CImmcok JOKyMeHTOB peIrcTpalMOHHOIO J0Cke MecTuINaa B YKpanHe

No HanmeHnoBaHme Onmcanne JI3BIK
Heraercs 1o yTBep>XXaeHHOM dpopme
3asiBKa ¢ KpaTKVIMV CBEeIEeHVISIM
3asiBUTeJIeM Ha OCHOBaHUM
1 |o mpenapate Yxp.
VIMEFOIIIVIXCS [JAaHHBIX MJIV JaHHBIX
VI3 IHTEpHeTA V1/ VIV JINTePaTyPbl
5 VlcbrTaHmst OMoI0rmyecKon O0s13aTeTbHO IIPOBOISTCS B %
Kp.
adppekTrBHOCTI Yxpanne P
ITepBrdHast TOKCMKOJIOT IS MoxeT OBITE cHleIaHa B APYyTou
3 R Ykp., aHri, pyc.
HpenapaTBHOV (POPMBbI crpane comtacHo OECD vwm GLP
['iryenmdeckast persiaMeHTaVs
4 OO0s3aTennpHO fIemaeTcsd B YKpanHe Yxp.
HpyIMeHeHVIsI TeCTUIIVIIOB
Metopauku omperesieHus Vcnionp3yroTes paspaboTaTHHBIE 1
5 |ocTaTOUHBIX KOITYECTB C BOZle,  |yTBepKAeHHbIE, pa3pabaTsIBaloTCs Yxp., pyc.
BO3JIyXe, II0UBe, C/X IPOAYLII. |HOBbIe PV OTCYTCTBYM TaKOBbIX
MeTonykn KauecTBeHHOTO VICTIOJIB3YIOTCS METOIAVIKM OT
6 Ykp., aHI7IL, pyc.
oIpereseHVs npomssogurestst v CUTTAK
Ortnenennblie 3 deKThI
HeVICTBYIOIIIero BelllecTBa
HecTULVa, TpeboBaHVIA
VIHOVIBYTY JIbHBI TS KaKIOTO
71.B., B 3aBVCVMOJICTV OT
JIMIMUTUPYIOLINX IIOKa3aTeser:
- cyOXpoHMKa - Bce 1.B.; _
- MoxeT OBITE CIeIaHa B APyrou Vip., a .
- MyTareHHOCTb — BC€ /1.B.; Kp., aHIJL .
y ’ crpane cormacao OECD i GLP P /Py
- KaHIIepOTeHHOCTD — 110
TpeboBaHMIO;
- TEPaTOTEHHOCTh U
3MOPMOTOKCUYHOCTB— TI0
TpeOOoBaHMIO;
- PEIPOAYKTUBHOCTD - IIO
TpebOoBaHVIIO
BrsiHme mipertapara Ha
HelleJIeBble OOBbeKThI:
- IIOYBEHHBIE YePBU U
MVKPOOPTaHV3MBI — Ha BCe MoxxHo 3aKka3aTh B YKpavHe win OOGs13arerbHO Ha
g |Mperapatsy MIPeOCTaBUTh VMEIOIIIecs: OTYEeThl | IIperapaTvBHYIO
- BOJIHBIE OPTaHM3MBI (PBIOBI, cornacHo GLP v OECD nHa dopmy (Vxp., pyc.,
BOIOpOCIN, TadpHMM) - TIOYTY Ha |paccMOTpeHue aHIJI. - YTOYHSAETCs)
IIBe IIperaparhl;
- IT4eJIBI - 110 TpeOOoBaHMIO;
- IITWIIBI — 10 TpeOOBaHMIO
CepTudukaTel aHasIM3a 1 COCTaBa
9 R Ot npoussoguresist Pyc., ykp., aHIL.
Ha JIeVICTBYIOIIlee BellleCTBO
CeptudukaTsl aHaIM3a 1 COCTaBa
10 Ot npoussoguresist Pyc., ykp., aHL.

Ha IIpenapaTuBHYIO PopMy




MCIC u cepTudmkar

11 |mponicxoXxmeHvIs 111 BBO3a Ot npoussoguresist Pyc., ykp., aHr.
obOpasIra
PaspermrenpHble micbkMa Ha
eIrVICTPaIMIO OT IIPOM3BOINTEIS
12 P P R P Ot npoussoguresist Pyc., ykp
penapaTBHON (POPMBL 1
JEeVICTBYIOIIIEro BelllecTBa
IlonHas 3agBKa Ipu rogave
JOKyMEeHTOB Ha perucrparmuio /
HemaeTcs 3agBmTeIeM Ha
HepepernucTapLuio C JeTaIbHbIM
_ OCHOBaHMM IIPOBeIeHHBIX
13 |ormicanmeM TiperniapaTUBHOM i Yxp.
A VICCJIeIOBAHMIL, TaHHBIX U3
dopMBI 11 JeVICTBYIOIIEro
VHTepHeTa 1/ vWIn JINTepaTypbl
BeIIeCcTBa
1o ¢popme, popMa HpusaraeTcst
HermaeTcs 3agBmTeIeM Ha
14 ITogpoOHast MHCTPYKLMS I10 OCHOBaHMM IIPOBeIeHHbIX y
- Kp.
HpVMeHeHUIO IIperapara VICC/IEIOBAHWVI, JaHHBIX U3 P
VIHTepHeTa V1/ VUIV JINTepaTyphl
eraeTcs 3asiBUTEIEM Ha
N OCHOBaHWM IIPOBeEeHHbIX
15 (ITpoexT TapHOVI STMKEeTKM i Yxp.
VICCIIeIOBAHMV, JaHHBIX U3
VIHTEpHeTa ¥/ VIV JINTepaTypbl
BrimmiceiBaeTcsl Ha OCHOBAHWM
IIPOBeIeHHBIX MCCIIeIBOAHM I10CIIe
TOTO KaK OBUIO pacMOTPEHO Ha
KOMWUTET I10 TUTVIeHNYeCKOMY
pernamenTuposanu MO3 n
IIPUHSTO K PaCCMOTPEHMIO B
CaHnTapHO-eNMIeMIOJIOTTUeKOoe
16 MunsKos10rMM, II0C/Ie HalpaB/IeHVs Yxp.

3aK/IIO4YeHne

COOTBETCTBYIOIIEro HalpaBJIeHs
3 Musskoorum 8 MO3.

CE3 Ha pyKku KJIMEHTY, KaK
IpaBWIO, He BbIAeTCsl, 1ociIe
yTBep XKeHWs IlepeiaeTcs cpasy B
MUHSKOJIOT UL




