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1 Oduufi pa3AeJr ) )
1.1 Ouronrr LrAeoJroruu 6enopyccnoro

rocyAapcrBa
2 2
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2.1 Pa:pa6orna JreKapcrBeHHbrx
npenaparoB coruracHo
rpe6onanuqvr GxP
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2.r.1 OcHonHrre 3rarrbr pa3pa6orKr
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2.1.3 Opranr.rsarg.ra rr 4p oBeAeHLr e

AOKJIIIHI,FTC CKIIX UC C JIC,4OB AHI,ili
JreKapcTBeHHbD( Hpe[apaToB corJracHo
rpe6oBaHuflrvr GLP (Ha4nexaqefi
na6op aropHofi noarcrr-rru)

2 2

2.1.4 A.nnrepuarr,mHbre recr:crrcreMbr AJr{
.ITOKJI}IHI,ITIC C KI,[X I4C C JICTOB AId

4 4

2.r.5 Porm KoMrrbrorepHoro
MoAerurpoBaEIxtfl , pars4oHaJrbHoro

Apar-ru.r3afiHa [r r4cKyccrBeHrroro
urrreJrJreKTa B paspa6orKe
JreKap cTBeHrrbD( up enap aToB

4 4

2.r.6 Opralulsarryfrr H npoBeAeHrre
KIIAHI+TC CKrD( UC C JIC,ITOB AINtrI

JreKapcTBeHHhD( rlpenapaToB coHracHo
rpe6onar*rarvr GCP (ua4texaqefi
KrruHuqecrofi nparrmu)

2 2

)) ffporvrnuJreHHoe np orr3B oAcrBo
JIeKapcTBeHHbrx npenapaToB B
parvlrcax GxP
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2.2.1 Oprarusau.rfl rrp oMhrrrrJreHHoro

upoLr3BoAcTBa JreKapcTBeHHbD(

npenaparoB couracHo rpe6oBarurflM
GMP (Ha4neNaqefi
np orr3B o4crn ennofi np arcrurr.r)
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2.2.2 (Dapnraqenrr{lrecKilr cr{creMa
KatrecTBa Ha rIpoIr3BoAcTBe
JreKapcTB eHHbD( rrperrapaToB

6 6

2.2.3 PeryrupoBarrr4e rlporr3BoAcrBa r.r

o6paqenrna 6uonoruqecKrrx
aKTr,rBrrbD( Saprraaqenrr.rqecKr,D(
cy6crarngal H JreKapcrBeHHbD(
npeuapaToB AIrf, Me,ryfiutrrcKoro
rrpr,rMeHeHur[

2 2

2.2.4 Orrp e4enerure cra6urmHocrrr r.r

ycTaHoBJreHlre cp oKoB rolFrocTr4
JreKapcTBeHHbD( 4peuapaToB couracHo
Tpe6oBarmf,rra GxP
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2.3 06ecne.reHue m KoHTpoJrb KaqecrBa
JreKapcTBeHHbrx npenapaToB
coruracHo rpedonanusvr GxP

26 8 18
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2.3.r Cuc:reua ocyqecrBJleHl4t KoHTpoJI-a

KaqecrBa JIeKapcrBeHHbIX flpe[apaToB

s Pecny6rure BelaPYcr
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2.3.2 IrlcurrrareJrbHble na6oparopnn
Pecny6nuKl4 Eerapycr,
aKKpeAI4TOBaHHbIe B cI,ICTeMe

aKKp eAI4TaU I4I4 NIfl ' np o B eAeHI/uI

I,ICfIbrTaHLIft lerap crBeHHbIX

IIpe[aparoB

4 4

Ponr y[oJlHoMorreHHoro Jrlzua

rrpor43BoA vrr e rfl r e Kap cTBeHHbIX

ilpeflaparoB B cl,IcreMe o6ecueqenr'I-fl

KAIIECTBA UA QAPUAIICBTI'IqCCKOM
IIpeArlpI4rITpIH

2 2

2.3.4 Paspa6orr<a I{ ucrIoJIb3oBaHI4 e

HOpMaTI4BHOTO AOKyMeHTa IIO

KaqecTBy JIeKapcTBeHHOfO npelapaTa
2 2

2.3.5 Paspa6om a v BaJrkr4aqurl MeroAI4K

KOHTpOJI' KarIecTBa JIeKapCTBeHHbIX

IIpeflapaToB
2 2

2.3.6 O apuaronefi urrfi amurlr3 f oroBblx

neKapcrBeHHbIX Qoptnt
2 2

2.3.7 Srcnp ecc - anaJfi43 gKcreMrlop allbHblx

Jr eKap crBeHHbIX rlpellap aToB
4 4

2.3.8 O6ecne.reHlre KaqecrBa

JreKapcTBeHHbIX [peflapaToB cofJracHo

rpe6onaHuxrvr GPP (HaAnexaruefi

anre.rHofi nparrraxra)

2 2

2.3.9 O6ecne.reHue KarlecrBa

JreKapcTBeHHbIX flpelapaToB coulacHo

rpe6onaHra.arvr GSP (naAnexaqeft
rrpaKrLIKI{ xpaueulu)

2 2

2.3.t0 O6ecneqeHne KaqecrBa

neKapcTBeHHbIX [penapaToB corJlacHo

rpe6onanu,au GDP (naAnexaIqefi
gucrpn6rroropcroft uParruru)

2 2

2.3.rr llpereusran, ge$errbl KaqecrBa I4

oT3brBbI JIeKapCTBeHHbIX [pe[aparoB 2 2

2.4 O6ecne.renue eQSeKTrIBHocrrI It

Oesonacuocrrl MeArIIIrIHcKoro
rrpIrMeHeHufl iI eKapcTBeHHbIX

flpenaparoB corJracHo

roe6osanllsrvr GxP
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2.4.r O6ecne.reuue stptf eKTLIBHocrrr Ir

6egonacHocrtr JreKaPcrBeHrIbD(

npeuaparoB conracHo rPe6onauznu
GVP (ualnexaulefi nPaKrr.IKe

fraouarcoHaA3opa)

2 2
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2.4.2 Toxcr,uconoil.If, r.I HapKoJIorrIr KaK

gJreMeHTbr cllcreMbr o6ecne'reuns
6esonacuo crn JreKaP crBeHHbD(

qpenaparon. Cyae6Harl xHMI'rqecKarI
gKcrreprr43a. flepnax rloMorr|F rlpu
OTPABJICHI'TX.

2 2

2.4.3 KoruFre ctseHHbre MeroAbr

MoHr.rroprcfa 6esonacHocrr't
JreKapcrBeHHbD( rlp euaparoB B

ToKcI,IKo Jrorn re cKofi xLwrl4Lr

2 2

2.4.4 Kourporm o6op ora HapKorrIecKLD(

cpeAcTB rI rr0lD(orportr+D( BeIqecTB B

Pecny6rrrute Ferrapycn

2 2

2.4.5 3rccueprusa aJlKoroJrbHoro,
JreKapcTBeHHoIo [r HapKorr'fIecKoro

OIIb'HEHIUT

2 2

2.4.6 Xurvrruco-$apMar{eBTullecKne ocHoBbr

JreKapcrBeHrlbD( B3tlr,IMoAe ficrr;rzdr u
Hexre Jrare JIbHbrx p e axqtfr

4 4
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