Comcok JOKyMeHTOB perMcTpalyOHHOTO Oocke nectunmaa B Poccun

No HoKymMeHT ITogroroBKa JOKyMeHTa JI3BIK
3asiBKa Ha opraHu3allMIo IIpOBeleHNs
VICIIBITaHMV PerVICTpaHTa Ha ITeCTULINL 1
1 HOJIaeTcs 3adBUTeIeM pyc.
KpaTKue cBefleHVsI Ha IIpenapart (1o
dopme MCX)
JoBepeHHOCTD Ha IIPaBO IIPEICTaBIIsITh
2 |uHTepechl perucrpanTa B PeflepaIbHbIX  |IIpeIoCcTaBiIsAeT PerucTpaHT pyc., aHTr.
OpraHax VCIIOJIHUTEJIbHOV BIIaCcTU
BeImiicka 113 Toprosoro peecrpa Ha
3 IIpenoCTaBIsieT PerVCTPaHT pyc., aHr.
KOMITaHUIO
CepTudukar Ha cocTaB IIperapara,
4 HpeocTaBIsieT perucTpaHT aHT.
cepTudmKaT aHaIM3a Ha IIperiapar
Oruer aHasM3a IpyIMecert B IISATH IapTHsIX
5 IpeoCTaBIsieT PerucTpaHT aHTr.
TeXHWYEeCKOIro MaTreprasia
6 |MSDS Ha npenapaTtusHYyIO dhopmy IIPEIOCTaBIISIET PETVICTPAHT aHT.
7 IMSDS Ha f1.B. IIpeOCTaBIIsIeT PErVICTPAHT aHr.
MSDS Ha cocTaBHBIE YacTH
8 _ HpelocTaBIsieT PerucTpaHT aHT.
IIpenapaTvBHO (DOPMBL
PaspenmiresibHbBIe IMCbMa OT
9 |mpowsBoaMTeIeN IIperiapaTUBHOV (POPMBI |IIPEIOCTABIIIeT PErUCTPAHT pyc., aHr.
VI [1.B.
Ceprudnkar ICAMA vin 6usHec-
JIVIIEH3VS IS IIPOVU3BOIMUTEIIeN
10 N N IpeocTaBIsieT PerucTpaHT aHT.
npenapatvBHOM dpopmel 1 A.B. (Kurrars,
Vanys)
Paboumne nporpaMMel Ha IpoBeeHVIe
1 VicCIIefOBaHVIV Ha IIpeliapar, pa3pabaThIBarOTCS MHCTUTYTOM
C.
pa3paboTaHHbBIe COOTBETCTBYIOMINM COBMECTHO C 3asBUTeJIEM Py
VHCTUTYTOM
Pabounte mporpaMMmel, yTBep KIeHHBIE
12 porp » YIBEp yTBepxmatoTcss MCX pyc.
Mumcenbxo3om PO
Paspenienne Ha BBO3 00pasIIoB IIperiapara
13 P p p» p nopaetcs 3asgsuTesieM B MCX pyc.
VI [1.B. IJ151 IIPOBEEHNs] MICHIBITAaHU
OTueTsl 10 TOKCMKOJIOTO-TUTMEHYeCKO
OIleHKe IIperapaTuBHOM PopMe! (6
9KCIIEPVIMEHTOB): OCTpas OpajIbHasl, OCTpas
P ) P P 7 OCTPAT |\ [05KHO 3aKasbBaTh B P®, moxxHO
14 |mepmabHas, MHTAJIAIIVIOHHAS pyc., aHT.
3aMeHUTh VIMEOIIVIMICS Y perncTpaHTa
TOKCUYHOCTY, pa3apaKeHye Ijlas3,
pasipaxeHne KOX, KOJKHas
ceHCHOWIM3aIs
OryeTpl IO TOKCMKOJIOTO-TUTMeHYeCKOT
OIleHKe [I.B. (6 SKCIIEPVIMEHTOB): OCTpas
MO>XXHO 3aKa3aTb B PD, BO3SMOXXHO
opaJIbHasi, OcTpas JiepMaJlbHasi,
3aMeHUTh VIMEOIIVIMICS Y PErVICTPaHTa,
15 |MHTaIAIMOHHAST TOKCUYHOCTE, pyc., aHr
BheITTosTHeHHBIMY 110 GLP 3 Kurras,
pasfipaxeHue I1a3, pasgpaxeHne KOXU,
EBpomel, YkpanHsl
KOXHas CeHCHOwIM3alins (B cJIydae ecin
JI.B. HEOKBVBAJIEHTHO)
Oruer 110 pe3yJIbTaTaM MCCIIEIOBAHMIL MO>KHO 3aKa3aTb B PD, BO3MOXHO
MyTareHHOCTM 1I.B. 3aMeHUTh VIMEIOIIVIMIUCS Y PErMCTPaHTa,
16 pyc., aHr

(2 TecTa: Ames, in vitro) (B cyrygae ecymv A.B.
HedKBBaJIeHTHO)

BbIojiHeHHbIMM 110 GLP n3 Kuras,
EBpomnel, YkpanHel




CaHMTapHO-FMIﬂeHquCKMe VcciieJ0BaHMA

17 |ycrioBuiit Tpyzia IIpy IpYIMeHeHUM PpaOoTBHI BBIIOJIHSIOTCS TOJIBKO B PD pyc.
HecTUIMIA
OtdeTsI O OMOITOTITYECKOT

18 |[3dpdexTmBHOCTY IpenapaTa Ha KAKAOW  |paloThI BBIIIOIHSIOTCS TOJIBKO B PD pyc.
KYJIbTYpe 3a 2 ce30Ha
OrueTsl 10 OCTATOYHBIM KOJIMYIECTBAM

19 ~ PpaboThI BBITIOTHSAIOTCS TOJIBKO B PD pyc.
IperapaTa B KaXIOV KyJIbType 3a 2 ce30Ha

20 |Oruet 06 onernke [JC[], s yesioBeKa A.B. | paOOTHI BBIIOTIHSIOTCS TONIBKO B PD pyc.
Oruer o BIVsAHMY IIpelaparta Ha

21 |opraHosIenTIdecKye CBOICTBA BOIBL 1 PpaOoTBHI BBITIOIHSIOTCS TOJIBKO B PD pyc.
CaHWUTaPHBIVI PeXXVUM BOI0eMOB
OT4eT 0 COOTBETCTBUM IMIVIEHMYEeCKUM

22 PpaboThI BEITIOTHSIOTCS TOJIBKO B PD pyc.
HOpMarTuBaM, paHee paspaboTaHHBIM
Oruet 00 OpraHOJIENTIYECKMX CBOVICTBAX

23 |{mpopyKummt Ipy IpMMeHeHNH IIpeliapaTa |paOoThl BEIIIOIHSIOTCS TOIIBKO B PD pyc.
B MaKCVMaJIbHOVI HOpMe IIPVIMEeHeH s
CaHnTapHO-TUTIEHITYeCKIe VICCIIeOBaHMs

24 |ycioBuit Tpyaa Ipy IpyMeHeHU PpaOoTHI BEIIONIHSIOTCS TOJIBKO B PD pyc.
HeCcTULVIA IIPY aBaMeToIe
CaHuTapHO-TUTMeHYecKye 1CCiieloBaHms

CJIOBUVI TPyZa IIpY IIpYIMeHeHUM

25| by pHLitb PpaboThI BBITIOITHSAIOTCH TOJIIBKO B PD pyc.
MecTUIIN/IA TPV IPUMEeHEeHUN B JIMYHBIX
IIOICOOHBIX XO34TICTBaX
buosnormaeckne ncnbITaHMs IpVIMEHEHVS

26 PpaboThI BBITIOITHSAIOTCA TOIIBKO B PD pyc.
Iperapara IIpy aBaMmeTosie 3a 1 ce3oH
OrtueTsI 0 BeTeprHaPHO-CAaHUTAPHOM

27 |9K0JI0TO-TOKCMKOJIOT Y. OLIeHKe IS PpaOoTBHI BBIIOJIHSIOTCS TOJIBKO B PD pyc.
ITUeJIOBOJICTBA 1 JKMBOTHOBOZICTBA

VICTIOJNIB3YeTCs yKe cyllecTBytomue B PP
AHaIIMT. MeTO[I OIIpeiesleHNns

28| WIn pa3pabaTbIBarOTCA IIPY OTCYTCTBUN pyc.

JIeVICTBYIOIIIETO BelllecTBa B IeCTUIIN/Ie
TaKOBBIX
Metonmdeckue yKasaHVsI 11O VICTIOJIB3YeTCs yKe cyllecTBytomue B PD

29 |onrpenesieHNIO OCTaTOYHBIX KOJINYECTB WV pa3pabaTbIBarOTCs IIPY OTCYTCTBUN pyc.
IeCTUIIVIIOB PacTUTE/IbHOV IIPOAYKIINM | TaKOBBIX
MeToandeckue yKa3aHWs IO OITpefle/IeHIIO | MICIIONIb3yeTcs yKe cyllecTBytomme B PD

30 |KoHIIeHTpayM IIeCTUIAA B BO3IyXe WIn pa3pabaTbIBarOTCs IIPY OTCYTCTBUN pyc.
pabouert 30HBI TaKOBBIX

VICTIOJIB3YeTCs yKe cyllecTBytomue B PD
HopMmatmBsl cogep xaHms HeCcTULIMIA B

31 , WV pa3pabaTbIBarOTCA IIPY OTCYTCTBUN pyc.

pacTeHMsX ¥ 00BEKTax OKpY Kallleit Cpefibl
TaKOBBIX
ITacniopt bezomacHocTH BerrecTsa

32 paspabarbiBaercss TOIBKO B PD pyc.
(MaTepmaa)

33 PexoMeHnpanmm o TpaHCIIOPTUPOBKE, paspabarsiBaercs ToiIpKO B PD (110

C.
OpUMeHEeHUN Y XpaHeH!M eCTUIMIA dopme MCX) Py
paspabarbiBaeTcs TopKo B PD (10

34 |TapHad sTMKeTKa Ha IeCTUIINT, pyc.

dopme MCX)

35 3axIro4eHne 10 TOKCUKOJIOTO- BBIZJaeTCsl T10 pesysIbTaTaM VCCIIeIoBaHM .
TATVIeHNYecKOV OLleHKe ITpernapara B PD pye.
3aximodeHNne Ha MaTepyaIbl
perncTpauyoHHBIX VCIIBITAHNM IIpelapara N

BbIJTaeTcs 110 pe3ysIbTaTaM VCCIIeOBaHMIA
36 |10 paspgerty GrorormdecKkast pyc.

3¢ PeKTMBHOCTD 11 6€30I1aCHOCTE €
PpeKOMeHIAIMSIMI Ha PervCcTPariyo

B PO




3aksIrodyeHme Io OIleHKe BO3JIeVICTBUS

BbITA€TCA I10 pe3yJjIibTaTaM VICCIIEIOBaHUI

37 pyc.
Ipelapara Ha OKPY KarollyIo cpeny B PO
VudopMmposaHe 00IIeCTBEHHOCTY 1
IPYIVIX YYaCTHUKOB OLIeHKM BO3/eVICTBS
ag [Py Yy PpaOoOTHI BEIIOTHSIOTCS TOJIBKO B PD pyc.
Ha OKpPY>KalollyIo cpeny (ITyOJmKamm B
KypHasIaX ¥ ra3eTax)
ITpoTokoJ1 My GIIMYHBIX CITyIITaHW 1
obcyXxIeHms
39 Y PpaboThI BBITIOITHAIOTCH TOJIIBKO B PD pyc.
C opraHaMy MeCTHOI'O CaMOYIIpaB/IeHNs U
rpakgaHaMm
40|0OBOC PpaOoTHI BEIIOJIHSIOTCS TOTIBKO B PD pyc.
3aKkiIodeHne 3KCIIepHOV KOMMCCUN
41 rOCYAapCTBEHHOV 3KOJIOIMYeCKO BBITaeTCs II0 pe3yJIbTaTaM MCCIeIOBaHuI .
3KCIEePTU3bI IPOeKTa TEXHNYEeCKOV B PO pye.
JOKyMeHTaIV Ha HeCTULI]L
IIvicbMo 0 canmuTapHO- BBITaeTCsl Ha OCHOBAaHWM 3aKTIOUeHVIS O
42 | 31111eM1osIOTMuecKo dKCIlepTi3e TOKCHMKOJIOTO-TUTVIEHUeCKOV OLIeHKM pyc.
HecTUIVIa nperapara
13 3asiBKa Ha OpraHWU3alMIO SKCIIEPTI3bI riofaeTcs 3asBUTesIeM C IIPIIIOKeHeM
_ , c.
perylaMeHTOB IpyMeHeHVs ecTULIa BCeX MCCIIeOBaHMI U 3aKJIIOUeHNUN Py
3asiBKa Ha OpraHWU3allMIO IIPOBeIeH s
riofaeTcs 3asBUTesIeM C IIPIIIOKeHeM
44 |3KcriepTusBL pesysIbTaToB , » pyc.
_ BCeX VCCIIeOBaHMI U 3aKJTIOUeHNN
PerucTpaiOHHbIX UCIIBITAHWT IIeCTUIIVIIA
45 3aKIrodeHne 110 3KCIepTHU3e perylaMeHTOB |BblJaeTcsl Ha OCHOBaHMM BCero IaKkeTa
_ _ C.
HpyMeHeHVs HecTUIMIa viccirefoBaHm 1 saxyrodenm MCX Py
16 3axIrodyeHne 3KCHepTU3bl Pe3yJIbTaToB BbI/IaeTCsl Ha OCHOBaHMY BCEro IakeTa
_ _ _ C.
PperucTpalyOHHBIX UCIIBITAaHUV ecTULIVIA |MccIemoBalmit 1 saxmodenin MCXom by
3asiBKa Ha TOCyJapCTBEHHYIO PervCcTpaluio
47 HOJIaeTcs 3adBUTeIeM pyc.
HecTULMIA
48 CBueTeIbcTBO O TOCyJapCTBEHHO BbIJTaeTCs Ha OCHOBAaHMM 3aKJIIOUeHU .
pervcTpanyy necTuiga MCX pyc.
49 Homep TapHO 3TUKeTKM Ha KaXXI0I0 BBIJTAeTCs OCIIe TI0JTy YeH Vs
pyc.

IIPOM3BOAMTEIS VI KaXKAYIO (pacoBKY

CBUOETeJIbCTBa




