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Mrxucrepc,no [poMBrruneHHocru

noATBepx.uaeT, qTo

KII (OJIYMEA-OAPM> OOO,
(notnoe u corcpat4eHHoe HawweHoaaHue (npu xatuuuu) npouzeodumenn (uxocmpauxozo

npouzeodumenn) neKapcmaeHHbtx cpedcme dnn.tteduquncxozo npunenenun)

Ha)(OIrIIIUfiC' nO aApecy

r. Kiluunes. M4-2002. yr.9erars 4.16g 176. Pecny6ruxa Moaaosa.

ocyuecTBJrrroruuft [por.r3BoAcTBo neKapcTBeHHbrx cpeAcTB AJI, MeAr,rquHc(oro

npr,rMeHeHr{, no aApecy

r. Knurnnen. Ml[-2002. yn. 9erarx An6a 176. Pecny6nura Monaosa.

fipotuen r.rHcneKu.rpoBaHr.re B paMKax Jrr{ueu3[ouHoro KoH'rpon, Ha co6:rro.uenr.re

JruueH3rroHHErx Tpe6oBaHu[ npx ocyulecTBJreHr.ru,uerTejrbHocTu no

JrerapcrBeHnbrx cpeAcrB B coorBercrBr.ru c nuueH3r.refi or
B coorBercrBr.r?r c 3axoHo,[arelrrcrBoM Poccuficrcofi @egepaquu u,]tu pornert

rHcuermoogarxe g .racrn pefl,rcrDaur,roHuoro(-blx) yaocronepeHr,tt(-ufi).

vxagHnarouero(-rx) upor.rgsoan:rerefi. oacnoroxeHHrrx sa uDeaeraurl Poccuficrofi
Oeaeparurr.r. B coorBercrBr.lr c rpe6onanurur llpanua saArexauef,
npouuogcrnexxof [paKTrrKu, yrBepx,uenurrx [pr{Ka3oM Muuucrepcrna
npoMblllnerruocrlr H ToproBJrr{ Poccuficrofi Oe4epaqnu or 14 Hronf, 2013 r. Ne 916.
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Ha ocrosaHfi[ uuQopr'.rauur.r, noryreuHofi B xoAe IlHcrteKrHpoBaHIi, AaHHoro

npor.r3Bo4r,rren , [ocJre,qHee r.r3 Koropblx 6ruo npone,qeno 10/10/2016 - 1211012016,

cne.uyer, qro oH coorBercrByer rpe6oBaHlrrM flpanun saAleNaulefi

npolr3Bo.ucrBeuuofi nparmrn, yrBepx.ueHublx [pr{Ka3oM Muuupouropra Poccuu

or 14 ruonx 2013 r Ns 916.

Hacrosqee 3aKJIIoqeHIle orpaxaer craryc coorBercrBlul [polr3Bo.qcrBeHHofi

IInoua.uKr.r [pou3Bo.(r.rTena (unocrpannoro npol.r3BoALITerr) lerapcTaeHHbrx cpeAcTB

.uJn MeAr{rIHHcKoro rrplrMeHeHu-r Ha MoMeHT npoBeaeHn BbrrxeyKai]aHHofi nncner{uu
I.I He ,UOJIXHO BOCUpltHUMarbCq B KaqeCTBe AOKyMeHTa, CBI,I.UeTenECTByrOnIerO O

craryce coorBercrBru B cn) rae HcreqeHu, 6o.nee 3 (rpex) rer c .qarrr srofi
uucIIeKur,IIt.

3axarcqeuue ,BJUrerc, Aeficrryrour,rrvr npfi npeAocraBJIeHI,t[I Bcex ero crpaHlrq
(rar vac:ru l, rax n uacru 2).

floAauunocrr AaHHoro 3aKJrroqeHlur flpoBeprercs B peecrpe gax.nroqeuuft o

coorBercrBur,r npousno.qurereft JreKapcrBeHHbrx cpeAcrB Nt, MeAuulrHcxoro

nprrMeHeHlrJr rpe6oranu-nu flpauur uaareNaruefi [por.r3Bo.ucrBeHHofi [pa(TxKIr,
pa3MerqeHuoM Ha oQnquaaruou cafire http://www.minpromtorg.gov.ru,

http://www.uuHnpor'rropr.pQ. flplr orcyrcrBr4u Hacrorurero 3axrroqenll B peecrpe
gaxmoqeHr.rfi o coorBercrBr,rfi nporr3BoAurerefi nerapcrBeHHbrx cpe,ucrB An,
MeAr.rqr.rHcKoro np[MeHeHr4, rpe6orauuau flpannr sa.(rexauleft npousro.qcrrennofi
npaKnrKr.r, coo6ruure r MuHnpouropr Poccur.r.

Hacrorrqee 3aKJIIoqeHI,Ie 4e crayer B TeqeHI,Ie 3 ler c Aarrr oKoHqaHH, LIHcIIeKUHLI.

C.A.IIu6



MI4HI4CTEPCTBO TIPOMbIIIIAEHHOCTI,I H TOPTOBAH
Poccnl?cKofi orlpeagnu
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flpofirsoacrso rr KoHTpoJrb KaqecrBa
L IPOII3BOACTBEHHbTE OIEPArIr{U - JTEKAPCTBEHHA'

TIPOAYKUI{f
l. Cmepwuuan npodyxhun

tr 1. npo,qyKlur, nplroroBJreHHzu acenrr{qecKnM nyreM (ouepaqnn o6pa6omr
.(nr cneryoulrx JreKapcrBeuHErx rboprrr):

E xuArNe JreKapcrBeHHbre dopllrr 6olruroro o6rerraa

! xluxue JIeKaDcrBeHHbre dopuu llaroro o6rerua
D ffrcnepcnu
E rlrodurugaru;
D rseparre JreKapcrBeHHlre fiopMrr r.r r,rMrrJraHTarbr

f] usnrue ireKapcrBeHHbre Ooprr.ru
D upovar uporyxu.rr

n2.Ilpoayruur, rroABeprarcururcfl rpuuuuruofi crepr{nrrarl}rn (onepaqnn
o6pa6orxu An cneayrourx nexapcraennrrx Qoplr):

D xu.urre rexapcrBeHHbre doprurr 6orsuroro o6relra
I xu,qxre JreKapcrBeHHbre $opnru naaroro o6teua
! rsep.une JreropcrBeHHBre $opruu u r.rMruragTarEr

! u.rrxlre JreKapcrBeHHbre fiopuu
E npoqas npo.rlyKrlr,trt, JreKapcrBeHHbre doprurr

D 3. Bunycxarournfi xonr:polr KaqecrBa

2. Hec mep uzonan npol.yxuun
E l. Hecrepu.nbHas [poAymrlun (onepaqnn o6pa6orrcu Arrf, cneAyrcIulx
JreKapcrBeHHbrx dopm):

E rancyru s tseprofi o6oro.rre
! raucynu s Nrsrroii o6o.noqre
E xesaremHrre neKapcrBeHHue $opuu
E uuuperuupoBaHHbre JreKapcrBeHHbre doprurr
E xuarne JleKapcrBeunbre Oopmrr AJrr HapvxHoro flptrMeueHfis: KanJI]I.

! xu,qxue Jle(apcrBeHHbre $oplrrr an, BH),TpeHHero [pr.IMeHeHI,rJr

E ueAr.rur,rHcxne ragrr
! npoque rBepAbre JreKapcrBeHHbre dopurt
E npenaparu, Hzxo,uxuuec, no,u AaBJreHueM

! reneparoprr paar,rormulroB
E uarxue JreKapcrBeHHbre $opurr
E cseqfi (cynnosuropru)
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E ra6rerru
I rpancAepuaabgble nilacrblprr
E ycrpofi crsa Aff r.rlrrpapyMr.rHilnruoro (nnyrpnpy6uoBoro) BBeAeHluI

B upouar flpolryKunfl, JrenapcrBeHnble Qoprurr: cnpefi.

E 2. BunycxaroEri rourpoJrb KaqecrBa
3. Euottozuqecxa, neKapcmseHHaa npodyx4un

E l. Blroro[rqecKarr JreKapcrBeHuiul flpo,uyK(n :

E nporyrru rponn
I uuuysororuqecKa, npoayKulxl
E npoayrru Ha ocgoBe coMaruqecKux xJIeroK

E renorepanesrlrqecKl{e npoayKTrr
E npoAyrru rxauesofi r.rmxeHepl{u

E 6uorexnororIa.recKa.g [po,uyxqr{,
D upoayrru, gKcrpar[poBaHHhle u3 xltBorHblx ucrorlH[(oB unl{ opraHoB

(mauefi) qeJroBeKa

D upo'rar flpoA],rqr{-fl

D 2. Brrnycraloulr.rfi xon, pom KarrecrBa (nepevenr tuuor npo,qyrquu):

E upoAyrru xponu
E r.ruuynonorrqecKrur [poAyKuI4JI

D upoayrru Ha ocHoBe coMarr{qecKl{x KJIeroK

! renorepanenrr{qecKr{e npoAyKTbI

E upo.{yxrrr rranenofi HHxeHepr,rr4

D 6uorexnoaorwrecKarr flpoayKu]ul
Eupoayrrr,r, gKcrparupoBaHHhle LI3 xI{BorHbIx I{crorIH[KoB ]rJIrI opraHoB

(rxasefi) qeJroBeKa

n npouar npoAyKrlr{,
4. Ilpovan npodyx4un utu npouzeodcmeeHvat detmetutocmo

! l. flpolrgaoacrno:
E pacrnremuofi npoAyxquu
E roMeonaru.recxofi upoAyrunn

GMP-0006s/l6a4D
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MHHI,ICTEPCTBO TIPOMbIIUAEHHOCTI,I H TOPIOBAH
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E npouax npoayxrlu,

A 2. CrepwruzaurrJr aKrr{BHbrx BeuecrB, BcuoMorareJrbHbrx BeruecrB, roroBofi
upoAyx{fir.r:

! dnnrmaur.rs
! clxoNaposa, creprrJrr.r3aur.r,

I creprurusauu.f, napoM
E xuM[qecxas crepr,rJrr,r3aur.r,

E crepulrcarllu raMMa-I.r3rr\ IeHI4eM

n grepurzsauurl gJIeKTpoHHbIM I,I3JI\ IeHI,IeM.

E 3. Ilpovee
! 4. flepsu.rras (sHymeHHrr) ynarcosra:

E rancymr g rsepaofi o6oroqxe.
E xancymr n Nrqmofi o6oroqre
! xesareruHue JreKapcrBeHHue Qopurr
E uunperuupoBaHHbre reKapcrBeHHble $opuu
! xr.urcr.re JreKapcrBeuHbre dopun .[n, HapyxHoro flpr{Mexer {,
! xuarcze JrerapcrBeuHhre 6opr"rsr .un BHyrpeHHero npr.rMeHeg[t
E ueaurluucxue ra:u
E npocue rBep.[Ere JrexapcrBeunue Oopuu
E npeuapa:ru, Haxo.usuxec, no.u AaBJreHr{eM

n reueparoprr paruoHyruru,{oB

! M.f,rxr.re rexapcrBeHHbre Sopuu
E cne.u (cyunoruropulr)
E ra6rerxn
E r:pascAepuarBHhre nJracrErpr{

! ycr:poficrna Au r.rHrpapyMuHaJrbHoro (nHyrpupy6uonoro) sseAeHur

! npoqas flpoAyKrlr{r, JrerapcrBeHHbre 6opuu
E 5. Bropra.rua, (uorpe6uremcxas) ynaxosrca

fl 6. Brrrrycxaroqufi ronrporu KaqecrBa

D 7. Mr.rxpo6noJromqecKoe recrrrpoBaHrre: creprrlrbHocrB
L 8. Mrxpo6lroJroruqecKoe recrupoBaHlre: Hecrepr.r;rEHocrE

E 9. XunrrqecKoe (O[3[.recKoe) TecrnpoBanrre
E 10. Enoaorurqec(oe recrr.rpoBaHr{e

II. KOHTPOJIb KATIECTBA TIP}I TIMTIOPTE
JIEKAPCTBEHHOII IIPONYKTII{U

E 1. KonT ponr KarrecrBa r{MnoprupyeMofi .nerapcrneuuoft upoAyxqau:
E uuxpo6uoromqecKoe recrupoBaHue: crepnnrnoirr
D uurpo6uoaorrqecKoe recrrrpoBaHrre: Hecrepr{JrbHocrr



! xmrrlrqecroe (dfl g[.recroe) TecrlrpoBaHue

E 6uonorfiqecxoe recrl{poBaHl{e
E 2. Brurycxarouafi xonrponr (cepulpuxauur cepufi) nnanoprupyeuofi
NPO]IYKIIIIU

n Crepunrnar flpo.[yKurrr:
! npoAyrcqr.rs, nplrroroBJreHnas acenrllqecxxM n)"TeM

! npoayKrtxs, noABepralouarcr $uunruuofi crepHJII.r3aIIux

E Hecrepruruau flpoayKrrr,r,
! EnonorrtsecKarr JreKapcrBeHnarl upo,uyxlll{r:

D upoayrrrr rposu
I ururuynororuqecKiul flpoAyxrl]rt
D upoat'rcrs Ha ocHoBe coMaruqecKHx KJreroK

D reHorepanesrl4qecKrre [poAyKTbr

E npoAyrrrr rxanenofi uuxenepuu
! 6uorexnororurlecxat npoAyKIIH,
D upoxyrru, gKcrparupoBaHulle tl3 xuBorrlErx I{croquuKoB rltru opnauoB

(masefi) qe:roBeKa

! npouax rpo.qyxuu,
! 3. flpoqas aerrenbHocrb no HM[opry (ssory):

fl rrnoua,uxa dusruecxoro uMnopra (raosa)

E rrrmopr flpoMexyrorruoro [poAyKra, rloABepraron1erocr gaarnefturefi

o6pa6oxe.
D npoqee
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Orpanrrrenu-r uJtu norcul{TeJtbHble 3aMerKH, Kacarculfiec-r o6lactu npuMeHeH]rt

cepru$nxara:
flepe.renr JreKapcrBeHurrx cpeAcrB, B orHorueuun Koroprrx [por.t3BoAr.rnocb

uHcneK rpoBaHue:

Toproroe
Mexgynapognoe

HEIATCHTOBAHHOE HAI{MCI

nnu rpynfl[poBoqHoe
(xuruu.recxoe) Har.rMeHoBaHue

JlexapctreHuar Qopua,
AO3r{pOBKa

(ecru nprruenurr,ro)

Bce cra.uur.r (rr.nrcuar rsrnycxaroqufi KoH'rponb xavecrua)

Oxcuueragornu-
Arprrymr

Oxcl,tMera3or[H cnpefi xasamuufi0.025 %

fararorun l4HreHcus OxcuugraaoruH cnpeft ua:amHufi 0.05 %
Oxcuruera3orrut-

Arpnxun Oxq.rMerasom.rH KanJrr.r Ha3irJrBHse 0.25 %;o

Oxcuugragolun-
AxprxnH Oxcuueragolun Karurr{ Ha3aJrEHue 0.01 %

Kcurort erasorl,tH Kcu.lroueragolutt cnpefi nagamnula O.l %o

Kcu.lrouera:oruH KcutroMerasoat,tH cnpeft Hara.ir*rsfi 0.05 %o

Hnparponur 6pomua
*Kcr,urolrreraaoauu

llnparponu.r 6porrau,q

*Kculoueragorun
cnpefi ua:a,rrunfi
0.6 ur+0.5 rrrr/ur

EeHstlraLrHH-AKpr{xr.rH EeHsu.qaMr.rH
cnpefi gm MecrHoro

rrpr{MeHenn 1.5 rrr/rran

f ercsru,ql,rn-AKprrxr.rH I-excgru,(un
cnpefr utn Mecrrroro

lpuMeHeHrur 1.92 ur/ul
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