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MwuHucTepcTBa 34paBooxpaHeHuns Poccuiickoin ®epepaumm

YTBEPXOARKO
3aBesytowmii Kathepoin thapmaumm
[LOKTOpP (papMaLeBTUYECKNX HayK,

npoeccop Konomuey, H. 3.

(N1)*CCOCan

o/

2024 T.

PACMNCAHUE NIEKLIMOHHbIX (TEOPETUUECKMX) 3AHATUI

dakynbTeT PAPMALIEBTUYECKUN

ancumnnnHa HOPMPOBAHWME ®APMALIEBTHECKOIO NMPOU3BOACTBA

Bpemsa ¢
yKaszaHuem
nepepbiBOB
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Kypc 3 cemecTp VI
yuebHbIn rog 2023/2024
rpynna 2191-2192

HavnmeHoBaHne TeMbl

["locynapcTBEHHOE HOPMUPOBaHME NPON3BOACTBA
NEKapCTBEHHbIX NpenapaToB B Poccun. HanpasneHus
N YPOBHM HOpMUpOBaHUA. ["ocyaapcTBeHHas
perncTpawmsa nekapcTBeHHbIX NpenaparTos

Buabl HOpMaTVBHOWM AOKYMEHTaLMM B NPON3BOACTBE
NeKapCTBEHHbIX cpefcTs: ®3 PP, NocTaHOBNEHMA
MpaBuTenscTea PP.

dapmakonen (F'p,

mexayHapogHasa, USP/NF, BP, EP), O®C, ®C, oCI1,
OCTbl, OCTbl, TY, npukassl M3.

MexayHapofHasa cucTemMa yA0CTOBEPEHUSA KavyecTsa
NNeKapCTBEHHbLIX MpenapaTos.

Cuctema GXP (GLP, GCP, GMP, GDP, GSP, GPP).

OCHOBHbIe 3Tarnbl pa3padoTKN NeKapCTBEHHbIX
rnpenaparos.

MpaBuia Hagnex<allero Npon3BOACTBA /1IeKAPCTBEHHbIX
npenapatoB (GMP)

OCHOBHbIe acnekTbl OpraH13aumMm apmareBTUYeCKOro
NMPOV3BOLCTBA /IEKAPCTBEHHbIX Mpenaparos

CucTema fOKYMeHTauumn Ha hapmaLeBTUYeCKOM
npeanpuaTUn.

O6ume TpeboBaHMA K NOMELLEHMAM 1 060pYL0BaHMIO
(hapm. Npon3BOACTB. 30HbI (KNacchl) YACTOTI
NPOM3BOACTBEHHbIX MOMELLEHWIA.

1pe6oBaHnst GMP K nepcoHany apmaueBTUYECKNX

npegnpuatnin. OByyeHne M NOArOTOBKa NepcoHana K

paboTe. YnpaB/neHUe puUcKamMn Ha (hapmaleBTNYeCKOM
npeanpusTAN.

1eXHOMOrMYeCcKMe acrnekTbl KOHTPO/S KauecTBa
NeKapCTBEHHbIX NpenapaToB. MoHATUE NOCTaANUIHOIO
KOHTpONs. Kputunyeckne Toukn. CamMoMHCNEKLS

MpenogaBaTenb

XopoLuwniosa
O.B.

XopoLumsiosa
OB.

Xopowwnnosa

O.B.

Xopowwnnoea

O.B.
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O.B.
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O.B.

XopoLuwniosa
O.B.

XopoLunsiosa
OB.

XopoLuwniosa
OB.

XopoLuwmriosa
OB.

XopoLunsiosa
OB.

XopoLunnosa
OB.

Ayanto-
pus
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Ne 314

Kateapa
thapmauunn
Noe 314

Kateapa
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Ne 314
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Kateapa
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Ne>314
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thapmauun

Kateapa
thapmauunn

Kateapa
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Ne>314

Kateapa
hapmayun
Ne>314

Katepgpa
thapmauunn
Ne>314





