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HA OCHOBAHl , t IT
- nnaHa npoBeaeHur lpapMaqeBTuqec(rx liHcnel<uux, (a( aepxaTejrr pa3peueHrrt

(.nuqen:uu) Ha npou3BoAcrBo JreKapcrBeHHbrx cpe!3T! Ng00!619 @U fuglot! 2aa7 e. c
lo onHeHutyu J"lb 000161 om 10tHsapq 2007.. u dononHeHue 2-otfi08 ahpert 20082.,,

- 3atBleHue Np73ll19 on 3lunta 2019e. B paMKax npoBe.{eHm lrucne(qlrrr, Ha
coorBErcrBue Tpe6oBaHlrM HalJrexaueii nporl3BoAcTBeHHoi npakTuKu EBpa3lic(ono
gKoHoMltqecKofo corc3a (uEog oaHoBaHlre);

Ha ocHoBaH,rr,r cBe.qeHxii, rroJryqeHHLrx npu [poBeAeHuu abapMaueBruqec(oii
uHcneKrlulr, lrocrelHir u3 KoropErx 6Hra npoBeAeHa 18-20 dexql6pz.2!192, cq[Tasrcr, rrro

(aa'raJ
AaEsBIi lbapMaqeBTuqeck[i [pou3BoAnrerL coorBercrByer rpe6osaur.uu flpaeur HaAnet(aqeii
npot-l3BoAcrBeHHoi npar(Tx(l4 EBpa3ltiicKoro 9(oHoMr,iqecKofo coro3a,

Hacroarqufi cepruipuxar orpaxaEr c[ar]c npoH3BoAcrBeHHofi nroulaAKI Ha Aary npoBeAeHrt
tlapruaqeeruuecxoii r,rHcneKirfir{ u no ucre.reHr{u 3 ler c aaru npoBeaeHur 3Toii
QapMaueBT[qec(o rrHcnel{Iul.r He lorxeE npnEuMar6cr B MqecrBe AoKyMeHTa,
cBu,[eTe.rr6cTByroqefo o cTaTyce cooTBeTcTBxr. cpoK aeficTBur cepTrrolr€Ta MoxEr 66rTb
co(paueE llnlt paculrpeH npri [c[oJrb3oBaHriu coo'rBeTcTByror].lux flpriHur,rnoB ynpaBneExt
pqcl(aMt npu Ha.nllqun cooTBETcTByIouIefi 3arl{clt 06 g'roM B nore "OrpaHrrqeHrjr unr,
notcHti'reJlBH[,Ie 3aMeTIgl, I(acalollltect o6JIacTL Ilpt MeHeHtJI HacTo{uefo cepTltibnKaral.

Cepru$rzrar rBrrercr aeiicrBr,Te,rbH;rM B cryqae npeacraBrreHr.rr Bcex ero crpaHurl (KaK
OCHOBHLIX JIIICTOB, Tal{ ll IOnO.'IHUTeJILHBIX JIIICTOB),

A).reHTu'rHocrL (noairuHHocrb) Hacrorurero ceprri(Dl(ara MoxHo
npoBeprTr, B 6a3e ,qaHH6rx

AO3T (Hqrq ozo ue moa gkcnepmBd nekapcm? u
MuHucmepcmB a 3aDaB o oxD oHe

(Har-.rMeHoBaHue ynorEoMo.reHHoro opraHa)

Ecnu ceprra$r(ar He flpelcraBneH B y(a3aHHoi 6a3e Aar.rHbrx, cjreayEr obparlrrLcr B
ynonEoN(oqesA6lx opraH, efo B6raaBl[di.



(rononEIrrerLHbIii nttcr)

$ rexap"t"eut"te cpeac'rBa art MearrqrHcKoro rrpuMeuenrnlr

! B"t"pr*upno'" r"KapcrBeHHbte cpeacrBa

f 3*"n"pt""ntun"Eb'e cpeAcrBa

flpori3BoacrBo !t t<oHlpoJlb (allecrBa

r. flPOI43BOACTB'EHHbIEOflEPAUI4I{-mKAPCTBEHHA-InPOIvKUt4-s
1. CrePrulnan uPogYlulun

l-l t. npo,uyxuur nplro'roBrleuuat acenr[qecKtlM rry"TeM (onepau u o6pa6o'rru not

cneA''louux ne(apcrBeBHEIX OopM):

! *".[t<t" n"nup-u"nuue ifoprlll 6orr'uroro o6teua

l=l Nltarae rerapcrleHHble ibopMEl Manoro o6leMa

! lr"n"p"tt

! ruoQuausaru

! tu"pr"t" n"*upct"euntte Qopun u runnanrarlt

! "o.*t" 
ne*up"tu"nuue $oPlrt

! npo,ra" npo,ayruru
(yKa3ar6 Bna flpoayrllntl IrJ'lI-I AetrerbHocrx)

! 2. npo,lynur", no,qeepraorqaacl lbrururuuoi creprlrursaqnn (onepa[r'ru o6pa6orrn

,[Jrt cneAylolqld ne(apcrBeHH6lx lpopM):

Tl xr-ra*re re*apcroelurte t[opuu 6olluroro o6teua

[--l *ra*r" n"*up"t""nnue tlopur,I ualoro o6t'eua

! "u"pa"t" 
n"*up"a"9HHble ibopMLl I,r xMnnallrmbl

[ "".n"" 
a"nupctu"nurre $oPuu

! nporaa npoayr<utn, lerapcroenuue tlopltu
(yt<a:arl etA fipo,qyrutrt't ltrtl,4etrerbuocru)

3. BHnycKalourii (oErponb (aqecrBa



2. IlecreprrnhHar llpoAyKrtst

l__.1 1. Hecrepunrnar npogyrqrr (onepaqua o6pa6orru alr clegyoulltx
aerapcroennrrx Sopu):

[ *un"ynu, u ru"pAofi o6o:roqre

! xancyru r vaxoi o6orovre

! *"uut"n"r"r" n"*apcrBeHH;re ibopMbr

! rrnpert:upomnune,lekapcrBeaurle OopMhr

! xr4,<re aerapcraeurlEre QopMrr Arr Hapyxnoro npuMeueH[rr

! *"anr" n"*up"r""Hnue OopMH Anr Bny'rpennero rpr-rMeueHut

! "e1r,1r"c*re 
ra:ur

! npowre rrepaue re(apcrBeHHbre ibopMbr

! npenaparr,r, ra*on"lrreor noA .4aBreHueM

! renepampn panrouyr,ruloo

! urrrne lexapcroeHnbre abopMEr

! coevr (cynnosuropurz )

! ra6nerr<u

! apun",u"p"ur"""r" nnu"t",p"

f l Ycrpoicrra aar nH'rpapyMrrHarEnoro (Bulnpupy6qororo) oreaenar

L] npoqar npoAyKulrr, neKapqrBeHHbre abopM6r
o/(a3arE BnA npolyKunx unn AerrenbHocrrr)

L4 3. BErnycKarcrqrai Konrponr (aqeqrBa

3, BqororuqecKar nerapcrBeuuar [poAyKqut

L_l 1. Eno,lorrqecKa' re(apcrBeHHar Irpolyl(qr4r:

! npony*r", r.ponu

! lrvlryroaoruuecnar npoayrrrrrt



upoay(Thr Ha ocHoBe coMaruqecKllx K,rerol(

[ ."norepun"urn*ecKhe flpoaymbl

! npoAyrr"t 
"nuneaoi 

uHxeugprrtl

[ 6norextrorourvec'<at npoaynrut

! npoayout, e*c"puarpoBaHuEle Lrl xuBotrux I'IcroqHt I<oB rzJrli opraHoB (TKaHei)
qeroaeI{a

! npo"a-r npoay*uua
(y(a3ar6 BIIA npoAyKl{jtr tnu Aetr€n6Eocrll)

[ 2. Bunycratotqr-rfi (oHTporE KaqecrBa ([epeqenb rnloB npoay(ut[):

I npo,4yrru r.poeu

f] ""ny"onott"e"*ut 
npoayt.ullt

f npory*ut *u o"noBe coMarrn"ecx'nx 
"'ero*

f renorepanearrvecrlre npoAy(Thl

! npoayrr"t rraueaofi rrrrxeHepllu

! 6"otettono.t"""(at npoayKul'tt

! npoay*aut, e*""p-rpoBauHbre l,ts xllBoruErx ItaroqHItKoB fittt opraHoB (TrcIreft)

qCJIOBEKA

! npo"a" npoly*q*
(''xa3arb BIr,{ npoayKuau raln aearelsnocru)

4. Ilpouan npogyrunq rlnrr npou3BoacrBeuuat ]resrerbuocrL

! l. rtporlseogc.ro:

I pacrurermofi npoayr{uu

! roveonauuecrofi fipoaylqulr

! npouar npoayruur
(yraoarr oug npoayxryu unll Aetr€nbnocr,)

! 2. creprrur:aurzt a(TITBHH* Be[lecrB, BcnoMomreJI'HHx BeureqtB, roroBot

NPOAY(lII,lIT:



$r-rmpauur

[ "go*upoua" "tepu.'rcaqnt

f c,"ptn""uu* nupo"

I xnur"uecran crepl'uur:a{u.r

I ca"pr,t""uu- au"Ma-t 3ryqeHueM

fl crepuausaurur slemponullM t3ryqeH eM

! 3.rpouee
1y**at" "o,4 

npo,Ay*u"u I,I l ,[etrerlEocrl4)

ff i  4. I leperauuar {aunpeHHtt) }naKoBrca:

ffi xancynu 
" 

rnePAoii o6oloqxe

I ranoyrn t urxofi o6olroqtce

| | xeaarear,nrte lerapc'rBeuHbre QopMLI

! "nnnp"ttrpouattEte 
rexapcrBeuaHe ibopMbl

fl xr4nte n"rap""uennne $opun 4lr napPKuoro rpuMelieruul

fl xrg*re n"*up"tuenslle ibopMLI alt BflyrpeuHeronpfiMeHeHUrI

f vel"rlltrcrue rasn

I npo"r" tuepate lerapcrreunne t[opuu

f l npenaparr'r, naxoatulect noA aaBJIeHteM

[ ."nepu.opt paato'y(nuAoB

[ "".nre 
n"nap"tuennue $oPIur,l

I creur (cynnosnroPuu)

| 4 raonerKa

f] .put"a"p"-"t"e nJIacr6IPl,

f ycrpoficroa am uurpapylnlnalrrloro (oltyrpxpy6uoBoro) BBeaelixt



npoq,u upoayr{urrr-,r, JreKapcTBeriEHe ibopMr,t
(yka3ar6 Bun lpo,{yKurrr mlr AerrenEnocru)

L4 5. BropnqHM (norpe6rz relrcxar) ynaroara

l_{ 6. Burrycrarouufi (ompoJr6 Kaqecrtsa

Ll 7. Mn(po6roror[qec(oe recrr.rpoBaurre: crepnJrluocrb

L4 8, MnKpo6nononrqecKoe'recrr.rpoBaHue: Hecr€pqnbHocrb

LI 9. XrjMrr.recKoe (Or8rrqecKoe) recrr.rpoBaH{e

! 10. Bronoa""""noe recrr.rpoBa're

II. KOHTPOJIb KAqECTBA |IPLI I4MIIOPTE JIEKAPCTBEHHOfr NPOAYKUI'I4

l ] 1. Kourpo,rl rcaqecrBa [MuoprlpyeMoi nenapcrBenuoi rpoayrrluri

Ll Mrr(po6uonorxqec(oe recrupoBa}]rre: crepr.rnBsocrB

l l ur.rrpo6uoaornueclcoe recarpoBaElre: HecrepuJr6HocrE

I xlrurarecroe (Qu:rqecroe) aecrripoBasre

! 6rono"r"""*o" 
"acrrpoBa'rre.

L_-l 2. BLrrycr{arcultfi Ko[TporL (cepruor|Karuq cep[fi) [MnoprnpyeMoi
noo,[vr{uult

I I c."p"rin- npoqy*.r""

I I npo,avkuxr. nollfoToBreHHaJr acemtiqecxtM n]'TeM

l_] npoayxuur, noaoepralou,ucr ibrnH! rrHofi srepunl,3aqlrlt

! H""""p"n"r- npogy*u-

L_-.1 DrionofuqecKar reKapcrBerrHar rrpoayKlrrr:

I npo4yrru r<porr-r

! ru",yroao.ruecraa npoayrdrrrt

l__-.] npoayrru ua ocnoBe coMa'rwrecKlrx rlrero(

! npo,4yrru ua ooroBe coMarlrqeckrrx krero(

BTI{qECKI,IC TIDO



! npoltyrr", t*aneooi hHxeHeprx

! 6ro,,"rnono"r"""r(,o npoAy(rrlrt

Ll nporyrcrEr, g(crparlpoBaHHEre rl3 xrrBorHErx lrcroqHu(oB lrru opraHoB ('rmHefi)
q9JroBel(a

! npoua" npo,4y*t1*
(yKa3arb Bn.[ npo,qyKur.ir.i unr aerrenbHocrx)

! L npova" aerrensHocrL no rlMnopry {BBoiy):

! naoqagxa Qu:uuecxoro rrMnopra (BBo3a)

L] lrMflopr npoMex)"roqHorc npo.qyma, no.qBepmrcqerocr .qaurbEeiruei o6pa6or(e.

! npo'ree
(yKa3arb Blla npo.qyKuur{ nJrn.qerrerBHoorx)

Orpana'renu-r uru norcHr,rrerbHbre 3aMertrr, Kacarouuecr o6nacru npuMeHeHur ceprlliplrrara:

- B \errx qdnycka cepui cmeplubHbtx npodyxmoa .t'tuxpo6uottozuvecxaa xoumpo,tt'
KAqeC AA HA CmeplUbHOCmt npoqodhm.t nO k1HmpAkmy.

Apceu feeo pxo euu To pocau
(MuH!icrp 3ApaBooxpaHenur) (noanucs)

M.II.

uautsL onnnu3urJ

Siqned by TOROI;YAN ARSEN 3114820360
OOI/GMP

(yvernui nouep 6aanxa)

<*> Cpor.{eigrBr-rr cepruori(ara yr@36lBaerct c ,qar6l rlocJleaHero aHt noclleaHeii
ibapMaueB'rx.recxoii uHcnel(Ilxr cy66ema B cQepe o6paDreHr4r nekapcrBeHHblx cpeAcrB.


