HU3MeJIbYUTENEH UK B CTYIKaX C Y4eTOM HX (PU3UKO-XUMHUYECKHUX CBONCTB.

CMechb Ui M3rOTOBJIEHHS TMOPOIIKOB pa3fensieTcs Ha AO03bI C HCIOJNb30BAHUEM
PYYHBIX BECOB U 3JIEKTPOHHBIX BECOB MUJIM J03aTOPOB B COOTBETCTBHH C MacCOi OJHOIO
MOpOIIIKa M UX KOJIMYECTBOM, YKa3aHHBIM B pelienTe Uik TpeOOBaHUH.
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JlexapcTBeHHbIE cpeAcTBa B konudecTBax MeHee 0,05 r Ha BCrO Maccy MOpoLIKa
HCIIONB3YIOTCS B BHUIAE TPUTypauuH (CMech JIEKAPCTBEHHOIO CpENCTBA H
BcrioMorartenbHoro Bemectna) 1:10 unu 1:100.

12. Ilpu M3roTOBIEHHH TIOPOLIKOB B CTYIKe 00llas Macca MOpollKa He JOJDKHA
MpPeBBIIATE MaKCUMaNbHYIO 3arpy3Ky CTYNIKH C YYE€TOM [apaMeTPOB CTYIIKH,
onpeneneHHbIx B Tabnuie Ne 1 mpunoxxenus Ne 2 k HactosiiuuM [IpaBunam.

VsMenbueHHe W CMeIIMBaHHE IOPOIIKOB OCYLIECTBISETCS IyTeM J00aBleHHS
MOCJIe0BATEIbHO UHIPEUEHTOB OT MEHBLIMX KOJNYECTB K OOJBIIUM KOJIHYECTBAM B
NpeaBapUTeSbHO 3aTepTod cTynke UHAU(QEepeHTHBIM B  (apMaKoIOrHUYEeCKOM
OTHOILLIEHHH BCIIOMOraTelbHbIM BELECTBOM HJIM JIEKAPCTBEHHBIM CpPEACTBOM C
coOMoeHHeM TOTeEPh B COOTBETCTBHM c Tabmuued Ne 2 mpunoxenus Ne 2 k
HacTtosiluM [IpaBunam.

OcraJibHble HHTPEIUEHTHI MIPH MU3TOTOBJIEHHUH MOPOLIKOB JO0ABISAIOTCS B MOPAAKE
yBEJIMYEHHS KX MacChl IPU COOJIIOAEHUU cOOTHOIIEHuUs 1:20.

JlekapcTBeHHBIE CpPenCTBa, 00Onagarolide KpacsiMMU CBOHCTBaMHM, N00aBIIOTCS
B CTYNKy Ha TMOCJIEeIHEM »JTale CMELIMBAaHUSA TIOPOLUKOB WM MEXIY CIIOSMH
HeKpacsIIMX JEKapCTBEHHBIX CPEACTB.

JlerxopacnpuUIsIOlIHecss JieKapCTBEHHblE CpeAcTBa N00aBNAIOTCA B CTYIIKy B
MIOCIIEJHIOIO OYepeb.

TpyaHou3MenbuaeMble JieKapCTBEHHBIE CpeACTBa (TUMOJ, HoA, kamdopa, MeHTol,
OopHas KHCIOTAa W UWHBIE BEIECTBAa) M3MENbYAIOTCS MNpPU HEOOXOAMMOCTH C
MCIIOIb30BaHHEM >HIKOr0 JIEKAPCTBEHHOIO CpelCTBa (HampHUMeEp, CIUPT ITHUIIOBBLIH
95% u3 pacueta 10 xanens Ha 1 T ©3MeNIBYa€MOro BEILIECTBA).

XKunkue nexkapcTBeHHbIE cpeAcTBa [O00aBNSIOTCS K HW3MEIbUEHHONW CMECH
MOpoIllKa B TOCIEAHIOK OdYepeldb C COXPaHEHHWEM IIPH 3TOM OCHOBHOIO CBOMCTBA
MOpOIIKa — CHIMYYECTH.

13. JlomycTHMBIE OTKJIOHEHHS B Macce OTAEbHBIX 103 (B TOM YHCIIe NPH (acoBKe)
MOPOILIKOB YKa3aHbl B Tabnuiie Ne 1 npunoxxeHus Ne 3 k HactodwuM IIpaBunam.

M3roToBneHue JieKapCTBEHHBIX IIpenapaToB B popme
TPUTYpALUi rOMeonaTu4ecKuX

14. JlexkapcTBeHHBIH Tmpenapar B ¢opMe TpPUTypalud TIOMeONaTHYECKOH
npencTaBiseT co0oil TBEpAYIO JEKAapCTBEHHYIO (GOpMY B BHUAE IOPOLUKA, COCTOSLIETO
M3 OJHOTO HIIM HECKOJIBKHX H3MeNbYeHHBIX aKTHBHBIX KOMIIOHEHTOB M (MJIM) HX
pa3BeleHUH CO BCIOMOraTelbHBIM BEIECTBOM. B KayecTBe BCIOMOraTejbHOIO
BEIIeCTBa UCIIOJB3YETCS JIAKTO3BI MOHOTHAPAT (€C/H B peLIENTe He YKa3aHO UHOE).

15. YI3roToBiieHHE TPUTYpALlUA TOMEOINIATUUYECKUX OCYIIECTBIIAETCS CIEAYIOIUMH
crocobamu:

W3rOTOBJICHHE TPUTYypalUMHU T[OMEONMaTHYeCKON U3 TBEPABIX JIEKapCTBEHHBIX
CPELCTB;

WU3rOTOBJIEHHE TPUTYpPalLUH TOMEONATUYECKOM U3 HACTOEK IOMEONaTHYEeCKHUX
MaTpPUUHBIX, PACTBOPOB FOMEONATUYECKUX U XXUAKUX FOMEONIATUYECKUX pa3BeAEeHHH.



N3rotoBneHue TpUTypaLUid roMeonaTUYECKUX MPOU3BOAUTCS METOLOM IO Macce
C MCIOJIb30BaHHEM MaCCOBBIX 4aCTEH.

16. B Tputrypauusx roMeonaTU4ecKUxX pasMep IMOJy4YEHHBIX YacCTHUL] UCXOIHOrO
BellleCTBa B TMEPBOM JECATHUYHOM WM TEPBOM COTEHHOM pa3BEeICHHH HE IOJIKEH
npeBbiaTh 100 MKM.

17. V3roToBneHue TPUTYpaLlUH TOMEONATHYECKOW M3 TBEPABIX JIEKAPCTBEHHBIX
CPEeACTB.

JIns U3roTOBJIEHUS] TPUTYypauuid TOMEONaTUYEeCKUX OO0 UYETBEPTOrO NECSATUYHOIO
WM YeTBEPTOTO COTEHHOro pa3BeAeHHUs BKIIOYUTENBHO HE0OXOIHMMOE KOJIHYECTBO
JaKTO3bl MOHOTHMJpAaTa WX HHOTO BCIIOMOTaTeNIbHOIO BEIECTBAa MAEJIMTCS Ha TpH
paBHble yacTu. [lepBas 4acTh MoOMelIaeTcss B CTYNKY M pacTUpaeTcsi, YTOOBI 3aKpbITh
MOphl CTYNKH. 3aTeM TMpuOaBiseTCss BCE KONHWYECTBO AKTHBHOIO KOMIIOHEHTAa,
pacTUpaeTcs ¢ yCWIMEM B TedeHHe 6 MHH, MOCJE Yero IMOpOLIOK HeMeTaNIHYECKUM
mrmaTteigeM crpebaercs M cockabinuBaeTcsi €O CTEHOK cTynkd. JlaHHas onepauus
MOBTOPSIETCS ellle pa3. 3aTeM A00aBNsAeTCs MOCIENOBaTENbHO BTOPAask U TPEThsl YacTH
JIAKTO3bl MOHOTHApATa, TOBTOPSAsS C KaXAOW YacThIO OIMCAHHBIE BBILIE OINEPALMHU.
MunumanbHoe BpeMs, TpeOyemoe [IJsl BCEro Ipoliecca W3rOTOBICHUS TPHUTYPALUH
roMeoIaTH4YeCcKoil, cocTasiuseT 1 dac.

JIns U3rOTOBJIGHMS TOMEOMNATHYECKOW TPUTYpPALMH BbILIE ISTOrO AECATUYHOIO
WIH TSTOTO COTEHHOrO pa3BeleHHs, pa3BeleHHUs MOJIy4YaroTCsl U3 4acTH TPUTYpaLUU
roMeomnaTHYEeCKOH MpeabIIyIero eCATHUHOro UM COTEHHOrO pa3BeieHus U 9 unu 99
yacTel JJaKTO36l MOHOTHAPATA, MIpeIBApUTENIbHO pa3feIeHHONW Ha TpHU paBHbIe yacTu. K
MepBOM 4YacTH JIAKTO3bI MOHOTHJpaTa IIOCTENIeHHO HeOONBIIMMU MNOPLUUSIMH
npubaBiseTcs BCE KOJIMYECTBO TPUTYpaUUMM TOMEOINATUYECKOW MpebIayLIEro
pasBelleHHs W TLUATENBHO PacTHpaeTcsl A0 MOMy4YeHHUs OJHOPOAHOrO MOpOIIKa. 3aTeM
nobaBiisieTcsl MOCJeIOBaTEIbHO BTOpas U TPEThi YacTH JIAKTO3bl MOHOruapara H
TILIATENBHO pacTUpaeTCs 10 OAHOPOIHOCTH.

18. U3roTtoBneHue TpUTypalMK roOMeONaTUYECKON U3 HACTOEK MOMEONaTHYECKUX
MaTPHYHBIX, PACTBOPOB TOMEONATHUECKUX U )KUIKUX TOMEONATUYECKUX Pa3BEICHUN.

[lpy  W3roTOBJNIEHMM  TPUTypalMM  TOMEONAaTHYECKOM C  HacTOMKaMH
rOMEeOonaTUYeCKUMH MaTPHUYHBIMH, pacTBOpaMH TOMEOMAaTUYECKUMHU U IKUIKUMHU
rOMeoNaTHYEeCKUMHU pa3BeIeHUSIMH KO BCEMY HEOOXOIMMOMY KOJWYECTBY JIAKTO3bI
MOHOTHpATa MOCTENEHHO, HeOONBIIUMH TMOPLUHUIMHU, MPUOABISETCS BCE KOJIMYECTBO
HAaCTOMKH roMeonaTUYeCKONH MaTpUYHOM, pacTBOpa rOMEONaTUYECKOro WIH >XUAKOIO
rOMEeOoNaTHYeCKOro pa3BeAeHHs NMpeAbIYyIIero pa3BeieHH sl U TIIATEIbHO CMELIUBAETCS
JI0 TIOJNy4YeHUs OJHOPOAHOW Macchl. [ OMOreHHass BIIaXXHasi CMEChb OCTOPOXKHO
BBICYIIIMBAETCS, MPU HEOOXOAUMOCTH U3MENBYAETCS U €llle pa3 CMEIIUBAETCS.

[lpy W3roTOBJIEHMM TPUTYpalMd TOMEONATHYECKOM HCIOJNB3YyeTCs TaKoe
KOJHYECTBO JIAKTO3bl MOHOTHIpaTa, uTOOBl T[OCHe 3aBeplLIeHHs IpoLlecca
U3rOTOBJIEHUs OblIa JOCTUTHYyTa HeoOxoaumMas macca.

HacToliku romeonaTiyeckue MaTpHUUHbIE, paCTBOPbl FOMEONATUYECKHE U XKUIKUE
roMeonaTiieckue pa3BelleHHs, MCIOJIb3yeMblEe MJI1 H3rOTOBIEHUS TPUTypauui
roMeonaTHUYeCKHX, MOTEHLUHUPYIOTCS B COOTHOLIEHHUSX, COOTBETCTBYIOIIMX CHocob6am
uX nonydeHus. IIpy HM3roTOBIIEHMH HCMOJB3YETCS CTOJBKO JIAKTO3bl MOHOTrMApaTa,
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4yTOOBI 00ILAsA Macca TPUTYpaLii rOMeoNaTHUeCKON IOCIIE BRICYIIMBAHUA COCTaBIIsIa
IUIs IeCATHYHOrO pa3Befenus 10 yacteit u st coteHHoro paspeaeHus 100 yacTeii.
[Tocnenyrole pa3BefeHUs TPUTYypaUMi T[OMEONAaTHYEeCKMX U3  HaCTOeK
rOMEONAaTHYECKMX  MATPHYHBIX, pPacTBOPOB TIOMEONATHYECKHUX WM  XKHAKHX
roMeoInaTHYeCKUX pa3BeleHHH MoaydaoTcsd U3 1 4acTu TPUTYpalli¥ FOMEONaTHIECKOH
npeaslAyLIero pasBeqeHus U 9 vacteit (i JecATUYHOM WIKambl) UM 99 vacteit (ans
COTEHHOM IIIKaJIBI) JJAKTO36I MOHOTHIpaTa, TIIATEeIbHO CMELUINBas 10 OAHOPOJHOCTH.

H3rotoBiieHKe JIeKapCTBEHHBIX MpernapaToB B (popMe rpaHyJl TOMEOTaTHYECKUX

19. JlexapcTBeHHBIM mpemapaT B (opMe IpaHyJ TrOMEONaTHYecKMx (nanee —
roMeonaTH4YeCKUEe IpaHyJibl) MpeAcTaBiseT coOOH TBEpAyO JeKapCTBEHHYIO (opMy
IUIs TIpUeMa BHYTpPb B BHZAE ctep OAMHAKOBOIO AMAaMETpa, COAEPIKAIyl0 aKTHBHBIN
KOMITOHEHT (aKTHBHBIE KOMIIOHEHTHI) B pa3BeACHUIX TOMEONaTHYECKHX.

20. TI'omeomnarHyecKHe TpaHysbl H3rOTAaBIMBAIOTCSA IIyTEM HACBILUEHHS WIIH
HaHECEHHMS IKHUIKOTO TOMEONaTUYEeCKOro pa3BeleHHs OJHOr0 MIIM HECKOJBbKHX
AKTMBHBIX KOMITOHEHTOB Ha BCIIOMOTAaTeNIbHBIN KOMIIOHEHT — I'PaHyJibl, NoJIy4aeMble U3
caxaposbl, JIaKTO3bl WJIM JApPYrUX TMNOAXOAAIIMX CaxapoB, paspelleHHBIX K
MEeJIULIMHCKOMY MPUMEHEHUIO.

Ing obecriedyeHWs PAaBHOMEPHOIO pacrlpeleNieHHs XUIAKUX TOMeoNnaTHYeCKHX
pa3BelieHH# roMeonaTHuecKie rpaHyJibl JODKHBI ObITh OJMHAKOBOTO pa3Mepa.

Pa3Mepbl rOMeONaTHYecKUX TpaHyNl pa3iM4aloTcs MO0 Homepam oT 1 mo 12 B
3aBUCUMOCTHU OT UX JUaMEeTpa, €CJIM He IPUMEHSIOTCS HHBIE.

['oMeomnaruieckre rpaHybl KJIACCUQULUUPYIOTCS IO KOJWYECTBY IpaHyn B |
rpamMe. KonudectBO romMeonaTH4eCcKMX TpaHyl MOACYHUTHIBAETCS B OBYX
napajjieNbHBIX Mpobax B HaBecKe, B3BELIEHHOH ¢ TouHocThio mo 0,01 rpamma.
JlomycTHMBIE HOPMATUBBI TIPU U3TOTOBIEHWH TOMEOIIATHYECKHUX IPaHyJT OMpeIesieHbI B
tabmauue Ne 1 npunoxxenust Ne 4 k HactoswmM [IpaBuiam.

JlonycTiMBIE OTKJIOHEHHS B Macce OTAENBHBIX 103 (B TOM 4YHMCIie NpH (PACOBKE)
roMeonaTuYecKux rpaHyi ykasadsl B Tabnmuie Ne 1.1 npunoxenus Ne 3 K HaCTOAILUM
[IpaBunam.

21. H3roroBieHHE TOMEONMATHYECKUX TIPaHYJ OCYLIECTBISETCS CIEAYIOLIMMHU
crocobaMu:

HACBILLIEHHE TpaHyJl caXapHbIX >XUIKMM T[OMEONAaTHYECKHM pa3BeIeHHEM HIIH
CMECBIO pa3BeACHHUI;

HacJlaMBaHMe Ha rpaHyJIbl caXapHble )XUAKOTr0 rOMEONaTHYECKOI0 pa3BeIeHUS.

22. HachlllieHHe rpaHysl caXapHBIX XHIKUM I'OMEONAaTHYECKUM pa3BeeHHEM HITH
CMECBIO pa3BeICHUM.

CaxapHble IpaHyJibl HaCHIILAITCS COOTBETCTBYIOLIUMHU KUIKAMHU
rOMEOnaTHYeCKMMH  pa3BedeHUSIMH WM CMECBIO JKHMIAKHX TOMEONaTHYECKUX
pa3BeJeHHiA, IPUrOTOBIEHHBIMU Ha criupTe 62 % (1o Macce), 9To cooTBeTcTBYeT 70 %0
(06BbeMHble mpolieHThl). Conepxanie CIHPTa B pa3BeA€HUH U CMECH JOMKHO OBITh HE
MmeHee 60 % (1o Macce), 4To cooTBeTCTBYET 68 % (110 06BEMY).

Ecnu KOHLEHTpalus CIUpTa HWkKe TpeOyeMoH, U3roTOBIEHHE NECATHYHOrO I
COTEHHOTO pa3BeleHHs, IMpeAHa3HAYeHHOIro MJIi HACBHIIEHUS TOMEOMAaTHYECKHX
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rpaHyJi, OCYIIECTBISIETCS C UCTONb30BaHKHeM cnupTa 62 % (no macce) uiam 70 % (mo
00BeEMY).

Jlns  paBHOMEpPHOro  pacnpefeNeHus  pa3sBeleHHsi  TIpaHylibl  caxapHble
NpeaBapUTENLHO CMavnBaloTes cruptoM 62 % (mo macce) unu 70 % (no o6bemy),
KOTODBI# MpubasnseTcs U3 pacuera 1 rpamm Ha 100 rpanyJ1.

Haceiienue rpaHys caxapHbIX )XMIKAMH FOMEONAaTHYECKMMH pa3BeIEHUAMH HUITH
CMeCSIMH IIPOM3BOAMTCS METOAOM IepeMelINBaHUs B MEXaHHYECKMX CMECHUTENsAX Oe3
IBWXKYILMXCS pabo4yuxX yacTedl WIM BPy4HYIO (A7 MacChl 1O 2 KI) B CTEKJISHHBIX
TUTOTHO 3aKPBIBAIOLLUXCS COCYdax.

PaGounit 06vemM cMmecurens momkeH ObITh B 1,5 — 2 pa3za Gonbuie 3arpyxaeMoi
Macchl rpanyJ. [Ipouecc nepeMemiBaHus B MEXaHMYECKMX CMECHTENAX MPOU3BOAUTCS
B TeueHHe 3 — 4 MUHYT, TIpU Py4HOM criocobe — B TedeHne 10 MUHYT.

BrnaxkHple rpaHyJibl BRICYILIHBAIOTCS Ha BO3AyXe IPH KOMHATHOH TeMIeparype o
MOCTOSIHHOM MaccChl.

IIp¥ WM3rOTOBIEHHHM TOMEOMATHYECKHX TIpaHyJ OMMCBHIBAEMBIM CIOCOOOM  He
JOMYyCKAeTCs  HACBHIIEHWE TIpaHysl CaxapHbIX JKUAKMMH  TOMeOoNaTH4eCKUMH
pa3BedeHUIMH HW)XXE TPEThEro COTEHHOIO pa3BelleHMs, IMOJYyHYEHHBIMU M3 JIETYYUX U
naxy4Mx BeILECTB, a TAKXKE U3 BCEX KUCIIOT.

23. HacnauBaHHe Ha IpaHyJIbl CaXapHbIe )XHUAKOTO rOMEONaTHYECKOro pa3BeieHUs
OCYILIECTBIISIETCS] TIOCPEACTBOM:

HacJlauBaHUsl TOMEOIATHYECKHX BOIHBIX pa3BeldeHuit: ans nomydeHus 100 rpamm
roMeomnaTHyecKuXx rpaHyjq | rpaMm romeonaTH4ecKoro BOJHOIO pa3BelNEHHUs HJIH
BOJHOM CMECH BCTPAXHMBAIOTCA C 9 rpaMMaMM caxapHOro cHpona M IIOJyYeHHbIE
10 rpaMMOB CMeCH paBHOMEPHO HacJIauBalOTCsl Ha IPaHyJIbl CaxapHble, Macca KOTOPBIX
paccuuteiBaercsi mo Qopmyne (100 — X) rpamm, rae X — KOJH4YECTBO caxapa B
caxapHOM CHpOIIe, B rpaMMax;

Hac/llauBaHMsl TPUTYpalldii romeomnatnueckux: s mnomaydeHus 100 rpammos
romMeonatuyeckux rpaHyn 10 rpaMMOB TpUTypaluu BCTpsxuBaeTcs ¢ 20 rpamMmaMu
caxapHOro CHpOIla, MOoJydeHHas CMeCh DPaBHOMEPHO HACJaWBaeTCs Ha TpaHyJIbl
caxapHble, Macca KOTOPbIX paccuuThIBaeTcs 1o ¢opmyne (100 — X — V) rpamm, rae X —
KOJMYECTBO caxapa B CaxapHOM cHpone, B rpamMmax, Y — KOJHMYECTBO
BCIIOMOTATEILHOIO BEIIECTBa, COJAep)Kalleecs B TPUTypalMM TOMEONaTUYECKOH, B
rpammax;

HacjauBaHMs CMeceii: CcMecH TOTOBSTCS B COOTBETCTBHH C  paslieJioM
«3rotoBiene romeomnatnyeckux cmecei» rnasel Il Hactosummx IlpaBun mytem
COBMECTHOTO BCTPSXMBAHHS BOJHBIX TOMEOINATHYECKUX pa3BeeHUH U (W)
TPUTYpalMii TOMeonmaTHYeCKUX B caxapHoMm cuporme. [ns nomydenus 100 rpammos
rOMEONaTHYEeCKUX TrpaHyl | rpaMM M3rOTOBJIEHHONM CMECH BCTPAXHBAETCAd C
9 rpammamu caxapHoro cupomna U 10 rpaMMm MOJy4eHHOro pa3BelleHHs PaBHOMEPHO
HacllauBaOTCA Ha IPaHyJibl caxapHble, Macca KOTOPHIX pacCUUTHIBAaeTCs MO (GopMyie
(100 — X — V) rpammM, rae X — KOJTHYECTBO caxapa B CaxapHOM CHpOIIE, B rpaMMax, ¥ —
KOJIMYECTBO  BCIIOMOTATENBHOTO  BELIECTBA, COIEpXkallleecss B TPUTypauusax
roMeoInaTHiecKux, B r[paMMax.

HacnanBaHue »UIKHX TOMEONaTHYECKUX pa3BeICHUN aKTUBHBIX KOMIIOHEHTOB B
caxapHOM CHpOIle Ha TIpaHylbl MPOM3BOAUTCS B JAPAXHPOBOYHBIX KOTIax C
peryJIipyeMbIM MOAOTPeBOM. I'paHymbl caxapHble MMOMEILAIOTCA B IPaXHPOBOYHBIN



KOTeJ, MpeaBapuTeNibHO nogorpetblit 10 37 — 42 °C, u Me[JIeHHO BpalalTcsa 10 TeX
Top, MOKa BCSA Macca rpaHyl HE Harpeercs A0 YKa3aHHOH BBILE TeMIEpaTyphl.
['oMeonaTHYeCcKHe pa3BeACHHUs AaKTUBHBIX KOMIIOHEHTOB B CaxapHOM CHpoIe
BJIIMBAIOTCH B IPAXXUPOBOUHBIH KOTEJ MOCTENIeHHO, HEOOJIBIIMMH PaBHBIMH IIOPLUSAMH,
yepe3 paBHBlE IIPOMEXYTKHM BpeMeHH. [Io OKOHYaHMM HacllauBaHHsi HarpeB
OpaXMpPOBOYHOTO KOTJIa MpEeKpallaeTcsi, a €ero BpalleHWe TNpOAO/DKAETCA MAJIs
BBICYILIIHBAHUSI TPAHyJ JO NIOCTOSIHHON MacChl.

III. OcoGeHHOCTH U3TOTOBIIEHUS XXUIKUX JIEKAPCTBEHHBIX (HOPM

24. K XMOKUM JIeKapCTBEHHBIM (opMaM OTHOCATCS pacTBOPBl Ha BOJHBIX H
HEBOJAHBIX PACTBOPHTENSAX, MUKCTYpPbI, BOJAHBIE H3BJE€UEHHUS H3 JIEKAPCTBEHHOTO
PacTHTENBHOIO  CBHIPbS, PAcCTBOPBl  BBICOKOMOJIEKYJISPHEIX — BELIECTB, PacTBOPBI
3aIUIIEHHBIX KOJUIOWAOB, CYCIEH3WH, 3MYJbCHHM, TOMEONAaTHYECKHE pPaCTBOPEI,
pa3BeieHUs, CMECH.

Xunkue nekapcTBeHHble (OPMBI U3rOTaBIMBAIOTCS MAaccO-OOBEMHBIM METOJOM,
METO/IOM 10 Macce WJIM METOAOM IO 00beMy.

25. Macco-06beMHBIM METOJIOM H3rOTaBJIMBAIOTCS BOAHBIE U BOJHO-CIIUPTOBbBIE
pacTBOpPBI MOPOLIKOOOPA3HBIX JEKAapCTBEHHBIX CPEJICTB.

26. MeTogoM IO Macce H3rOTaBIHBAIOTCA PaCTBOPBHI MOPOLIKOOOPa3HBIX H
YKUIKHX JIEKAPCTBEHHBIX CPEACTB B BS3KUX U JIETYUYUX PACTBOPUTENAX, JOZUPYEMBIX 10
Macce, a TaKkXe O3MYJbCHH, CYCIEH3WH HE3aBUCHMMO OT WX KOHLEHTpaluH WU
roMeonaTH4ecKue JIeKapCTBEHHbIE (POPMBI.

[To mMacce HO3MPYIOTCS >XHpHBIE M MHUHEpaibHBIE Macia, TIHULEPUH, TUMEKCH],
HOJHUATUIIEHTTIMKOMY  (TTONIUSTHUIIEHOKCUBI), CHJIMKOHOBBIE  KHUAKOCTH,  3QHUp,
xnopodopm, GeH3uIOeH30aT, Banuaon, BUHUIUH (Oanb3am IlloctakoBckoro), nerotsb
Oepe30BbIif, MXTHOJ, KHCIOTa  MOJIOYHas, Maciaa J(QHUpHBIE,  CKMIMAAp,
METHJICATUIINIIAT, HUTPOTJIMLIEPUH, TEPTHIPOJIb.

27. MerogoM 1O 00beMy H3rOTaBIMBAIOTCS pPacTBOPBI CIUPTAa 3THJIOBOIO
pPa3IMYHON KOHLIEHTpAUWH, pPacTBOPBl JKUAKHUX CTaHAApTHBIX (QapMaKoNeHHBIX
pacTBOPOB (KpoMe Mepruapons).

[To 06beMy TakKe HO3UPYIOTCS BOJa OYMILEHHAs M BOJA Il MHBEKLUH, BOOHbIE
pacTBOPHI JIEKAPCTBEHHBIX CPEICTB, aleHOBBIE M HOBOTAJEHOBBIE JIEKAPCTBEHHBIE
cpencTBa (HACTONKH, XXUAKHE SKCTPAKThI, aAOHU3HU] U HHOE).

28. Tlpu yka3aHMH B pelenTe HIM TpeOOBaHWM B KayeCTBE KOMIIOHEHTA,
MIOJIEXKALIEr0 U3rOTOBJIEHHIO, JIEKAPCTBEHHOTO Tpenapara «BoAa» UCMOJIb3yeTcs BoJa
OUMIIEHHAs, «CIHUPT» — CHOUPT OTHIOBBIH, «3pUp» — Dd3OUP AUITHUIIOBBIN
(MeIHUUHCKHU); «TIHLEPHH» — MIHLEPUH MEIULMHCKUMN, coaepxalmii 10-16% Boapl,
¢ otHocThio 1,223-1,233 r/cM. ky6.

Ecnu B penente v TpeOGOBaHHM HE YKa3aH pacTBOPUTENb, UCIOJB3YETCs BOJA
OYMILIEHHAs.

OTkoHeHHe 06Iero o0beMa WM MacChl XXKUIKHX JIEKApCTBEHHBIX (GOPM HE
JOJKHO TIPEBBILIATh JOMYCTHMBIE OTKJIOHEHHs B 00beMe U Macce, MPeNyCMOTPEHHBIE
B Tabnuiax Ne 4 — Ne 6 npunosxenust Ne 3 k Hacrosium IIpaBunam.
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Oco6eHHOCTH U3rOTOBJIEHHUS XUAKHUX JIEKApCTBEHHBIX (OPM
Macco-00BEMHBIM METOIOM

29. Tlpd H3rOTOBIEHUH JKUIKOHW JIeKapCTBEHHOH ¢OPMBI Macco-00bEMHEBIM
METONOM OOIINi 00BbeM ornpenensercs CyMMOH OOBEMOB XKUAKUX JIEKaPCTBEHHBIX
CpPEICTB M BCIIOMOraTEJIbHBIX BEIECTB, BXOAALIMX B COCTaB JIEKAPCTBEHHON (POPMBEI,
PacCYMUTAHHBIX TPU HEOOXOAMMOCTH C YYETOM 3HAYEHHH IUIOTHOCTH IKMIKHX
JIEKapCTBEHHBIX CPEACTB W BCIIOMOTaTENbHBIX BELIECTB, YKa3aHHBIX B IMPHIOKEHHH
Ne 5 x HacTosiuMm IIpaBuinam.

JlonycTUMBIE OTKJIOHEHHS B 00IIeM OOBbeMe XXHIKHX JIEeKapCTBEHHBIX (GOpM INpu
M3rOTOBJIEHUH MacCcO-00BEMHBIM METOIOM OmpeseneHsl B Tabnuue Ne 3 mpuinoxeHus
Ne 3 k HacTosiuM [IpaBunam.

M3MeHeHue o01iero oobeMa XKHIKOH JIeKapcTBEHHOM (POPMBI NPH pacTBOPEHHH
MOpPOLIKOOOPa3HBIX  JIEKAPCTBEHHBIX CPEACTB HE  YYMTBHIBAE€TCA, €CJIM  OHH
YKJIaABIBAIOTCS B OTKJIOHEHHS, HOMYCTHMbIE B 001lleM 00BbeMe XUAKHUX JIEKapCTBEHHBIX
GopM TIpH HM3rOTOBJIEHHH MaccO-O0BbEMHBIM METOIOM, B COOTBETCTBHM C TabiMLeH
Ne 3 npunoxenus Ne 3 k IIpaBunam.

Ecnu u3sMeHeHne obGbeMa XHMAKOH JieKapCTBEHHOH (GOpPMBI NpPU PacTBOPEHUHU
MOPOIIKOOOPa3HBIX JIeKaAPCTBEHHBIX CpPEACTB Ooublie JOMYCTHMBIX HOPM, TO MpH
PaCTBOPEHHM TMOPOIIKOB H3MeHEeHHe o00beMa JKMIAKOH JIEKapCTBEHHOH (HOPMEI
PacCUUTHIBAETCS C Y4eToM KO03(hGHLUEHTOB yBeIM4YeHUs 00beMa JIeKapCTBEHHBIX
CpeNCTB B COOTBETCTBHH C NpuiioxkeHHeM Ne 6 k HactoswmM IlpaBunam uinm cremyet
M3TOTaBJIMBATh JIEKAPCTBEHHYIO (opMy B MepHOH nocyzae. KoadduuuenT ypennyenus
00beMa JIEKapCTBEHHOTO CpeACcTBa IOKa3blBaeT YBeNWueHHe o0BeMa pacTBopa B
MHJUIMJIMTPaX TpH pacTBOpeHWHM | rpaMMa JIEKapCTBEHHOIO CpeACTBA  WIIH
BCIIOMOTAaTEJIbHOIO BeLECTBA IIpH 20°C.

30. Ilpu M3rOTOBJIEHHH XXUAKUX JIEKAPCTBEHHBIX ()OPM C BOJHOMW JUCIIEPCHOHHOM
Cpenoif B MepPBYI o4epelb OTMEPHBAETCs PAaCCYUTAHHBIA OOBEM BOIBI (OYHILEHHOM
WM apoOMaTtHo#), B KOTOPOM TIIOCJeJOBaTeIbHO PacTBOPSAIOTCA MOPOLIKOOOpa3HbIe
JleKapCTBEHHBbIE CPECTBAa U BCIIOMOTraTelIbHBIE BELIECTBA C YYETOM PaCTBOPHMMOCTH H
BO3MOXXHOTO UX B3aUMOJACHCTBHUS.

31. Jlns ycKOpeHHs pacTBOpEHHs JIEKAPCTBEHHBIX CPEACTB IPUMEHSIOTCS
NpeaBapUTEIbHOE H3MeNbYeHUE JIEKapCTBEHHBIX CpEACTB, HarpeBaHHe pacTBOpa,
nepeMelInBaHue, KOMIUIEKCOOOpa30BaHUE U COMIOOUIN3aLUsL.

32. CHayana B OTMepeHHOM o0OBbEME OYHILEHHOM BOIABl PAaCTBOPAIOTCS
HapKOTHYECKHe, TICUXOTPOIMHbIE, CUIBHOAEHCTBYIOLIUE JIEKAPCTBEHHBIE CpEICTBa,
Jlajiee — OCTaJIbHEIE JIEKAPCTBEHHbIE CPEACTBA C YYETOM MX PACTBOPUMOCTH.

33. Ilocne pacTBOpeHHs MOPOLIKOOOpPa3HBIX JIEKAPCTBEHHBIX CPEICTB PacTBOPEI
GUILTPYIOTCS Yepe3 (GUIBTPYIOLIMI MaTepual, KOTOPBIH MOAOMpAarOT € Yy4eToM
CBOWCTB pacTBOPUTENS U JIEKAPCTBEHHOI'O CPEACTBA.

BMecTo MOpOIIKOOOpa3HBIX JIEKAPCTBEHHBIX CPEACTB B COCTaBE KMIKOH
neKapcTBeHHOW  (GOpMBI  MOrYyT  HMCIOJIB30BaThCSA  3apaHee  M3rOTOBJIEHHBIE
KOHILIEHTPUPOBaHHbIE pacTBOpPHl (B OIOPETOYHOM YCTaHOBKE), YKa3aHHBIE B
npunoxeHud Ne 7 k HactosumM IlpaBunam, KoOTOpble [JOOaBISIOTCA IOCIE
PacTBOPEHHS MOPOIIKOOOpa3HBIX JIEKAPCTBEHHBIX CPEACTB M (QUIIBTPOBAaHHs PacTBODA.
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34. Ipu U3roTOBIEHUH BOJHBIX PaCTBOPOB JIEKAPCTBEHHBIX CPEACTB, COACPKAIIUX
B COCTaBe MOJIEKYJIbl 3HAa4UTENbHOE KOJIMYECTBO KPUCTAUIM3ALMOHHOW BOJBI,
CIIOCOOHBIX BBIBETPHUBATHCS, @ TaKK€ TUTPOCKONMHMYHBIX JIEKAPCTBEHHBIX CPENCTB
CllelyeT HUCITOIb30BaTh KX KOHLIEHTPUPOBAHHBIE PACTBOPEI.

35. XXumkuMe WHIPEIUEHTHl, BXOISIIME B COCTaB JIEKApCTBEHHOH (OpPMBEI,
H06aBIsAOTCS K BOOHOMY pacTBOpPY B CIEAYIOLIEH NOCJEAOBATEIBHOCTH: BOAHEIE
HelleTydyre M HemaxydHe >XMIKOCTH; MHBIE HEJIETYYHE XUAKOCTH, CMEIIHBAIOLINECS C
BOJIOM; BOJHBIE JIETYYHE JKHUAKOCTH; >XUIKOCTH, COAEpXKALLUE 3TUIIOBBIA CIHPT, B
MOPSIKE BO3pAcTaHUsl €ro KOHLEHTPauWH; ApPYTrUe HEBOIHBIE JIETYYHE H Maxydue
XKUIKOCTH.

M3rotosjeHHe KOHLIEHTPUPOBAHHBIX PACTBOPOB

36. KoOHLEHTpHpOBaHHbIE pPACTBOPHl  M3TOTaBIMBAIOTCS  MacCO-00BEMHBIM
METOJIOM B MeEpHOH TMocyle B AacENTHYECKHMX YCJIOBHMSAX C HCIMOJNB30BaHUEM
CBEXEIOJIyUYeHHO! OUHILIEHHON BOBI.

JlonmycTHMble OTKJIOHEHHS B KOHLEHTpalliM KOHLEHTPHMPOBAHHBIX PpacTBOPOB
npuBeseHs! B Tabnuue Ne 8 npunoxkenus Ne 3 k HactosmuM [ IpaBuam.

37. H3roToBiieHHbIE KOHLIEHTPUPOBAHHBIE pacTBOPEI bUnbTpyOTCS,
MIOJIBEPTAIOTCS TOJHOMY XWMHYECKOMY KOHTPOJIIO W IPOBEPAIOTCS HA OTCYTCTBHUE
MeXaHUYECKHUX BKJIFOUEHHH.

38. EMKOCTH ¢ KOHLIEHTPHPOBAaHHBIMU PAacTBOpaMU OQOPMIISIIOTCS ITHKETKAMHU C
yKa3aHHEM HAaWMEHOBaHUS M KOHLIEHTPaUWH pacTBOpa, HaThl H3TOTOBJICHHS, CpOKa
rOJHOCTH, HOMepa CEpHH U aHaIN3a U MOAIMCH JIHIa IPOBEPUBILIETO PACTBOP.

HsMeHeHne 1(BeTa, IIOMyTHEHHE, TIOSIBJICHHE XJIONBEB, HAJIETOB paHee
YCTaHOBJIEHHOTO CpOKa FOJHOCTH SIBISIOTCS [IPU3HAKaMH HENIPUTOHOCTH PacTBOPOB.

H3rotosieHnne XHUIKUX JIEKAPCTBEHHBIX GOPM, COlepKallMX apOMAaTHbIE BOJIBI B
Ka4yeCTBEe paCTBOPUTEIIS

39. ApoMaTHbIE BOABI HM3rOTAaBIMBAIOTCS B COOTBETCTBUH C TpPeOOBaHHUAMH,
yKa3aHHBIMH B npuiioxeHuu Ne 8 k HacTosuM [IpaBuinaM, 1 XpaHATCA B MPOXJIaIHOM,
3allMIIIEHHOM OT CBETa MECTE.

40. ApoMmaTHble BOJABI O3UPYIOTCS MO 00BeMy. JlOMyCTHMEBIE OTKIOHEHHS B
0611eM 00BEME XKUOKUX JIEKAPCTBEHHBIX (HOPM NMPH HW3TOTOBJIEHHH MaccO-OOBEMHBIM
MeTOIOM MpHBeneHb! B Tabmuie Ne 3 npusoxenust Ne 3 x HactosuM [Ipasunam.

IMpy ykazaHWM B pelente WId TpeboBaHWM oOLero o6beMa IHKMIKOH
JIeKapCTBEHHOM (OopMbl 00beM apOMaTHOMN BOJBI OINPEENSETCs IyTeM BHEIYMTAHUS U3
obuero obbemMa JieKapCcTBEHHOW (OpMBI 0OBEMOB BCEX JKUIAKHMX HMHIPEJMEHTOB, a
TAK)K€ YYMTHIBAETCS H3MEHeHHe B 0ObeMe NpHU PacTBOPEHHH MNOPOLIKOOOpPa3HBIX
JIeKapCTBEHHBIX CPECTB, €CITH U3MeHEeHHe 00bema OonblIe JOMYCTUMBIX HOPM.

41. Tlpx# HM3rOTOBIEHHH XHIKHUX JI€KapCTBEHHBIX (OPM, B KOTOPBIX OCHOBHOM
JUCIIEPCHOHHOM Cpelol sBiIsieTcss apoMaTHas BOAA, KOHLUEHTPUPOBAHHBIE PACTBOPEI
JIeKapCTBEHHBIX CPEAICTB HE UCIOJIB3YIOTCS.
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PasBeieHue CTaHAAPTHBIX (hapMaKOIEHHBIX PACTBOPOB

42. Tlpu pa3BeneHny apMaKoneiHbIX PaCTBOPOB, BBIMMCAHHBIX 101 XUMHYECKUM
Ha¥MeHOBaHHeM (HATlpuMep, pacTBOp (QopMaibAeruja), pacueT HMCXOIHOro
JIEKAPCTBEHHOTO CpPEACTBa MPOBOJAMUTCA C Yy4eTOM (aKTUYECKOTO COJIEpIKaHHUs
BellleCTBa B pPacTBOPE.

Ilpy BBIMKUCBHIBAHMM (apMaKoIeiiHOro pacTBOpa IO/ YCJIOBHBIM Ha3BaHHUEM
(HanpuMep, pacTBOp (opMannHa) KOHLIEHTPALUsl UCXOAHOrO Mpernapara MpUuHUMaeTCs
3a enuHUILY (100%).

U3rotosieHye XUAKHUX JIEKAPCTBEHHBIX (POPM Ha HEBOAHBIX PACTBOPHTENAX

43, PacTBOpbl Ha BS3KHX M JIETy4HX pPACTBOPHTENSAX (KPOME CIIMPTOBBIX
PacTBOPOB) H3rOTABIMBAIOTCS 110 Macce. ObLIas Macca onpeneseTcs CyMMHPOBaHHEM
BCEX MHIPENHUEHTOB, BXOIINX B JIEKaPCTBEHHYIO OPMY.

44. Tlpu W3rOTOBNEHHMH pPACTBOPOB HA BA3KMX M JIETYYHX PpACTBOPHUTEIAX
HETOCPENCTBEHHO B CyXOil (uIakoH [/ OTIYCKa JO3MPYIOTCS JIEKapCTBEHHEIE
CpelcTBa, BCIIOMOTaTeNlbHble BELIECTBA, 3aT€M OTBEIIWBAETCS WM OTMEpHBaeTCH
PacTBOPUTENb.

45. Tlpu WCMONB30BaHWU BS3KUX PACTBOPHUTEEH NPHUMEHSETCS HarpeBaHue C
y4eToM (HU3MKO-XUMHUYECKUX CBOKWCTB JIEKAPCTBEHHEBIX CPEMCTB.

46. CnuproBble pacTBOPHI H3rOTAaBIMBAIOTCA MAaccO-OOBEMHBIM  METOIOM.
VKazaHHOe B pelenTe WM TpeOOBaHMM KOJIMYECTBO ITHJIOBOTO CIHPTA AODKHO
COOTBETCTBOBATH OOBEMHBIM €MHULIAM U3MEPEHHS.

Ilpy OTCYTCTBMHM B peuente WIM TpeOOBAHWUHM YKa3zaHWs O KOHLEHTPaLUH
3TUJIOBOTO CITUPTA MCIOJIB3YeTCs STHIOBBIH crupT 90%.

ITpy M3rOTOBJIEHHH XXHIKUX HEBOAHBIX JIEKAPCTBEHHBIX ()OPM 3TUIIOBBIA CIMPT
J034MpyeTcs o o0beMy, He yMeHbIlas 00beM, YKa3aHHBIN B pELENTE UK TpeOOBaHUH,
Ha BEJIMYMHY €ro IPUPOCTa MPU PaCTBOPEHHH JIEKapCTBEHHBIX cpeacTB. O61mui 06nem
YUYUTEHIBAETCS MPH KOHTPOJIE KadecTBa JIEKapCTBEHHON (GOpPMEL.

Tlpy ykazaHuu B pelente wid TpeGoBaHMM oblero o6bema pacTBopa 0OBEM
3THUJIOBOTO COMPTa OMPEAENAETCS MyTeM BBIYHUTAHUS U3 00liero o6beMa 00bEMOB BCEX
KUIKUX WHIPEIMEHTOB, a TAKXKe yYUThIBaeTCS U3MEHEHHE B 00beMe NPU PaCTBOPEHHH
MOpPOMIKOOOPa3HBIX JIEKAPCTBEHHBIX CPEICTB, €CNM H3MeHeHHe o0bema Oojblie
JIONIYCTUMBIX OTKJIOHEHHH, ykazaHHBIX B Tabnmuue Ne 3 Ilpunoxenus Ne 3 K
HacTosmuM [IpaBunam.

CocTaBbl CTAHAAPTHHIX CIUPTOBBEIX pPAaCTBOPOB IpHBENeHBI B Tabnuue Ne 3
npunoxerus Ne 9 k Hactoauum IIpasunam.

47. Eciu B pelienTe WM TpeOOBaHMM yKa3aH DacTBOP, MMEIOIIMH HECKOJIBKO
KOHLEHTpALMii, 06e3 yKka3aHHs KOHIEHTpPAallMH, UMEIOIMHA HECKOJIBKO KOHUEHTPaLHH,
OTITyCKaeTCsl paCTBOp HaWMEHBIIEH KOHLIEHTPaLUH.

48. YdeT U3pacxXxOJOBAaHHOTO 3TUJIOBOrO CIIMpPTAa IPOM3BOJMTCA IO Macce B
nepecyeTe Ha KOHIEHTPALMIO B COOTBETCTBUH ¢ Tabmuuamu Ne 1 u Ne 2 npuiioxeHus
Ne 9 x HacTosituum I IpaBunam.
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H3rotoBneHue PaCcTBOPOB BEICOKOMOIJIEKYJISIPHBIX BCILECCTB

49. PacTBopbl BBICOKOMOJIEKYJSIPHBIX BELIECTB HW3rOTaBIMBAIOTCA  Macco-
00BEMHBIM METOJOM (HampHMep, pacTBOpPhl IENCHHA, XXEIaTHHA) WM IO Macce
(HampuMep, pacTBOPBI Kpaxmaa, 3pHUpoB LEUTIOJIO3BL).

JInsi pacTBOpEHHs OrpaHMYeHHO HaOyXaloIMX BBICOKOMOJIEKYJISIPHBIX BELIECTB
MCIIONB3YIOTCS TEXHOJNIOTHYECKHe INpueMbl HaOyxaHHMS M HarpeBaHus (HanpuMep,
pacTBOpBI  JKeJaTHHA, KpaxMalia) WM  OXJaXIeHus  (HampuMep, PpacTBOp
METHILEILTIONO03bI ).

H3roropneHue Kanelb

50. C uenbio coxpaHeHHss oObeMa M KOHLIEHTPALMU JIEKAPCTBEHHEIE CPEACTBa
PacTBOPSIOTCSA B YaCTH OUMIIEHHON BOIbl. IToyueHHBIH pacTBOp QUILTPYETCS Yepe3
NPOMBITBIN BOAOW (UIIBTP, OCTaBILeecs KOIMYECTBO BOAbI QHUIBTPYETCS Yepe3 TOT XKe
GUNBTP 0 MONy4YeHUs 3aJaHHOTO 0ObeMa.

Ilpi M3rOTOBNIEHHH Karelb Ha KOMOMHHMPOBAHHBIX pacTBOPHUTENAX (CIUPT
STWJIOBBIM, TIHIEPUH, Macjia M WHBIE PACTBOPUTENIM) YUMTHIBAETCS PaCTBOPHUMOCTh
JIEKAPCTBEHHBIX CPEICTB M COCTaB pAacTBOPHUTENsS, a TaKXKe KOJHUYECTBO Kamelb
B | rpaMme U 1 MUITUIMTpe, Macca | Kaliy XUOKKAX JIEKAPCTBEHHBIX CPENCTB MPHU
20°C mo CcTaHgapTHOMY KaljleMepy C OTKIOHEHHMsMH 15% B COOTBETCTBHU C
npunoxxernreM Ne 10 x HacTosuM [IpaBunam.

M3rotoBneHHe BOIAHBIX U3BJICUYEHUN U3 JICKapCTBEHHOT'O
PacTUTCIIBHOT'O ChIPbA

51. BopgHele wu3BjeuYeHHs (HACTOM, OTBapbl W WHBIE) H3rOTABIMBAIOTCH
3KCTpaKlKell JIeKapCTBEHHOTO PAaCTUTENBHOIO CHIPbs BOAOM OUYHINEHHOHM, a TaKke
pPAacTBOPEHHEM CYyXUX WIIM XUAKHMX IKCTPAKTOB CTaHAApPTH30BAaHHBIX B PacCUUTAHHOM
00BeMe BOIBI OUHILIEHHO.

IIpy H3roTOBJIEHHWH BOJHBIX U3BJIEUEHUH HE JOIyCKaeTCs 3aMeHa JIEKapCTBEHHOTO
PacTHUTENBHOrO CHIpbS HAacTOWKaMH, 3(QUPHBIMM MacjaMH M JKCTpaKkTamu, He
npeaHa3HaYeHHbIMH ISl U3TOTOBJIECHHUS BOJHBIX M3BJICYEHHH.

XpaHeHHe BOIHBIX M3BJICUEHUH OCYILIECTBISIETCA B IMPOXJIAAHOM MeECTe B
ynakoBKe, o0ecriednBaroliel COXpaHeHHE UX KaueCTBa.

52. Tlpu pacuete TpebyeMOoro mjis O3KCTpakUMM O0ObeMa BOALI OYHUILEHHON
UCIIONB3YIOTCS  3HaueHWs KO3 QUIMEHTOB  BOAOIOIVIOIIEHUS  JIEKAPCTBEHHOTO
PaCTHTEJILHOTO CHIPhsl B COOTBETCTBUHU C NpuiiokeHreM Ne 11 k HacToaumM I1paBuiam
M 3HaueHHe KO3(QPUIHMEHTOB YyBeNUUeHHs oObeMa JIEKapCTBEHHBIX CPEJNCTB,
NpeayCMOTPEHHBIX NpuioxeHueM Ne 6 k HacToswMM [IpaBunaM, eciii U3MEHEHUS B
o6111eM 00BeEME KUAKOH JIeKapCTBEHHOM GOPMBI NPU paCTBOPEHHH MOPOIIKOOOPAa3HBIX
JIEKAapCTBEHHBIX CPEICTB MPEBBIIIAIOT AOMYCTHMEIE OTKIIOHEHHUS,  YKa3aHHBIE B
tabnuie Ne 3 nmpunoxeHus Ne 3 k HacTos1uM I IpaBunam.

53. Tlpd H3rOTOBJIEHHWH BOJHBIX HW3BIEUEHHH 00eCleYrBalOTCs ONTHMAaIbHBIE
YCJIOBHS 3KCTPAKIMU, C YYeTOM B TOM YHCJIE CTaHOAPTHOCTH JIEKAPCTBEHHOIO
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PACTUTENBHOTO CBIPbs, €ro H3MeJIbYEHHOCTH M THUCTOJIOTHYECKOH CTPYKTYpBI,
COOTHOILEHHS MAacChl CHIpbSi M 00BEMa 3KCTpareHTa, (PU3MKO-XUMHMYECKMX CBOWCTB
JNeHCTBYIOIIMX JIEKAPCTBEHHBIX CPEACTB U CONYTCTBYIOIIMX BELIECTB.

54. MHOrOKOMIIOHEHTHBI€  BOJHbIE€  U3BJI€UEHUS U3  JIEKAPCTBEHHOIO
PAaCTHTENILHOTO  CBHIPBsi,  TpeOyIOIIEro  OAMHAKOBOIO  peXHMa  3KCTpaKLuH,
00yCJIOBJIEHHOTO (hHU3UKO-XUMUYECKUMH CBOHCTBaMH NeHCTBYOIINX H
COIMYTCTBYIOIIMX BELIECTB, M3rOTABIHBAIOTCA B OAHOM WHQYHIMPHOM CTakaHe Oe3
ydeTa THCTOJOTMYECKOH CTPYKTYpBl JIEKAPCTBEHHOTO PaCTHTEIbHOTO CBHIpbS M C
y4eToM KO3(G(ULHEHTOB BOAOIOITIOLIEHHS, YCTAaHOBIEHHBIX B MpuioxeHud Ne 11 k
HacTtosluM [ IpaBuiiam.

MHOroKOMIIOHEHTHBIE BOJHEIE M3BJEUYEHUS W3 JIEKAPCTBEHHOIO PaCTUTEJIBHOrO
CBIPbsi, TPeOYIOLIEro pa3iUYHbIX YCIOBUN SKCTPAKILHH, H3rOTABIUBAIOTCS Pa3IENbHO C
HCIIOJB30BAHUEM Ul OKCTPAKLIMHM MAKCHMAaJbHO BO3MOXHOIO 00BEMa BOJIBI
OUHMILEHHOW, HO He MeHee YyeM 10-KpaTHOro Mo OTHOLIEHUIO K Macce JIEKapCTBEHHOTO
PAcTUTENBHOTO ChIPbSL.

55. Tlpu HW3roTOBNEHWH BOAHBIX WU3BJICYEHHMH M3 JIEKAPCTBEHHOTO CHIPbS HE
JIOMYCKAeTCs MCMOJb30BaHWE KOHLUEHTPUPOBAHHBIX pPAaCTBOPOB  JIEKApCTBEHHBIX
cpenctB. IlopoikooOpa3Hble JI€eKapCTBEHHBIE CPENCTBA PACTBOPSIOTCS B TOTOBOM
BOJHOM M3BJI€YEHHMH NPH IEpPEMEIIMBAHUK W (QUIBTPYIOTCS 4epe3 TOT XKe (QUIbTP,
KOTOpBIA  HWCIONb30BaiCs 18  (UIBTPOBaHMS  BOAHOro  u3Bjeuenus. [lpu
He0OXOAUMOCTH 00BEM JIEKapCTBEHHOH (OpMBbI JOBOAMTCS BOJAOW OYMUIIEHHOH [0
o0beMa, yKa3aHHOTO B pelierTe UK TpeOOBaHHH.

56. Ilpy M3roTOBIEHUM BOJAHBIX U3BJIEYEHUH HCIOJB3YIOTCS CTaHAApTU30BaHHBIE
CyXHe U XKUAKHe dKCTpakThl. CyxHe CTaHAapTU30BaHHEIE SKCTPAKThI BBOASATCS B COCTaB
KUJIKUX JIEKAPCTBEHHBIX (OpM MO TpaBHIaM pAacCTBOPEHMs IOPOIIKOOOPAa3HBIX
JIEKApPCTBEHHBIX CPEACTB, a JKUIKHE — I10 NpaBuaM J00aBieHHs CIHPTOCOAEPKALIHUX
JIeKapCTBEHHBIX CPEACTB.

HzrotoBneHue PacTBOPOB 3alIUIICHHBIX KOJJIOWJ0B

57. PacTBOpbl 3alIMIIEHHBIX KOJJIOWAOB IIpOTaproja, KOJUlaprojia, HXTHOJA
M3rOTaBIMBAIOTCS MacCO-00bEMHBIM METOIOM.

PacTBOpbl MpoTaproja W3rOTABIMBAIOTCSA, IyTEM paAcChIllaHWs ero Ha
TIOBEPXHOCTH BOJBI OYMILIEHHOH M OCTABJIEHHMS 0 IOJIHOTO PaCTBOPEHHS.

PacTBOpBI KOJIIAproJia H3roTaBIUBalOTCS C MIPEABAPUTEIBHBIM €r0 U3MENbYCHHEM
U CMEIIMBaHUEM C BOJIOW OYUILEHHOM.

Konnouauble pacTBOpsl (QUIBTPYIOTCS uepe3 00€330/IeHHBIE OyMaXKHEBIE HIIH
CTEKJITHHBIE PUIBTPEI.

H3rotoBiieHHe CyCIIEH3UN U IMYJIbCUH

58. CycneH3uu U 3MYJBCHH H3TOTaBIMBAIOTCS B CTYINKE MU C MCIOIb30BaHHEM
CMECHTeIel pa3IniHON KOHCTPYKLHUH.

CycrneH3MH M 3MyJbCHHM HE3aBHCHMO OT KOHLEHTPALlMKM W3rOTaBJIMBAIOTCH IO
Macce.
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IIpy W3rOTOBJIEHWH CYCIIEH3UH M 3MYJIbCHH B CMECHTENIIX BCE HHIPEIUCHTEHI
MOMEIAIOTCA B ammapaT W TMepeMeIIMBaIOTCsS A0 MOJY4YeHHs OJHOPOIHOM MAacCHI.
Bpemst cMeIlIHMBaHHUS ~ONpejeNnseTcss CBOWCTBAMM JIEKAPCTBEHHBIX CPEACTB U
KOHCTpYKLIMEN anmnapara.

CycneH3un He Mmoanexat (GUIbTPaLUK.

59. U3roToB/ieHHE CYCIIEH3HI B CTYIKe MyTeM HW3MeNbueHHs MOPOIHIKOOOpa3HbIX
HepacTBOPUMBIX JIEKAPCTBEHHBIX CPEICTB INPOU3BOAUTCS 10 MPaBUIaM HU3TOTOBJICHHS
MOPOIIKOB C MOCJELYIOUMM JUCIEPrUPOBAHUEM ONTHMAIBHBIM  KOJIMYECTBOM
YHUIKOCTH (B KOJIMYECTBE 2 OT MacChl U3MENbYAEMOr0 JIEKAPCTBEHHOTO CPeACTBA HITH
M3MENbYaeEMOro JIEKAPCTBEHHOTO CpeACTBa M cTabunusaTopa) M pasOaBlieHHEM
JUCIIEPCUOHHON Cpeno.

60. WsroTtoBiieHHe CYCNEH3WH U3 TUAPOPOOHBIX JIEKAPCTBEHHBIX CPEACTB
OCYILECTBJISETCS C HCIOJb30BaHUEM CTaOMIM3aTOPOB TETEPOT€HHBIX  CHUCTEM,
yKkazaHHBIX B mnpuiokeHud Ne 12 k HacTtosmmMm IlpaBunam, u € ydeToMm
(GH3UKO-XUMHYECKHUX CBOMCTB JIEKAPCTBEHHBIX CPEJCTB M CTaOMIM3aTOPOB, a TAKKe
crioco6a NMprUMeHeHHsI IEKapCTBEHHONW (GOPMBL.

61. TIpy U3rOTOBJIEHHH 3MYJIBCHH HCIONIB3YIOTCS SMYJBraTophl, BEIOOP KOTOPBIX
oOyCITOBIEH HMX  TEXHOJOTHYECKMMH H  (QH3MKO-XMMHUYECKMMH  CBOHCTBaMH,
KOJIMYECTBOM MacisiHON (a3bl U Ha3HAYEHUEM 3MYJILCHH.

OMyJIBCUHM HM3TOTABJIMBAIOTCS B CTYNKE 4epe3 CTagHiO NEPBUYHOH 3MYJIBCHH C
pacyeToM KOJIMYECTBA €€ HMHIPEAHEeHTOB C  IOCHeAyIoLMM  pa30aBieHHeEM
JHUCIIEPCUOHHON CpeaoH.

Cnoco6 BBeleHHMS JIEKAPCTBEHHBIX CpPEICTB B 3MYJICHM OIPEAENIeTcS HX
(bU3NKO-XUMHUYECKUMH CBONCTBAMH.

Hzrorosnenue PacTBOPOB r'OMEOTIATUICCKHUX U pa313e11eH1/1171 roMEOIIaTHYCCKHUX

62. PactBOopel = roMeonaTHYeCKMe W  DPa3BENECHUs  TOMEOIMAaTHYeCKHe
M3rOTABIMBAIOTCS 110 MacCe M MCIOJB3YIOTCS B KadecTBe CyOCTaHUMHE s
M3rOTOBJIEHUST TOMEONATHYECKHX JIEKQPCTBEHHBIX IIpelnapaToB WM B KayeCTBE
JIEKApCTBEHHBIX MPenapaToB AJsl BHYyTPEHHETO, HAPY)XHOr0 M MECTHOTO MPUMEHEHHUS.

Pa3BeneHHs rOMEONAaTHYECKHE TMOJyYaroTCs MyTeM CTYIEeH4YaToro pasdaBieHMs,
COIPOBOXKAAIOIIETOCS BCTPSIXUBAaHHEM pPAaCTBOPOB TOMEONATHUYECKUX, TPHUTYpaLuit
rOMEeOIAaTHYECKHX, HACTOEK TOMEONaTHYECKUX MaTPUYHBIX.

B xauecTBe pacTBopuTeNiedl MPUMEHSIOTCS BOJa OYMILIEHHAs, BOJA M1 MHBEKIHH,
pacTBOp HATpHs XJOpWUAA M30TOHHYECKHUi, TIMLEPHH, CIUPT 3TUIOBBIM WK JPYroi
pacTBOPUTENb, yKa3aHHBIM B (hapMakomneiiHON cTaTbe WIH JOKyMEHTE B 00JacTH
KOHTPOJIS Ka4eCTBa.

KonuyecTBa BOABI OUHIIEHHONW MU CITUPTA 3TUJIOBOTO Ui IPUTOTOBJIEHHUS BOJIHO-
CIIMPTOBBIX PAaCTBOPOB pa3lM4YHONW KOHLEHTpalMM IpuBeNeHbl B Tabiauume Ne 4
npunoxxerust Ne 9 x Hactoamum IIpasunam.

Pa3sBefieHus1 rOMeONaTHYECKHE U3TOTABIUBAIOTCS B IOMELIEHHH, 3AIIMILEHHOM OT
IPAMOrO COJIHEYHOTO CBETa, C HCIOJNB30BaHHEM IIJIOTHO 3aKyIOPHBAIOLIKXCH
CTEKJISHHBIX COCYIOB, 00BeM KOTOpbIX Ha 1/2-1/3 Gonbiie oObemMa pa3sBOAMMOIrO
aKTUBHOTO KOMIIOHEHTa. B  mpollecce UW3roTOBIEHMsS  KaXJ0€  pa3BeleHHE
MOTEHI[UPYETCS IIyTEM BCTPSAXUBAHHUS.
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B crnydae WHCMONB30BaHUsl JIi WM3TOTOBICHUS pa3BEJeHUM IOMEONMaTHYECKUX
(pacTBOPOB rOMEOMNAaTHYECKUX ) B KA4ECTBE PACTBOPUTENIS BOAB!I OUHMINEHHON UM BOMBI
JUTS MHBEKLMHI Ha MapKHUPOBKE YKa3bIBAECTCSI «BOTHOE.

BojaHble pa3BeleHHS TOMEONAaTHYECKUE HCIOJb3YIOTCA Ui HM3TOTOBJIEHUS
pPacTBOPOB HWHBEKLHUOHHBIX T[OMEOMNMATHYECKUX, Ma3el, CYyMNIO3WTOPHEB, Karelb
rJIa3HBIX TOMEOTIaTUYECKHUX.

BoHEle pa3BeleHHs roMeonaTHuecKue, IpeqHasHauYeHHbIE IS [TOTy4YE€HHs Ma3en
U CYIITO3UTOPHEB, U3rOTaBIMBAOTCS Ha BOJAE OYHIIEHHOM.

63. Hns MOJTy4YEHUS pa3BeleHUN rOMeOoNaTUYECKUX (pacTBOpPOB
rOMeonaTHYECKHX) UCIONb3yIoTCs MeToabl ['aHemaHa, Kopcakosa u LM — MeTon.

Ilpy wWcrnone3oBaHWM Merona [aHeMaHa JecaTuuHble pasBeneHus (1:10)
obo3Hauatotcs OykBoit «D», coreHHsle paszenenust (1:100) — 6ykBoit «C», ¢
yKa3zaHHEM 4YHUciIa CTyIeHel pa3Be/ieHHs (MOTeHUHpOoBaHus) apabckumu uupamu. Ipu
M3FOTOBJIEHHH KaXOIOro IECATHYHOTO HJIM COTEHHOIO pa3BeNEHMs] HCIIOIB3YETCS
OTJEJIbHBIN COCY .

Jlns TIpUCOTOBIIEHMST PacTBOpPOB mepBoro gecsitugHoro (D1) umu  mepsoro
corennoro passenenus (C1) 1 gyacth cyOcTaHuuM pacTBopsieTcs B 9 wacTax uid 99
YacTAX PacTBOPHUTENS W BCTpSIXHBaeTcs (MIOTEHLUpPYETCs), €CJIM MHOE HE yKa3aHO B
dapMakoreiHoil cTaTbe.

Bropoe npecsatuunoe passenenue (D2) rorosutes u3 1 yactu pactBopa (D1) u 9
yacreii cnipta 43 % (o Macce), eciii He yKa3aH MHOH pacTBOPHUTENb B TOKYMEHTE B
obnactu KOHTpoJds kadectBa. [locnmeayromme pa3BeleHHs TOTOBATCS aHAJIOIMYHO.
Bropoe cotennoe passenenue (C2) roroButes U3 1 yactu pactBopa (Cl) u 99 yacrei
criupta 43 % (1o Macce), eciid He yKka3aH MHOH pacTBOPUTENb B JOKYMEHTE B 00JaCTH
KOHTpOJIs kKadecTBa. [locnenyromye pa3BeleHUs! TOTOBSATCS aHAJIOTHYHO.

CriocoGpl  mojy4eHHs pa3BeJeHHH HAaCTOEK TIOMEONaTHYECKHX MaTPHYHBIX
npuBeaeHb! B mpuioxxeHu Ne 13 k Hactosamum [IpaBunam.

Eciy npu moiydeHHM pacTBopa TpeOyercss ucnons3oBaHue crnupra 15 % (mo
Macce), TO INepBoe JAecaTuuHoe pasBeneHue (D1) monydaercs ciefyromuM oOpa3oM:
0JlHa 4acTh CyOCTaHLIMU pacTBopsercst B 7,58 yacTsax Boabl U pubasisieTcs 1,42 yactu
ciupta 94 % (mo macce). lns nomydeHus nepBoro coteHHoro passefienus (Cl) oana
yacTh CyOcTaHUMH pacTBopsieTcs B 83,4 yacTax BoAbl U K Hel npubasnsercs
15,6 vacteii cnupta 94 % (no macce);

[Tpu WU3rOTOBJIIEHUH pa3Be/leHH rOMeOoNaTUYECKUX (pactBOpPOB
romeonatuuecknx) mno KopcakoBy pa3BeneHus o6o3HaudaroTcs OykBod «K» ¢
yKa3aHHEM YHCJIa CTyneHel pa3seneHus (MOTeHIMpoBaHus) apabckumu undpamu. [pu
JAHHOM METOJI€ COTEHHBbIE pa3BelleHHs TOTOBITCS B OOHOM U TOM Xe cocyne. Ilepsoe
COTEHHOE pa3BelleHHe T'OTOBUTCS B COOTBETCTBUM C METOAOM, HCIOJIE3YEMBIM IIPH
MOJIyYEHHH HACTOMKM TOMEONaTHYecKOH MaTpUYHOH WM cyOcTaHuMU. B mepBeii
COCYy IMOMEIAETCS OTMEPEHHOE KOJIMYECTBO HACTOMKH NOMEONaTUYECKOW MaTpUYHOH
WK CyOCTaHLMM, TpubaBiseTcss HEOOXOOMMOEe KOJHYECTBO COOTBETCTBYIOLIETO
PacTBOPHUTENS M BCTPAXUBAETCS, B pe3yJbTaTe YEro I0Jy4aeTcsl IEPBOE COTEHHOE
pazBeznenue. [lonydeHHOe pa3BeieHHE MEPEHOCUTCS BO BTOPOH cocyl ¢ 0003HaUYE€HHEM
K1, myTeM mnepeBopauMBaHHs BBEpX OHOM MJIM OTCachlBaHWA. B mepBeIii cocyn,
CoJepXKallMii OJIHYy YacTh MEPBOrO COTEHHOTO pa3BeleHHUs, NpudasisgeTcs 99 yacrei
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PacTBOPHUTENS, BCTPSXHUBAIOT, B DE3yJbTaTe 4Yero IMOJy4aeTcs BTOPOE COTEHHOE
passenenue no Kopcakosy. [TomyueHHOe pa3BeleHUE NEPEHOCUTCH B TPETHH COCYA C
o6o3HauenrneM K2. AHaJIOrMYHO IMOJy4dalOTCsl BCe MOCHEAYIOIINE pa3BeACHH s, BIMBas
KaXIblit pa3 99 yacteil pacTBOpPUTENS B OAUH U TOT XK€ MEPBBIA COCY A0 TOCTHIKEHHS
TpebyeMoro pasBeleHHMs. B cllyuae HCIONB30BaHUS HEPacTBOPMMON CyOCcTaHUUU
nepBble TPU TMOTEHLHUPOBAHHbBIE TPUTYpPalMM IOMEOINATHYECKHE HM3TOTABIMBAIOTCS C
JAKTO30W MOHOTHMIPATOM, €ClIM He YKa3aHO HHOe, 10 METOAY, NpHUBEIEHHOMY B
I'nase II pasgena «M3rotoBieHHe JeKapCTBEHHBIX NpenapaTtoB B (GOpMe TPUTYpalui
romeonatudeckux» Hacrtosmux [Ipasun. Ilocnepyroimye pa3BeleHHS TOTOBATCH,
HCIIONB3Ysl JKUAKUI paCTBOPUTENH 110 BBILIE IPUBEAEHHOMY METONY.

LM-passenenus (1:50000) o6ozHauatoT OykBamMu «LM» ¢ ykasaHueM uucna
CTymneHel pas3BeneHusi (MOTEHUUPOBaHMS) PUMCKUMH uMbpamu. LM-passenenus
(50-TEICAYHEIE TTOTEHIIHK ) TOTOBSATCS U3 TPUTYpaLMi CyOCTaHIUM B TPETHEM COTEHHOM
passenenun (C3), myTeM mocCieIOBaTENbHOr0 IIOTEHLUHWPOBAHHS B COOTHOLICHHH
1:50000 u obosnauarorca Oyksamu «LM» (L — 50; M — 10 000). B mpouecce
M3TOTOBIIEHUS KaXI0€ pa3BeleHHe MOTeHUUpyeTcs myTeM BeTpsixuBanus 100 pas. s
LM-pa3senenuii npumensiercss mkana or LM I mo LM XXX, To ecTb umeeTcs
30 cryneHeil pa3BeaeHus (MOTEHUMPOBaHUs). B oTiMyYMe OT AECATHUUHBIX U COTEHHBIX
CTyIEHb pa3BefeHus s mkansi LM-pa3BeneHus 0603HayaroTCss pUMCKUMH LIKPPaMH.

Jns nonyuenus passenenuss LM It 0,06 r TpHTypauuu TroMeonaTHYeCKOH
TpeThero coteHHoro passefenus (C3) pacrBopsiercst B 20 M criupra 15 % (o macce)
u BcTpaxuBaercs (uto coorBercTByeT 500 kamiam). OmHa Kamisg [OJy4EeHHOTO
pacTBOpa MEPEHOCHTCS B IUIOTHO 3aKpbHIBAIOLIMICA COCYyl BMECTUMOCTBIO 5-10 Mmi,
npubasnsiercs 2,5 ma cnupta 86 % (mo macce) (uTo coorBeTcTBYeT 100 KamisMm) u
sHepruyHo BcTpsixuBatorcss 100 pa3. TlomydeHHBIM pa3BeleHHMEM pPaBHOMEPHO
yBnaxuserca 100 rpamm caxapHbix rpadyn (okxono 470-530 rpanyn B 1 rpamme).
ITocsie mpoNUTEIBAHKS B MIOTHO 3aKPbIBAIOLIEMCS COCYIE€ MPAHyJIbl BRICYLIIMBAIOTCS Ha
BO3/JyXe NPH KOMHATHO# TeMIlepaType IO MOCTOSHHOM Macchl. ITonmyueHHble rpaHyJibl
COOTBETCTBYIOT pazBefeHuo LM L.

Ins mnonydyenuss passefeHus LM II: omna rpaHyna B passegenud LM 1
TIEPEHOCHUTCS B IJIOTHO 3aKPBIBAIOLINICS COCY]] BMECTUMOCTRIO 5-10 M1, pacTBOpsieTCs
B OJHOH KaIlje BOABI OYMILEHHOM, Mpubasnsercs 2,5 ma cnupra 86 % (1Mo Macce)
(cootBercTByeT 100 KamnsM) ¥ 3HepruyHo BcTpsixuBaercss 100 pas. IlomyuyenHoe
pa3BelleHHe HaHOCHTCS Ha ciienyromue 100 rpaMM caxapHBIX IpaHyl, Kak yKa3aHO
BBILLE.

AHaJIOTHYHO Moy4arTcs nocienyromue LM — pa3senenus.

Ins nonydenus xunkux LM-passepenuit u3 LM-passeneHuidl rpaHysn oOaHa
rpaHyna COOTBeTCTBYIolero LM-pa3senenus pactBopsiercs B 10 mn cmpta 15 % (1o
macce). Ilonyudaercss pactBop, LM-pa3BeneHHe KOTOpOTO COOTBETCTBYET LM-
pa3BeJIEHUIO TpaHyJbl, B3STON IJIs1 pAaCTBOPEHHUS.

64. Jlnd W3roToBIEHMs pa3BeleHHN romeonarudeckux (mo IamemaHny) wus
TPUTYpALMii TOMeonaTHYeCKUX UCIIONB3YIOT JIBa Crocoba:

Crnioco6 1. [Insg mony4eHHs 4eTBEPTOr0 COTEHHOro >XHakoro passeaeHus (C4)
1 YacTh TPUTYpalMH CYOCTaHLIMH TPEThEro CoTeHHoro passefenus (C3) pacTBopseTcs
B 79 yacTax Bojsl, mprbassercs 20 yacteit criupra 86 % (1o Macce) U BCTPAXUBAETCS.
[Tatoe cotennoe (C5) U Bce MOCeAyIOLIHE COTEHHbIE pa3BeleHUs] TOTOBATCS U3 OAHON
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YacTH NPEBIAYIIEr0 COTEHHOTO pa3BeieHUs U 99 uactel cnupra 43 % (1o mMacce) mpu
BCTPSIXUBAHHUHU.

Cnoco6 2.  JIysl MOJy4eHHs LIECTOro AECSATHYHOTO )KHUAKOro passeneHus (D6)
1 uacTh TpUTypalUWHM CyOCTAQHLMM YETBEPTOro JeCATHYHOro passeleHus (D4)
pacTBOpsieTcs B 9 4acTSX BOABI M BCTPSXMBAETCH. 3aTeM OJIHA HacTh MOJY4YEHHOro
pasBeJeHus BCTpsixuBaercst ¢ 9 yactsiMu cnupTa 30 % (1o mMacce).

AHaJOrM4HO TMOJydYaeTcsi CeAbMOe NecATHYHOe XXHuakoe pasBeneHue (D7) us
TPUTYpalMd TOMEONATHYECKON IATOro AecaTHYHoro passefieHus (D5), a Bocemoe
HecsITUYHOE XuaKoe pasBeaeHue (D8) - U3 TpuTypauuu roMeonaTHYeCcKoH IIECTOro
JIecaTHYHOro paseaeHus (D6).

Ot gesstoro (D9) u Brlllle AecATUYHbIE Pa3BEAEHHUS TOTOBATCH W3 MPEIbIITYIINX
JecATHYHBIX pa3BeeHuil co ciuptoM 43 % (o Macce) B cooTHowenuH 1:10.

Jlns mosy4eHHWs LIECTOr0 COTEHHOro ujakoro passeaenust (C6) oaHa 4vacTh
TPHUTypaLli¥ TOMEOIATHYECKOH 4eTBepTOro coTeHHoro paspeiaeHus (C4) pactBopsercs
B 99 r BOIBI U BCTpXUBaeTcs. 3ateM | yacThb MOJIy4E€HHOIO Pa3BeICHHUS BCTPSIXUBAETCS
¢ 99 yactamu crupta 30 % (o macce).

AHaJIOTHYHO TOJy4yaeTcs cefibMoe coTeHHoe pasBefieHMe (C7) u3 TpUTypaluu
roMeonaTHyeckol rmngroro coreHHoro pasBeaeHus (C5), a BOCBMOE COTEHHOE
paspefenue (C8) - U3 TPUTYpaLKH LIECTOro COTeHHOro passenenus (C6).

Ot npestoro (C9) W BhHIlE XUAKAE COTEHHBIE pPa3BEACHUS TOTOBATCS U3
TpeIBIAYILErO XKHAKOTO COTEHHOrO pa3BelleHHs C UCIONb30BaHHEM cnupTa 43 % (1o
Macce) B cooTHoenuu 1:100.

Xuaxue pasBenenus u3 tpurypauuit D6, D7, C6 u C7, mony4eHHble MO
ONMCAaHHOMY METONy, He MOTYT HCIIONB30BATECA Ui TMOJYYEHHs TOCIEoYIOMUX
pa3BelleHU.

U3rotoBieHre roMeONaTHIECKUX CMECEH

65. ToMeonaTHYeCKWe CMECH TMPEACTAaBISIOT co00il CcMecH TpUTypaLHi
roMeonaTUYECKuX, HacToeK rOMeonaTH4YECKHUX MaTpUYHBIX, pacTBOpPOB
rOMEONAaTHYEeCKUX WM  pa3BeeHWH  TOMEeONaTH4YeCKHX €  pas3IMYHbIMH
BCIIOMOTraTeIbHBEIMH BEIECTBAMHU W TpeJHa3HAYeHbl JJIs MOJIy4eHHUs JIEKApCTBEHHBIX
CpEeOCTB.

CreneHp pa3BeleHHS AaKTUBHBIX KOMIIOHEHTOB B TOMEONATHYECKUX CMECIX
moaydaeTcs  IyTeM WX [OCJIEAOBAaTeNbHOTO  CTYNEHYaTOro  pasbasieHus
(MOTeHUMpPOBaHMs) C TpPUMEHEeHHeM BCIOMOTaTeJBHOrO BEMECTBA (HANpUMED,
PacTBOPHUTENb, HOCUTENB), KoTOpoe nobaBnsercss B cooTHoeHuu 1:10, 1:100 wnu B
MHOM COOTHOIIIEHHH, YKa3aHHOM B peLenTe WK TPeOOBaHUH.

CreneHb pa3BelleHHs AaKTHBHBIX KOMIIOHEHTOB B TOMEONMATHYECKUX CMeCSX
COOTBETCTBYET YHCIy CTyMEHeH WX pa3sBeAeHMs NpU I[OJyYeHUH TOMEONaTHYEeCKUX
CMecCeH.

66. 'oMeonaTHyecKHe CMECH MOTY4al0TCs ABYMS criocobamu:

Crioco6 1. Kaxnplii  aKkTUBHBII  KOMIIOHEHT, BXOASIIMHA B  COCTaB
rOMEONaTHYECKON CMECH, MPEABAPUTENBHO TOTEHLUPYETCS 10 HEOOXOAUMOH CTENEHH
pa3BeleHHs M 3aTeM CMELLUMBAeTCsl NPEANHUCAaHHOE KOJUYECTBO (MO0 MAacce) Kaaoro
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MOJIy4€HHOTO pa3BeCHHUS,;

Crioco6 2.  CMemuBarOTCS TMpeANHCaHHOE KOJHW4eCTBO (MO Macce) KaK[oro
AKTHBHOTO KOMITOHEHTA, B3ATOr0 B pa3BeACHUHU Ha psAl CTYIIEHEeH HM)KE KOHEYHOro, U
COBMECTHO MOTEHIUPYIOTCS A0 HEOOXOAUMON CTENEHHU UX Pa3BEIECHHUS B CMECH.

67. COBMECTHO OTEHLUPYIOTCS:

1) roMeomaTHYeCKHE CMECH, COAEp)KallME TOJBKO >KMIKHE TOMEOINAaTHYECKHE
pa3BeIeHus, TIPY MOJYYeHUH KOTOPHIX B KaueCTBE PacTBOPHUTENS (MM 3KCTpareHTa)
MCIIONB3YETCS CIHPT OTHJIOBBIM pa3NWYHON KOHLEHTpalMM TIpH COOJIOJEHHH
cootHouieHus 1:10 wiu 1:100. B cocTaB TakMX rOMEONAaTUYECKHUX CMECEH MOTYT
BXOAUTH HACTOMKM TrOMeOolaTHYeCKhUe MATPUUHbIE, JKUIKHE TOMEONATUYECKHE
pa3BeleHUs] TPUTYpALUii TOMEONaTHIECKUX, PACTBOPEl TIOMEONAaTHYECKHE U (UIIK) UX
paszBenenus. Ha kaxmoit cTyneHH NOTeHUMpPOBaHHs OJHA YacTh CMECH B30asIThIBAETCH
¢ 9 unu 99 yacTAMHM CHMpPTAa 3TUJIOBOTO KOHLIEHTPALIMM, YKa3aHHOHW B pelelNTe WIIH
TpeboBaHUH. Ecnu roMeonatudeckue CMecH IpeJHa3HA4eHbl A BBEIEHHS B COCTaB
JIEeKapCTBEHHBIX (GOpPM Ui NMapeHTepaIbHOIO NPUMEHEHHMS MITH TJIa3HbIX Karelnb, 1Ba
NOCIIEHUX JECATHYHBIX pa3BeleHHUs WIM TIIOCJie[HEe COTEHHOE pa3BelcHUE
MOTEHLIMPYIOTCS C HCIOJB30BaHUEM BOJBI AJII WHBEKLMM WIM pacTBOpa HATpHUs
xyiopuzaa 0,9 % nns uHBEKLNH;

2) TpUTypauud TOMEONaTHYeCKHe M >KUIKHE TOMEOIATHYECKHE pa3BelleHHS,
MOJIyYeHHbIE C MCIOJb30BaHHUEM BObl, BOIHO-COJIEBBIX WJIH BOJHO-TJIMLIEPHHOBBIX
pacTBOPOB B KauecTBe pacTBOpHUTeNs (WIM 3KcTpareHTa). B cocTaB Takux cmecei
MOTYT  BXOAWTb  BOIHBIE  pacTBOPbI, BOJAHBIE  DPa3BEel€HHs  TPUTYypalMi
roMeonaTHYeCKUX, HACTOWKH TOMEOoNaTHYeCKHe MaTPUYHBIE, NTOJyYEHHEBIE U3 CBEXKErO
WM BBICYILIEHHOTO PacTUTENBHOTO ChIPbS CHOCOOOM Mallepallid W (epMEeHTaluu B
CMECH BOABl C MOJIOYHOH CBIBOPOTKOM, MEIOM WM JIaKTO30H, HACTONKH
roMeornaTHYeCKie MaTpHYHbIe, [OJyYeHHblE Malepalred CbIpbsi  XHBOTHOIO
NPOMCXOXIEHHUS B CMECH TIIHLEpPHHA C pacTBOpoM HaTpus xjopuaa. Ha kaxmon
CTyIIEHH TMOTEHI[HPOBAHMS OJHA 4YaCTh OMEONATH4eCKOH cMecHu B3OanThIBaeTcs ¢ 9
uid 99 yacTIMH pacTBOPHUTENs, YKa3aHHOro B pelenTte HiIH TpeboBaHuM. Eciu
roMeornaTHYeCKHe CMeCH IpelHa3HadyeHbl AJI BBEJEHHs B COCTaB JIEKAPCTBEHHBIX
dbopM 1Sl MapeHTepalbHOTO NMPUMEHEHHWs WJIM [Na3HBIX Karejb, TO /1Ba MOCIEqHUX
INECATUYHBIX pa3BeleHUs WM IOCJeIHee COTEHHOE pa3BeleHHEe IMOTEHLHUPYIOTCSA C
UCIIONB30BAaHWEM BOIBI I HHBEKIMH, pacTBopa HaTpus xyopuga 0,9% mus
UHBEKLMHA, H30TOHHYECKOro pacTBopa, cogepxamiero 0,2 4acTM  HaTpus
ruapokapboHaTa, 8,8 yacTeil HaTpus xjopula ¥ 91 4acTe BOABI OIS MHBEKLWH WIIH
JApYroro  pacTBOpHTENs, yka3aHHOro B  (apMakoleHHOH cTaThe, oOwIEH
(bapMmakoreiHol cTaThbe WIM JOKyMEHTe B 00nacTM KOHTpons KadecTta. [lpu
MPOU3BOJCTBE TaKHWX TIOMEONaTHYeCKHUX CMECEeH cleayeT pyKOBOACTBOBATHCS
TpeOOBaHUIMHU pa3zenoB «OcobeHHoctu W3rOTOBJIEHHUS UHBEKLIMOHHBIX
roMeonaTH4YeCKuX  pacTBOpoB» M «(OCOOEHHOCTM  M3rOTOBJIEHHS  IJIA3HBIX
roMeonaTH4YecKuX Kamenb» Hactosiux [IpaBun. [Ipu nonydeHuM cmeceit (npH
COBMECTHOM  TIOTEHUHWPOBAaHMM  TPUTypalMM  T[OMEONATHYECKOW W IHKMAKHUX
rOMeolaTHYEeCKUX pa3BeIeHUI) ISl HAHECEHUs Ha HCXOIHblEe TpaHyNbl CaxapHble
crmocoOOM HacJaWBaHMS Ha MoOcheHeN CTyNEeHN OTEeHLUPOBAHUS IPUMEHAETCS CHPOII
caxapHbIit 64%. Bo Bcex Apyrux ciayd4asix AJis IOTEHUMPOBAHUS CMECEH UCIIOJB3YETCS
BOJA IJI UHBbEKLIUH;
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3) roMeonaTuuecKkrue CMECH, CoJepXkallue TOJIbKO TPUTYPALIMK FOMEONaTHYECKHE,
U3roTOBJIEHHBIE M3 IOPOIIKOB, TOMEONAaTUYECKUX MATPUYHBIX HACTOEK, PacTBOPOB
rOMeOonaTHYECKUX U (WUIIH) UX pa3BeleHH.

Ha xaxmoi CTyrneHH MOTEHUHPOBAHHUS CMEIIMBAIOTCA M pacTHparoTcs | 4acTh
cMecH ¢ 9 unu 99 yacTIMH MOJIOYHOTO caXxapa B COOTBETCTBUH C TpeOOBaHUAMM I n1aBbI
II paszmena «M3roToBiieHWe JIEKapCTBEHHBIX IIpenaparoB B (GoOpMe TpUTypaluid
roMeornaTuiecKux» Hactoawwux I Ipasu.

H3roroBiieHHe roMeonaTHYeCKUX Karieyb

68. I'oMeomaTHyecKkHe KaIUTd TMPEACTaBISAIOT CO0OHM JXUAKYIO JIeKapCTBEHHYIO
dbopMy, COIEpXallyl0 OJWH WM HECKOJIBKO AaKTHUBHBIX KOMIIOHEHTOB B
COOTBETCTBYIOILIUX FOMEOINATUYECKUX pa3BeICHUMX.

[omeonaThyecKkue Karuld TOTOBSITCS MO Macce MU MOTLYT COAEPKaTh OJUH HIIH
6oJiee aKTUBHBIX KOMIIOHEHTOB.

B kadecTBe AaKTHBHBIX KOMIIOHEHTOB IIpM H3IrOTOBJIEHHMH TOMEONaTHYECKUX
KareJib UCTOJIb3YIOTCS TOMeONaTU4eCcKhe MaTpuYHble HACTONKH, HX TOMEONaTHYECKHE
pa3BeleHHs, pPacTBOPbl IOMEOINATHYECKHE, >XHUIKHE TOMeEONaTHYECKHe pa3BeAEeHMUS.
[TocnegHee OecATUYHOE UIW COTEHHOE pa3BeleHHE aKTHMBHOIO KOMIIOHEHTa
MOTEHUUpPYEeTCS C MpPUMEHEHHEM pacTBOPUTENS, IIPEdyCMOTPEHHOTO B COCTaBe
rOMeOINaTH4EeCKUX Kallelb.

B kauecTBe pacTBOpHUTENed IPH W3TOTOBIEHHH TOMEOIATHYECKHX Karellb
HCITONIB3YIOTCS OYMIIEHHAas BOJAA, MMHULEPHUH, CIIUPT, XXKUPHBIE U MHUHEpalbHbIE Macia,
MHOM paCTBOPMTEIND, YKa3aHHBIA B (apMakoneiHoi crtarbe, o0llel dapmakoneiHon
CTaThe WJIK JOKYMEHTE B 00s1acTi obecrieueHHs: KauecTBa.

69. UsrotoBleHHBlE  TOMEOMNAaTHYECKHWE  Kalsd  pacgacoBBIBAIOTCA  C
MCITOJIb30BaHMEM MEpPHON MOCYIbl WM Pa3jH4HBIX J03aTOPOB B COOTBETCTBHHU C
00BEMOM.

HzrorosneHne roMeonaTU4eCKux CHUPOIIOB

70. TomeomnaTuueckuii CUpOI MpeACTaBIsieT cO00M CHPOI, CoAepXalluil OAWH
WM HECKOJBKO aKTHBHBIX KOMIIOHEHTOB B COOTBETCTBYIOLUMX TOMEOINAaTHUYECKUX
pa3BeleHUsX.

71. T'omeomnaThuecKWid CHUpPOIN H3rOTABIMBAETCS IOCPEACTBOM pacTBOPEHHS
CHpPOIT000Pa3yIoLIEero KOMIIOHEHTa B KUIIALIEH OuMIleHHOH Boze. ITonyyeHHbIH cupor
buabTpyeTcs B TOpsS4YeM BHAE B CTEpUIIbHYIO eMKocTb. KoOHLeHTpauus caxapa B
rOMeOoIaTHYECKOM CHPOIIe He MOXeT ObITh Oosiee 72 Y%.

B ocTHIBIIMI CHpON BBOJSTCS TOMEONMAaTHYECKHE MATPUYHBIE HACTOWKU WU HX
roMeonaTH4yecKue  pa3BelieHWs, pacTBOpPbl  IOMEONAaTHYeCKHe U IXKUAKHE
roMeornaTHUYEeCKHE pa3BeAeHHs, TPUTypaUUM TroMeolaThyeckue M (MIU) HX
roMeonaTH4eCKHUe pa3BedeHus.

B kadecTBe KOHCepBaHTa [UIsi W3FOTOBJIEHHWS TIOMEONAaTHYECKOro CcHpomna
HCMOJIB3YETCS CIUPT, IPUMEHEHHE IPYTUX KOHCEPBAHTOB HE JOIYCTUMO.

[TonyyeHHBIH TOMEOMaTHUYEeCKUH CHUPOIl MPOLIEKUBAETCS 4Yepe3 IIOTHYH TKaHb
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WK JpYTroil MoAXoAsIIUN MaTepHal.
KoHueHTpaluus caxapa B JIEKapCTBEHHOM IIpenapare JODkKHaA ObITh He MeHee 64%.

M3rotoBneHue HaCTOEK TOMEOMATHYECKUX MATPUYHBIX U KUIKUX
roMeoIaTHYeCKUX pa3BeleHui (1o I'anemaHy)

72. HacToiiku romeonaTHyecKMe MaTpU4YHBIE MPEACTABIAIOT COOOH JKUAKHE
U3BJIEUEHHUS M3 CBEXECOOPAHHOTO WJIM BBICYIIEHHOTO CBIPbS PAcTUTENBHOIO W/WUIU
’KUBOTHOT'O MPOUCXOKIEHHUS, CMECH COKa PACTEHUM C 3TAHOJIOM.

73. CbIpbe pacTUTENBHOTO TMPOUCXOXKACHUS H3MeNbyaeTcs 10 00pa3oBaHuUs
KalllWLbl, a BBICYIIIEHHOE — JO YacTHl, pa3Mep KOTOpbIX yka3aH B Tabmuue Ne 2
npunoxeHus Ne 4 k HactosuM IIpaBunam.

BrICcyllleHHOE CBIpbE PACTUTENBHOrO MPOUCXOXKACHUS, MpeAHa3HauYE€HHOE I
MONy4eHUs]  TOMEONaTHYeCKUX  MATPUYHBIX  (PEpMEHTHPOBAHHBIX  HAaCTOEK,
H3MeJIbuaeTcs 0 pa3Mepa YacTHLl MPOXOSIHX CKBO3b CUTO C OTBEPCTUSIMHU PasMEPOM
He Oonee 0,5 MM.

[Ip# H3roTOBNEHHH (PEPMEHTUPOBAHHBIX T'OMEONATUYECKUX HACTOEK JIOJKHBI
coOmoIaThCsd TEMIEPaTypPHBIM peXuM, BenWduHbl pH cpensl, MpOAOJIKUTENBHOCTD
HaCTaMBaHHsA H pEXHUM TepeMellnBaHus. TemnepaTypHbll pexuM (HarpeBaHHE)
NoAAepKUBAETCA c MTOMOILLBIO TEPMOCTATOB. [Ipouecc 3KCTpaKLUHU
MHTEeHCUPULMpPYETCs TIATENbHBIM NEpEMELIMBAHUEM MAalLlEpPaTOB ABaXIbI B JIEHE.

B kauecTBe ChIpbs ISl MOJyY€HHs HACTOEK I'OMEOINAaTHYECKMX MaTPUYHBIX Ha
TJMLEPUHE HCIONB3YIOTCS JKUBOTHBIE, MX 4YacTH WIM uX BblAeneHus. Ilpu sToMm
nepepaboTka dYacTell BBICIIMX JKUBOTHBIX (TEIJIOKPOBHBIX)  OCYIIECTBIIAETCS
HEMOCPEeCTBEHHO Nocie y0os, HU3LINE )XUBOTHBIE YMEPILUBIIAIOTCS HEMOCPENCTBEHHO
nepej nepepaboOTKOM B TOKE yriiepoaa THOKCHU]A.

74. HacTolikd roMeomaTHueckrue MaTpHUYHble TOJy4aroTcs  crocodbaMu
NEPKOJSILMY UM Mallepallii 3TAaHOJIOM COOTBETCTBYIOILEH KOHLEHTPALUX, MallepaliH
OYHIIIEHHOM CBEXENPUTOTOBJIEHHON BOJOHN ¢ no0aBleHHWEM MeAa MM CMECH Mela C
JIAaKTO30M WJH  CBEXENPUTOTOBJIEHHOW  MOJIOYHOW  CBIBOPOTKOHM,  MallepalMu
TJIMLIEPUHOM B MPUCYTCTBUU WK €3 HaTpus XJIOpUa.

Onucanusi CcrnocoOOB M3rOTOBIEHUS HACTOEK TIOMEONAaTHYECKUX MaTPUYHBIX
npuBeaeHbl B mpunoxeHuu Ne 13 k HactosawuM IIpaBuiam.

75. MonoyHas CBIBOpPOTKa, HCIIOIb3yeMas JJIsi W3TOTOBJIEHHUS HacCTOEK
rOMEOIaTUYEeCKUX MaTPUYHBIX (EepMEHTHPOBAaHHBIX, TOTOBUTCS M3  CBEXEro
HATYpaJbHOTO CHIPOr0 KOPOBBETO MOJIOKA INIOTHOCTBIO HE MeHee 1027 KI/M”.

Momnoko HarpeBaeTcs OO KUIEHHS W KUIATATCA B TedeHHe 5 MHH. [locne
OXJIXIEHHMs MOJIOKO 3aKBAlIMBAaeTCA MOJOYHOKHCIBIMU OaktepusiMu Lactobacillacea
¥ BBIJEPKHUBAETCS B 3AIIMIIEHHOM OT CBeTa MecTe Ipu Temreparype okono 25 °C B
TedueHUue 3 CyTOK.

Jlns monydeHHWs 3aKBaCKH MOJIOYHAs CHIBOPOTKAa OTAEeNAeTcs (QUIBTPOBAHUEM
yepe3 CTEPUIIBHYIO TKaHb.

B rpyOokepaMuyeckuii cocyn mnomermaercs | JUTp CBEXEro HaTypaJibHOIO
CBIPOTO KOPOBBETO MOJIOKa BBICHIETO copTa, Npubamnsgercs 10 My nojyyeHHOH
3aKBaCKM M OCTaBJsAeTCs [Jis CKBalllMBaHUS B 3alUMIIEHHOM OT CBETa MECTE IIPH
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tTemiepatype okoso 25 °C B teueHue 3 cyTok. O6pa3oBaBIUUICSA CaMONPECCOBaHHBIN
MPOYHBIA CrycTOK 6Ge3 My3BIpbKOB rasa OTHAENSAETCS, CHIBOPOTKA (QHUILTPYETCS 4epes
crepubHyO TKaHb. [Tlepssie 100 Mn ¢punbsTpaTa 0TOpACHIBAIOTC.

Jlns HacraWBaHus (Mallepalldd) HCIMONB3YIOTCS IUIOTHO  3aKpbIBAIOIIMECH
rpyOoKkepaMUdecKue UK CTEKIISIHHBIE COCYBI.

IV. OcobeHHOCTH U3roTOBIIEHUS Ma3eil

76. Ilo Ty OWCIEPCHBIX CHCTEM Ma3W MOTYT OBITh FOMOI€HHBIMH (CIIJIaBBhl,
pacTBOpHI), reTepOoreHHBIMHU (cycneH3UOHHBIE u OMYJILCUOHHBIE) "
KOMOMHHPOBaHHBIMH.

B 3aBHCUMOCTH OT KOHCHUCTEHTHBIX CBOMCTB MasW MOAPA3LAENAIOTCS Ha
COOCTBEHHO Ma3H, rejii, KpeMbI, NacThl U IMHUMEHTBHI.

Ma3sy u3rotaBiIMBalOTCA o Macce. JlomycTHMbIe OTKJIOHEHHs B oOLiedl Macce
Maseil ykazaHbl B Tabnuuax Ne 6, Ne 7 mpunoxenus Ne 3 x HacrosiuM [IpaBunam.

Ma3u U3roTaBJIMBalOTCs B CMECUTENSAX UIIH B CTYIIKE.

77. JIns U3rOTOBJEHHS Ma3ed MCIIONB3YIOTCS BCIIOMOraTelIbHBIE BEIECTBA:
Ma3eBble OCHOBBI, KOHCEPBAHTHI, aHTUOKCHUAHThI, aKTUBATOPHI BCACHIBAHMS.

MazeBas 0OCHOBa JIOJDKHA 00eCreYnBaTh MposiBiIeHHe creln(puuecKoil akTUBHOCTH
Ma3H, He HapylaTh (QYHKIWUW KOXXH, HE BBI3BIBATh A/NIEPrHYECKUX PEAKLMM, HUHBIX
NMOOOYHBIX AEHCTBUM.

Mas3u, BBOAKWMEIE B TIOJIOCTH Tela, HAHOCUMBIE Ha OOLLIMpPHBIE PaHBl U OJKOTOBBIE
MOBEPXHOCTH, U3TOTABIMBAIOTCS B ACENITUYECKUX YCIOBHSAX.

H3roToBieHrHe roMOreHHbIX Ma3eu

78. K roMOTeHHBIM Ma3siM OTHOCSITCSI Ma3H-CILIaBbl U Ma3U-pacTBOPEI.

Masu-criaBel Ha  JTUNOGUIBHBIX  OCHOBAax  IONYYaroTCs  CIUJIABIEHHUEM
MHIPEIUEHTOB C YU€TOM UX TEMIIEPATYPHI IIaBJIEHUS.

Ma3su-pacTBOpbl Ha JIUNOQUIBHBIX OCHOBaxX IIOJY4YarOTCs pPacTBOPEHHEM
YKMPOPACTBOPUMBIX JIEKAPCTBEHHBIX CPEICTB B PACIIJIaBIIEHHOW OCHOBE.

Ma3su-pacTBOpbl Ha TUAPO(MUIBHBIX OCHOBAaX IOJY4arOTCA INPHU PACTBOPEHHH
BOJIOPACTBOPHUMBIX JIEKAPCTBEHHBIX CPEACTB B BOJAE WM APYTHX XHUIKOCTAX C yUYETOM
pPacTBOPMMOCTH, 3aT€M CMEIIWBAIOTCSI C OCHOBOH MIJIM PacTBOPSIOTCS B HEM.

H3rotoBrieHre CyCIIEH3MOHHBIX Ma3en

79. Tlpu W3roTOBNEHHH CYCNEH3MOHHBIX Ma3ed JIeKapCTBEHHbIE CpECTBa
HU3MEBYAIOTCS, 3aTEM AUCTIEPTHPYIOTCS C ONTUMANIbHBIM KOJIHYECTBOM >KUIKOCTH.

[lpu comepxaHWd TBepaod (a3pl B cocTaBe Ma3sH MeHee 5% IeKapCTBEHHBIE
CpeAcTBa M3MEJBUYAOTCS C AOMOJHUTENBHO BBOAMMOM JHMIKOCTBIO, POACTBEHHOM
OCHOBE, B KOJIMYECTBE TPHUMEPHO paBHOM [IOJIOBUHE MacChl H3MEIbYaeMbIX
JleKapCTBEHHBIX CPEACTB.

[Ipu comep>xaHHUU B cocTaBe Ma3u TBepAoH (as3sl 0T 5% 10 25% nekapCTBEHHBIE
CpeICTBa W3MENBYAIOTCS C YacTbIO paCIUIaBI€HHOH OCHOBBI, PaBHOW IIOJIOBUHE OT
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Macchl JIEKAPCTBEHHBIX CpPEACTB, OCTAIbHOE KOJMYECTBO OCHOBHI Oepercs B
HepacIlIlaBIeHHOM BU/IE.

Ilpu comepXaHWH B cocTaBe Ma3u TBepAod ¢a3el 25% u Gonee HCIONB3YyETCH
pacruiaBjieHHasi OCHOBA JJisl IUCIIeprUpOBaHus U pa3baBieHUs KOHIEHTpATa.

HsrotoBiienue 3MyJIbCUOHHBIX Ma3en

80. DMyJIbCHOHHBIE Ma3W Ha JIMNOGUIBHBIX M AUGMUIBHBIX OCHOBAaX COAEPXKAT
BOJHBIE HUJIM CIIUPTOBBIE PACTBOPHI JIEKAPCTBEHHBIX CPEICTB. DMYIbCHOHHBIE Ma3u Ha
TUAPOQUIBHBEIX OCHOBAX COAEPKaT ’MAPO(QOOHbIE KUIKOCTH.

B 5MylbCcHOHHBIE Ma3M B BHAE BOAHBIX pPacTBOPOB BBOMATCA IIPOTaproi,
KOJIJTIAproJi, CyXHe 3KCTPaKThl U ApyTrue BOJOPaCTBOPUMEIE JIEKAPCTBEHHBIE CPENICTBA,
KOTOpBIE PacTBOPSIOTCS B BOAE C Y4€TOM PaCTBOPUMOCTH JIEKAPCTBEHHOIO CPENCTBA U
IOMYCTUMBIX OTKJIOHEHHH B o0uied Macce Mased, ykazaHHbIX B Tabiauue Ne 7
npunoxeHnust Ne 3 k HactosmuM IIpaBunam.

[TonydeHHBIE pAcTBOPHl OSMYJBCHUPYIOTCS M CMELIMBAIOTCI C  OCTaBLUIMMCS
KOJIMYECTBOM OCHOBBI.

Xukue nexapcTBEHHBIE CPEICTBA IMYIIBIUPYHOTCS] OCHOBOM.

H3roroBneHne KOMOMHUPOBAHHBIX Ma3eH

81. Ilpu wu3roToBIEHUH KOMOWHHMPOBAHHBIX Ma3el JI€KapCTBEHHBIE CpENCTBa
BBOIATCS B OCHOBY Ma3W C y4eTOM (U3UKO-XMMHUYECKUX CBOMCTB JIEKAPCTBEHHBIX
CpEACTB.

TexHonoruyeckue PHUEMBI, UCTIOJIb3y€EMBblE npu U3rOTOBJICHUH
KOMOHHHMPOBAaHHBIX Ma3el, JOKHBI MPeAyNPEeXAaTh HEXKeNaTeNbHbIE B3aUMOAECHCTBHS
NIEKapCTBEHHBIX CPEACTB ApPyr ¢ JpyroM MWJIM pacclOeHHWEe Masd B Mpoliecce
H3TCOTOBJIEHUS U XpaHeHUs, 00eCIIeunBaTh [10JIy4€HHE OTHOPOAHON MacCChI.

H3roroBiieHue roMeonaTuueckux Masei

82. 'oMeonaTnyeckre Ma3u COCTOST U3 OCHOBBI U PaBHOMEPHO pacIIpele€HHBIX
B HEH OIHOrO WM HECKOJBKHUX aKTUBHBIX KOMIIOHEHTOB TI'OMEOINAaTUYECKUX
pa3BEeIeHUN.

ITo KOHCHCTEHIIMH M COCTaBy OCHOBBI Ma3Hd TOMEOINATHYECKUE TTOAPA3IENAIOTCS Ha!

roMeornaTiyeckue mMasu (Msrkas JieKapcTBeHHas (opMa, COCTOSIILAs U3 OCHOBBI U
PaBHOMEPHO paclipelieNieHHbIX B HEM OJJHOIO WIIM HECKOJIBKMX aKTUBHBIX KOMIIOHEHTOB
rOMeoIaTHYeCKUX pa3BeJIeHU );

TrOMEOINAaTHYECKHE OMNOAENbI0KH (MBIIBHBIM JIMHUMEHT, COCTOSIIUH M3 CMECH
aKTUBHBIX KOMIIOHEHTOB FOMEOINaTUYEeCKUX pa3BedeHU U OCHOBBI).

83. I1pu U3roTOBIEHUH rOMEONaTUUECKON Ma3H aKTUBHBLIE KOMIIOHEHTBI BBOAATCS
B BHIE MOMEOIMATHYECKUX MATPHUYHBIX HAacTOeK W (W/IM) MX pa3BeIEHUM, TPUTYypalui
rOMEOINaTHYEeCKHX, PacTBOPOB TOMEOMATHYECKMX M JKUIKHUX TIOMEONaTHYECKUX
pa3BeleHUH, CcyOCTaHIMM  CHHTETMYECKOro, MHHEPANbHOrO M NPUPOAHOTO
MIPOUCXOXIACHUS WU HHOTO TPOUCXOXKIACHMUS.
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[Ipy M3roTOBIEHHH I'OMEONATUHECKOH Ma3H HCIOJIB3YHOTCSI OCHOBBI PUPOJAHOIO
MPOUCXOXKIEHHS: THAPO(GOOHBIE — >XXUPOBBIE M YIIE€BOJAOPOAHBIE (JIAHONMH, Macia
paCTUTENbHBIE, BOCK MUENHHBIH, CliepMalleT, Ba3elIMH, Macllo Ba3elIMHOBOE, NapaduH),
TUAPOGUIIbHBIE — TeTH BHICOKOMOJEKYSIPHBIX YITIEBOIOB U O€NKOB (TparakaHT, arap,
)KeJIaTHH, KpaxMaii, Mejl, TIMIEpHUH) WA WHbIe OCHOBBI, yKa3aHHbIE B (hapMaKONEeHHOM
cTaThe, OOLIel (apMakomneidHOH cTaThe WM NOKyMeHTe B 00inacTH obecredyeHHus
KauecTBa.

84. Hacroiiku romeonaTdyeckue MaTpUYHBIE, BXOMSIIHE B  COCTaB
rOMEeONaTHYEeCKUX Ma3eill B KOHIIeHTpaluuu 6onee 5 %, nepen CMELIMBaHUEM C OCHOBOM
1160 BBINMApUBAIOTCA (MO BAKYYMOM) J1O TIOJIOBHHBI B3TOrO KOIMYECTBA, JTUOO AT UX
WHKOPIIOPUPOBaHKs B BaselMH K Hemy nobaBnsiorcs 5-10 % naHonuHa 6e3BOAHOrO
WM 3MYJIbratopa.

KoHIeHTpalis aKTHBHBIX KOMIIOHEHTOB B TOMEOMNATUYECKUX Ma3siX yKa3bIBAETCH
B BUJI€ pa3BEICHUN.

ToMeomnaTHYecKre OIMOAENbIOKH M3rOTaBIMBAIOTCA B COOTHOLIeHMH 1:10 unu B
WHBIX COOTHOILCHUSX.

OcHOBa [Isi  TOMEOINATHYECKUX  JKMAKWUX  OMOAENBIOKOB  IOIy4aeTcs
CMELIMBaHUEM CIIHPTa MBLIBLHOTO, OYMIIEHHOH BOIBI M cHpTa 95 % B COOTHOLIEHHH
mo Macce 2:1:1 uiau B UHBIX COOTHOLIEHHUSX.

B kayecTBe aKTHBHBIX KOMIIOHEHTOB B TIOMEONAaTHYECKHUX OINOJeNbI0KaX
MCIIONB3YIOTCS HAaCTOMKKH TOMEOINaTHYEeCKHEe MATpUUYHble WIM TOMEONaTHUYECKHe
pasBenenus B KoHueHTpauuu 3%, 5%, 10 % wiM UHBIX KOHLEHTpaUUAX, CMECH
HACTOEK TIOMEONaTHYECKUX  MATPUYHBIX MJIM CMECH pa3BEIEeHUM  HacCTOeK
rOMEOIMAaTHYECKUX MATPUYHBIX, MM TOMEOINATHYECKUE pa3BENCHHs, HIM JApYyrue
NeKapCcTBEHHBIE cpenacrBa. JleTyune U INaxy4yue HWHIPEIUEHTHl JO00aBIAOT B
MIOCJIEIHIOIO0 OYePEnb.

UsrorosiieHre roMeonaTHYeCKUX Mazei, COoAep)KalluX IMOPOLIKA METAJIJIOB,
OCYIIECTRIIAETCS MyTEM CMELIWBaHUS | 4acTH MOPOILIKA METaNa ¢ 9 YacTAMH Ma3eBOH
ocHOBBI. Pasmep 80 % uacTuil MeTajula B TAKOM cllydae J0JDkeH ObITh He 6onee 10 MKM
U He TOJDKHO OBITh yacTull 6onee 50 MxM.

B romeomarnyeckre Ma3M He BBOASTCS CTaOWUIM3aTOPbl, AHTHOKCUIAHTHI H
KoHcepBaHThI. JlomyckaeTcst 1oOaBleHNe KOHCEPBAHTOB TOJIBKO B TE€X Clly4asx, Korua B
KayecTBE OCHOBBI MCIIOJIB3YIOTCS Telld, CoJep)Kalllie BOIy, WIH IPSIMBIE 3MYJIbCHH
(TMT «Macyo B BOJE).

JlonmycTUMble OTKJIOHEHHs B 0OLiedl Macce roMeomnaTvdeckux Mased B Ty0Oax
yka3aHbl B Tabnuie Ne 7.1 npunoxenus Ne 3 k Hactoawum [Ipasunam.

HM3roroBieHne roMeonaTHYECKOro Macia

85. T'omeomaTH4ecKoe Macio TMpeAcTaBisieT COOON JKUIAKYHO JIEKApCTBEHHYIO
¢dbopMy B BHJIe IKCTpaKTa MJIM pacTBOpa AJIs HapyXHOTro IMPUMEHEHHs, COCTOSIIYIO M3
rOMeOoMNaTHYECKHX JIEKapCTBEHHBIX CPEACTB M PACTUTENBHOIO HIIM MHHEPAJIbHOTO
Macna.

I'omeomnaTuyeckoe Maciao U3roTaBlIUBaETC:

Mallepalieii BBICYIEHHOTO PaCTUTENBHOTO UM YXUBOTHOTO ChIPbs PACTHTENBHBIM
WM MHHEPaJIbHBIM MaclioM;
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CMeIIMBaHHeEM 3QHUPHBIX Macel U paCTUTENbHBIX WX MUHEPAJIbHBIX Macel,

HUHBIM CIIOCOOOM, OOECeUYHMBAIOIIUM TMOJydeHHe CTAOUIIbHOM JIEKapCTBEHHOM
(GOpMBL.

["oMeomnaTH4ecKkoe Macio MOXKET COAEPXKaTh OJUH U 60Jiee MHIPEIHEHTOB.

86. I'oMeonaTHUeCcKoe Maclio U3roTaBlKMBaeTcs 1Mo Macce B cooTHoueHnu: (1:10)
uiu (1:20) wiiv B UHBIX COOTHOILLEHHUSX.

B kayecTBe Macen MCIOJB3YIOTCS OJMBKOBOE, apaxHUCOBOE, IIOJCOIHEYHOE,
KOCTOYKOBBIE U APYTHUe pacTUTENIbHbIE Macila WM MMHEpaJIbHBIE Macia, pa3pelieHHbIe
JUTSE MEOULIMHCKOTO IPUMEHEHHS].

JlexapcTBeHHBIE MpenapaThl Ha OCHOBE Macell MOI'yT OBITh MOHOKOMIIOHEHTHBIMH
WM KOMIUIEKCHBIMH. KOMIIIEKCHBIE JieKapCTBEHHBIE IpenapaTbl Ha OCHOBE Macel
M3rOTABIMBAIOTCS CMEILMBAaHWEM MOHOKOMIIOHEHTHBIX Macel, IOTEHLHPOBaHHOM
OCHOBBI U JIpyTUX BO3MOXXHBEIX HHIPEIHEHTOB C MacjaMH MjM 0€3 HUX.

I'oMeonaTH4eCcKOe Macjio M3rOTaBIMBAETCS CIEAYIOILMMH CIIOCOOaMH.

Cnoco6 1. TI'omeomnarHyeckoe Macio H3rOTaBIMBaeTCs U3 | BECOBOM 4acTH
BBICYILIEHHOTO PacTUTEIBHOTO WIIM XKUBOTHOTO ChIpbs M 10 mnn 20 BeCOBBIX yacTei
Macia. BecoBast yacTh H3MeNbYEHHOTO PACTUTENIBHOTO ChIPhs IOMELIAETCH B 3aKPLIThIN
cocyns 4 cMmauuBaercs 0,25 BecoBoH 4YacTH CHHpTa 3TUJIOBOTO 95%. CwMech
HaKpLIBAETCS M OCTaBJIsIeTCs CTOATH 12 4, a 3aTeM cMelnBaercs ¢ 10 nnu 20 BecoBsiMU
4acTAMHM Macjla M BelAepxHBaercs npu temnepatrype 60-70°C B TeyeHue 4 4acos.
[Tocne 3Toro MoNy4eHHas CMeCh oTxuMaeTcs M Qunbtpyercs. ITomyuaerca 10% wunm
5% romeonaTUYECKUU MpenapaT Ha OCHOBE MacJia.

Crnoco6 la. OgHa 4acTh U3MENBLYEHHOTO ChIPhS MOMEILAETCS B 3aKPBIBAIOLIUACS
cocyl, B Kotopslii npubasnsercs 10 unu 20 gactel Macna (4Jis1 CBIpbs, COAEpPKaIIEro
CHUIIBHOZIEHCTBYIOILME BellecTBa), HarpeBaercs 10 37° C M BBIAEPXHBAETCS NP ITOH
TeMmeparype B TeueHHe 7 [QHel, nepeMellnBas yTpOM H BEYEPOM B TEUEHHE 5 MUH.
3areM cMeCh OTXKUMaeTCs U PUIBTpyeTCs.

Cnoco6 2. T'oMmeomatnyeckoe Macji0 H3rOTaBIMBAETCS IYTEM CMEIIMBaHHS
1 BecoBoii yactu 3¢upHOro mMacna ¢ 9 wiu 19 BeCOBBIMM YacTAMH Maciia WIH WHBIMU
COOTHOILEHUSMH, HCIIOJNb3yeMOro B KadecTBe OCHOBBL. Ilomyuatotcs 10% wunu 5%
n1u60 MHOM KOHIIEHTpALlMU ToMeollaTUYeCKUe MIpenapaThl Ha OCHOBE Macell.

Crnioco6 3. JIis moiiydeHus MaclisiHOro pasBelieHust D3 cHauana 1 4acTh XHUOKOTO
roMeonaTu4eckoro paspemeHus D1 BcTpsxuBaeTcs ¢ 9 4acTaMM CIHMpTa 3THUJIOBOTO
abcomoTHpoBaHHOro. M3 1 4acTu 3TOro pasBefieHHs aHaJIOTHYHO TOTOBUTCS JKHUIKOE
roMeomnatuueckoe pasBeneHue D3. Opgna 49acTh XKMIKOTO TOMEONaTH4ecKOro
pasBeneHus D3 cmemuBaercs ¢ 99 yacTaMH Macia, HCIOJB3yeMOro B KayecTBe
OCHOBBL. DJTa CMeCh SABIIAETCS MaclsSHBIM pa3BeneHrueM D3.

MacnsHoe paspefeHre D4 TOTOBUTCS aHAJOTMYHBIM CHOCOOOM M3 JKHIKOIO
roMeonaTH4YecKoro pasBefeHuss D2, aHaJIOTMYHO TOTOBATCS M MAC/AHBIE pa3sBeleHUS
D5 u BbI1IE.

Cnoco6 3a. OmHa 4acTb IOMEOMNAaTHYECKOH TpUTypauuu cMeliuBaeTcs ¢ 99
YacTAMH Macia, HCIOJb3YEMOTr0 B KaueCTBE OCHOBBI, 0 TOMOT€HHOI'O COCTOSIHMS, MPHU
3TOM MacJi0 BBOJUTCS MOCIeN0BaTebHO YacTAMHU. Bpemsl epeMelBaHus ¢ OCHOBOH
coctaBsieT 20 MUH.
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Cnoco6 4. T'oMeomaTHyeckoe Macli0 W3rOTaBIMBAETCs IMyTeM CMeLIMBaHuA |
YaCTH T'OMEOIATHYECKOro pa3BelleHHs] WM CMeCH rOMeoNnaTHYeCKUX pa3BeleHui ¢ 9
JacTIMH MHHEpAJIbHOTO Maclia UM B JPYyTHX COOTHOLIEHHSX. BBeneHHe BOAHBIX H
CIIMPTOBBIX COCTABISFOIIMX IIPOU3BOJUTCS TOCTAJUMHO WM C MCIIOJNIB30BaHHEM
sMyJibratopa (JlaHOJHHa, ero MPOW3BOJHBIX UIIH Macia Kakao).

Crioco6 5. HUsrotoBneHue KOMOMHMPOBAHHBIX TIOMEOINATHUYECKUX Macen, B
COCTaB KOTOPBIX BXOIAT OMEOIATHUECKUE Pa3BEIECHUS UM CMECH TOMEOIMATHYECKUX
pasBeleHU#, MacisHble OKCTPakThl, d3(UPHBIE M  CHHTETHYECKHE  Macia,
OCYILECTBIIAETCS C Y4YeTOM (U3UKO-XUMHUYECKHX CBOMCTB BCEX KOMIIOHEHTOB,
BXOOAIIUX B cOCTaB. TeXHOJOTrHYeCKHE MPUEMBI, UCIIONb3YEMbIE€ IIPH H3TOTOBIEHHUH
KOMOHWHHPOBAaHHBIX Macel, JOJKHBI IPeIyNpexaaTh HeXeNnaTelbHbIE B3aUMOIEHCTBUA
JIEKapCTBEHHBIX  CPEACTB Jpyr C JAPYIOM, a TakXe BBOAMTECA B OCHOBY B
OTpeIeSIEHHON MOCNeA0BATENILHOCTH B 3aBUCUMOCTH OT cocTaBa Mmacha. Ilaxyuwe u
JIETYy4YHe KOMITIOHEHTHI JOOaBISIOTCS B IIOCIEIHION OYepeb.

V. Oco6eHHOCTH H3TOTOBJIEHUSI CYIIIIO3UTOPUEB

87. Jlng U3rOTOBJIEHUS CYMNIO3UTOPUEB HCIIONB3YIOTCA BCIIOMOTATEIbHEIE
BEILIECTBA:  HOCHUTENM  JIEKAPCTBEHHBIX  CPEICTB  (OCHOBBI),  KOHCEPBAHTEHI,
AHTUOKCHAAHTHI, aKTUBATOPbI BCACBIBAHUS.

Cynno3utopud  W3roTaBIMBAIOTCA IO Macce MeTOdaMM  BBIKaThIBaHMS,
MpeccoBaHHUsl U BBUIMBAHUS.

[Ipn MeTone BBUTMBAHHWS JIEKAapCTBEHHBIE CPEICTBA, PAaCTBOPHMBIE B JKHpaXx,
PacTBOPSIIOTCS B TUNO(UIBHON OCHOBE.

[Ipu MeTone BBIKATHIBAHMS JIEKAPCTBEHHBIE CPEJICTBA, PACTBOPHUMBIE B JKHUpax,
PacTHPAIOTC C YaCThIO WM3MENbUE€HHOH OCHOBBI WMJIM ONTHMAIBHBIM KOJIHYECTBOM
BCIIOMOI'aTeNbHOM  JKHUAKOCTH, pOACTBEHHOH K ocHoBe. Ilpu oOpasoBanuu
IBTEKTUYECKON cMecU JOOaBNIAIOTCS YILUIOTHUTENH.

BogopacTBoprMble JIeKapCTBEHHBIE CPEICTBa PaCTBOPSAIOTCA B MHHHMAaJbHOM
KOJIMYECTBE PACTBOPHUTENSI C YIETOM MX PACTBOPHMOCTH U JOIYCTUMBIX OTKJIOHEHHH B
Macce HaBEeCKH OTHENBbHBIX JIEKApPCTBEHHBIX CPEACTB B IOPOIUKAX M CYIIO3UTOPHUIX
(ITpM W3TOTOBJIEHMM METONOM BBIKATBIBAaHWS WM BBUIMBAHHUA), YKa3aHHBIX B TaOnuue
Ne 2 npunoxenus Ne 3 k HacTosiium [IpaBunam.

JlekapcTBeHHBIE CpPECTBa, HE PaCTBOPUMBIE HU B BOJIE, HU B OCHOBE, BBOASATCS B
OCHOBY B BHJI€ MeJIbYal LIUX MOPOILLKOB.

Oco0eHHOCTH HU3TrOTOBIIEHUS TOMEOTIaTUYECKUX CYNIIO3UTOPHEB

88. 'omeonaTnyeckue CYHNIIO3UTOPHUH COACPIKAT OAUH HIIM HECKOJIBKO aKTHBHBIX
KOMIIOHEHTOB B COOTBETCTBYIOIIUX I'OMEOITAaTUIECKUX PA3BEACHUX.

I'omeonatuueckue CYIIO3UTOPHHU coacpxar aKTHUBHBIC KOMITOHEHTBI B
rOMEONAaTHYCCKUX pPa3BEICHUAX, PABHOMEPHO pacCIpeAC/IEHHBIC B CyrIl'IO3I/IT0pHOI71
OCHOBC.
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B kauecTBe aKTHBHBIX KOMITOHEHTOB MCIOJIB3YIOTCSI HACTOMKHM MOMEONaTHYECKHUE
MaTpu4Hble U (MJM) TOMeONaTHYeCKUe pa3BeleHHs U (WJIM) HX CMECH, TPUTYpaluu
roMeonaTHYecKue.

IIpy W3rOTOBJIEHHH TOMEOMaTHYEeCKUX CYINIO3UTOPHEB B KAueCTBE OCHOBBI
MPUMEHSIOTCS Macllo KaKao, JaHOJUH U TMIPOreHU3UPOBAHHBIE XKHUPHI.

CymImo3uTopuy AJis AeTeil TOTOBATCS Ha OCHOBE Macja KaKao MM TBEPIOTO XXHpa.

AKTHBHBIE KOMIIOHEHTBI BBOISATCS B OCHOBY, coOmonas cooTHolueHue 1:10
(necatryHas mkana) unu 1:100 (coTeHHas mikaia) 1MO0 B MHBIX COOTHOLIEHUAX. [Ipn
BBEJIEHUHM aKTHUBHBIE KOMITOHEHTBI CMEIIMBAIOTCS C OCHOBOM HENOCPEACTBEHHO HIIH
TMoc/ie pacTBOPEHMs WM PacTHpaHHs ¢ HeOONbLUMM KOJIMYECTBOM PpAaCIlIaBIeHHON
OCHOBBI, BOJBI, CIMPTO-BOJHO-TJIMLIEPUHOBON CMECH, Macjla Ba3eJIMHOBOTO HIIH
IPYTOTrO pacTBOPHUTENS.

Macca OHOro CyNIIO3UTOpPHSA Ul AeTell AOMKHA cocTaBiaATh okojo 1,0 r, ans
B3pocneix 1,5-2,0r.

AKTHBHBIE KOMIIOHEHTHI B XHOKON GopMe, He coaepxallue JIETYYHX aKTHBHBIX
KOMITOHEHTOB, ME€pell CMEIIMBaHHEM C OCHOBON MOIYT OBITH CKOHLEHTPHPOBAHBI
MyTeM yIapuBaHUs.

TepmonabunpHple  akTHBHbIE  KOMIIOHEHTBl  J00aBIAIOTCA K OCHOBE
HeMoCpeICTBEHHO niepell GOpMUPOBaHUEM CYTIIIO3UTOPHEB.

He monyckaetcs moOaBieHHe NOBEpXHOCTHO-aKTHBHEIX BELIECTB, KOHCEPBAHTOB U
KpacuTelnei.

CymnmnosuTopur roMeonaTuieckue (GOpPMHUPYIOTCA CIIOCOOOM  BBIKATHIBAHUS,
MpeCCOBaHUS WIM BBUIMBAaHHS PAacIIaBIEHHON MacChl B JINThEBBIE CYMIO3UTOPHBIE
¢hOpMBEI.

ITpy (GpOpMUPOBAHHHM FOMEONIATUYECKHX CYINIO3UTOPHEB CIIOCOOOM BBUIMBAHUS,
MPUTOTOBJIEHHAsT Macca IpelBApUTENIBHO PpACIIaBsAeTCs [pPU HArpeBaHuu |
pasnuBaeTcs B COOTBeTCTBYlomMe ¢GopMbl. CynmosuTopud 3aTBEPAEBAIOT MNpH
oxnaxneHuu. Jnsa obecrieueHus 3aTBepleBaHUs, AOIYCKaeTcss NOOaBIEHHE TaKUX
BCIIOMOTaTeNbHbIX KOMIIOHEHTOB KakK TBEpABIE >XHUPbI, MAacllo KakKao, JIaHOJHH H
TTTULIEPHUH.

ITpu GopMHpPOBaHHH TOMEONATHYECKUX CYNIIO3UTOPUEB CIIOCOOOM BBIKATHIBAHHS
B KQUECTBE CBA3YIOIIErO BEIIECTBA MPUMEHSETCS JIJAHOJNUH 6€3BOJHBIN.

HzrorosieHue CYNIO3UTOPHEB METOJOM BBIKATbIBaAHHA

89. Ilpy HM3rOTOBIIEHWH CYTIIO3UTOPUEB METOIOM BBIKATHIBAHMS MAaclio Kakao
NpeABapUTENLHO M3MeNbuaeTcss B CTPY)KKYy M €ro pacCUMTaHHOE KOJIUYECTBO
nobaBnsgeTcs 4YacTAMH K JIeKapCTBEHHBIM cpeacTBaM. IlonydeHHyr0 CyNImo3WTOpHas
Macca YMHUHAETCs B CTYTKE JJIs yIy4lIeHUs MIaCTHYHOCTH.

M3 nonyyeHHOM  CYIMIO3UTOpPHOH Maccel  QopMmupyeTcs OpycOoK — WiIH
WIKHAPUYECKHH CTEpP)KEHB omnpeneneHHoH AnuHBl. OCyLIECTBIAIOTCS NO3MpPOBaHUE U
MOJIyuYeHHE CyTNO3UTOPUEB.
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H3rorosienue Cynmno3suToOpueB METOJAOM BBIITHBAHUA

90. JInsg HW3roTOBJEHUS CYMIO3UTOPUEB METOAOM BBUIMBAHHUS HCIOJIB3YIOTCS
crielfianbHbe GOPMBI.

Ilpu pacueTe KOJNMYECTBA CYIMO3UTOPHOH OCHOBBI YUHTHIBAIOTCS OOBEM THE3/a
(hopMBI, IPUPOIa OCHOBBI M COAEPIKAHUE JIEKAPCTBEHHBIX CPECTB.

[lpu colepxaHHM JIEKAPCTBEHHBIX cpeAcTB 5% u 0Oojlee  YyYHUTHIBAETCA
koabduunent 3amernenus (E,) unu obpatHeiii koddouiment 3amewmenus (I/E,) B
COOTBETCTBHH ¢ npriioxeHreMm Ne 14 x HactoswmuM IIpaBunam.

®opMBl AJI1 U3TOTOBNIEHUS CYMMO3UTOPUEB IEPE] BBIIMBAHWEM IPEIBAPUTEIBEHO
OXJTAXIAIOTCH ¥ CMa3bIBAOTCS XKUAKOCTBIO, HE POJCTBEHHON CYIIIO3UTOPHON OCHOBE.

VI. OcobeHHOCTH H3rOTOBJIEHHUS JIEKApPCTBEHHBIX (OpM
B QCEMTHYECKUX YCIOBUAX

91. K M3roToBNEHHIO JIEKQpCTBEHHBIX (OpPM B AaCENTUYECKHUX YCIOBHAX
NpeabIBASAIOTCS TpeOOBaHWs, HalpaBlIeHHblE Ha CBEJeHHE K MHHHUMYMY pHCKa
3arpsA3HEHUS] HX MUKPOOPraHW3MaMH U MEXaHWYECKUMH YaCTHLAMH.

92. KayecTBO M3rOTOBJIEHHBIX pAcCTBOPOB M WHBEKUUMH U HHOY3WH,
OopTaNnbMOJIOTHYECKAX  JIEKAPCTBEHHBIX ~ (OpPM M JIEKapCTBEHHBIX  (OpM,
MpeqHa3HAuYeHHBIX Ui JledeHHss HOBOPOXKAEHHBIX JeTed M neredt mo 1 ropa,
JIEKapCTBEHHBIX (GOpM ¢ aHTUOMOTHKAaMH, JEKAPCTBEHHBIX IIPENapaToB B BHUAE
BHYTPHANTEYHOH 3arOTOBKH OIpenessieTcss B COOTBETCTBHM C METOJaMH KOHTPOJISA
KauecTBa, YCTAHOBJIEHHBIMH (apMakomneidHoH craThed, obOwel (apmMaKonenHoM
cTaThell, 1160 B Cllyyae ee OTCYTCTBUS - JOKyMEHTa B 00/1aCTH KOHTPOJIS Ka4eCTBa.

B ciydae OTCYTCTBHSI METOJOB KOHTPOJI KadeCTBa JIEKAPCTBEHHBIX MpenapaTos,
YCTaHOBJEHHBIX (papMakomnelHoi craThel, oOwel QapMakonenHoW craTbed WU
JIOKYMEHTa B OOJIaCTH KOHTpOJS KauecTBa, W3rOTOBIEHHE JIEKAPCTBEHHBIX (OpPM,
npeqHa3HAYEHHBIX I TIPMMEHEHHs Y HOBOPOXKAEHHBIX JeTel M meTedt mo 1 rona,
OCYIIECTBIIAETCS TMOA HaONIoJAeHHeM MpPOBHM30pa-aHAJIMTUKA WIIH  MPOBH30pA,
BHIMONHAIOMIET0  KOHTPOJIbHBIE ~ (DYHKUMM TIpH  M3TOTOBJIEHMH W OTIIYyCKe
JIEeKapCTBEHHBIX MpenaparTos.

M3roToBJieHHE HHBEKIMOHHBIX ¥ HH(PY3UOHHBIX JIEKapCTBEHHBIX (GOPM

93. M3roToBlEeHHBIE HHBEKLUOHHBIE U HH(Y3UOHHBIE PAaCTBOPHI AOIKHBI OBITH
CBOOOJHBIMH OT BHUAMMBIX MEXAHMYECKMX BKJIFOUEHWUH, CTEPUIIBHBIMH, CTAOUIIBHBIMH,
BBIZIEP’KUBAThH UCTIBITAHUE HA TUPOTE€HHOCTD.

JIOMIONHUTENBHEIMA ~ TPEOOBAaHUSAMUH Ui W3TOTOBIEHHBIX  MHQY3MOHHBIX
pacTBOpPOB  SBJSIFOTCS WX  HM30TOHUYHOCTh, HM30TMAPUYHOCTB, HW30HOHUYHOCTD,
W30BSI3KOCTb.

HubekioHHblE ¥ HH()Y3HOHHBIE PAcTBOPBI M3rOTaBIMBAIOTCA B aCENTHYECKHX
YCIIOBHSX Macco-00beMHBIM METOIOM Ha BOJE [JIsl HHBEKLIMMH.

94. 3anpelnaercsi ONHOBPEMEHHOE H3rOTOBJIEHHE Ha OJHOM paboueM MecTe
HECKONBKMX  MHBEKLMOHHBIX W  WH(QY3MOHHBIX  PAacTBOPOB,  COIEPXKAIIUX
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JIeKapCTBEHHBbIE CPEACTBA C pPa3MYHBIMH HAaWMEHOBAaHUSIMU HIIM JIEKapCTBEHHBIE
CpelcTBa OOHOTO HAUMEHOBAHUS B Pa3HBIX KOHLICHTpaLUAX.

3anpelaeTcss W3roTaBlIMBaTh HHBEKLMOHHBIE M HHQY3UOHHBIE pPacTBOPBI IPH
OTCYTCTBHH IaHHBIX O XMMHUECKOW COBMECTUMOCTH BXOMSAIIMX B HUX JIEKAPCTBEHHBIX
CPelCTB, TEXHOJIOTUH U PEKUME CTEPUIU3ALUU, a TAKXKE NPU OTCYTCTBHM METOMOB
KOHTPOJS  KauecTBa, YCTAHOBIEHHBIX  (hapMakomeidHOHW  cTaTheil,  oOLleH
dapmakorneiiHoi cTaTbell TMOO B cliydae ee OTCYTCTBUSI - JOKyMEHTa B 00nacTu
KOHTPOJIS] Ka4eCTBa.

95. HbeKIIMOHHBIE U HHPY3HOHHBIE PACTBOPHI QUIBTPYIOTCS C UCIIOIB30BAHUEM
pa3pelleHHbIX K TPUMEHEHUI0 (UIBTPOBAIBHBIX MAaTepUalioB W YCTaHOBOK.
®unpTpoBaHWE pacTBOpa COYeTaeTcsi C OJHOBPEMEHHBIM pPO3JIIMBOM €T0 B
MOATOTOBJIEHHBIE CTEPHJIbHBIE (DJIAKOHBI, KOTOpBIE YKYNOPHBAIOTCA CTEPUIIBHBIMU
npoOkamu.

WHTepBan BpeMeHH OT Hayaja M3TOTOBIEHUS MHBEKLHOHHOTO M MH(Y3HOHHOTO
pacTBOpa 0 CTEPUU3ALUU HE JOJDKEH MPEeBhIIATh 3-X YacOoB.

96. IHbeKIMOHHBIE ¥ HH(Y3HOHHBIE pacTBOPHI CTEPUIU3YIOTCS B COOTBETCTBUH C
TpeGOBaHUAMH K pe)XMMaM CTEpPHJIM3alLlUH, yKa3aHHBIMU B Tabmuue Ne 1 npunoxenus
Ne 15 k Hactosium IIpaBunam.

He momyckaroTcsi cTepuin3alivsl pacTBOpoB o0beMoM Oosiee 1 nuTpa U MOBTOPHas
CTEPUITU3ALINS HHBEKIIHOHHBIX U UH(Y3HOHHBIX PaCTBOPOB.

[Ipoliecc crepunu3auuy OOKeH obecrieuuBaTh 3((PEKTUBHOCTh CTEPHIIM3ALUH
BCero o6beMa 3arpy3KH.

KoHTpons mapaMeTpoB U 3¢(EeKTUBHOCTH TEPMHUUECKUX METOJOB CTEPUIIM3ALUH
OCYILIECTBISETCS C MOMOIIBIO KOHTPOJIBHO-U3MEPUTENBHBIX NMPUOOPOB, XUMHUYECKUX U
OHOJIOrMYECKHUX TECTOB.

97. PexxuMBbl CTepUIN3aLUA UCXOJIHBIX JIEKAPCTBEHHBIX CPEACTB, H3TOTOBJIEHHBIX
MHBEKI[HOHHBIX ¥ UHPY3UOHHBIX PaCTBOPOB, a TAK)KE BCIIOMOTraTENbHBIX MAaTEPHUAJIOB H
MOCYABl PETUCTPUPYIOTCS B )XypHalle PEeruCTpalliy pexuMa CTepUIIM3aLUU UCXOOHBIX
JIeKapCTBEHHBIX CpEICTB, W3rOTOBJIEHHBIX  JIEKAPCTBEHHBIX npenaparos,
BCIIOMOTATEbHBIX MAaTEPHAJIOB, OCYABI U IIPOYHX MaTEPHUAJIOB.

B KypHaje perucTpali pexuMa CTEepUIM3alMd HUCXOAHBIX JIEKapCTBEHHBIX
CpPEeINCTB,  H3TOTOBJIEHHBIX  JIEKAPCTBEHHBIX  IIpPEnapaToB,  BCIIOMOTAaTEJBHBIX
MaTepHUaioB, TIOCYAbI U MPOYUX MATEPHAIOB YKa3bIBAIOTCA CIIENYIOIIHE CBEACHHS:

a) 1aTa U MOpsAKOBBIA HOMEpP MPOBEIEHHUS CTEPUITU3ALIUH;

0) HOMep peLernTa Ui TpeboBaHus;

B) HAaHMEHOBaHUE MaTepuaa, MoAJIeKAIIEro CTEPUIIA3aLlUK;

I) KOJHYECTBO  HCXOOHBIX  JIEKAPCTBEHHBIX  CPEACTB,  H3TOTOBJIEHHBIX
JIEKapCTBEHHBIX IMPeraparoB, BCIOMOTATENbHBIX MaTepHalioB, IOCYIbl M IIPOYHX
MaTepUaoB,;

Il) YCIIOBHSI CTEpHUIIM3aLiMU (TeMnepaTypa, Bpems);

€) TEpMOTECT;

) TMOIIHUCH JIMLIA, TPOBOAUBIIETO CTEPUIIM3ALIMIO MAaTEpUalIOB.

XypHan peructpali pexXuMa CTEpHIM3ALUMU HCXOIHBIX JIEKapCTBEHHBIX
CPEICTB,  U3TOTOBJIEHHBIX  JIEKAPCTBEHHBIX  [IPEMapaToB,  BCIIOMOIAaTEJbHBIX
MaTEpPHAJIOB, TMOCYAbl W TIPOYMX MAaTepHajoB [IOJKEeH OBITh IPOHYMEpPOBaH,
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MPOLIHYPOBaH M CKpEIUIeH MOAMNUCBIO DPYyKOBOAUTENS anTeYHOM OpraHU3aluu
(MHIMBUAYAIBLHOTO NpeIIPHHUMATENS) U MeYaThio (IIPH HAJMYMH [IEYaTH).

98. UHbekiMOHHBIE Y WH(GY3UOHHBIE pacTBOPBl JIEKAPCTBEHHBIX CpEICTB,
TpeOyOIUX 3aIIUTHl OT BO3JEHCTBHA MOBBILIEHHOH TeMIIEPATypbl, CTEPUIHU3YIOTCS
(GUIBETPOBAaHHEM B JIAMHHAPHOM MOTOKE BO3/yXa C MOMOIIBIO MEMOPAHHBIX QUIBTPOB
C HOMHHAIBHBIM pa3MepoMm mop He Oonee 0,22 MKM M TIyOMHHBIX (UIBTPOB C
SKBUBAJIEHTHBIMH CBOMCTBaMHU T10 yI€p>KaHHUI0O MUKPOOPTraHU3MOB.

HemocpencTBeHHO Tepen HarolHEHHEM (JakoHa PEKOMEHIYETCS IOBTOpHAas
GuIbTpalKs pacTBOpa 4Yepe3 JOMNOJHMUTENBHBIN YAEPXKHMBAIOIIKUA MHKPOOPTaHHU3MBI
CTEPUNTU3YIOLLUHN QUIBTP.

OKOHYATENBHYIO CTEPUIIU3YIOLLYI0 (GHUIBTPALMIO PacTBOpa CIIEAYET IMPOBOIUTH
HETOCPEJCTBEHHO OKOJI0 Mecra HamojHeHHs. CneayeT HCIONB30BaTh (QUIBTPHI C
MHHHUMAJIBHBIM OTHE/IEHHEM BOJIOKOH.

99. OueHka KayecTBa MHBEKIHOHHBIX M HWH(QY3UOHHBIX PpacTBOPOB [0
CTEPHJIH3AlMK TPOBOJUTCS II0 BHELIHEMY BHAY, OTCYTCTBHIO MEXaHHYECKHUX
BKJIFOYEHHMM, 3HadeHHI0 pH, TOOMMHHOCTM Y KOJIMYECTBEHHOMY COJEpPXKaHHIO
NIEKAPCTBEHHBIX CPEACTB, COJEPXKAHWIO H3OTOHMPYIOLIMX M CTaOMJIH3HUPYIOLINX
BEILIECTB.

OueHka KayecTBa HMHBEKIIMOHHBIX W HH(QY3HOHHBIX pacTBOPOB  IIOCIE
CTEpPUNM3ALUN MNPOBOAUTCS I10 BHEIUIHEMY BMIY, OTCYTCTBHIO MEXaHHYECKUX
BKJIIOYEHHUM, IIpOBEpKE HOMHHAJIBHOrO o00beMa IIpH pO3NUBE BO  (IIAKOHE,
3HaueHuio pH, MOMycTUMBIE MOTPELIHOCTH NMPH W3MEPEHMHM KOTOpPOW NpPUBEAEHBI B
tabnuue Ne 9 mpunoxenus Ne 3 k Hacrosawum [IpaBumaM, MOANHHHOCTH H
KOJIMYECTBEHHOMY  COJIEP)KAaHUIO  JIEKApCTBEHHBIX  CPEIACTB, OTKJIOHEHHIO  OT
HOMMHAJIBHOTO 00BbeMa, (PUKCHPOBAHHOCTH YKYIIOPKH, CTEPUIBHOCTH, ITUPOr€HHOCTH
WK COIepXKaHUIO OaKTEPUANIBHBIX S3HIOTOKCHHOB.

[Tpd HECOOTBETCTBMH OJHOMY M3 IEPEYHCIEHHBIX TPeOOBaHMM pPacTBOPBI
ABJISAIOTCS] HEIOOPOKaueCTBEHHBIMH.

100. IIpy M3rOTOBNEHUH JIEKAPCTBEHHBIX IpENapaToB Ul MHBEKLUMHA ¥ WHQY3UH
BCE CTaJWH M3TOTOBJIEHUs PETHCTPUPYIOTCA B XKypHaJle PETHCTpall¥ pPe3yJILTATOB
KOHTPOJIS OTHAENbHBIX CTaAMi M3TOTOBIEHHS JIEKAPCTBEHHBIX [pemapaTtoB s
UHBEKLMH U UHDY3HUH.

B KypHajie perucTpalyd pe3yJbTaTOB  KOHTPONS  OTAEIBHBIX  CTalui
M3TOTOBJIEHHS DPACTBOPOB Ui HWHBEKUMH W HMHQY3HM YKa3bpIBalOTCHA CIIEAYIOIIHE
CBEJICHMUS:

a) JaTa U MOPsAIKOBEIM HOMEp MPOBEACHUS KOHTPOJIS,

0) HoMep peliernTa Uiau TpeOOBaHuUS;

B) HAMMEHOBAHME U B3ATOE KOJMYECTBO UCXOMHBIX CPEACTB (B TOM YHCIIE BOAKI);

r) HaMMEHOBaHHe M 00bEM U3rOTOBJIEHHOIO pacTBOPA,

) TIOJIUCH JIWLIA, H3TOTOBUBILIETO PacTBOD;

e) punbTpoBaHue M (hacoBka (po3nHB) (YKa3bIBA€TCH OOBEM B MHUIUIMIMTPaxX H
KOJNIU4eCcTBO OYyTHIIOK ((hIaKOHOB));

) TMOIIHUCH JIMLIA, pacacoBaBIlero pacTBOp;

3) TMOANMCH JIMUA, IIPOBONWBIIETO TEPBUYHBIA KOHTPOIL pacTBopa Ha
MEXaHHYECKHE BKIIOYEHUS;
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M) cTepuiu3alus (yKa3pIBaeTCs TeMIlepaTypa, BpPEMsl «OT» M «J0», TEPMOTECT,
MOAMKMCH JIMLA, TPOBOJAMBIIErO CTEPUJIM3ALMIO pacTBOpa Ha MeEXaHUYECKUe
BKJIFOUEHHUS );

K) TOAMHCH JIMLA, IIPOBOJWBIIErO0 BTOPUUYHBIA KOHTPOJb pacTBOpa Ha
MeXaHUYecKue BKIIFOUEeHMUS;

J1) HOMepa aHaJIU30B 10 U Mociie CTepUIIH3aliH (yKa3blBatOTCs yepe3 Apodb);

M) KOJIMYECTBO €MKOCTE FOTOBOM MPOLYKIUH, IOCTYIUBIIEN I OTIyCKa;

H) TMOJAMKCH JIMLIA, JOMYCTUBIIEr0 U3rOTOBJIEHHBIE JIEKAPCTBEHHbIE NPENapaThl K
OTIYCKY (IOMYCK W3TOTOBJIEHHBIX PacTBOPOB Ui MHBEKLHUH M MHGY3UH K OTIYCKY
OCYIIECTBJISET OTBETCTBEHHOE JIMLIO, Ha3HAYE€HHOE pYKOBOAWTENEM anTe4YHOU
OpraHHW3alli{, WJIM WHAUBUAYaIbHBIA NpeNNpUHUMATENb, UMEIOLUUN JHLEH3UI0 Ha
dbapMalieBTUYECKYIO I€ATEbHOCTb).

XKypHasl pericTpallid pe3yJibTaTOB KOHTPOJS OTAENBHBIX CTaAW{ U3rOTOBJIEHUS
pacTBOPOB Uit MHBEKIMH ¥ MHQPY3Ui H0KeH OBITh IPOHYyMEpOBaH, MPOILIHYPOBaH U
CKpeIUIeH TIOAMUCHI0 PYKOBOAMUTENS arTeyHoW opraHu3auud (MHIWBHUIYaJbHOTO
NpearnpuHUMATENIs ) U MeYaThio (MIpU HaJIUYKUU [1eHaTH ).

Oco6eHHOCTH U3rOTOBJICHHS HHBEKIIMOHHBIX TOMEOIATUIECKHX PaCTBOPOB

101. HHbekIMOHHBIE TOMEOMATHYECKHE PACTBOPHI MPEACTaBIAIOT CcOOOH
CTEPUIILHYIO XKHJAKYIO JIEKapCTBEHHYI0 (GOpMy, COAEpXKalllyl0 OJUH HIIM HECKOJBKO
AKTUBHBIX KOMIIOHEHTOB B COOTBETCTBYIOLIUX TOMEONATHUYECKUX Pa3BEACHHUSX.

YcnoBus W nmpaBuia U3rOTOBJICHUS] TOMEONATHYECKUX UHBEKLIMOHHBIX PacTBOPOB
IOJDKHBI COOTBETCTBOBAaTh YCJOBHMSIM W IIpaBUJIaM HM3TOTOBJIEHUS HHBEKLMOHHBIX H
MHGY3HOHHBIX JIEKAPCTBEHHBIX (OPM.

JInsi WM3roTOBNEHUS WHBEKIMOHHBIX [OMEOINAaTHUYeCKHX pacTBOPOB B KayecTBe
pacTBOPUTENS UCTIONB3YETCS BOAA ISl MHBEKLIUH.

IIp H3rOTOBIEHWHW MHBEKLHMOHHBIX TOMEONAaTHYECKUX pacTBOPOB M3 BOJHO-
CIIUPTOBBIX pa3BeleHMI, COINEp)KaHHe CIMpPTa 3TUJIOBOIO B TOTOBOM pPacTBOpE HE
nofxHO mnpeBbimate 0,5% wid AOMKHO OBITh MUHMMaNbHBIM. I 3TOro Ha ABYX
MoCJIeIHUX dTanax (Mpyd NOTEHLUPOBAHUM 10 AECATUYHON IIKaie) WIN Ha IOCIEIHEM
stane (MpH TOTEHLUHUPOBAHWU MO COTEHHOM IIKaje) HCIONb3yeTCs H30TOHWYECKUN
pacTBOp, MPUTOTOBIIEHHBIN HA BOAE IJIsi UHBEKLIUH.

Jns M30TOHUpOBaHUS TpPUMEHSETCS HaTpus xyopuia. Mcrnonap3oBaHWe Apyrux
BCIIOMOTaTeNbHBIX BEIIECTB, 3a WCKIIOYEHHWEM BEIIECTB MJii H30TOHHUPOBAHUS U
noJJiepXaHus MOCTOSHCTBA BeJIMUMHEI pH, He nomyckaercs.

H3rotoBneHue O(bTaJIBMOJIOl"I/I‘-ICCKI/IX JIEKaApCTBCHHBIX (bOpM

102. K odransMonorudeckuM JeKapcTBEHHBIM (OpMaM OTHOCSATCS [JIa3HbIE
Karuy, pacTBOPHI ISl OPOLLEHHS, IT1a3HbIE Ma3Hy, IN1a3HbIE IIPUMOYKH.

Jnis u3roToBieHUs O(TaTBEMOJIOTHYECKUX JIEKAPCTBEHHBIX ()OPM MPHUMEHSIOTCA
JIeKapCTBEHHBbIE CpeJCTBa W BCIOMOraTesbHbIE BElleCTBa (PacCTBOPUTENH, Ma3eBblE
OCHOBBI, cTabunu3aTopbl, OydepHble pacTBOpPBl, H3OTOHUPYIOILKME BELIECTBA,
KOHCEPBAHTHI, IPOJIOHIATOPBI U UHBIE).
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103. BoaHsle riasHble JieKapcTBeHHbIe (OPMBI JAOMKHBI OBITH CTEPUIIBHBIMH M
M30TOHMYHEIMM, €CJIM HET APYruX yKa3zaHUH B (papMaKONEHHBIX CTaTbAX, HMEThH
ontUManbHoe 3Hauenue pH, coorBeTcTBytowee pH cnesnoit xuiakoctu — 7,4
(momyckatorcs npemenst pH ot 3,5 no 8,5), cTaOWnBHBIMH MpH XpaHEHHH H
COOTBETCTBOBATh TpeOOBaHMAM (apMakorneiiHoW cTaTbH, oOuiel ¢apMaKonenHon
CTaThbH WM AOKYMEHTa B OOJaCTHM KOHTpOJIsSI KayecTBa Ha BHAHWMBIE MeXaHHYECKHE
BKJIFOYEHHSI.

104. I'ma3Hble Karuld U pacTBOPBl U3rOTABJIMBAIOTCS B ACENTHYECKHX YCIIOBHAX
Macco-00beMHBIM METOJOM Ha BOJ€ OUUILEHHOM.

[lpy H3rOTOBNIEHMM TIJIa3HBIX Kalelb W PacTBOPOB JIEKAPCTBEHHBIE CpPEACTBa
PacTBOPSIFOTCSI B CTEPUJIBHOW €MKOCTH B PACCUMTAHHOM OOBEME BOJIbI OYHILEHHOH,
npy HeoGXOMUMOCTH HOOAaBIAIOTCS BCIOMOraTeNbHBIE BELIECTBA, (QUIBTPYIOTCS C
HCIIOJIb30BAaHMEM pa3peIleHHbIX K NPUMEHEHHIO (UIBTPOBAIBHBIX MaTEpHaNloB U
YCTaHOBOK.

Ilpy U3rOTOBJIEHWH MallbIX 0OOBEMOB INIa3HBIX Kallellb JEKapCTBEHHBIE CPEACTBA U
BCIIOMOTraTe/bHBIE BEIECTBA PACTBOPSIOTCS B YacTU BOAB! OUYMIIEHHOM, MOIY4YEHHBIHA
pacTBOp (UIBTpPYeTCs uepe3 MpPEeABApPUTENIBHO TIPOMBITHIM BOXOW OYHILEHHON
GUIBTPOBANBHEI MaTepHai, 3aTeM uepe3 TOT e (GHIBTP NPOQUIBETPOBBIBACTCS
ocTaBlIleecs KOJUYECTBO BOABI OUHILIEHHOM.

[na3Hble KarUld ¥ PacTBOPbI CTEPUIIU3YIOTCS B COOTBETCTBUU C TPEOOBAHMAMH K
peXHMaM CTEPUITU3ALINH, yKa3aHHBIM B Tabnuiie Ne 2 npunoxenus Ne 15 K HacTOSIIMM
IIpaBunaM.

B rnasHeIX Kamiasx W pacTBOpax OIpeaesnsercs OTCYTCTBHE MEXaHHYECKHX
BKJIFOUEHHUH [0 U MOCJe CTepUIU3aLiy.

105. PacTBOpHI JIEKAPCTBEHHBIX CpPEICTB, TPeOYIOLIUX 3allUTBI OT BO3AEHCTBUS
TOBBILIEHHOM TEMIEpaTyphl, TOTOBATCA B aCENTHYECKHX YCJIOBHAX Ha CTEPUJILHOM
BOIE OUYMINEHHOM ©e3 TocHenyoleil CcTepuIn3alud WIM C  HCIOJIb30BaHHEM
CTEpPHUIN3aLUHA QUIBTPOBaHHEM.

106. I'ma3Hble Karuik, COAEpXKallllie HapKOTUYECKHE CpPEACTBa, MCHUXOTPOIHBIE,
SIOBUTBIE, CHJILHOAEHCTBYIOIIME BeleCTBa, 00s3aTeNBHO MOABEPralOTCSA I1OJHOMY
XHMHUYECKOMY KOHTPOJIIO.

Oco00eHHOCTH H3rOoTOBJIEHHUS IV1a3HBIX TOMEONaTHYECKUX Kamelb

107. I'ma3Hble roMeonaTHUeCKHe KaIljld COAEpPXKaT OJUH UJIH HECKOJIBKO aKTHBHBIX
KOMIIOHEHTOB B COOTBETCTBYIOLIIMX FOMEONATUUYECKHUX Pa3BEACHHSIX.

M3roToBlIeHHE TOMEOINATHYECKUX pa3BeleHHit pernameHtHpoBaHo I'nason III
pasgena  «M3rotoBlieHHe ~— pacTBOPOB ~ [OMEONMATHYECKMX M pa3sBeAECHHH
rOMeonaTHYeCKHUX» HacTosAluX I IpaBui.

I'ma3Hple roMeornaTHYeCKHe Kalld MU3rOTaBJIMBAIOTCS [0 MAacce B aceNTHYECKHUX
yCcIoBUSX. B KkauecTBe  pacTBOpPHUTENEM  IPUMEHAETCSs  BOAA  OYMILEHHas
CBEXENPUTOTOBJIEHHAs,, W30TOHMYECKHH pacTBOp HaTpus Xjnopuaa uid OydepHbie
pacTBOPHI.

108. TIlepen  nmobaBneHHeM  pa3BeEHHM  TrOMEONAaTHYECKMX  aKTHBHBIX

KOMIIOHEHTOB WMJIM HX CMeCeld B TIJila3HbI€ IOMEONaTU4YEeCKHUEe KaIlJIi ABa IOCJETHHX



32

JECATHYHBIX pa3BeleHHs] WU MOCJeAHEEe COTEHHOE pa3BElIEHHE IOTEHLHUPYIOTCS C
TpUMEHEHHEM CBEXENMPUrOTOBIEHHON BOJBI OUHMIIEHHOM WM pacTBOpa HaTpus
xnopuga 0,9 % WM U30TOHMUYECKOTO pacTBopa, coctosuiero U3 0,2 yacteil HaTpus
ruapokapboHara, 8,8 yactell HaTpus xjopuaa U 91 4acTH CBEXKENPUTOTOBJIEHHON BOIBI
OYMIIIEHHOM.

I1py MOTEHIUPOBAHUH pa3BeACHUN aKTUBHBIX KOMIIOHEHTOB, COAEPKALIUX CIIUPT
STUJIOBBIM M TpeIHa3HAYEHHBIX AJI W3rOTOBJIEHHs TIJIa3HBIX Karlejb, KOHUEHTpalus
OCTaTOYHOTO CITUPTA B IJa3HbIX KalIIX HE NOJDKHA MPEBBIIIATH JOMYCTHMYIO HOPMY
(ue 6onee 0,005rB 1,0 ).

BcenoMmorarenbHble BellleCcTBa JOOABISIOTCA B IVIa3HbIE TOMEOIATUUYECKUE Kalljly
1ocJjie OKOHYATEILHOI0 MOTEHLIMPOBAHUS aKTUBHBIX KOMIIOHEHTOB.

H3rorossieHUe ria3HeIX Mazei

109. I'na3Hple Ma3u W3rOTABJIMBAIOTCS B aCENTUYECKUX YCIOBHUAX HAa CTEPUIILHOH
Ma3eBoi OocHoBe. TpeOOoBaHMS K peXHMaM CTEpUIM3ALMK INIa3HbIX Ma3edl yKa3aHbl B
tabnuie Ne 4 mpunoxxenus Ne 15 k Hacrosiiumm IpaBunam.

MazeBas ocHOBa He JOJ/DKHA COMEpXKaTh IpUMeced, JOKHA ObITh HEHTpaJILHOM,
CTEPHUIILHOM, pABHOMEPHO pacIpeeNsiThCs Mo CIM3UCTOH 0000UKe Iiasa.

[ ma3Hple Ma3u U3rOTaBIMBAOTCS METOAOM I10 Macce.

[lpy OTCYTCTBMHM B pelernTe WIM TpeOOBaHMM yKa3aHMH O COCTaBe Mas3eBOH
OCHOBEI MCIIOJIB3YETCS CIUIaB Ba3zeliMHA, HE COAEPXKALIEro BOCCTAaHABIMBAIOLIHUX
BEIIECTB, ¥ JJAHOJIMHA O€3BOAHOIO B COOTHOLLIEHUH 9:1.

110. JlekapcTBeHHBlE CpelICTBa BBOASTCA B OCHOBY TIJIa3HOH Ma3d IO THITY
pacTBoOpa, SMYJIbCHH, CYyCIIEH3UU.

Ma3b-pacTBOp H3rOTaBIMBAETCS PAaCTBOPEHHMEM JIEKAPCTBEHHBIX CpPEICTB B
CTEPUIIBHOW Ma3eBOM OCHOBE.

Ma3sp-3Mysibcusi Ha abCOpOLMOHHOM OCHOBE HW3TrOTABIMBAETCS PpPaCTBOPEHUEM
BOJOPACTBOPHUMBIX JIEKAPCTBEHHBIX CPEACTB (B TOM 4YHCIE, pe30pUMHA M LIHHKa
cynpdaTta) B MHHHUMAJIBHOM KOJMYECTBE CTEPUIIBHOM BOABI OYHILEHHOW W
CMeIIMBaHUEM C MAa3eBOI OCHOBOM.

B Ma3b-CyCIEeH3HI0 JIEKapCTBEHHBIE CPENCTBAa BBOAATCS B BHIE MeJbYaHIIMX
MOPOLIKOB [MOCJIE TIIATEJIBHOTO TUCIIEPTHPOBAHUSA C HEOOJIBIIUM KOJHYECTBOM
CTEpUIIBHON BCIIOMOTaTeIbHOMN XXHUIKOCTH (IIPU COJEPXKAHUM JIEKAPCTBEHHBIX CPENCTB
10 5%) WK 4acTH pacIuIaBIeHHOH OCHOBBI (IIPH COAEPXaHUH JIEKAPCTBEHHBIX CPEICTB
5% u Gomnee).

111. I'ma3Hple Ma3y, colepXKall¥e HApPKOTHYECKHE CPEACTBA, IICHXOTPOIHEIE,
SIOBUTEBIE, CHJIBHOJEHCTBYIOIIME BeLIeCTBa, 0053aTE€IbHO MOABEPTalOTCS IOJHOMY
XUMHUYECKOMY KOHTPOJTIO.
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H3rortosieHue JIeKapcTBEHHBIX (POpPM, IpeIHAZHAYEHHBIX [UIS JIEUCHHS
HOBOPOXIEHHBIX AeTel u aeTed a0 1 rona

112. JlexapcTBeHHbIe (OPMBI, NpeAHA3HAYEHHBIE I JI€Y€HHsS HOBOPOXIEHHBIX
meteil U geteit o 1 roma, roTOBATCS B acCENTUYECKUX YCJIOBUAX I[10 IpaBuiiaM
M3rOTOBJIEHHUS JIEKAPCTBEHHBIX ()OPM, YCTaHOBIEHHBIX HacTOAIMMH IIpaBuiamy.

113. JlexapcTBeHHble (OpPMBI, MIPEeIHA3HAYEHHBIE I JICYEHHUS HOBOPOXKIEHHBIX
jetedl U AeTed o 1 roma, B TOM YHUCJE pacTBOPbI Ui BHYTPEHHErO M Hapy»KHOIo
NpUMEHEHHUs, B 3aBUCHUMOCTH OT NMPHPOJb! JIEKAPCTBEHHBIX CPEACTB, BXOIAIIUX B UX
COCTaB, M TEXHOJIOTMYECKOro IMpoliecca W3rOTOBJICHMs], AENATCS Ha [OBE TPYMNIbI:
pacTBOPBI, KOTOpble CTEpUIIM3YIOTCS B KOHEYHOH YIaKoBKe, M pPacTBOPEL,
M3rOTABJIMBAaEMBIE B AacCENTHYECKHMX YCIOBUSAX Ha CTEpUJIBHOM pacTBOpUTeNle 0e3
NoceayIole TepMUYECKOW CTEPUITU3ALIHH.

114. B cooTBeTCTBHH ¢ TpeOOBaHUSIMHU K peXHUMaM CTEPUIIM3ALIMH, YKa3aHHBIMH B
tabnuie Ne 3 mpunoxenus Ne 15 k HacrodwuMm IlpaBunaM, CTepUIIH3YIOTCS
Cllefylolllie JieKapCTBeHHble (OpPMBI, IpeAHa3HauyeHHBIE M TPUMEHEHUs Yy
HOBOPOXXJIEHHBIX AeTeH U feTer 1o 1 roxa:

PacTBOPHI ISl BHYTPEHHETO U HApY>KHOTO NPUMEHEHHS, U3rOTOBJIEHHBIE Ha BOJE
OYMIIIEHHOH;

Maciia JJisl HapyKHOTO IPUMEHEHN;

TEPMOCTOMKHE MOPOIIKH (KCepoPopM).

M3roToB/eHHE JIEKapCTBEHHBIX GOPM C aHTHOMOTHKAMH

115. Bce nekapcTBeHHble (OpMBl C aHTUOMOTHMKAMHM H3rOTaBIMBAIOTCS B
acenTUYeCKUX yCIOBUIX.

[Ipy HM3rOTOBJIEHWM IIOPOIIKOB C AHTHOMOTHKAMH YYHUTHIBAIOTCSA TPeOOBaHUA
yCTAaHOBJIEHHBIE B paszenie «M3roToBleHHe JeKapCTBEHHBIX NpenapaToB B ¢opme
nopoinkoB» raBel Il Hactosmmx IlpaBun. TepMOCTONKHE  HMHIPEIHEHTHI
NPEABAPUTENBHO CTEPUITU3YIOTCSI.

Masy ¥ CYNMNO3UTOpHM C AQHTUOMOTHKAaMH HW3roTaBIIMBAIOTCH 110 IIpaBHJIaM
M3TOTOBJIEHHS  COOTBETCTBYIOIIMX  JIEKAPCTBEHHBIX  (GOpPM,  yCTAHOBJIEHHBLIM
HacrosiMu [IpaBunamu. OcHOBA AJ1s1 Ma3el NPeABapUTENLHO CTEPUITH3YETCS.

VII. KoHTponp kadecTBa JIEKapCTBEHHBIX MIPENapaToB

116. KoHTponb KauecTBa M3rOTaBIMBAEMBIX U H3TOTOBJIEHHBIX JIEKAPCTBEHHBIX
[pernapaToB OCYILIECTBISAETCS IOCPEACTBOM:

IPUEMOYHOT0 KOHTPOJIS;

MUCbMEHHOT0 KOHTPOJIS;

OMPOCHOTO KOHTPOJIS;

OpraHOJIENTHIECKOT0 KOHTPOJIS;

(GbHU3UYECKOro KOHTPOJIS;

XHMHYECKOT0 KOHTPOJIS;

KOHTPOJISI TP OTITyCKE JIEKapCTBEHHBIX [IPENapaToB.
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Bce U3roToBiIeHHBIE JIEeKapCTBEHHBIE MperapaThl IMOANEXaT 0043aTeNbHOMY
MMUCbMEHHOMY, OpPTraHOJIENTHYECKOMY KOHTPOIIIO IIPU OTITYCKE.

117. Pe3ynsTaThl OpraHojenTHYECKOro, (PU3NIECKOr0 U XUMUYECKOTO KOHTPOJIS
U3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IIperapaTtoB, B TOM YUCIE B BUAE BHYTpPUAITEYHOH
3arOTOBKM W (acoBKHM, KOHIIEHTPHPOBAaHHBIX pacTBOPOB, TPHUTypalMi, CIHMpTa
3TUJIOBOTO PETUCTPUPYIOTCS B XKypHase perucTpaLmu pe3ynbTaToB
OpraHoJIENTHYECKOro, (U3UUECKOTO U XUMHYECKOTO0 KOHTPOJIS JIEKApCTBEHHBIX
npernapaToB, U3rOTOBJIEHHBIX IO pellenTaM, TpeOOBaHHSIM M B BHJAE BHYTPHAITEYHOM
3arOTOBKH, KOHIIEHTPHPOBAHHBIX pAacTBOPOB, TPUTypalui, CIUPTa 3THIIOBOIO H
(bacoBKH JIEKapCTBEHHBIX CPEICTB.

B maHHOM XypHaJie yKa3bplBaloTCs CIEAYIOLINE CBEACHUS:

a) aTa OCyIIECTBIEHHUS KOHTPOJIS U HOMED I10 MOPSIKY;

0) HoMep pelerniTta, TpeOOBaHMs, HAaWUMEHOBAaHWE MEIMLIMHCKOW OpraHM3aluM,
BbIIaBlIeH UX (MpH HAJU4YUK);

B) HOMEP CEpUH JIEKAPCTBEHHOTO CPEACTBA MIPOMBILIIEHHOTO IPOH3BOACTBA,

I) COCTaB JIEKAPCTBEHHOI'O CpPEACTBA: OIPEAeNseMOE BEIIECTBO HIX  HOH
(yKasbiBaeTcs INpu (U3MYECKOM HIM XMMHYECKOM KOHTpOJE JIEKapCTBEHHBIX (opMm,
W3rOTOBJIEHHBIX MO peLienTam);

I) pe3yNbTaThl (PHU3UYECKOTO, OPraHOJENTUYECKOro, KayeCTBEHHOTO KOHTPOJIS
(KaXkKIBIA I10 IIKaJe: MOJIOKUTENBHBIH WK OTPULIATENbHBIN), XUMHYECKOTO KOHTPOJIS
(kaueCTBEHHOE U KOJIMYECTBEHHOE OIpelleNeHHe);

e) ®HO nuua, U3roToBUBIIET0, pachacoBaBLIEro JIEKAPCTBEHHBIN Tpenapar;

) MOAMKCEH JIULA, IPOBEPHUBIIETO U3rOTOBIEHHBIN TE€KapCTBEHHBIH IPEnapar;,

3) 3aKJIIOUYEHHE [0 pe3yJibTaraM IMCBMEHHOIO KOHTPOJS: YIAOBJIIETBOPHUTENBHO
WJIM HEYJOBJIETBOPUTEIBHO.

XypHan perucTpaluu pe3yJbTaTOB OpPraHOJENTHYECKOro, (QU3HYECKOTO H
XHMHUYECKOT0 KOHTPOJIS JIEKQpPCTBEHHBIX IMpEenapaTroB, M3rOTOBIEHHBIX MO PELENTaM,
TpeGOBaHHAM U B BHIlEe BHYTPHUAIITEUHOH 3arOTOBKH, KOHLIEHTPHPOBAHHBIX PacTBOPOB,
TPUTYpALHii, CIIHPTa STHIOBOTO U (PaCOBKH JIeKApCTBEHHBIX CPEACTB HOJDKEH OBITH
IIPOHYMEPOBAH, IMPOIIHYpOBAH M CKpeIUIEeH MOAMNKUChIO PYKOBOIUTENS aNTeYHOH
opraHuzaiiii (MHAMBUIAYANLHOTO IpeNNpPUHUMATENs) W TNedaThio (NpH HaU4YHH
neyartH).

IIpueMoYHEBIN KOHTPOD

118. IlpueMOYHBIH KOHTpPOJb OpPraHM3yeTCs C LENb0 MPERyNpPexKIACHUS
MOCTYIJIEHUS] B aNTeUHYK OpraHU3alldio, K HHAWBUAYAJILHOMY IpPEANPHHHUMATEIIO,
HeqoOpOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, HCIIONBL3YEMBIX /IS HW3TOTOBJICHHS
JIeKapCTBEHHBIX MPENapaToB, a TAKKE HEKAYECTBEHHBIX YITAKOBOYHEIX MaTEpHAaJIOB.

Bce moctynarolye JieKapCTBEHHblE CpeACcTBa (HE3aBUCHMMO OT MCTOYHHMKA HX
MOCTYIUIEHH ) TOABEPTatOTCS] TPUEMOYHOMY KOHTPOJTIO.

119. TIpueMOYHBIN KOHTPOJIb 3aK/IOYAeTCs B IPOBEPKE MOCTYMAMOLIUX
JIEKapCTBEHHBIX CPEJCTB Ha COOTBETCTBME TpeOOBaHUSAM [0  I[0Ka3aTeNsM:
«Omnucanue», «YmakoBka», «MapKupoBka», a TakKXe B IPOBEpPKE IPABHUIBLHOCTH
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odopMieHHs COTMPOBOUTENBHBIX JOKYMEHTOB, BKJIFOYast IJOKYMEHTHI,
MO TBEP XK AAIOIIHE KaUYeCTBO JIEKAPCTBEHHBIX CPEACTB.

B xoHTposb Mo nokazatemo «Omnrcanue» BKIIIOYaeTCs MPOBEpKa BHEIIHEro BUAa,
arperaTHOro COCTOSIHHS, I[BeTa, 3araxa JIeKapCTBEHHOro cpeacTBa. B chyuae
BO3HUKHOBEHHMS COMHEHHH B KauecTBe JIEKAPCTBEHHBIX CpeICTB  00pasiibl
HampaBJIIOTCA B aKKpPeAWTOBAaHHYIO HCIBITaTeNbHYIO jabopatopuio (LEHTp) s
MpOBeJleHHs JOIMOJHUTENbHBIX MCNBITaHW. Takue JekapcTBEeHHBIE CpencTBa C
o6o3HayeHHeM «3abpakoBaHO MPU MPHEMOYHOM KOHTpOJE» XpPaHATCS B KapaHTHHHOMR
30HE NIOMEILEeHUS XpaHEeHHUs H30JIHPOBaHHO OT APYTHX JEKapCTBEHHBIX CPEJCTB.

IIpu mpoBepke Mo Moka3areio «YIaKkoBKa» 0co0oe BHUMaHHe o0palllaeTcs Ha ee
IIEJIOCTHOCT KM COOTBETCTBHE (DU3UKO-XUMHYECKHM CBOMCTBAM JIEKApPCTBEHHBIX
CpPEeICTB.

[Ipy koHTpoJie MO TmoKazaTento «MapKHpOBKa» TMPOBEPSETCS COOTBETCTBHUE
MapKHpOBKM  IIepBUYHOH, BTOPHUYHOM YMAaKOBKHM JIEKAPCTBEHHOIO  CpeAcCTBa
TpeGOBaHHAM OOKyMeHTa B 0OJacTM KOHTpPOJsS KayecTBa, HalW4YKUe JIMCTOBKU-
BKJIAJBIIIA Ha PYCCKOM S3bIKE B YIakOBKe (MM OTAENBHO B Mauke Ha BCE KOJIMYECTBO
TOTOBBIX JIEKAPCTBEHHBIX MPENapaToB).

II1cEMEHHBIN KOHTpPOJIb

120. I'lpu U3roTOBJIEHUH JIeKapCTBEHHBIX MpenapaToB, B TOM YHUCIE MO pelentam
W TpeOOBaHMAM, a TaKXKe B BHIE BHYTPUAINTEYHOW 3aroTOBKH, 3alOJIHSIETCS MachopT
MUCbMEHHOT'0 KOHTPOJISl, B KOTOPOM YKa3bIBalOTCS:

a) mata W3roTOBJIEHHUS JIEKaPCTBEHHOTIO Mpernapara;

6) HOMep pelernTa Wik TpeOOBaHUS;

B) HauMeHOBaHHME MEIULIMHCKOM oOpraHu3allM, Ha3BaHUE OTIeNeHUs (Tpu
HaJM4MK); HOMEP CepHH, KOIMYECTBO B CEPUM - IJIsl JIEKAPCTBEHHBIX IMpENnaparoB B
BUJI€ BHY TPUANTEYHOH 3arOoTOBKH;

I') HaMMEHOBAHHs B3ATBHIX JIEKAPCTBEHHBIX CPEACTB U HUX KOJIUYECTBA, CTENEHb
B3STHIX TOMEONAaTHYECKUX pa3BeACHUH UK FOMEONAaTUYECKUX CyOCTaHIIUHI, YUCIIO 103,
MOJIUCH JIHL, M3TOTOBHUBIIETO, pacdacoBaBIIero M MPOBEPHUBIIEro JIEKAPCTBEHHYIO
bopmy.

[TacmopT MHCBMEHHOTO KOHTPOJS 3aloJIHSEeTCss cpa3y [0oCie€ M3rOTOBJICHUS
JIeKapCTBEHHOTO Tperapara, ¢ yKa3aHHeM JIeKapCTBEHHBIX CpPEICTB Ha JIATUHCKOM
SI3bIKE, B COOTBETCTBHH C MOCIEA0BATEIbHOCTBIO TEXHOJIOTHYECKUX ONepaluii.

[lacriopra MUCBMEHHOTO KOHTPOJS XpaHATCS B TeUYEHHE ABYX MeCSLeB CO JHS
M3rOTOBJIEHHUS JIEKaPCTBEHHBIX MPEmnapaToB.

[IpH HM3roTOBJIEHUHM IOPOIIKOB, CYIIIO3UTOPUEB YKa3bIBalOTCA OOIlas Macca,
KOJIM4ECTBO U Macca OTJENIbHBIX J103.

O6mass Ccynmo3uWTOpHas Macca, KOHIEHTpalus ©U o0seM (UM Macca)
W30TOHUPYIOLIETO BellecTBa, M00aBJIEHHOrOo B TJla3Hble Kalljld, pacTBOPBl IS
UHBEKUUH U WHQY3UHA, JOMKHBI OBITh YKa3aHbl HE TOJBKO B MAcHopTax MUCHMEHHOIO
KOHTPOJISI, HO U Ha 0OOPOTHOH CTOPOHE pelLieriTa Ha JIeKapCTBEHHBIH Ipernapar.

B cinydae WCHONB30BaHUS KOHLIEHTPUPOBAHHBIX pPAcTBOPOB B  IACMIOpPTE
IIUCBMEHHOI'0 KOHTPOJIS YKa3bIBAIOTCS UX COCTaB, KOHLIEHTpAlLUs U B3AThIi 00beM.
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121. Bce pacueTsl Ajisi U3TOTOBICHHUS JIEKAPCTBEHHOIO Ipernapara MpoU3BOASTCS
IO U3rOTOBJIEHMSI JIEKQPCTBEHHOrO TIpernapaTra W 3alMCBIBAIOTCS B Iaclopre
NUCbMEHHOI0 KOHTPOJIS.

Ecnu B cocTaB JE€KapCTBEHHOrO IIpernapara BXOIST HApKOTHYECKHE CpelCcTBa,
TICHXOTPOITHbIE, SAOBUTBIE W CUJBHOACHUCTBYIOIME BEIIECTBA, a TaKXe Jpyrue
JleKapCTBEHHBbIE CpENCTBa, MNOJUIeXAllUe IPEeIMETHO-KOJIUYECTBEHHOMY YYeTy, WX
KOJIMYECTBO YKa3bIBaeTCsI Ha OOOPOTHOH CTOPOHE peLernTa.

122. B ciuyyae, ecid JIeKapCTBEHHBIE IIperniapaTtbl H3rOTaBIUBAIOTCI U
OTMYCKAIOTCS OJHUM U TEM XK€ JIULIOM, MaclopT NUCBMEHHOIO KOHTPOJIS 3aIONHIETCS
B MpOLI€CCE U3TOTOBJEHHUS JIEKAPCTBEHHOTO IIpernapara.

123. M3roroBlieHHBIE JIeKapCTBEHHbIE Mpenaparbl, peuenTsl U TpeboBaHHs, IO
KOTOPBIM  H3TOTOBJIEHBl JIEKAPCTBEHHbIE IIpemnapathbl, 3aloJHEHHBbIE Macnopra
NIMCbMEHHOT0 KOHTpOJISI TIepefaroTcs Ha IPOBEPKY IIPOBU30pPY, BBIMIOIHSAIOLLIEMY
KOHTpPOJIbHbIE (DYHKIIMU TPH U3TOTOBJIEHUHU U OTILYCKE JIEKAPCTBEHHBIX NIPENapaToB.

KoHTponp 3aknroyaeTcs B TPOBEPKE COOTBETCTBHS 3alMCedl B Iacnopre
MUCBMEHHOTO KOHTPOJIS Ha3HAaYeHHsAM B pelenTe Wid TpeOOBaHHM, MPaBHIBHOCTH
MPOU3BEIEHHBIX paCyeTOB.

Eciyu mnpoBH30POM-aHAJIMTUKOM TPOBENEH IMOJNHBIA XUMHUYECKUH KOHTpPOJIb
KayecTBa W3rOTOBJICHHOTO JIEKAPCTBEHHOrO Ipernapara, TO Ha NacnopTe NUCbMEHHOTO
KOHTPOJISI TIPOCTaBJISIETCS HOMEpP XWUMHYECKOro aHalu3a M MOJINUCh IIPOBHU30pa-
aHaJIMTUKA.

OnpocHbIit KOHTPOJTB

124. OrnpocHBIi KOHTPOJIb OCYIIECTBISETCS BBIOOPOYHO M IPOBOAUTCS IIOCIE
M3roTOBJIEHHs (hapMalleBTOM (IIPOBU30POM) He Ooliee MATH JIEKapCTBEHHBIX GOPM.

[Ipy mMpoOBEAEHHH ONPOCHOTO KOHTPOJIS IIPOBU30POM, OCYIUECTBIISIOLLHM
KOHTPOJBbHYIO (GYHKLHUIO, Ha3blBae€TCs MMEPBOE BXOMSILEE B COCTaB JIEKAPCTBEHHOIO
nmpernapaTa JIeKapCTBEHHOE CpeICTBO, a B JIEKAPCTBEHHBIX IIpernaparax CIO0XHOIro
COCTaBa YKa3bIBAETCs TAKXKE €ro KOJHWYeCTBO, Nocie yero ¢papmaleBTOM (IPOBU3OPOM)
yKa3bIBalOTCS BCE HHBIE HCIIONb3yEeMbIE JIEKAPCTBEHHBIE CPeACTBA M UX KOJIMYECTBA.
[Tpu HCMONB30BaHUH KOHIIEHTPHPOBAHHBIX PacTBOPOB ¢apMalleBTOM (IIPOBU30POM)
YKa3bIBa€TCS TAKXKE UX COCTAaB U KOHLIEHTpaLHKs.

OpraHonenTH4ecKuii KOHTPOJIb

125. OpraHonenTH4YeCKU KOHTPOJIb SIBNIsI€TCS 00s13aT€NbHBIM BUIOM KOHTPOJS U
3aKJII0YaeTCs B MPOBEPKE JIEKAPCTBEHHOIO Ipernapara MO BHEIIHEMY BHIY, 3amaxy,
OJHOPOAHOCTH CMEIUINBaHHS, OTCYTCTBHIO MEXaHMYECKHUX BKIIOUEHHH B XUIKUX
JekapcTBeHHBbIX Gopmax. Ha BKyc mpoBepsitoTcsi BEIOOPOYHO JIeKapCTBEHHBIE (POPMBL,
npeaHa3HaYeHHBbIE AJis JeTel.

OOHOPOOHOCTh MOPOIIKOB, TPUTYpPalLUd TOMEONaTHYEeCKUX, Macell, CHpOIOB,
Ma3sei, CyIIo3uTOpHEB MpoBepseTcs BEIOOPOYHO Yy KaxaAoro ¢apmaienTa (IIpoBU30pa)
B TeueHHe paboyero HSA C y4ETOM BCEX BUIOB U3rOTOBJIEHHBIX JIEKAPCTBEHHBIX (OPM.
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Pe3ynbpTaThl OpraHONENTHYECKOrO KOHTPOJS PErHCTPUPYIOTCS B KypHale
PErMCTpAlMd  pe3yJbTaTOB OpPraHOJENTHYECKOro, (QH3MYECKOT0 U XUMHUYECKOTO
KOHTPOJIs  JIEKAPCTBEHHBIX  IIperapaToB, M3TOTOBIEHHBIX II0  pelenTtaM Ha
JIeKapCTBEHHbIE TMpernaparbl, TPeOOBaHUAM MEAMLUHCKMX OpraHu3alMi M B BHUIE
BHYTPHAIITEYHOHW 3aroTOBKH, KOHIIEHTPUPOBAHHBIX pacTBOPOB, TPUTYpalMH, CIHpPTa
3THJIOBOTO U (haCOBKHU JIEKapCTBEHHBIX CPEACTB.

DOU3NYECKUN KOHTPOJIb

126. du3KMYecKUii KOHTPOb 3aK/I0YaeTcs B MpoBepke oblLel Macchl MK 00beMa
JIEKapCTBEHHOrO IIperapaTa, KOJMYecTBa W MacChl OTIENBHBIX 103 (He MEHee TpeX
703), BXOMAIIMX B JIEKAPCTBEHHBIA IMpenapar, KOJIMYECTBAa IpaHysl B OAHOM rpaMme
roMeomaTHYeCKUX MpaHyJI, pacragaeMoCTH FrOMeONaTUYECKUX TpaHyI.

B pamkax ¢HU3MYECKOro KOHTPOJIsS MpPOBEpsIETCs TaKKe KayeCTBO YKYINOPKH
H3rOTOBJIEHHOTO JIEKAPCTBEHHOIO Npenapara.

JlexapcTBeHHBIE TMIpenapaThl, W3TOTOBICHHBIE [0 pelLenTaM, TpPeOOBaHUAM,
nojyieXxat (U3NYECKOMY KOHTPOJIIO BEIOOPOYHO B TeYEHHE paboyero AHS C y4ETOM
BCEX BUOB U3rOTOBJIEHHBIX JIEKAPCTBEHHBIX (hopM, HO He MeHee 3% OT UX KOJUYECTBa
3a I€Hb.

JlekapcTBEHHBIE Mpenaparsl, H3roTOBJIEHHBIE B BUJE BHYTPUAIITEYHON 3arOTOBKH,
TMOAJIEXAT (U3MYECKOMY KOHTPONIO B KOJIMYECTBE HE MEHEE TPEX YNAaKOBOK KaIOH
cepuu (B TOM uHclie ¢acoBka MPOMBILUUIEHHON MPOAYKLHH M TOMEOINaTHYeCKHX
JIEKAPCTBEHHBIX CpeAcTB). PHU3WUECKHH KOHTPOJIb 0053aTeNIbHO OCYIIECTBIAETCS B
OTHOIIIEHHH JIEKAPCTBEHHBIX TPEnapaToB, MpeIHa3HaYEeHHbIX /I IPUMEHEHHUs y AeTel
B Bo3pacTe IO 1 roja, comeplkaliMX HapKOTHYECKHE CpEACTBa, ICHXOTPOIHbIE U
CUIBHOJEHCTBYIOIIME  BEIECTBa,  JIEKapCTBEHHblE  MpernapaThl,  Tpebyrolue
CTEpUIM3AIMK, CYINIO3UTOPUEB, HHBEKLUHUOHHLIX TIOMEONAaTHYECKUX pPacTBOPOB,
HaCTOEK rOMEONaTUYeCKUX MaTPUYHBIX.

127. O6s3aTelbHOMY KOHTPOJIIO KOJMH4YECTBA I'paHyJsl B OJHOM IpaMMe MOAJIeKaT
rpaHyJsbl caxapHble, KaK BCIIOMOTaTeIbHOE BEILECTBO, MPH MOCTYIJIEHHH B AlTEUHYIO
OpraHHu3alyIo, K UHAWBUIY AJIBHOMY [IPEATNPUHUMATEIIO.

BsBemuBaercs 1 rpaMMm rpanyn ¢ todHocTeio 0,01 rpamma ¥ noACYMTBIBAETCS
KOJIMYECTBO rpaHyJi. [IpoBoOUTCS HEe MeHee IByX OIpPEIeTIeHHUH.

['panysisl roMeonaTHYecKye, H3roTOBJIEHHBIE B BUJIE BHYTPHAINITEYHOH 3arOTOBKH,
TOBEPralOTCs KOHTPOJIIO pachagaeMocTH BbIOOpouHO, HO He MeHee 10% ot obiuero
YKCJIa U3TOTOBJIEHHBIX 32 MECSLl CEpHiA.

10 rpaHyn MoMemalOTCd B KOHMYEeCcKylo Konby BMecTMMOCThrO 100 wu,
npubasnsercs 50 M1 BOABI OYHILEHHOH, uMeroleii Temnepatypy 37°C + 2°C. Konba
MeJJIEHHO TokauuBaeTcs 1-2 pa3a B cekyHOy. IlpoBoguTcss He MeHee Tpex
OMnpeleJIeHUH.

['paHysisl JOJDKHBI pacnagaThes B TeUeHUE He 6ojiee 5 MUH.

128. Pe3ynpTaThl GU3MUECKOTO KOHTPOJS PUKCUPYIOTCS B XKypHalle perucTpaluu
pe3ylbTaToOB OPraHOJIENTUYECKOro, (GU3UYECKOro W XMMHYECKOro  KOHTpOJs
JIEKApCTBEHHBIX TpernaparoB, U3rOTOBIEHHBIX MO pelenTaM, TpeOOBaHMSM W B BHJE
BHYTpHANTEYHOW 3arOTOBKH, KOHLIEHTPHUPOBAaHHBIX PAacTBOPOB, TPUTYpallMii, CIMpTa
3THJIOBOTO M (haCOBKHU JIeKapCTBEHHBIX CPEACTB.
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XHUMUYECKUN KOHTPOJIb

129. XuMHYeCKHM KOHTPOJb 3aKJIIOYaeTCs B OLIEHKE KadyecTBa W3rOTOBJICHUS
JIEKapCTBEHHBIX MpenapaToB MO MOKA3ATENSAM:

KaueCTBEHHBIN aHaIK3: NOIJIMHHOCTG JIEKAPCTBEHHBIX CPEACTB;

KOJMYECTBEHHBI aHaNIW3: KOJIMYECTBEHHOE OIpeNesieHue JIEKapCTBEHHBIX
CpEeOCTB.

s mpoBeneHHS XHUMHYECKOrO KOHTpOJs obopyayeTcsi crelualbHOe pabodee
MECTO, OCHAIIleHHOE HeOoOXOOUMBIM 000pyIOBaHHeM, MpUOOpaMH U peaKkTHBaMH,
obecrieueHHOe JOKyMEHTaMHM B 001acTH KOHTpPOJsS KayecTBa U  CIPaBOYHOMU
JIUTEPATyPOH.

Pe3ynbpTaThl KaUeCTBEHHOIrO aHajiM3a PEerMCTPUPYIOTCS B XKypHajle PerMCcTpaluH
peE3yNBTATOB  OPraHOJIENTUYECKOro, (HU3MYECKOro M XUMHUYECKOrO0  KOHTpOJI
JIEeKapCTBEHHBIX IMpenaparoB, W3rOTOBJIEHHBIX IO pelenTaMm, TpeOOBaHUSIM U B BHUIE
BHYTPHANTEYHON 3arOTOBKU, KOHLIEHTPUPOBAHHBIX PACTBOPOB, TPUTYpaLlMi, CIUpTa
STHJIOBOTO W (DaCOBKH JIEKAPCTBEHHBIX CPEACTB, @ TaKXKe B XXypHAJIE PErMCTpaLUH
pe3yJbTaTOB KOHTPOJIS JIEKAPCTBEHHBIX CPEACTB HA IMOJJIUHHOCTD.

130. KayecTBeHHOMY aHaIU3y B 00s3aTENbHOM MOPSAAKE OABEPTatOTCs:

a) OYMILIEHHas BOJa W BOJAA IJIi WHBEKIUHUH €XeIHEBHO W3 Kaxxaoro OasioHa, a
npy mmoAade BOABI MO TPyOONpOBOAY — HAa KaXIOM paboueM MeCTe Ha OTCYTCTBUE
XJIOPUJOB, Ccynb(haToB U cojel Kanbuus. Boaa, npenHa3HaueHHast IJ1sl U3FOTOBJICHHS
CTEPHJIBHBIX PacTBOPOB, JO/HKHA OBITh Tak)Xe IpoBEpeHa Ha OTCYTCTBHE
BOCCTaHABIIMBAIOIINX BELLECTB, COJIEH aMMOHUS U yriiepoJa JUOKCUIA,;

0) Bce JieKapCTBEHHBIE CPEACTBA U KOHLEHTPUPOBaHHBIE PACTBOPHI (B TOM 4HUCIIE
HAaCTOMKHM TOMeoNaTU4YeCKue MaTpPUYHBIE, TPUTYpalMd T[OMEONATUYECKHUE I1EPBOTO
JNECSATHYHOIO pa3BeNEHMS, pacTBOPbl TOMEOMATHYECKHE IIEPBOrO  IECATHYHOTO
pa3BelleHUs), MOCTyMarollHe W3 TMOMEIUEHUA Uil XPaHEHHs B I[OMELUEHUsA s
M3TrOTOBJIEHUS JIEKAPCTBEHHBIX MPENapaToB;

B) JIeKapCTBEHHBIE CpEICTBA, MOCTYIMBIIME B aNTe4YHYIO OpPraHU3alMio, K
WHIWBUIYalbHOMY MpeANpPUHUMATEN0 B Cllydyae BO3HMKHOBEHUS COMHEHMs B HX
Ka4ecTBe;

I') KOHLEHTPUPOBAHHBIE pACTBOpHI, XKHUAKWE JIEKAPCTBEHHBIE CpEICTBA B
OropeTOYHOH yCTaHOBKE W B ILUTAHIJIacaxX C MUIETKaMH, HaXOAsIIHeCs B IOMELUEHHUH
W3TOTOBJIEHHS JIEKAPCTBEHHBIX MPENapaToB, P UX 3all0JIHEHUH;

1) pacdacoBaHHbIE JIEKapCTBEHHbBIE CPEICTBA NPOMBIIIEHHOTO TPOU3BOJICTBA;

€) romeomnaTH4ecKkHe JIEKapCTBEHHblE IpenapaTsl B BHAE BHYTpPHANTEYHOH
3arotoBk. KadecTBO jiekapCTBEHHOro mMpenapara OLEHHMBAIOT [0 BCIIOMOraTesbHBIM
BELLIECTBAM.

Bopga ouullieHHas W BoAa Il UHBEKLMI JOJKHBI €XXEKBapTAJILHO IOABEPraThCs
MOJIHOMY KaUeCTBEHHOMY U KOJIMYECTBEHHOMY aHAJIU3Y.

131. Tlpu mpoBeAE€HUH XUMHYECKOrO KOHTPOJI OYHMILEHHON BOABI M BOABI IS
WHBEKLHH B XypHalle perucTpalyu pe3yJIbTaTOB KOHTPOJS BOABl OYHUIIEHHON, BOIBI
IUTs1 UHBEKLMH B 003aTETEHOM MOPSIAKE YKa3bIBAKOTCS:

a) JaTta rnojydyeHus: (OTTOHKH) BOJBI;

0) naTa KOHTpOJIS BOJBI;



39

B) HOMep MPOBEIEHHOT0 XUMHUYECKOTO aHAJIN3a;

r) HoMep OayioHa UK OIOpPEeTKH, U3 KOTOPBIX B3STa HA aHAJIM3 BOJA,

1) pe3ynbTaThl KOHTPOJISi Ha OTCYTCTBUE NIPUMECEH;

e) nokazatenu pH cpensr;

)  3aKIIOYE€HHE O  pe3ylbTarax aHanu3a BOABl  (YJOBIETBOPSET/HE
yIOBIIETBOPSIET);

3) MOATMMKCH JIKI[A, TPOBOAMBILErO aHAIM3.

XKypHan perucrpaliid pe3yJbTaTOB KOHTPONsS BOABl OYHILEHHOH, BOIBI IS
UHBEKUUNA [OJKEH OBITh IMPOHYMEPOBaH, MPOLIHYPOBAaH M CKPEIUIEH IOIIUCHIO
PYKOBOIHMTENS YUPEXKICHUS U [1€YATHIO BBIILIECTOAIIEN OpraHu3aluy.

132.  KauecTBeHHOMY  aHaiM3y  [OODKHBI  MOJABEPraTteCs  BLIOOPOYHO
NeKapCTBEHHEIE TMpENapaThl pa3iWYHBIX JIEKAPCTBEHHBIX (OPM, H3TOTOBJIEHHbBIE
dapmareBToM (IIPOBU30POM) B TeueHHe pabodero aHs, HO He MeHee 10 % oT obiiero
KOJIMYECTBA HW3TOTOBJIEHHBIX KaXKIbIM (dapMaleBTOM JIEKapCTBEHHBIX IIpernapaTos,
KpOMe rOMeoNnaTH4eCKUX.

[oMeonaTHyecKre JIEKapCTBEHHBIE IIpernapaTbl B BHAE BHYTPHANTEYHOH
3arOTOBKHM M3TOTABJIMBAIOT I10J] HaOIOJAeHHEeM MIPOBHU30pa-aHaIUTHKA WKW ITPOBH30pa-
TeXHoJIora. B TpUTypallusx roMeonaTH4eCKuX U FroOMeONaTHYECKHX IpaHynax KauyecTBO
JIEKapCTBEHHOTO IIpernapara JOINONHHUTENBHO OLEHHMBAKOT 10 BCIIOMOTraTeIbHBIM
BEIIECTBaM.

133. Tlpu mnpoBeleHHMH XUMHYECKOTO KOHTPOJS IIOAJHMHHOCTH JIEKapCTBEHHBIX
CpeACTB B OIOpETOYHOH YyCTaHOBKE, INTaHIjacaX M IITaHrjgacax C MHUNETKaMu B
KypHajle pEerucTpald pe3yJbTaTOB KOHTPOJS JIEKApCTBEHHBIX CpeACTB Ha
MOJJIMHHOCTE B 0053aTEIBHOM IOPSIKE YKa3bIBAKOTCS CIEAYIOLIME CBEICHHS:

a) JaTa 3aroHeHUs OIOpeTOYHOH YCTaHOBKH, LITAHTI/Iaca,

0) MOpsAAKOBBIA HOMEP XMMHUUECKOr0 aHaJIN3a,

B) HAMMEHOBaHHE JIEKApCTBEHHOT'O CPEACTBA,

r) HOMEp CEpUH WIM HOMep aHaju3a JIEKapCTBEHHOrO CPEICTBa MPOM3BOAMTENS
JIeKapCTBEHHBIX CPEACTB;

1) HOMep 3aMoJIHAEMOrO IITAaHIJIaca;

e) olpefeNsieMoe BellecTBO (UOH);

%) pe3ynbTaThl KOHTPOJIS MO MIKaJIe KILTIOCH WK KMHHYCY,

3) IIOMTUCH JIHL], 3aIIOJIHUBIIMX U MPOBEPUBILHNX 3aMOJTHEHHE.

XypHan pe3ynbTaTOB KOHTPOJS JIEKAPCTBEHHBIX CPENCTB Ha MOIJIMHHOCTB
IOJKEH OBITh NPOHYMEPOBaH, MPOIIHYPOBaH U CKPEIUIEH IMOANUCHIO PYKOBOIUTEJS
anTeyHOM opraHW3aluM (MHIMBHAYAJIbHOTO IPEANPHHMMATENS) M MeYaTbio (MpH
HaJIMYMH T1eYaTH).

134. KadecTBEHHOMY M KOJHYECTBEHHOMY aHalu3y (MOJHBIA XHMHUYECKHH
KOHTPOJIb) MOABEPTAIOTCS B 00513aTENBHOM MOPSAIKE:

a) BCe pacTBOPHl I HWHBEKUUH M HHQY3UH OO CTEpUIIM3alWH, BKIIIOYas
onpeleneHde 3HadeHHs pH, H30TOHUpYIOIIMX M CTAOMIM3MPYIOLIMX BELIECTB.
PacTBOpEI A1 HHBEKUUI 1 HHPY3UH nocie CTEpHIN3alMHy NIPOBEPSIOTCS 1O 3HAUEHHIO
pH, MNOMIMHHOCTH ¥ KOJMYECTBEHHOMY COJEPXKAHHMIO [IEMCTBYIOIIMX BEILUECTB;
cTabuiau3aTopel  MMOCJe  CTepWIM3allMM  TPOBEPAIOTCS  JIMIIL B clydae,
IpeayCMOTPEHHOM TOKYMEHTOM B 001aCTH KOHTPOJIS Ka4eCTBa.
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6) cTepuibHBIE PacTBOPHl Ui HApYXXHOro NMpUMeHeHHs (O(TaIbMOJIOTHYECKHE
pacTBOpBI Ui OpOILEHWH, pacTBOPBI MUl JleY€HHs  OXOTOBBEIX [MOBEPXHOCTEH U
OTKPBITBIX PaH, Il HHTPABArHMHAIBLHOTO BBEACHUS U HHBIE CTEPUIIBHBIE PACTBOPHI);

B) TIJa3Hble KalUli M Ma3W, COJepXallhe HapKOTHYECKHe CpeacCTBa,
TICUXOTPOIHEIE, CUNBHOAEHCTBYIOIME BelllecTBa. IIpM aHanmu3e riasHbBIX Kamnelb
cofiep)KaHHe B HHUX M30TOHHPYIOLMX U CTAOMIH3UPYIOLIMX BELIECTB ONMpeNeiseTCs N0
CTEPHIIM3aLINY;

r) BCe JIeKapCTBEHHBIE (POPMBI, TpeIHa3HAYECHHBIE AT JIEYEHHs HOBOPOXKICHHBIX
nereit u nerer no 1 roaa;

1) pacTBOpEl aTpPONMUHA CyNb(aTa M KHCIOTHl XJIOPHCTOBOJOPOLHOM (s
BHYTPEHHETO NMPUMEHEHHs ), pacTBOPBI cepebpa HUTPATa,

€) BCe KOHI[EHTPHPOBaHHBIE PacTBOPBI, TPUTYpAlMH, KPOME IOMEONaTHYECKHX
TPUTYpaLUii;

)K) JIeKapCTBEHHBbIe MperiapaTtsl B BHAE BHYTPHANTEYHOM 3aroTOBKH KaXKAOWH
CEpHH, KpOME rOMeoNnaTHUECKUX JIEKapCTBEHHBIX NPeNapaTos,;

3) cTaOMIM3aTOPEI, TPUMEHSEMbIe IPH U3rOTOBIEHUH PACTBOPOB MJIs HHBEKLUH U
nH(Yy3ui, 6ydepHbIe pacTBOPEI, IPUMEHAEMBIE [IPH M3TOTOBJIEHMHU ITIa3HbIX Kallellb;

M) KOHIEHTpAlMs CIUpPTa J3TUJIOBOrO INpH pa3BeleHHH, a TaKkke B Clydae
BO3HUKHOBEHHS COMHEHHWII B KauecTBE CNHpTa 3THIOBOIO IpPH €ro IMOCTYIIEHWH B
anTEeYHYI0 OpPraHU3aluio, K HHINBUAYaAIbHOMY IpeANPHUHUMATEIO,

K) HHBEKLIHOHHBIE TOMEONaTHYECKHUE PACTBOPEI,

) NeKkapcTBEHHbIE ()OPMBI, W3TOTOBIEHHBIE MO pelenTaM M TPeOOBaHHAM, B
KOJIMYECTBE HE MEHEee TPeX JieKapCTBEHHBIX (OopM NpH paboTe B OJHY CMEHY C YYETOM
pa3NUYHbEIX BHUAOB JieKapcTBeHHBIX GopM. Ocoboe BHUMaHKHE JOMKHO Obpaiiarbes Ha
nekapcTBeHHbIe (GOPMBI IS IeTell, IpUMEeHsieMble B OGTaIbMOJIOTHYECKOH MpaKTHKe,
cojepKallie HapKOTUYECKHE U SIOBUTHIE CPEICTBA, PACTBOPHI AJIs JI€YEOHBIX KIIU3M.

TpeGoBaHUsS K KOHTPOIO KaueCTBa CTEPUIILHBIX PaCTBOPOB

135. MHsroroBineHne ¥  KOHTPOJNb  KayecTBa CTEPHIIBHBIX  PacTBOPOB
OCYILECTBIAIOTCS B COOTBETCTBMH C HactosiuiuMu [lpaBunamu, TpeGoBaHUAMH
locynapcteennod ¢apmakornen XII u3gaHus HIM HHOTO JOKYyMEHTa B 00JacTH
KOHTPOJISI KaYeCTBa.

136. MukpoOHONOTHUECKUH KOHTPOJb PAacTBOPOB, 3a MCKIIIOUYEHHWEM pacTBOPOB
WHIMBHMYaJIBLHOTO HM3rOTOBJIEHMS, HAa CTEPHJIBHOCTh W HCIBITAaHWE Ha MHUPOTeHHOCTH
UM GaKkTepHalbHBle S3HIOTOKCHHBI PACTBOPOB [l HHBEKLUMH U UHQY3HH NIPOBOAUTCS
B COOTBETCTBUM ¢ TpebGoBanusiMu [ocynmapcTBeHHOH ¢apmakonen XII usganus wnu
HHOTO JOKYMeHTa B 00J1aCTU KOHTPOJIs Ka4yecTBa.

137. Jlo ¥ mocjie CTepWIM3ali CTEPHJIBHBIX PAcTBOPOB BEINOJHAETCS HX
KOHTPOJIb Ha MeXaHHYeCKHe BKIIOYEHHS.

MexaHHYeCKMMH  BKJIIOYEHHSMU  SIBISIIOTCS  MOCTOPOHHHUE  TOABHIKHEIE
HepacTBOpPUMBIE BEILECTBA, KPOME IMy3BIPBKOB rasa, Cly4aiHO IPHUCYTCTBYHOLIME B
pacTBOpax JieKapCTBEHHBIX IIPeNnapaToB.
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OOHOBpEeMEHHO AOJDKHBI TIPOBEPATHCS 00BbEM PacTBOPOB B €MKOCTAX M KaY€CTBO
UX YKYTIOPKH.

138. B mpoliecce HM3rOTOBJIEHHS CTEPHIIbHBIE PacTBOPBl JOJDKHBI MOABEpPraThecs
NEPBUYHOMY Y BTOPUYHOMY KOHTPOJIIO HA MEXaHUYECKUE BKITIOYEHUS.

ITepBUYHBIH KOHTPOJIb OCYILECTBISETCS TMociie (GHIBTPOBaHHS M (acoOBKH
H3rOTOBJIEHHOTO pacTBOpA.

[Tpu oOHapyXeHHH MEXaHUYECKHX BKJIIOYEHUH pacTBOp NOBTOPHO (GHUIBTpYeETCH,
BHOBB ITPOCMATPUBAETCS, YKYIIOPUBAETCS, MAPKUPYETCSI U CTEPUIIM3YETCS.

PacTBOpEBI, W3rOTOBJIEHHBIE acENTUYECKH, MPOCMATPHBAIOTCS OAWH pa3 Iocie
(hacoBKH HIIH CTEPUIIU3YIOLIEro (pUIBTPOBAHHUS.

[TepBUYHOMY ¥ BTOpHYHOMY KOHTpoto noanexar 100% &mkocTelt ¢ pacTBOpaMH.

139. KoHTposib pacTBOPOB Ha OTCYTCTBHE€ MEXaHWYECKUX BKIIHOYEHHH
OCYIILECTBJISETCS ITPOBU30POM - TEXHOJOTOM C COOJIOACHHEM YCIOBHUH U TEXHHKHU
KOHTpOI.

Jlns mpocMoTpa EMKOCTel HOJKHO OBITH crieluanbHO obopyfoBaHHOE pabouee
MECTO, 3alllMIllEeHHOe OT IONaJaHus TMPSAMBIX COJHEYHBIX JIydeH, MOOIyCKaeTcs
pUMeHeHHe YepHO-0€eI0To 3KpaHa U CIeHaIbHBIX YCTPONCTB.

B 3aBHCHMOCTH OT 00beMa EMKOCTH IPOCMATpPUBAIOTCSI OJHOBPEMEHHO OT OLHOM
JIO TISITH LUTYK.

KoHTpoJb NpH OTITyCKe JIeKapCTBEHHBIX NPENapaToB

140. KoHTponto Mpu OTIYCKE JIEKAPCTBEHHBIX IIPENapaToB IOABEPrarOTCs BCE
W3rOTOBJIEHHBIE JIeKapCTBEHHbIE IIpenapatbl, B paMKax KOTOPOro IpoBepseTcs
COOTBETCTBHUE:

a) YINaKOBKM JIEKApCTBEHHOro Ipenapara (QU3NKO-XMMHYECKUM CBONCTBaM,
BXOJSIIMX B HETO JIEKAPCTBEHHBIX CPEICTB;

6) yka3aHHBIX B peLenTe HWIM TpeOOBaHWU J03 HAPKOTHYECKUX CPEACTB,
TICUXOTPOIHBIX, CUJIIBHOJAEHCTBYIOLMX BEIIECTB BO3PACTy MALMEHTA;

B) PEKBHU3WTOB pellenTa, TpeOOBaHUS CBEIOEHUSM, YKa3aHHBIM Ha YIIaKOBKE
W3rOTOBJIEHHOTO JIEKApCTBEHHOIO Npernapara;

r) MapKHpPOBKH JIEKQpCTBEHHOro IpernapaTa TpeOOBaHUSAM, YKa3aHHBIM B
npunoxxeHuH Ne 1 k HactoswmM IIpaBuinam.

[Ipy BBHISBIEHHH OJHOTO M3 YKa3aHHBIX HECOOTBETCTBHMH HW3TOTOBJIEHHBIN
JIeKapCTBEHHBIH Mpenapart He MOANIEXKUT OTIIYCKY.

VIII. IpaBuna oTmycKa U3rOTOBIIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB

141. K OTImyCcKy H3roTaBIMBaeMBIX JIEKAPCTBEHHBIX IPENAapaTOB IMPUMEHAIOTCS
NpaBHJia OTIyCKa JIeKapCTBEHHBIX I[IpenapaToB I MEOULMHCKOTO IPUMEHEHHS
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anTe4YHBIMH OpraHU3aLUsAMH, WHIUBHIYaNbHBIMU MPENNPHHUMATENAMH, UMEIOUMH
JHUIEH3MI0 Ha papMaleBTHYECKYIO LeSTEeNbHOCTE .

142. MapkupoBka OTIyCKaeMBIX JIEKAPCTBEHHBIX IIpenapaToB JOJKHA
COOTBETCTBOBATh TPEOOBAHUAM, YCTAHOBIEHHBIM B NpUIIOXKEeHHH Ne 1 K HacTosmum
[TpaBunam.

5 YacTe 2 cTaTby 55 ®enepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 «O6 obpaleHnH JIeKapCTBEHHBIX CPEACTBY
(Cobpanue 3akoHonaTenscTBa Poccuiickoli ®enepauuu, 2010, Ne 16, ct. 1815; Ne 31, cr. 4161; 2013, Ne 48, cT. 6165;
2014, Ne 52, c1. 7540).



[Tpunoxxenue Ne 1
k [IpaBusiaM U3roTOBIEHHUS U OTIYCKA JIEKAPCTBEHHBIX
MpenapaToB JJis1 MEAULIMHCKOrO MPUMEHEHHUS allTeUHBIMU
OpraHu3alUsIMH, UHOUBUIYAIbHBIMH [IPEANPUHAMATESAMH,
HMMEIOLIUMHU JIMLIEH3HUIO Ha (hapMalieBTHUECKYO
JIEATEbHOCTD, YTBEPKAEHHBIM NpHKa3oM MHHKCTEPCTBA
3npaBooxpaHeHus Poccuiickoit Penepauuu

ordb ol & 20151 Ne 511

TpeGoBaHHsl K MAPKHPOBKE H3rOTOBJEHHBIX
JIEKAPCTBEHHBIX NMpenapaToB AJsl MeAHLHHCKOro NPpHMEHEH U

1. Bce nekapcTBeHHBIE IperapaThl, H3rOTOBIEHHBIE U pac(hacoBaHHBIE B
anTeYHOW OpTraHW3alMHi WIH WHIMBHAYaIbHBIM IpPEANPUHHUMATEIEM, UMEIIINM
JIULIEH3UI0 Ha dhapMalieBTUUECKYIO JIESATENBHOCTB, odopmIsoTCS
COOTBETCTBYIOLIMMU 3TUKETKAMH.

2. DTHUKeTKH a1 0hOpMIIEHHUS JIEKApCTBEHHBIX IPENapaToB B 3aBHCHMOCTH
OT crioco0a uX MpUMEHEeHHUs, IIOAPa3AEIIAI0T Ha:

a) 3TUKETKH IS JIeKapCTBEHHBIX INPENapaToB BHYTPEHHErO MPUMEHEHHS C
HaIIMKUChIO0 «BHyTpeHHEe»;

0) 3TUKETKH JUIs JeKapCTBEHHBIX IPErnapaToB HAapy>XHOr0 NMPHUMEHEHMS C
Hagnuceto «HapyxHoe»;

B) STUKETKH Ha JIEKApCTBEHHBIE Npenapatsl AJ11 MapeHTEPaIbHOrO BBEICHHS
¢ HaaMUCho «J{na uHbeKImi», « s uady3ui»;

) ’TUKETKH Ha TJIa3Hble JIEKapCTBEHHBIE NpenapaTsl ¢ HaANUChIO «I nasHbie
Karuuy, «I[ na3Has Masp», «PacTBOpEI AJi OpOLIEHHUA,

o) I TOMEONMAaTHUYEKUX JIEKAPCTBEHHBIX MpernapaToB C HaAAMKHCBIO
«"oMeomnaTHyecKHit» UIu «I oMeoINnaTH4ecKoe JIeKapCTBEHHOE CPENCTBOY.

3. DTHKETKH UMEIOT Ha OesioM (oHe Clelylolie CUTHAIIbHbIE LIBETA B BUJIE
MoJIS:

a) [JIsi BHYTPEHHETrO IPUMEHEHUS — 3€JICHBIN LIBET;

0) nJis HApY>KHOTO IPUMEHEHHS — OPaHIKEBBIH LIBET;

B) IJg TIa3HBIX Karmenb, IJIa3HbIX Ma3ei, pacTBOPOB [Jis OpOLIEHHS —
PO30BBIH LIBET;

I) 11l HHBEKLUUH U UHPY3UH — CHHH LIBET.

4. Ha Bcex 3THKeTKax s OGOpPMIEHHS H3TOTOBJIEHHBIX TE€KAPCTBEHHBIX
npenapaToB JOJDKHBI OBITh  OTHEYAaTaHbl IMpeLyNpEeNUTENbHBIE  HAAMMCH,
COOTBETCTBYIOIIHE KAXIOH JleKapCTBEHHOH popme:

a) s MHUKCTYp - «XpaHUTh B IPOXJaJHOM M 3allHIIEHHOM OT CBeETa
Mmectey, «Ilepen ynotpebneHueM B3OAITHIBATHY;

0) nns Maseid, r1a3HbIX Maszel W MIa3HbIX Kameib — « XpaHUTh B IPOXJIaJHOM
W 3allMIIEHHOM OT CBETa MECTe», IJii FOMeolaTU4YecKUX Mazell «XpaHUTb B
3allMIIIEHHOM OT CBETa MecTe MpH Temmepatype oT 5 1o 15°Cy;
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B) JUI Kamejlb BHYTPEHHEro NMpUMeHEeHHs — «XpaHUTh B 3alUIIEHHOM OT
CBETa MeCTe»; JJid TOMeOoNaTHYeCKUX Kamenb — «XpaHUTh B 3alUIIEHHOM OT
CBETA MECTe, MPH TemriepaType He Bbllle 25°Cy»; Ui rpaHysl TOMEONaTHYECKUX —
«XpaHHUTh B CyXOM, 3alllUIIIEHHOM OT CBETa MECTe, IPU TEMIIEpaType He BbILle
25°Cy;

r) 11 HHBeKUHHA U UHOY3UH - «CTEpUIIBHON.

5. Bce 3THKETKM 00S3aTeNbHO IOKHBI COAEPXKaThb IPEAYIPENUTEIbHYIO
HaJMKCh « XpaHUTH B HEJAOCTYITHOM IS AETEH MECTEN.

6. IlpemynpemuTencHble HAANMCH, HaKIEMBAaeMble Ha H3TOTOBJICHHBIE
JleKapCTBEHHbIe TpemnapaThl, JODKHBI MMETh CIELYIOLMH TEKCT W CHUTHaJIbHbIE
[BeTa:

a) «Ilepen ymorpebneHueM B30GanTHIBaTE» - Ha OenoM (OHE 3€JIEHBIN
mpudT;

6) «XpaHUTh B 3ALIMIIEHHOM OT CBETa MecTe» - Ha cuHeM (oHe Oenbli
mpudT;

B) «XpaHMTh B MPOXJIAJHOM MeCTe» - Ha roryooM (oHe 6enbli WpUQT;

r) «JleTckoe» - Ha 3eneHoM ¢oHe Genblil pUPT;

1) «J11s HOBOPOXKIEHHBIXY - Ha 3eJIeHOM (hoHe GeNblil LpUdT;

e) «O6palaTbes C OCTOPOIKHOCTBIO» - Ha 6e10M (oHe KPacHBIH IPUPT;

K) «CepaeuHoe» - Ha opaHxeBoM ¢oHe Oenbli mpudT;

3) «bepeyn OT orHs» - Ha KpacHOM ¢GoHe Oelblil WPHAT.

7. Jlna neKapCTBEHHBIX TIpernapaTtoB, TPeOyIOIHUX OCOOBIX YCIIOBHM
XpaHeHus, oOpallleHHs ¥ NPUMEHEHHs, Ha 3THUKETKaxX MOTYyT Te4aTaThCs WU
HaKJIEHBAThCs JOMOJTHUTENbHBIE TPeAyIIPEAUTENBHBIE HANIIMCH.

8. Pa3smepsl 3TUKETOK ONpeeNstoTCs B COOTBETCTBUU C Pa3sMEpPaMH MOCY b
WM IPYrod ymakoBKH, B KOTOPO#l OTMYCKatOTCsS M3rOTOBJIEHHBIE JIEKAPCTBEHHBIE
Ipenaparsl.

9. JlexapcTBeHHBIE TIpEMapaThl B 3aBUCUMOCTH OT JIeKapCTBEHHON (OpMBI U
HasHauyeHHs cleayer oOQOpMISTh COOTBETCTBYIOLIUMH BHAAMM ITHUKETOK:
«Mukcrypa», «Kammm», «Kamiu p[ns npuemMa BHYTPbh TOMeEONaTHYECKHEY,
«[Topoukuy», «I'paHynsl roMmeonaTHyeckue» «I'nasHele Kamuu», «l1asHas masby,
«Ma3p», «Ma3p romMmeomnatHueckas», «OmnoAenbJOK TI'OMEONaTHYECKUI»,
«CyIImo3uTOPHH peKTaJIbHble roMeonaThdeckue», «Macio roMeomaTuyeckoey,
«HapyxHoe», «lns uapekunii», «Kammu B Hoc» U Ip.

10. Ha oatuketkax mans oQopMIeHHs JIEKapCTBEHHBIX [PENaparos,
M3TOTOBJIEHHBIX JJISl HACETeHHUS, JOJDKHO OBITh yKa3aHo:

a) HaWMeHOBaHWe anTeyHod opranuzauuy, O.M.O. HWHAMBHIYaILHOTO
NpeANPHHUMATENS, UMEIOILETO JIMLIEH3UIO Ha (hapMaleBTHYECKYIO JeATEILHOCTE;

6) MECTOHAXO0XKIEHHE anTeqyHoH OpraHu3aluu 1700 MECTO
dapMalieBTHYECKOMH AeATENbHOCTH WHANBUIYaJIbHOIO IIPEANPHHUMATE]IS,

B) HOMED pellenTa (MpHcBauBaeTcs B allTeke);

r) ®.1.0. nauueHra;

1) HaHMEHOBaHHE WM COCTaB JIEKAPCTBEHHOIO [IpENapara;



e) cnoco0 TNpHMEHEHHs JIeKapCTBEHHOro IipenapaTa (BHYTPEHHeE,
Hapy>XHOe, IJIsi HHBbEKLHH), BUA JIeKapCTBEHHON (QopMBI (IN1asHble Karlulk, Masb U
T.O.);

K) mnoapoOHOe onmcaHHe crnocoba TpUMeHeHHs (A MHUKCTYp:
«I0___JIOXKKE _pa3 B JleHb___ eNbpl»; N8 Kalenb A BHYTPEHHETro

yHoTpeOJIeHUs:  «IIo Kaneiab  pa3 B J€Hb __ eAb»; I IOPOIIKOB:
«IO____TOpPOLIKY  pa3 B IeHb__enbl»; s IrJa3HbIX Kamners:
«110 Karesb pa3 B JEHb B riaas»; sl OCTAJIBHBIX JIEKAPCTBEHHBIX

hopM, TpPUMEHSEMBIX HapyXHO, JOMKHO OBITH OCTaBJIEHO MECTO Ui yKa3aHHUS
crocoba TMpUMEHEeHHs, KOTOpOe 3aloNIHAETCS OT pPYKH HJIH MpOCTaBleHHEM
mramna. Ha 3THKeTKax JeKapCTBEHHBIX MpenapaToB IS WHBEKUHH W MHOY3Hi
IOJDKHO OBITh 00fA3aTENBHO TMPEAYCMOTPEHO MECTO Ul HalKMCaHHd COoCTaBa
NIeKapCTBEHHOTO TIpernapara U yKkasaHus crocoba ero NpUMeHEH s MIIM BBEIEHHU),

3) JaTa U3rOTOBJICHHS JIEKAPCTBEHHOTO IIpenapara;

M) CPOK FOJHOCTH JieKapcTBeHHOTro npenapata («['ofeH 1o__ »);

K) IIeHa JIEKapCTBEHHOI 0 Mpernapara;

1) IpenocTepexxeHne « XpaHUTh B HEJOCTYITHOM [UIsl AETEH MECTeN.

11. Ha Bcex aTukeTkaX st oQOpMIIEHHUS JEKApCTBEHHBIX IIpernapaTos,
M3TOTOBJIEHHBIX IJIS METULIHHCKHX OpTaHU3aliil, JOHKHO OBITh YKa3aHO:

a) HaMMeHOBaHHE MEIMLUHCKOM OpraHuMsaluu M €€ CTPYKTypHOe
noapasneieHue (mpu HeoOX0AUMOCTH);

6) HauMeHoBaHue anTedyHoM opranuzauuu /O.MN.O. MHIUBHIYATLHOIO
TNpeANpPUHAMATENS, UMEIOIIero IMIEH3HI0 Ha hapMaLleBTUYECKYIO JeATEIbHOCTE;

B) MECTOHAXOXIEHHWE aNTeyHOH opraHuzauwu / GapMaLeBTHYECKOH
JIEATENHPHOCTH MHAMBHIYJIBHOrO MpealpHHUMATENS, UMEIOLIEro JHUIEH3UI0 Ha
bapMaleBTHYECKYIO JeATENBHOCTE;

r) ®N.O. mnmauveHTta, nOIf KOTOPOro WHAMBHAYaJlbHO H3TOTOBJIEH
JIeKapCTBEHHBIH MpemnapaT (IpH He0OX0AUMOCTH);

n) cnoco6 TpUMEHEHHs JIeKapCTBEHHOTO IMpenapara (BHyTpEHHee,
Hapy>XHOe, JJIs WHBEKLHH), BUI JIeKapCTBEHHOH (opMBI (Ia3Hble Kallld, Masb U
T.0.);

€) laTa U3rOTOBJIEHUS JIEKapCTBEHHOTO IIpenapara;

K) CPOK TOJHOCTH JieKapcTBeHHOro npenapara («['ogen 1o »);

3) MOONHCH  HW3rOTOBUBILErO, [POBEPUBIIETO M OTIYCTHUBIIErO
nekapcTBeHHBIH mnpenapat («M3rotoBusn __ , NPOBEpMI , OTIyCTHI

»);

1) HOMED aHaJIi3a MPOBEPKH JIeKapCTBEHHOTIO Ipernapara;

K) COCTaB JIEKapCTBEHHOro mpernapara (IIpesyCcMaTpUBaeTCsl IyCTOe MECTO
I yKasaHus cocTaBa). Ha 3THkeTKkaX NeKapCTBEHHBIX [IPENapaToB Uil MHBEKIIUH
u HuHOY3MH JoKeH OBITh YyKazaH CcHoco® IpUMEHEHHS JIEKapCTBEHHOIO
npenapata: «BHyTpUBeHHO», « BHYTpHBEHHO (KalenbHO)», « BHyTpUMEILIEYHOY.

12. TeKCT 3THKETOK JOJIKeH OBITh HaredaTaH TUNorpadckuM crocobom Ha
pycckoMm s3bike. CocTaB JIeKapCTBEHHOIO IIpenapara IHILIETCSs OT PYKH WK
HAHOCHTCS IITaMIoM. HaWMeHOBaHMS JieKapCTBEHHBIX IIPENapaToB, 4YacTo
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BCTpPEYAIOIIUXCS B peleNType, WIM H3TOTOBISEMBIX B BHJAE BHYTPHAIITEYHOMH
3arOTOBKH, MOTYT OBITh Hare4yaTaHbl TUIIOTPA(CKUM CIIOCOOOM.

13. Ha astukeTkax [js OGOpPMIIEHHS T[OMEOINATHYECKUX JIEKAPCTBEHHBIX
TIperapaToB, W3TOTOBJIEHHBIX Kak BHyTpHalTe4Has 3aroTOBKa [0 YacTo
BCTPEYAIOLIUMCS TIPOIIUCAM, JOJDKHO OBITh YKa3aHO:

a) HapMeHOBaHHe anTeyHoi opranuzauuu, O.M.O. wHAMBHAYaAIBHOTO
NpeANpUHAMATENS, HMEIOLIETo TUIEH3HIO Ha (hapMalleBTHIECKYIO JEATENBHOCTD;

0) ampec MECTOHAXOXHEHUS aNTedyHOM OpraHu3alul MM MecTa

OCYIIECTBIICHUS dapMareBTHIECKOH JesITeTbHOCTH VHIMBUIYaJIEHBIM
npearnpyuHIMaTeseM;
B) HalMEeHOBaHHE MOHOKOMIIOHEHTHOT'O rOMeOoIaTH4eCKOro

JIEKapCTBEHHOTO Iperapara Ha PycCKOM si3bIKe (TpaHCIUTEpanus);

HaNMEHOBaHHWE  KOMIUIEKCHOIO  TOMEONAaTH4YeCKOro  JIeKapCTBEHHOTO
npernapaTa Ha PyCCKOM f3BIKE;

I) COCTaB JUIs MOHOKOMIIOHEHTHBIX M KOMIUIEKCHBIX TOMEONaTHYECKUX
JIeKapCTBEHHBIX IpenapaToB (aKTUBHBIE KOMIIOHEHTBI - Ha JATUHCKOM S3BIKE,
BCIIOMOT'aTeJIbHbIe KOMIIOHEHTHI — Ha pYCCKOM SI3BIKE);

1) Macca;

e) croco0 IpUMEeHEHHUS;

K) BHJ JiIeKapCTBEeHHOH ¢GopMbl (rpaHynbl TOMEONATHYECKHE, KaIlulu
roMeonaTHYecKue, Ma3b TOMEONaTHYECKas], TPUTYpallisi roMeonaTuideckas 1 T.4.);
3) aTa M3rOTOBJIEHHS FOMEONAaTHYECKOTO IeKapCTBEHHOTO IIperapara;

M) CPOK TOJHOCTH JieKapCcTBeHHOrO npenapaTa («I ofeH fo___ »);

K) cepus;

JI) UeHa JIeKapCTBEHHOrO Tperapara;

M) IITPUX-KOZ (IIpU HATUYHH);

H) IpefocTepexeHre «XpaHUTh B HEJOCTYIIHOM Ul JeTell MecTe», YCIOBUS
XpaHeHHUS.



[Mpunoxenue Ne 2
K [IpaBuiaM U3roTOBIEHHUS U OTITyCKa JIEKAPCTBEHHBIX MTPENapaToB

JJIS1 MEOULUHHCKOrO MPUMCHCHUA alifTCYHBIMU OpraHu3alusMu,

HUHAUBUAYAJIbHBIMH NMPEANPUHUMATEIAMH, UMCIOLLIUMH JIMLICH3HIO HA

(dhapMareBTHYECKYIO AESTeNbHOCTD, YTBEPKIEHHBIM NIPHKA30M
MuHucTepcTBa 31paBooxpaHenus Poccuiickoit ®enepaunu

ot Lb o&gaﬁ@ﬂ 2015 1. N 51 H

IlapameTpbl anTe4YHbIX CTYNOK

Tabnauna Ne 1

Ne n/m Huametp, Pabouas | Koag- PaGounit | Bpems 3arpyska, r

MM I10 noBepx- | puuueHT | 0OBEM, U3MeJib-

BEPXHEMY HOCTB, CTYIIKH o’ YEHUS,

oboay cM® ceK MaKCUMa | omTHMasbH

JIbHas as
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 — ctynka Ne 1




Tabauma Ne 2

Hopmbl noTeps JiekapCTBEHHBIX CPEeACTB MPH PaCTHPaHUH B cTynke Ne 1 <*>

Ne HanMeHOBaHMeE JIEKapCTBEHHOTO CPeACTBa Bennunna
n/n (MexIyHapoaHOEe HEMAaTEHTOBAHHOE, UJIH TPYIITHPOBOYHOE, HIIH notepu (mr)
XHMHYECKOC H TOProBoe€ HaPIMeHOBaHI/IH)
1. AHeCTe3uH 24
2. Ackopb6uHOBasi KHCIOTa 12
3. AuneTuicaniuuuioBas KUciaota 33
4. bpomkamdbopa 15
5. BucMyTa HUTpaT OCHOBHOM 42
6. I'excameTUNEeHTETpaMUH 26
7. Junbazon 18
8. Kanus 6pomup 15
0. Kanus ogun 21
10. | Kansuus rauuepodocdar 25
11. | Kamdpopa 24
12. | Kobeun 15
13. | Kcepodopm 57
14. | JleBoMHLETHH 29
15. | MarHaus kap6oHaT OCHOBHO# 19
16. | Maruus cynbdar 17
17. | Menron 10
18. | Hatpus 6eHzoar 20
19. [ Hartpus rugpokap6oHaT 11
20. | Harpus canununar 23
21. | HukoTuMHOBas KHCIIOTa 15
22. | PezopuuH 27
23. | CanuuunoBas KMCIOTA 55
24. | Cepa ocaxacHHas 24
25. | Ctpenrouun 23
26. | Cynbdaaume3nH 18
27. | Teodpunnuu 16
28. | Tepnuarugpat 15
29. | ®eHwicaMyuuIaT 24
30. | unka okcua 36

<*> Jns CTYNOK APYTMX pa3MEpoOB, YKa3aHHBIX B MyHKTax 2-7 Tabauuel 1 HacTosuiero
MPUJIOKEHHUS BEIWYMHY TMOTEepH, B3ATYIO Aast CTynku Ne 1, yMHOXarOT Ha KOIGGHLMEHT
paboueif MNOBEepXHOCTH. MakcuManbHas 3arpy3ka KaXXJOro HoMepa CTYINKM He JOoJDKHa
npesbiiath 1/20 yactm ee ob6wvema. Ilpu H3MeNbUEHMHM B CTYNKE Cpa3y HECKOIBKUX
JIeKapCTBEHHBIX CPEJICTB OHM W3MEJbYAlOTCA HE3aBUCHUMO ApPYr OT Apyra, Mo3TOMY B CTYIKe
fosiee pallMOHAIBHO HM3MENbYaTh CMECH JIEKAPCTBEHHBIX CPEACTB, UEM KaXAO€ M3 HHUX IIO
OTIEJBLHOCTH.



[Tpunoxenue No 3
k [IpaBunaM M3roTOBNEHHUS K OTIYCKa JIEKaPCTBEHHBIX
npenaparoB AJi1 MEIULUHUHCKOrO IPUMEHEHUS anTeYHBIMH
OpraHu3alUsMU, HHAUBUYalbHBIMH MTPEANPUHUMATENSAMH,
HUMEIOILUMH JIMLIEH3HUIO Ha (hapMaLEeBTHUECKYIO
JeSATENbHOCTD, YTBEPKAEHHBIM NPHKa3oM MHHHCTEPCTBa
3npaBooxpaHeHus Poccuiickoit ®Penepanyu

or 2b ox,@?_j 2015, Ne 751 ¢

JonycTuMble OTKJIOHEHHS] B Macce, 00beMe, KOHIEHTPAalHH U NOrPelIHOCTH
NpH H3MeJbYeHHH NPH H3roTOBJIEHHH JIEKAPCTBEHHBIX NMpenapaToB AJ1d
MeAHLHHCKOro NpUMeHeHH

Tabnuua Ne 1

JlommycTUMBIE OTKJIOHEHHUS B Macce OTAENIbHBIX 03
(B TOM uncne npu ¢pacoBke) NOPOLIKOB

IlponucanHas macca, r Otknonenus, %
Ho 0,1 +15
Csriwre 0,1 1o 0,3 +10
Csriite 0,3 o 1 +5
Ceeimie 1 1o 10 +3
Cspize 10 mo 100 +3
Cseinze 100 go 250 +2
Cseiie 250 +0,3
ITpumeyanue:

1. OTknoHeHUsI JOMyCKaloTCs, B TOM YHCIE NpH (hacOBKE MNOPOILIKOBBIMU
J03aTOpaMH.

2. OTknoHeHMs, AOIMYCTUMBIE B Macce OTAENbHBIX 103 IMOPOLIKOB (B TOM
qucyie Npu (GacoBKe), ONMPENeNIIOTCS Ha MPOIUCAaHHYIO J03Y OJHOrO MOpOIIKa.
OTkNOHEeHHSs,, OOMYyCTHMBIE B OOIIeH Macce TroMeolaTHYecKuX TpHUTypaluil,
OTIPEAENIAIOTCS Ha MPONKCAaHHYIO MacCy TPUTYpaLHH.

Tab6muua Ne 1.1

JlonycTUMBbIe OTKJIOHEHHS B Macce OTIENbHBIX 103
(B TOM umcie npHu GacoBKe) rpaHy.JI

HpOHI/ICE:lHHaH Mmacca, r

OTtknoHenus, %

Cerimie 1 10 10
Cspizze 10 1o 100

+4
+3
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Ta6nuwa Ne 2

JlomycTUMble OTKJIOHEHHS B MacCe HaBECKH OTAENBHBIX
JIEKApCTBEHHBIX CPEACTB B IIOPOIIKAX U CYNIIO3UTOPHAX
(TIpH U3rOTOBJIEHUH METOOM BBIKAThIBaHUS UJIM BBIIMBAaHKSA)

IlponucanHas macca, I

Ortknonenus, %

Ho 0,02 +20
Cseite 0,02 mo 0,05 + 15
Cseitzze 0,05 mo 0,2 +10
Cspiie 0,2 nmo 0,3 +8
Cspiuzze 0,3 1o 0,5 +6
Csritre 0,5 nmo 1 +5
Cepiie 1 o 2 +4
Cspillle 2 10 5 +3
Cepiie 5 5o 10 +2
Csrilre 10 + 1
[Tpumeuanue:

1. CpenHioio Maccy ONMpeAeNsioT B3BelnBaHHeM (¢ TouHocTho 10 0,01 r) He
MmeHee 10 cynmosutopueB. [Ipu usrotobneHny MeHee 10 IUTYK B3BEIIHBAIOT BCE

CYIIIO3HTOPHH.

2. OTKIOHEHHS B Macce CYMIO3UTOPUEB OT CpedHEH MaccChl OMNpPENENsIoT
B3BELIMBAHUEM KQXXIOI0 CYIIO3UTOPUS C MUHHMaIbHONW BEIOOPKOH 5 LITYK.
3. JlomycTHMble OTKJIOHEHUWsS OT cpegHed MacChl He NOJDKHBI NpEBBILIATH

+ 5 %.

4, OTK.TIOHGHI/IH, JAOMYCTUMBIE B MacC€ HABECKH OTACJIbHBIX JICKAPCTBEHHBIX
CpeaCTB B CYINIIO3UTOPUAX (I'IpPI HU3roTOBJIECHUU METOAOM BBIKATbIBAaHUA HWIIH
BI:IJII/IBaHI/IH), OIpeaeNIATCA Ha O03Y KaxIoro JeKapCTBEHHOIo CpcEacTaa,

BXOJALLIEro B OTH JIEKAPCTBCHHBIE (bOpMI:I.

Tabmnuia Ne 3

JlonycTUMble OTKJIOHEHHS B 0011IeM 00beMe XKHIKHX
JIEKapCTBEHHEBIX (JOPM P U3rOTOBIEHUH MaccO—OOBEMHBIM METOAOM <*>

ITponycaHHbIi 00BEM, MII

Otknonenus, %

Ho 10

Csrite 10 o 20
Cspize 20 5o 50
Csrite 50 mo 150
Cssritre 150 mo 200
Csrime 200

+10
+ 8
+4
+3
+2
+1




Tabnuua Ne 4

JlonycTUMBIE OTKJIOHEHHS B Macce HABECKH OTIENbHBIX
JIEKapCTBEHHBIX CPENCTB B XXUIKUX JIEKAPCTBEHHBIX (hopMax MpH
HU3rOTOBJIEHUH MAacCo - 00BEMHBIM METOIOM <*>

IIponvcannas mMacca, I

Otkinonenus, %

Ho 0,02

Cssritue 0,02 no 0,1
Csritie 0,1 nmo 0,2
Csriie 0,2 10 0,5
Cspiie 0,5 nmo 0,8
Csrimre 0,8 nmo 1
Cepimie 1 10 2
Cepile 2 110 5
Cspillie 5

+ 20
+15
+10
+8
+7
+6
+5
+4
+3

Tabmuwa Ne 5

JlonmycTHMBIE OTKIIOHEHUS B 001LEeH Macce )XUIKUX
JIEKapCTBEHHBIX (JOPM IPH U3TOTOBIIEHUH

METOIOM I10 Macce <*>

Ilponncannas macca, T

Ortxknonenus, %

o 10

Csrite 10 1o 20
Csriitte 20 g0 50
Csritie 50 1o 150
Cssitue 150 no 200
Cssiize 200

+ 10
+8
+5
+3
+2
+1




Tabauua Ne 6

I[onyCTHMLIe OTKJIOHEHHS B Macce HAaBECKH OTHAEJIbHBIX
JIEKapCTBEHHBIX CPEJICTB B XKHJIKHX JIEKApCTBEHHBIX q)opMax Ipu
MU3rOTOBJIEHUH METOAOM 10 Macce U B Mazsax<*>

HpormcaHHaﬂ Macca, r

Ortknouenus, %

o 0,1 + 20
Cspitte 0,1 1o 0,2 + 15
Cspire 0,2 nmo 0,3 +12
Csrimre 0,3 1o 0,5 + 10
Cseltre 0,5 1o 0,8 + 8
Cseilre 0,8 no 1 + 7
Cepiie 1 102 +6
Cepiie 2 5o 10 +5
Csrinte 10 +3

IIpumeuaHue:

<*> - QOTKJIOHEHMS, JOMyCTUMBIE Macce HaBeCKM OTIeNIbHBIX

JIeKapCTBEHHBIX CPEACTB B XUAKUX JIEKapCTBEHHBIX (popMax MpU HU3TOTOBIEHUH
crocoboM MO Macce MM Macco - OOBEMHBIM CIOCOOOM, a TakKe B Massix,
ONPENENIIOTCA HE Ha KOHLUEHTpPALMIO B MIPOLIEHTaX, @ HA MacCy HaBECKH KaXXA0To
JIEKapCTBEHHOTO CPeJCTBa, BXOASAILErO B 3TH JIeKapCTBEHHBIE (JOPMBI.

Hanpumep, mpu wusrotoBnenun 10 wmn 2% pactBopa mnuiokapnuHa
TUAPOXJIOpUAA Macca HaBeCKM JoJDKHa cocTtaBiuATth 0,2 T, Ons KOTOpo#
nomnyckaercs otkyioHeHue + 10 %. Ilpu aHanu3e NOCTaTOYHO YCTaHOBUTH, UTO
Ob110 B3sTO He MeHee 0,18 r 1 He 6onee 0,22 r nuIOKapNMHA TUAPOXJIOPUA.

Tabnuma Ne 7

JonycTuMble OTKIIOHEHHS B 00111ei Macce Ma3zeit

IIponicannas macca, r

OtkinoHeHus, %

Jlo 5

Ceritie 5 10 10
Csritre 10 1o 20
Csritre 20 mo 30
Csritre 30 mo 50
Cseoliize 50 mo 100
Csritze 100

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




Tabmuna Ne 7.1

JlonycTUMBIEe OTKJIOHEHHS B 001l Macce roMeonaTHYeCKUX MaseH B TyOax

IIponvcannas macca, T

OrtkioHenus, %

Csobite 50 no 100

4

Tabmnua Ne 8

HOHyCTI/IMBIe OTKJIOHCHHS B KOHLICHTpAalll KOHHEHTPUPOBaHHBIX paCTBOPOB

Cozlepxcal-n/le JIEKAPCTBEHHOT' O CPEACTRA,
(%)

OTtkioHeHus, (0T o603HaueHHOro %)

Jlo 20%

He 6omnee + 2%

Ceritze 20%

He 6osiee £ 1%

Tabmuua Ne 9

JIomyCTHUMBIe MOTPELIHOCTH NTPU W3MEPEHHH BENHYHHEI pH

Meton uzmepeHus

MaxkcuMasnbHas IOrpelHOCTb
B equHULax pH npy U3MepeHuu

C MHTEpBaJIOM C UHTEPBAJIOM
pH1-2 pH 0,3 -0,7
IToreHLIMOMETpUYECKHH 0,6 0,05
WHaukaTtopHoil 6ymaro 1 0,3

[Mpumeuanue: M3mepenuss pH npoBoasT B CpaBHEHHH C BOJOH OYHMIIEHHOMH

WU BOJOH IS UHBEKLIUH.




[Ipunoxenue Ne 4
k [IpaBuiaM H3roTOBNEHHS U OTIIyCKa JIEKAPCTBEHHBIX
npenaparoB Al MEAULMHCKOTO MPUMEHEHHS allTEYHBIMU
OpraHM3alusM{, HHIUBHIYaIbHBIMH [peANpUHUMATEISAMH,
HUMEIOIMMH JIMLICH3UIO Ha (hapMalleBTHYECKYIO
JeSTENbHOCTD, YTBEPXKIEHHBIM MpHKa3zoM MuHUCTEpCcTBa
3paBooxpaHeHnus Poccuiickoii ®enepauun

or 2 6orTAeP2015 . No F5 11

Tabauua Ne 1
*
JonycTHMbIE HOPMATHBBI NMPH U3rOTOBJEHUH FOMEONAaTHYeCKHX FPaHYJI

Ne rpanyn Koanuectso HaBecka rpanya s noacuera | Cpennmii imamerp
rpanyaBlr HX KOJH4YeCcTBa, I rpaHyJj, 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

*
[110THOCTB CaxapHBIX roMeonaTHueckux rpanyn ot 1,52 no 1,59 r/em’.

Tabnuna Ne 2

PaszMep yacTHI BBICYLIEHHOTO ChIPbS PACTHTEIbHOr0 NMPOHCXO0KAEHHS B 3aBHCHMOCTH OT
ero Mop¢oJiorn4yecKoii rpynmnbl Wiu coaepskameiics B Hem rpynnesi BAB

Bua ncnoJib3yemMoro BbICYIIEeHHONO JIEKADCTBEHHOT 0 Pazmep
PACTHTEJBLHOIO ChIPbsi YacTHL, MM
JIucThs, TpaBbl, HBETKH 4
Kopsl, noberu, noa3zemMHble opraibl (KOpHH, KOPHEBHIIA, KyOHH, 3
KJIyOHETYKOBHIIBI, TYKOBHIIBI U Ap.)
[Inoas! U ceMeHa 2
PacTtutensHOE ChIpbe, CoAepKallee aaKaloHIbl 1




[Tpunoxxenue Ne 5

k [IpaBunaM M3roTOBIEHHUS U OTIIYCKA JIEKAPCTBEHHBIX
npenapaToB ISl MEAULIMHCKOTO IPUMEHEHHS allTe€YHbIMH
OpraHu3alusIMH, UHOIUBUIYaNbHBIMH PEANPHHHUMATEISAMH,
HMEIOIIUMH JIMIEH3UIO Ha (hapMalleBTHUECKYIO AeSTENbHOCTD,
yTBEPKIEHHBIM MPHKa3oM MUHHCTEPCTBA 34paBOOXPaHEHHS
Poccuiickoit ®enepaunu

ot wﬂ& 2015 . No FS1H

3HaYeHHs NIOTHOCTEN HKUIKHX JeKapCTBEHHbIX CPeACTB

H BCIIOMOI'aTe¢/IbHbIX BEUWECTB

Ne HaumeHoBaHue 1eKapCTBEHHOT'O CPEICTBA, [110THOCTB I/eM’
n/m BCIIOMOTaTeIbHOTO BEIIECTBA (r/mn)

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

3. |Banepuans! HacTOlKa 0,920

4. |Bamunon 0,894-0,907
5. | BunwmHz (bans3zam lllocTakoBckoro) 0,903-0,921
6. |[muepuH 1,225-1,235
7. | Jerots 6epe3oBblii 0,925-0,950
8. | dumekcuna 1,101

9. |3Bepobos HacToOliKa 0,970

10. |Jlanapiina HacTOMKa 0,910

11. |Macno Ba3eanMHOBOE 0,860-0,890
12. |Macno xactopoBoe 0,948-0,968
13. |Macno MmuHaajibHOE 0,913-0918
14. |Macno MAThl IEpeYHOMH 0,900-0,910
15. |Macno nepcukoBoe 0,914-0,920
16. |Macno nojacojaHeuyHoe 0,920-0,930
17. |Macno TepneHTUHHOE OYHMIIEHHOE (CKUIUAap) 0,855-0,853
18. [Maciio 3BKaJIUNTOBOE 0,910-0,930
19. |Metuiacanuuuiart 1,178-1,185
20. | MsTh nepeyHoit HacToONKa 0,858
21. |HamaTeipHO-aHMCOBBIE KaILIU 0,875
22. |Ilepruaposs (27,5-30,0%) 1,096-1,105
23. |IMomustunenrankons-400 ( noaustrneHokcua-400) 1,125
24. |IlonpiHu HacTOlKa 0,910
25. |IlycTteipHuKa HacTolKa 0,910
26. |PpiOuii xxup 0,917-0,927
27. | Cupon caxapHblil 1,301-1,319
28. | Cupon anTelHbIN 1,322-1,327




29. |Cnupt kamdopusbiil 10% 0,884-0,888
30. [Cnupt stunossiii 40% 0,949-0,951
31. | Cnuprt 3tunoBeiit 70% 0,885-0,887
32. | Cnupt atunoBsid 90% 0,827-0,831
33. | Cnupt atunoBsiii 95% 0,809-0,813
34. |VYkcycHas kuciota pa3BeaeHHas (29,5-30,5%) 1,038-1,039
35. | YkcycHas kucaota (98%) 1,055

36. | DopmainuH (36,5-37,5%) 1,078-1,093
37. | XnopuctoBoaopoaHas KucjaoTta pasBeaeHHas (8,2-8,4%) 1,038-1,039
38. [XnopucroBogmoponHas kucnora (24,8-25,2%) 1,122-1,124
39. [Xnopodopm 1,474-1,483
40. | OBKajuITa HacToHKa 0,910

41. |Ddup MeAULIMHCKUN 0,714-0,717




[Tpunoxxenue No 6
k [lpaBunaM U3roTOBIIEHHS U OTIyCKa JIEKAPCTBEHHBIX
npenapaToB AJI1 MEJULHHUHCKOIO IPUMEHEHHUS alTeYHbIMH
OpraHu3alMsIMH, HHIHBUAYAIbHBIMH [1PEANIPHHHAMATEIIAMH,
HMEIOLIMMH JIMLIEH3HIO Ha (hapMalleBTUYECKYIO AESITENbHOCTD,
YTBEPXACHHBIM NIpHKa30M MUHUCTEPCTBA 3ApaBOOXPAHEHH
Poccuiickoii denepanyu

or 26 ofe¥R 2015 1. Ne F51H

Ko>ddpuunenTnl yBejiH4eHHs1 00beMa J1eKAPCTBEHHDbIX CPEACTB

HaumeHoBaHne BonHelie CriupToBbIE PacTBOPbI
JIEKapCTBEHHOTO pacTBOpHI,
Ne n/n cpeacTBa M/t mil/r Konuentpauus

cnupta, %

1. AlleTHICAIUIIMIIOBasA KUCJIOTa 0,72 90

2. AHaJILI'HMH 0,68 0,67 30

3. AHecTe3uH 0,85 70, 90, 96

4. bensuineHuuuIMHa 0,68

HaTpHeBas Colib

5. bopHas kucinora 0,68 0.65 70, 90, 96

6. |Bbpomkamdopa 0,80 70

7. I'ekcaMeTUIIEHTETpaMHUH 0,78 0,79 70, 90

8. |I'moko3a (6e3BoagHas) 0,64

9. |I'mmoko3a (BiaxHocTh 10%) 0,69

10. |{['mrotamuHOBas KucoTa 0,62

11. | /Jdubazon 0,82 0,86 30

12. | dukaun 0,86

13. | Aumenpon 0,86 0,87 70, 90, 96

14. [Xenatun 0,75

15. |H3onHunasug 0,72

16. |Hox (B pacTBOpe Kanus 0,23

Hoauaa)

17. [Kanus 6pomun 0,27 0,36 70

18. |Kanus ioaun 0,25

19. |Kanusa nepMaHrasar 0,36

20. |Kanus xnopun 0,37

21. |Kajupuus rirokoHat 0,50

22. | Kaabuus xsuopun 0,58

23. |Kamdopa 1,03 70, 90, 96

24. |Konnapron 0,61

25. |Kpaxman 0,68

26. |Kodeunn-6eHzoat HaTpus 0,65

27. |JleBoMuULIETHH 0,66 70, 90, 96

28. |Maruus cynsdar 0,50
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