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Hupextopy ['VIT «Boarogapm»

O nopsiaKe OTIIyCKa JIeKapCTBEHHBIX
npernapartoB

MunncrepcTBoM  3apaBooxpaHeHus Boarorpamcko#t obrnactw B azpec
DPYKOBOAMTEIEH  OpraHoOB  YIpPaBieHMs  3JpaBOOXpPaHEHHEM,  yuYpexIeHUH
3JpaBOOXpPAHEHUs! U ANTeYHbIX OpraHHU3alWi HamnpasieHo nucbMoO oT 06.06.2012 Ne
10-02-4245 «O npanpaBiendu Tipukasa MuH3apassoupasBuThs  Poccnun» ¢
NPUIOKEHUEM KOINMM camoro npHkaza Munsapascoupassutus Poccun  or
17.05.2012 Ne 5628 «OO0 yTBepKAeHUH MOpAAKAa OTIYCKa (PU3MUECKHM JTHLaM
JIEKApCTBEHHBIX MPenapaToB Ul MEJIHLHHCKOTO MPHMEHEHHUS, COAepAKalHX KpoMe
MajlblX KOJIMYECTB HApPKOTHYECKHX CpPeACTB, ICHXOTPONHBIX BEUIECTE M HX
MPeKypcopoB Apyrue ¢(apMaKoNOTHYECKHE AKTHBHbBIC BELIECTBa», KOTOPBIH OblLl
odpuinanbHo omyonaukosad B «Poccuiickoif rasere» Ne 127 06.06.2012, s
HCIONb30BaHMsA B padoTe.

B pazwacuurensHbix uenax JemaprameHT pa3BHTHA (HapMaleBTUYECKOro
PBIHKA M pbIHKA MeIHIUHCKOI TexHHKH MuH3apaBcoUpa3BuTHa POCCHH NMHCBMOM OT
06.06.2012 Ne 975/25-1 nndopmMHupyeT 0 NOpsAKe OTIYCKA KOJASHHCOAePKALINX
JIEKapCTBEHHbLIX [IpenapaToB (KOMNHA Ha |-M HCTE NpHiIaraeTcs).

Taxkum oOpazoM, Ha peuenTypHbix OnaHkax Gopmpl No 148-1/y-88. umerornx
CEpHIO M HOMEp, BBIIHCBIBAIOTCA KOMOMHHPOBaHHBIE JICKAPCTBEHHBIE MNPEIApAThI,

coJepxaluue:

. Kogeun mnu ero cond (B nepecdere Ha YHUCTOE BELIECTBO) B Koau4ecTBe 10 20
Mr (Ha 1 103y TBepmo#i NekapcTBeHHOH GopMbl) MM B KonHdecTBe 10 200 mr (Ha 100
wut MJT 1001 su KoM JleKapcTBEeHHOH (GOPMBbI IS BHYTPEHHET) MPHMEHeHH s );

2. TlceBmxordeaprnHa THAPOXJIOPUA B KOJIHYECTBE, npesbituarouieM 30 Mr, u 10
60Mr (na 1 no3y TBepaol ieKapCcTBEHHOH GOpMBI).

3. TlceBnoadenpuna ruapoxyiopua B koanyectse 0T 30 Mr 1o 60MT B COYETaAHHH
¢ AeKcTpoMeTopdaHoM rHAPOGPOMHIOM B KOTHYECTRE, npeBpimaiomem 10 mr (a1
JI03Y TBEPIOH IEKAPCTBEHHOH (POPMBI).



4. Jlexctpometopgana ruapodpomua B konudectBe 10 200 Mr (wa 100 ma uim
100 r »uaxoit texapcTBeHHOH (POPMBI U1 BHYTPEHHETO NPHMeHeHH ).

5. 2denpuHa ruApoOXIOpHA B KOHYecTBe, npeBoimatoiier 100 mr, u 1o 300 mr
(Ha  100mn mam 100 r oxuakol JieKapcTBeHHOH (OpMbI Jist BHYTPEHHETO
MpHMEHEHHHA ).

6. Ddenpuna ruapoxyiopua B koamdecTse g0 S0 mMr (Ha | o3y TRepnaoi
JIEKapCTBEHHON QOPMBL).

7. QenwinponaHoilaMHH B KojauwdecTBe 10 75 wMr (Ha 1 go3y  TBephoi
JexkapctBeHHOH Qopmbl), wam ao 300 mr (Ha 100 mn wim 100 r xuIKoii
NIEKApCTBEHHOIT (POPMBI [I7151 BHYTPEHHETO IPUMEHEHUS).

Cpox aelicTBUA pelenTa, BHITHCAHHOIO Ha OnaHke vueTHOH Gopmpl No [48-1/y-
88, cocrasnset 10 (necars) nHe.

Ha oannom peuente Onanka yueTHoH dopmbl Ne 148-1/y-88 MoxkeT ObiTh
BBITTHCAHO npeaenbHO Oy CTHMOE KOJIMYECTBO KOMOHHHPOBAHHOTO
7EeKapCTBEHHOIC Mpenapara, ykasaHHOe B mpuioxkeHnH Ne | k HMHerpykuuu o
MMOPSAKE BBITHCBIBAHUA JIEKAPCTBEHHBIX TIPENapaToB W OQOPMIEHHS peUuentoB U
TpeOOBaHHII-HAKJIaIHbIX, KOTOpasd YTBepk/[eHa TMNpHKazoM MuH3apaBcolpa3BHTHUA
Poccun ot 12.02.2007 Ne 110 «0O nopsaiake HazHauyeHUsS W BBIITHCBIBAHHS
JIGKAPCTBEHHBIX  IpeliapaTtoB,  U3JeMMH  MEIHMLIHMHCKOTO  Ha3Ha4YeHuss U
CHeLHATH3UPOBAHHbIX IPOAYKTOB J1e4eOHOrO NHTAHUI».

Yka3aHHble KOMOWHHMPOBaHHbIE JEKADCTBEHHBIE MpernapaThl, B TOM YHCIe
KOJAEHHCOAEPKalllke, TPeAMETHO-KOJIHYECTBEHHOMY Y4eTy He noanexar. Hopmbi,
npeAyCcMaTpHUBAIOIIKMe YBEIMYSHHE CpoKa ASHCTBHS peuenta 10 1 Mecaua w10 |
roja sl 1e4eHHsl OONBHBIX C 3aTAKHBIMH H XPOHHYECKMMH 3a00JIeBaHHAMM, Ha HUX
HE PaclpoOCTPaHAIOTCA.

PeienTbl, BBIMHCaHHBIE HA peHenTypHbIx Onankax ¢opmpl Ne 148-1/y-88.
OCTalOTCsl B anTe4HOH OpraHM3auMM, e XPaHdATCs B TeYeHHe 3-X JIeT OO0 MOMEHTa
VHHUTOXKEHUA KOMHCCHEH anTeqHOH Opranmu3alHiH B YCTaHOBJIECHHOM MOPSIIKE.

Ha peuentypusix 6aankax dopmMbl Ne 107-1/y BBIIHCHIBAIOTCS KOMOUHHPOBAHHbIE

JIE€KapCTBEHHBIC IIPENnaparhl, COAEPKALLHE:

l. DOprotamuHa ruaporaprpar B KoaH4yecTBe OO 5 MI (Ha 1 103y TBepaoi
neKapcTBEHHOH QopMbl).

2. Ddeapuna rugpoxnopua B komuuectse a0 100 mr (va 100 mn wnu 100
JKHIKOM 1eKapCTBEHHOH (POpMBI 115t BHYTPEHHETO NIPUMEHEHUS ).

3. TlceBmoadenpHHa rHIPOXJIOPHA B KOIHYECTBE, He npesbiaronieM 30 Mr (Ha |
03y TBEPAOH JeKapCTBEHHOIT opMbr).

4, TceBnoabeapuHa rUAPOXJIOPHA B KOJTHYECTBE, He mnpespiatoiiem 30 Mr B
COYETAaHUH C AEKCTpOMeTOp(aHOM IHAPOOPOMHUIOM B KOJMYECTBE, IPEBHIIAIOILEM
10 mr, 11 10 30 Mr (Ha | 103y TBepo# ekapcTBEHHON GOPMBI).



5. dexctpoMmeTopdaHa ruapodpoMHL B KOJMYecTBe, npeBbiajeM 10 Mr, ¥ 10
30 mr (Ha 1 103y TBEepaoll neKapcTBEHHOH HOPMBIL).
Cpok neiicTBHsi penenta, BbITIMCaHHOTO Ha OjaHke yuetHoli dopmbr Ne 107-17y,
cocTaBideT 2 mecsua.

llpu otnycke peuentsl Ha KOMOHMHMPOBAaHHBIE MNpEnapartbl, BBLINHCAHHBIC Ha
Onankax dopmsl Ne 107-1/y, moramatorcess GapMpabOTHHKOM aNTeuHO OpraHu3aliiu
mramriom «JlexapcTBo oTmylleHo» HIH «JlexkapcTBEHHBIH Ipenapar OTIYLIEH», H
BO3BPALIAIOTCSA Ha PYKH OO0JbHOMY, KPOME CJIy4aeB BBITTMCKH PEUENTOBR CO CPOKOM
gedcTeua A0 1 roga ais nevdents O0JNbHBIX ¢ XPOHUYECKUMH 3a00/1e BAHHAMMU.

C cocTaBOM U KOJHYECTBEHHBIM COJEp)KaHHEM IeHCTBYIOLIMX BeLIeCTB
JNIEKapCTBEHHBIX MTPNAPaTOB MOKHO O3HAKOMHUTLCS Ha calite MHTepHeTa «rlsnet.rux.

Kpome TOro, MuHHCTEpCTBO 3apaBooxpaHenus Boarorpagckoil obsacTi

HAMIOMHHaeT, YTO €  Lebl0  coOmoaeHHs  TpeOOBaHUH  A€HCTBYIOLLETO
3aKOHOJATe/JbCTBA O TIOPAAKE BBITUCKH M OTHYCKa (QHU3YUECKUM  JHIaM
JIEKaPCTBEHHBIX [IPEnaparoB UIA MEAUUHHCKOIO NPHMEHEeHHA, COAePKalUUuX Kpoye
MalbiX KOJMYECTB HApKOTHYECKMX CpeACTB, TMCHXOTPONHBIX BeHlecTB H  HX
[PEKypCopoB Apyrue (apMakoIOrH4YeCKHe AKTHBHBIC BELIECTBA, PYKOBOIMTENIAM
YUPEKIEHUH 3/1paBOOXpaHeHHUs H anTe4HBIX OpraHH3alMil UAH YTIOJHOMOYEHHbLIM
NHLIAM HeoOXOAHMO IPOBECTH C MEPCOHAIOM TUIATEeNbHYIO NpopaboTKy MPHUKA30B
Muusapasconpa3sutusa Poccnu:
- o1 12.02.2007 Ne 110 «O nopanke Ha3sHa4YeHUS M BBIMHMCHIBAHHA J1EKAPCTBEHHbIX
NpenaparoB, W3AeNHH MEAUUMHCKOTO HAa3HA4YeHHs M CHCUHAIW3MPOBAHHBIX
NPOJAYKTOB J1€4e0HOrO MUTAHHAY;
- o7 16.03.2010 Ne 1571 «O0 yTBepkAeHUH NpeJenbHO AOMNYCTHMOIO KOJIH4eCTBa
HApDKOTHYECKHX  CPEeNCTB., [CHXOTPOIHbLIX BEWECTB U HX  [IPEKYPCOPOB,
COAEpXKALIErocsd B IpenapaTax»;
- oT 17.05.2012 Ne 562n «O0 yrBepxnenny [Topsnka otnycka QUIHYECKHM THLAM
JIEKapCTBEHHBIX [PENIapaToB I MEIHLIMHCKOIO MPUMEHEHH, COAEPKaAMX Kpome
MaJBIX KOJIMYECTB HAPKOTHYECKHUX CpEACTB, I[ICHXOTPOIHBIX BEIIeCTB M HX
MPEeKypPCcoOpoB ApYTrHe (apMakoIOrHYeCKHe aKTHBHBIE BEILECTBAY.

JamectuTens npeacenarens Komurera
10 3APaBOOXPaHEeHUIO

il
— O.I1. Baxpyiues

Edpesosa Haranna bopucosna
(8442) 24- 85-22




aMucome> Mg pascoupasenTivd Poccwt or 05.06.2012 N 975/25-1 <0 nopAaxe 0TNYCKE KOJemHCogepwatiny NExapcTie-HLX Npenaparaa

MUHUCTEPCTBO 3APABOOXPAHEHUA Y COLMANBHOIO PA3BNTUA
POCCMUCKOW DEAEPALNK

MUCBLMO
oT B vroHR 2012 r. N 975/254

[enapTament passnTna ApMaLLSTUHECKOrO PhIHKA 1 DEIHKE MEQUUMHCKOR TexHukk MunsapascoupassdTis
Poccum uropmupyeT O NOPRAKE OTNYCKE KOASUHCOABDKALUMX NEKAPCTBEHHEIX NDENAPaTOos.

1 wioda 2012 r. BCTynuna 8 cuny HOpMa nocTanopneHus MpaeuTenscTea Poccuickon ®egepauyni o7 20 wions
2011 r. N 598 "O mepax KOHTPONA B OTHOWEHWY NPenapartos, KOTOPHIE COAEPHAT MANbIS XONWHECTBA HEDROTUHECKIX
CRENCTs, MCUXOTDOMHLIX BEWECTE W WX MPEKypPCopoB, BrMIOYEHHBIX B NSPEYERDb HAPKOTMYECKMX CpPefAcTs,
NCUXOTPOMHLIX  BELHECTE W WX NPEXypCopoR, NOANEXAWMX KOHTPOMK B Poccuhckohr  Pepepauuw’,
NPEAYCIMATPHBAIOAA PELUENTYPHLIA OTNYCK KOMBMHADOBARHBIX KOASHHCOAEMKALIMX NEKaPCTBERHEIX NPenapaTos,

B cooTBeTCTBMM C BHILLSYKAZIHHLIM NOCTAHOBNEHUEM TIOPRGOK OTOYCKa NEKARCTREHHDIX NPENapPaTOB C Manbim
COABDKAHUENM HAPKOTHYECKUX CPEACTs, NCUXOTPONHBIX BEWECTB Y WUX  [PEeKYRPCOPOB, B TOM  YuCne
KoOeuHcogepwalwmx, yeranasnusaetcs Mudagpaecoupaasutvwn Pocoru no cornacoeanmic ¢ ®CKH Poccwn,

Munaapascoupaeutus Poccnu paspaboran u cornacoaan ¢ @CKH Paccun npwkaz o1 17.05.2012 N 624 "06
yreepxaeHnn (Mopaaga oTNYCKa ManNEckUM NUUaM NEKSPCTBEHHBIX NPENapaToR ANS MEAULWHCKOMO NPUMEHEHNS,
COASDKALLNY KPOME MBMLIX KONWYECTS HAPXOTWHECKNX CPEACTR, NCUXOTRONHLIX BEWECTE W KX NPDEKYRCOPOs Apyrie
thapMaKonorueckme aKrugHeie sewectsa”, KOTopb 3aperucTpuposan Munwctom Pocoun 01.06.2012 N 24438 w»
BCTYNUT B CHAY NO uCTedarun 10 {aecaTu) aHen ¢ momenTa oduumansHore onybnukoaanus s "Poccuiickoh rasere”.

B8 cooTBeTCTEMW C BHIWUCYKAIEHHEIM APHKEICM DPEUSNTYDHOMY OTNYCKY NOGASKET KOMOWRUPOBEHHLIE
NnekapcTaedHele NPenaparthl, COAemKallMe Mansie KONWHECTBA HAPKOTUYECKUX CPEACTs (KOOEWH), NCWMXOTPOMHLIX
BELIECTD (AEKCTRAMETORMEH) N UX NPEKYPCORos (3beapuH, nceenosdeapyd, HeHUNBONAHOAAMNH).

M3  xogenHcOAepXaWKUX MeKapCTBeHHLIX MNPenapaTes pPeusnTYPHOMY OTNYCKY NOANEXar ohReayiciume
OPENaRaThl, PAHEE OTHECEHHBIS K KaTeropuu Se2peuenTypHEIX:

- COABPXalMEe KOQBWH WAV ero COnu (B nepecHeTe Ha “UCToe BRILECTEO) B KonwdecTee A0 20 mr {(Ha 1 goay
TBEPAOA NeKkapCcTBEHHOR (PopMbl);

- COAEPXAUNE KOREUH UMM EI0 COMW (B NEPECUSTE Ha 4UCTOE BEWSCTRO) B xonudecTee A0 200 mr (va 100 mn
w100 © xMaxoir NeKapcTEEHHON (PODPMEBl ANA BHYTDEKKED NDUMEKEHNA),

Mpukasom  Muragpascoupaszentus  Pocoud o 17.05.2012 N 562K B OTHOWERMYW KOMOUHAWUPOBAHHDLIX
KOAEVHCOARDKAWMX NEXAPCTBEHHDBIX NPENAPATOR YCTAHOBNEHB CREAYIOWME MERB! KORTPONR:

1) OTRYCK NO PEUENTam, BLINUCANHBIM Ha PEUenTYpPHBIX Gnadkax ydetnoi dopmer N 148-1/-88 (Mmerwmx
CEDVIO U HOMED);

2) Cpox AeRCTBUA peuenTta cocTasnaeT 10 (AecATe) AHER;

3} ApapaentHo QORYCTUMOE KONKYECTBO BBHINVICKW NEKaPCTBEHHGNS NPEeEnapata Ha CAYH PEUenT COCTaRNRET 40
02r;

4} peuenTel OCT3OTCA B anTEWHOR OpPraHl3aaunKk, XpaHaTca 3 (TPW) rofa v YHUHTOXSKTCA KoMWcCuew B
YCTAHOBNEHHOM NOPALKE.

Ofpawaem BHUMEHKE, 4TO B COOTSETCTEHM C BHILLEYKA3AHHDIM NPUKE30M KOAEMHCOASINAWNKE NEKADCTAEHHBIS
Npenapathl He MOANEXAT NPSAMETHO-KONUYECTBEHHOMY YMETY W HOPMBI, NPEAYCMBTPHEAMWNE ANA XPOHUMECKAX
BoNbHBIX YBENUYEHME CPOKA AERCTBUR DelenTa A0 1 Mecaua unu 40 1 7oAa, Ha KOASHHCOASPHAWMNE NEKAPCTEEHHbIS
npenapate HE PACIPOCTPAHATEA.

Anperrop NenapramenTa
0.0.MUXANNIOBA
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