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TexHOJ10ri 1 111 a 1rnpn,a 3,Qi\l iHiCTpaTlfB II OY noc;1yr11 3 Blf1J,aY i ccpT11c)J i1rnTa BinnoBiJlHOCTi YMOB B11po6mtUTBa Ji iKapChKHX 3aco6iB BHMOraM 

HaJ1c,1moY s upo6Hlfl-IOY npaKTHKH 

ETa n11 onp auHrna m rn 3Bc p11 emu1 npo 
11 a,Qa111rn an,1 i Hi cTpaT1rn110Y nocJ1yr11 

1. PecCT paui5l 3a5ll3J,1 Ha Bl-1,UaY.y 

ceprn tj) i Karn 
. . . 

BU110Bl,UHOCTI 

Bl-1p06llllUTBa Bl-1'.\l0fai\l JI aJJ C )!< !-IO ·1 
B11p06Hll'-lO·l· llpaKTMKl1 (JlaJl i -
CepTH(j)iKaT) Ta K0MJUCJny 

,UO He°J 

ll0KYM eHTJ s 

2. ncpBl1!-lll3 

np0BO)J, llTbC5l ·3 

eKcnep1 Jl3a, mo 

\)Cl 0]() ncpeBipKM 

KO~lnJlCKTH0 CTl ;~0KYi\lCHTIB. 

Bi,J,11osi:lHOCTi cj)Op;\111 T3Kl1.\ -10K)'MCllTiB 

3aK0HO.iJ,aBCTB)' 

3. CncuiaJ1 i-wBaHa 

llp0B0,'J.llTbC5l 3 

BM0Tvl B0Bal-lOl'0 

eKCllCpT1na, lll0 

.\1CTOJ{) CK,131l,3H ll5l 

RH CH0 BK)' lll0.U0 

ll i11,rnep;vKeJ-llrn Bi;1110B i1l,HOCTi 

s1-1po6HllUTB3 :1iKapCbKJl_\ 3aco6is 

sm10ra:--1 GVlP. amL1i3y ·ix noBH0Tl-1 i 

llOCTOBipHOCTi Ha_..1a 1-10·1 iHCj)Op\iaui"1 

Bin nosiJJ,a.'lb Ha nocaLJ, oBa oco6a 
,LI,ep iKaB 11 0Y cJiym6H Y Kpa"i,-m J 

JiiKapCbl(IIX Jaco6 iB Ta KOHTpomo Ja 

11ap1rnTHK3M H 

CTpyKTy ptti nill pOJiliJIH 1 
,LI,e p tKaB 110"i cJiym611 YH:paY1rn J C . 
. . T pOKli B IIK0113HHH eTanrn 

JllKa pCbKHX Jaco6rn Ta KOHT[)OJlIO · ~ . 1 
. . . (lJ. IH, pnueHb) 

Ja 1-rn p KOT II Kai\111 B 1Il110B1Il3 JlbHI 33 ,-

eTan (Ll iI-O, piwemrn) 

f OnOBHl-111 

ceprnqiiKaui·1 

J1l UCH3 )' Bal-l Jl 5l 

JlJ KapCbKMX 

,l],0Tprl ;\lal-Jl-l5l ,\1 

ceprn cj) i Kaui·1 

c, 1e Ll.l a,11 CT B1,u,u1JJy 

Bllp06mHrrna YnpaBn iHH5l 

Bl1po6H11urna, iMrIOPTY 

3aco6iB. K0l-lTpOJ!lD 3a 

,1 i ue1ni11Hl1X )'MOB Ta 

Y1ipasniHH51 mueH3yBaHH5l 

Bl1p06Hl1UTBa, i MTIOpTy 

n iKapCbKl--lX 3aco6iB, K0HTp0IIlD 3a 

noTpHMaHH51M niueHJiMHMX yM0B 

Ta cepT 11 q) iKau i·1 

fOJlOBllrlM cneuia.1iCT Bi.u.niny YnpaB,1 iHH5l .ll!!eH3YB3HH5l 

ceprnq)iKaui·i B11po6Hi1i1rna YnpaBniHH5l B11po61rnurna. iMnopTy 

ni ueH3)'B311]!51 13rl p06Hl1UTBa, iMnOpTy n iKapCbKl1X 3aco6iB. K0lnponlD 3a 

n iKapc1>K11x 1aco6is. K0HTpon1:0 3a 1l,0Tp11Ma11H5l;\1 n iue1-l3i111rnx yMos 

Y ,ueHb no,uaHH5l 

He 6imwe 
. . 

,UH lB 111 CJ! 5l 

3a51B11 

5 po6oYwx l 
peE:cTpa 11 i·1 

noTp11\,1aHH5l:--1 ,1iucHJi i:1H11.\ yMoB Ta rn ceprncpiKaui ·1 ,
1 cepTMcpiKa1J.i·1 

--------------1----------------4------------__J 
ronOBHMM cnenia;i iCT Bi,u,ni s1y Ynp8BJl i 111rn .1i11e1-nyBaHH5l H e 6inbUJe Hi)K 15 po60'-ll1X 

ceprncj)i1-:aui·1 BMpo61rnuTBa YnpaBniHH5l B11po61111urna. iMnopTy 

n iue1nysaHH5l Bl1p06HJ1]ll 133. iMnOpT)' JliKapCbKl1X 3aco6iB. K01-rrpomo 33 

n iKapCbl(vlX ·3 aco6iH. K0lHp0JJI{) 3a .'l0Tp11M31-lH5lM 11 iue1i3iMHHX YM0B 

,QOTpl-1;\l3HJ-l5l\1 ;i iuc1-l3illl-l l1X y:-.10B Ta T3 ccpT11cj)iKaui·1 

ceprn cj)i Kaui·1 

m-11s 111cn51 npoBenem-151 

nepBl1HHOieKCllC])TM3l-1 

~ 
~~ 



4. 11pH3HaYeHH51 )lanI ittcrreKTyBaHH5I* 

5. Ha)laHH.H Konii" rrnaHy Ta rrporpaM11 

iHcrreKTyBaHH5I 3a51BHHKY a6o 

rrpe,llCTaBHHKY 3a51BHHKa 

6. TTpose)leHHH lHCIIeKTyBaHH51 3a 
. . 

MICI.I.eM rrpoBa)],)KeHH51 )ll51JlhHOCTl 

(s11po6HHYHX )liJibHMUh) 

7. CKJia,namrn 3BITY 3a pe3ynhTaTaM11 

lHCITCKTyBaHH5I 

BHp06HI1UTBa( BH po6H11qoi" ,niJlbHHI.I.i) 

8. OcpopMJieHHSI Ta B11)laYa CepT11c:piKarn 

a6o CTHChM0B0ro ITOBi)lOMJieHH5l 11(0,ll,0 

HeMO)KJII.1BOCTi BH.11:aYi CepTH<piKaTa 

r OJlOBHHH crrer.uamcT Bl)]JJ,JJIY 

cepTmpiKaI.I.ii" BHp06HHI.I.TBa YrrpaBrriHH51 

JliI.I.eH3yBaHH51 BHp06HHI.I.TBa, iMnOpTy 

JiiKapcbKHX 3aco6iB, K0HTp0JlIO 3a 

)l0TpHMaHH5IM rriI.I.eH3iH:HHX YM0B Ta 

cepnrcpiKauj'i 

f OJIOBHHH crreu1amcT Bl)]Jl,IJIY 

cepTH<piKaI.I.ii" BHp06HiiUTBa YrrpaBJiiHH5l 

niueH3yBaHH5l BHpo6HJil.lTBa, iMrrOpTy 

JiiKapChKHX 3aco6iB, K0HTpomo 3a 

,ll,0TpHMaHH51.M niueH3iHHHX YM0B Ta 

cepTmP iKauii" 

f OJJOBHHH: crreu1arr1CT Bl)l,[{lJJY 

cepT11q>iKaui1 BI.1p06HHI.I.TBa YrrpaBJiiHI-151 

niu.e1-13yBaHirn BI.1p06HHI..J:TBa, iMnOpTy 

JliKapCbKHX 3aco6iB, K0HTp0JIIO 3a 

)l0TpHMaHH5IM rriI.I.eH3iHHHX YM0B Ta 

cepT11<piKaui1 

fOJlOBHHH 

cepTH<piKaI.I.i'i 

JIIUCH3yBaHH51 

JIIKapChKHX 

)l0TpHMaHH51M 

cepTmpiKau,ii" 

fOJIOBHHH 

ceprn:cpiKaI.I.ii" 

m ueHJyBaHHSI 

JllKapCbKHX 

)l0TpHMaHH51M 

cepTmPiKaui1 

crreuiamcT Bl,IJ,)llJIY 

BHp06HHI.I.TBa y rrpaBJiiHH51 

BHp06HHUTBa, iMrrOpTy 

3aco6iB, K0HTp0JlIO 3a 

niueHJiHHHX yMoB Ta 

crreu1amcT Bl)l.LIIJIY 

B11po6H111.1,rna YrrpasniHH51 

BHp06HHI.I.TBa, iMIIOpTy 

3aco6iB, K0HTp0JIIO 3a 

JiiUeH3ittmrx yMoB rn 

Y rrpasniHH5l mI.I.eH3yBaHH5I 

BHp06HHI.I.TB~ iMDOpTy 
rriKapChKHX 3aco6iB, K0HTp0JIIO 3a 

)l0TpHMaHH5IM JiilleH3iH:Hl1X YM0B 
rn cepTmpiKaI.I.i'i 

Y rrpaBJiiHH5I mueH3yBaHH5I 

BHp06HHUTBa, iMIIOpTy 

rriKapCbKMX 3aco6iB, K0HTp0JIIO 3a 

)l0TpHMaHH51M rriI.I.eH3iHHHX YM0B 

rn ceprn:cpiKaui'i 

YrrpaBJliHH51 mueH3yBaHH51 

BHpo6HHUTBa, iMrrOpTy 

JiiKapCbKHX 3aco6iB, K0HTp0JIIO 3a 

)l0Tp11MaHH51M niu;eH3iHHliX YMOB 

rn ceprn:cpiKauii" 

YrrpasrriHH51 muett3ysaHH51 

BHp06HHI.I.TB~ iMIIOpTy 

rriKapChKHX 3aco6iB, K0HTpomo 3a 

)l0TpHMaHH51M niueH3iH:Hl1X YMOB 

rn cepn-IcpiKauii" 

Y rrpaBJiiHH51 mueH3yBaHH51 

BHp06HHUTBa, iMIIOpTy 

JiiKapcbKHX 3aco6iB, K0HTpomo 3a 

)lOTpHMaHH.sIM niueH3iHHHX YM0B 

rn cepTmpiKauii" 

He 6iJ1hI.IIe Hi)!( rniCTb 

MiC51.I.I.iB 3 )lan1 rro,1:raHH.H 

3a51BI.1 3a51.BHHKOM, .IIKII(0 
. . 

HeMae lHlllHX CTp0KlB, 

3arrp0II0H0BaHHX 3a51.BHHKOM. 

He rri3Hirne Hi)!( 3a 5 
po60YHX )lHiB )l0 ,narn: 

ITOYaTKY 

lHCIIeKTyBaHH.11. 

He 6iJibUie 15 po60Y11x ,nHiB 

He 6iJ1bWe 10 po6oYHX .D;HiB 

3 ;::i:aTl1 3aKIHYeHH51 

lHCITeKTyBaHH51 

He 6iJ1bllJe 10 po6oYH:X .ll.HiB 

mcmr 

Oq>OpMJieHH5l 3BiTy rrpo 

lHCITCKTyBaHH51 

* .ll:JJ51 B11p06H11KiB-pe311)].eHTiB ni)].TBep,ll)Ke HH51 Bi)].nOBi)].HOCTi BHMOfaM GMP 3)].iHCHIOCTbC51 ,n:ep)KlliKCJly)K60IO 33 pe3yJlbTaT3MH nJJaHOBOi" nepesipKH )].0,D,ep)KaHH51 

JliueH JiM HHX YMOB nposa)].)KeHH51 rocno,D,apCbK0°l .lli51JlbHOCTi 3 B11p06H11UTBa JliKapCbKHX 3aco6iB, onroso·1, p03,D,pi6Hoi" rnpriBJJi JJiKapCbKHMl1 3aco6aMH (AaJJi - nna,rnsa 

nepesipKa ./lO.llep)l(aH H51 JliueH3iHHl1X YMOB), npoBe,lleHoi" Bi,llnOBi.llHO .llO TTop51,D,KY KOHTpOJJIO 3a .llO,llep)l(aHH51M JliueH3iHH11X YMOB npOB3,ll)l(e HH51 rocno,llapCbK0°l Ai51JlbHOCTi 3 

B11p06H11UTB3 JJiKapcbKHX 3aco6iB, OnTOB0°l, p03.llpi6H0°l TOpriBJli JliKapCbKl1Ml1 3aco6aMH. 3a Bi.llCYTHOCTi KpHTH'-IHHX nopyweHb 8 aKTi nJ1aHOB0°l nepesipKH )].O,L\ep)KaHH51 

...... 

~ 



JliueH3ii1H11x yMOB )],ep)KJ1 iKc11y)K6a npornroM 30 po6ot1Mx JJ.His B11.[lae niueH3iaTy CepTM<piKaT. )].11» UbOro n iueH3 iaT npornroM 10 po60LJ11x JJ.His nicm, npose.[leHH» nnaHoso·i 

nepesipn1 HaL(a( .[lO )],ep)l{J1 iKCJ1y)l{6M nepeniK HOMeH KJ1aTyp11 npoJJ.yKui"i (3apeeCTpOB3HMX B YKpa·1Hi JliKapCbKMX 3aco6is) 3a cpopMOIO 3ri.[lHO 3 .[l0.[l3TKOM 5 L(O ITop51.llKY (B 

n11CbMOBOMY s11rn»JJ.i rn Ha eJ1eKTpoHHOMY Hoci"i iHcpopMauii. (cpai1J1 Excel). 

HaqaJJhHHK YnpaBJiiHHH 

JJiu.eu3yBaHHH BHp06HULl,TBa, 

iMnopry JJiKapcbKHX 3aco6iB, 

KOHTPOJJIO 33 ,[J,OTpnMaHHHM 

JJiu.eH3inHHX YMOB Ta cepTncJ>iKau,ii H.O. TaxTayJJosa 


