
3AKJIIOQEHIIE
 

o COOTBeTCTBHU npOH3BOAHTeJUI JJeKapCTBeHHblX CpeACTB AJISI MeJlHl~HHCKOrO
 

npHMeHeHHH Tpe60BaHHHM IIpaBHJI OpraHH3aQHH npOH3BOACT8a H KOHTpOJlA
 

KaqeCTBa JleKapCTBeHHblX CpeACTB
 

oN!! GMP-0056-000067/15 
lfacmb 1 

BbJ,uaHO Ha OCHOBaHHH IIpHKa3a MHHHcTepcTBa npOMhIIIIJIeHHOCTH H TOprOBJIH 

Poccm'1cKoH <De,uepaQHH OT 27 aBrycTa 2015 r. N~ 2537 
3aKpbIToMy aKIl.HOaepHoMy o6mccTBy "06HHHcKaH XHMHKO

~apMaQeBTHqeCKaSlKOMllaHRH" (3AO "OX<DKtI 
) 

(nOJIHOe H COKpameHHoe HallMeHOBaHHe (B CJIyqac, eCJIH HMeeTC5I), B TOM 'mCJIe qmpMeHHoe 

HaHMeHOBaHHe, H opraHH3au:HOHHo-npaBOBa5I Q.lOpMa lOpWUfqeCKOrO JIHl{a - npOH:3RO)lWremr 

JIeKapCTBeHHhlX Cpe)lCTB) 

MeCTO HaXO)K,ueHIDI: 

249036, KaJIy)KCKaR. o6rr., r. 06HHHCK, yJI. KOpOJIeBa, .D:. 4 

MeCTO ocymecTBrreHIDI )le~ITeJIhHOCTHno np01l3BO)lCTBy rreKapcTBeHHhIx cpe)lCTB: 

Kany)KCKaJI. o6JI., r. 06HHHCK, KHeBcKoe moece, 3n. 103, 3.D:. 107 

Ha OCHOBaHHH JIHueH3HH OT 10 HlOID! 2015 r. .N'2 00032-JIC, eOOTBeTcTByeT
 

Tpe60BaHIDIM IIpaBHJI opraHH3all.HH npoH3Bo,ucTBa H KOHTpOJlH KaqeCTBa
 

JleKapCTBeHHblX Cpe,llCTB, 

npoMhlIIIrreHHocTH II TOprOBJIR 

N2916. 

yTBep)K.D:eHHblx 

POCCHHCKOH cI>e)

npHKa30M 

lepaU;HH OT 14 
MHHRcTepcTBa 

illOIDI 2013 r. 

COOTBeTCTBHe npoH3Bo,URTeJl.lI JIeKapCTBeHHhIx cpe,UcTB nIDI Me,uHURHCKoro 

npHMeHeHIDI Tpe60BamuIM I1paBHJI OpraHH3aUHH npoH3BoAcTBa H KOHTporrJI 

KaqeCTBa JIeKapCTBeHHhlx cpeAcTB nO,UTBep)K)l;eHO no pe3yrrhTaTaM npoBepKH, 

ocyrn;ecTBlleHHoH 08 HIOIDI 2015 r. 

HaCTmnllee 3aKmoQeHHe aeaCTByeT B TeqeHHe 3 JIeT C naTbl OKOHQaHWI npoBepKll. 

HHepopMaUIDI 0 naHHOM 3aKJIIO"lleHHH pa3MemeHa Ha 0<PHQHaJIhHOM caiiTe 

MHHHCTepCTBa npOMhIIllJIeHHOCTH H TOprOBJIH POCCHHCKOH <De.uepaUHH. 

C.A.II,LI6 
3aMeCnrreJlh MHHI1crpa npOMWillJI 

H TO rOBJlH POCCHHCKOii <De.n;e aUHH 

(cD.ao., .lI,OmKHocTh) 

27 aB eTa 2015 r.
 
()laTa Bhl)laqH 3a.KJllOQeHIDI)
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Cfacmb 2 

1. npOIl3BO,ll;CTBEHHhIE OllEPAl.(IIH - JIEKAPCTBEHHhIE llPEnAPAThI 

HeCTepHJlbHble JleKapCTBeHHbIe npenapaTbl1.2. 

1.2.1. HeCmepUJlbNble JleKapCmeeNNble npenapambl (onepaljuu o6pa6omKu O/lJl 
cfleoylOUfux /leKapCmeeHNblX ¢OpM) 
1.2.1.1. KarrcyJIbI, B TBep.uoH o6oJIoqKe 

- npenapaTbI, He Tpe6yroIUHe Cne~HaJThHOrOBbl,ZleJleHID[: KancyJIbI. 

1.2.1.2. KancyJIbI, B MHI1<OH 060JlOtIKe 

- npenapaTbI, He Tpe6yrolI(He CnellHaJIbHOrO BbmeJIeHJUl: KancyJIbl Mffi'KHe. 

1.2.1.13. Ta6JIeTKH: 

- rrperrapanT, He rpe6YKlUJ;He CneUHaJIbHoro DbUleJIemUI: Ta6JIeTKH .amI 

HCnOJIb30BaHID[ B rrOJIOCTH pTa, Ta6JIeTKJ:I HerroKpbITble, Ta6JIeTKH 

nOKPblTble 060JIOQKOH, Ta6JIeTKH lliHnyqHe. 

1.5. Yrr3KoBK3 

1.5.2. Bmopur-maJl ynaKo6Ka 
CTepHJIbHble neKapCTBCHHbTC npcnapaTbI:
 

- nperrapaTbI, He Tpe6yroIUHe CnellHaJIbHOrO BbUleJIeHID[ B oT,neJIbHOe
 

npoH3Bo.aCTBO: pacTBop,nIDI HH'beKIlHH.
 

1.6. KOHTpOJlb KaqeCTBa 

1.6.3. XHMHqeCKHHJqnBwlecKHH aHaJIH3 npenapaTOB. 

C.A. QbI6 
3aMeCTlfTeJIb MHHHCTpa rrpOMblll1JIe~~~ 

H TO rOBJIH POCCHHCKOH <l>eLJ;e a~~m 

(l1>.H.O., Jl,OmKHOCTb) 

27 aB CTa 2015 r. 

CTp.2 1132 



3AKJIIOQEHlfE 
o COOTBeTCTBHH npOH3BO)lHTeJlH J1eKapCTBeHHblX CpeACTB AJIH Me)lHl(IfHCKOro 

npHMeHeHHII Tpe60BaHHIIM npaBHJI OpraHHlauUU npOH3BO,lJ;CTBa H KOHTpOJIIi 

KaqeCTBa JIeKapCTBeHHblX Cpe)lCTB 

Xl! GMP-0056-000068/15 
"tJacmb 1 

B&I)laHO r·Ja OCHOBaHHH rrpHKa3a MHHHcTepcTBa 

POCCHHCKOH cDe)lepa~HH 01' 27 aBrycTa 20 IS r. NQ 2537 
3aKpbIToMy aKUHoHepHoMy o6....eCTBy 

eJ»apM8ueBTUqeCK8H KOMuaHuH" (3AO "OX<I>K") 

rrpOMbIillJIeHHOCTH 

"06I1HHcKali 

H TOprOBJIH 

XHMHKO

(nOJIHoe H COKpameHHoe HaHMeHOBaHue (B c.rryl.Jae, eCJIH HMeeTCji), B TOM 'IHCne <pHpMeHHoe 

HaHMeHOBaHHe, u opraHH3aUHOHHo-npaBOBalI <popMa lOpU,lJ.U'IeCKOrO JIUlla - npOU3BO,lJ.HTem£ 

neKapCTBeHHbIX Cpe,lJ.CTB) 

MeCTO HaXO)f()leHlUl: 

249036, KaJIyJKCKaJ£ o6JI., r. 06HHHCK, yJI. KOpOJIeBa, n. 4 

MeCTO ocymeCTBJIeHIDI ,n:e5lTeJIbHOCTH no rrpOH3BO)lCT6Y JIeKapCTBeHHbIx cpe,n:CTB: 

KaJIyJKCKaJ£ 06JI., r. 06HHHCK, KHeBcKoe lIIocce, 31l 102, 3)l. 103, 311. 1IS 

Ha oCHOBaHHH JIHueH3HH 01' 10 HlOlliI 2015 r. N2 00032-JIC, COOTBeTCTByeT 

rpe60BaHJUIM TIpaBHJI opraHH3aUHH npOH3BO)lCTBa H KOHTpOJl1i KaqeCTBa 

JIeKapCTBeHHLlx Cpe)lCTB, 

rrpOMbIlIIJIeHHOCTM H TOprOBJIH 

NQ 916. 

yTBepJKlleHHbIx 

POCCMHCKOH <I>e)

npHKa30M 

lepaUMM 01' 14 
MMHMcTepcTBa 

MIOH5I 2013 r. 

COOTBeTCTBHe rrpOH3BO,ll,MTeJUl JIeKapCTBeHHbIx Cpe,ll,CTB .ImJI Me)lM~MHCKoro 

rrpHMeHeHIDI Tpe60BaHIDIM IIpaBHJI opraHM3aI:(MM npOM3BO,ll,CTBa If KOHTpOJUI 

KaqeCTBa JIeKapCTBeHHbIx cpe)lCTB rrOllTBep)f()leHO no PC3YJIbTaTaM rrpoBepKH, 

ocym;ecTBJIeHHOH 08 lUOllil 2015 r. 

HaCTmlluee 3aKJIlOQeHHe nellCTByeT B TeqeHMe 3 JIeT C llaTbI OKOHtlaHIDI nposepKM. 

HH<pOpMauH51 0 ,n:aHHOM 3aKJIIOl1eHHM pa3MerueHa Ha 0<pHUHaJI1HOM CaHTe 

MMHIfCTepCTBa rrpOMbIlIIJIeHHOCrn H TOprOBJIH POCCHHCKOH tDellepaUI-ut. 

C.A. IJ;bl6 
3aMeCTHTeJIb
 

11 TO
 

27 as 

MliHHcrpa rrpoMbIIllJIeHH 

rOBJIH POCCMHCKOH tDe)le aUHM 

(11).11.0., ,lJ.OJDKHOcn) 

CTa 2015 r. 

CllJ. I ll32 
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3. IIPOH3BO.ll.CTBEHHhIE ODEPi\UIUf - «DAPMAUEBTWlECKHE 
CYliCTAHUHIf 

3.1. IIpoD3BoJJ:CTBo ~apMall.eBTO-IeCKOX cyocTaHlI.OH MeTO,llOM XDMO-IeCKorO 
COHTe3a 
3.1 .1. flpOH3BO,n:CTBO rrpoMeiKyrOqJibIX npo.uyKToB epapMaueBTWleCKOH: 

cy6C'raHUHH. 

3.1.2. flPOH3BO,n:CTBO epapMaueBTHQeCKOH cy6cTaHUH:H-Cblpua. 

3.1.3. 3aBepmaJOmHe CTa)lHH npOH3Bo,uCTBeHHoro rrpouecca (OquCTKa, 

KPHCTaJIJIH3aIlID1!rrepeKpHCTaJIJIH3aI..{IUI, BbI,ueJIeHHe, BbIcymHBaHHe, H3MeJIhtIeHHe). 

3.1.4. rIpotIee: 

- npOH3BO~CTBO ¢apMaueBmtIeCKHX Cy6CTaHUHM, rrOJIyqaeMbIX MeTOlla...\.fH 

BbI,ueJIeHIUl: 03 XHMHtIeCKOrO CbIPb.ll. 

3.5. 06rrme 3TarrbI 3aBepmaJOmHX CTa,ZUlM TeXHOJIOflfqeCKoro rrpouecca npOH3BollcTBa 

!bapMaueBTHqeCKHX Cy6CTaHIUlli 

3.5.1. 3Tarlb! ¢H3W1eCKOH: o6pa6oTKH (cyun<a, H3MenbQeHHe, rrpOCeHBaHHe). 

3.5.2. flepsH<rnaJ£ ynaKOBKa (proMemeHHel3arraHKa ¢apMaueBTHtIeCKOH 

cy6CTaHUHH B yIIaKOBOtfHOM MaTepHaJIe, Haxo.wrmeMCH B Herrocpe,n:CTDeHHOM 

KOHTaKTe C BemecTBoM). 

3.5.3. BrOpHl.IHaJI yrraKOBKa (pa3MemeHHe 3arreqaTaHHol% rrepBHl.IHOH ynaKOBKH B 

Hapy)KHOM ynaKOBOtIHOM MaTepHaJIe/ynaKOBKe, MapKHpoBKa). 

3.6. KOHTpoJIh KaQeCTBa 

3.6.1. <I>H3HQeCKHH/xHMHtIeCKHH aHaJIH3 ¢apMaueBTHtIeCKHX Cy6CTaHUHH. 

C.A. Qbl6 
3aMeCUneJIb
 

II TO
 

27 as 

MIIHIICTpa npOMbIIlIJIeHH 

rOBJIII PoeCHllCKOll <I>e.n:e aU~IM: 

«1U1.0., )lOJDKHOCTb) 

eTa 2015 r. 

crp. 2 H.3 2 


