3BIT

Npo JOKJIIHIYHI 10C/II1KeHH

1. Has3ea mikapcekoro 3acoly (3a
HAsBHOCTI — HOMEp peecrpauniiHoro
ITOCBIIUCHHS ):

IIUDJIOCIH, po3unnH ans iHPY3idH 2 Mr/mi, 1o
100 mut y tursitnni, 1o 1 Moisiin y nayviil

1) Tun mdikapchbkoro 3aco0y, 3a sSKMM
POBOJIMIIACS 200 TIAHYEThCS PeECTpallist

[enepuyunmii nikapcpkui 3acid

2) MpOBEICHI JIOCIIIKEHHS

Hi. Bignosinno no Bumor «llopsinky nposeneHHs
EKCIIEPTH3H  peecTpalliiHUX  MaTepiajiB  Ha
JKapcehKl 3aco0M, L0 MOJNAIOTHCA Ha AEpXKaBHY
peecTpartio (mepepeecTparito), a TAKOK
eKCIepTH3H MaTepialiB IpPO BHECEHHS 3MIH JIO
peecTpaliifHux ~ MartepiamiB  mpoTsarom i
peecTpaniifHoro  MOCBIAYEHHS,  3aTBEPIKEHOIO
Haxazom MO3 Bin 26 ceprast 2005 p. Ne 426 (31
3MiHaM#)» ~ TEHEepPHYHUH  JKapchKuii  3aci0
nependavae, IO peecTpaiiiiHe JI0ChE MICTUTh
MOCHJIaHHS Ha peecTpamiiiny iHdopmallito, 10
MICTHTBCSL Y JI0Che Ha pedepeHTHHH Ipenapar, 3a

YMOBHM  JOBEJCHHS IX eKBIBaJieHTHOCTI. [
ICHEPUKIB HE HAJAIOTBCS PE3YJIbTATH BIACHHUX
TOKCUKOJIOTTYHUX Ta dapMaKkoIOrIIHUX

BUIIPOOYBaHb a00 KIHIYHUX JIOCTKEHb.

2. ®apMakoJIoris:

BrnacHi qoxniHIYHI JOCTIHKEHHS HE TTPOBOIMIINCD.

1) nepunHa hapmMako MHAMIKa

2) BTopuHHA hapmMaKoJMHAMIKa

3) gapmaxonorisi Oe3nexn

4) dpapmakoMHaAMIuH] B3aeMOIT

3. ®apMaKoOKiHETHKA:

Brnachi TOKJTIHIYHI JOCTIKEHHS HE TIPOBOIUIINCE.

1) aHAMITHYHI METOJIMKH Ta 3BiTH LI0JI0 1X
BaJIi TaIii

2) BCMOKTYRAHHS

3) po3moin

4) meTaboI1i3M

S) BUBEICHHS

6) dapMaKoKiHETHYHI B3aEMOJIIT

(moxJtiHIYHI)

7) ini hapMaKOKIHETHYHI JIOCITKCHHS

4. TokCHKOJIOTIS:

BrnacHi TOKTIHIYHI JIOCIIHDKEHHS HE TTPOBOJIUIIUCE.

1) TOKCHMYHICTH Yy pa3si
BBEJICHHS

O0ZHOPa3oBoOro

2) TOKCHYHICTD Y pa3i MOBTOPHUX BBEJICHb

3) TeHOTOKCHYHICTB: 1n Vitro

in vivo (BKJIIOUAIOUYH JOJATKOBY OIIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOreHHICTh:

JIOBI'OCTPOKOBI JOCIIJIKCHHS

KOPOTKOCTPOKOBI JIOCII JKEHHS
a0 JIoCTIPKeHHsI CepeHbO1 TPHBAJIOCTI

JIOJATKOBI JIOCI1JKEHHS




5)  pemnpojJyKTHBHa  TOKCHYHICTH  Ta
TOKCUYHUH BILIUB Ha PO3BUTOK
IIOTOMCTBA:

BIUIMB Ha  (epTHIBHICTE 1 paHHIH
eMOpIOHAIbHUI PO3BUTOK

eMOPIOTOKCUYHICTD

IpeHATAIbHA 1 TOCTHATATIbLHA TOKCHYIHICTh

JOCTIJPKEHHsl, OpU  SIKUX  IIpenapar
VBOJHMTHCS TOTOMCTBY (HECTAaTEBO3PIIUM
TBapuHaM) Ta/abo OINIHIOETHCS BijlajeHa
st

6) MicIieBa MepeHOCUMICTh

7) MOAAaTKOBI IOCIIDKEHHSI TOKCHYHOCTI:

AQHTHUI'CHHICTD (YTBOPCHHSI aHTHUTL)

IMYHOTOKCHYHICTh

JIOCIIKEHHS MEeXaHI3MiB a1l

JIKapchKa 3a1eXKHICTh

TOKCUYHICTh META0O0JIITIB

TOKCUYHICTD JIOMIIIIOK

1H11IE

5.  BHcHOBKM 1010  JOKJIIHIYHOrO
BUBUYCHHS

BrnacHi TOKTIHIYHI TOCTIPKEHHS HE TIPOBOJIUIHCS.

3asiBHUK
(BJTACHUK pEeCTPaAIifHOrO TTOCBITYCHHS

(mianuc)
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3BIT

npo KJiHiYHe BUNPOOyBaHHH

1. Hasa nixapcbkoro 3aco0y (za | IIUDJIOCIH, posunmn mns indysift 2 mr/mmu, mo
HasgBHOCTI — HoMmep peectpaniiiHoro | 100 M y mdmmi, nmo 1 mugmmi y navni
IOCBIJTICHHST)

2. 3asBHUK ITpuBarHe akiionepHe ToBapuCcTBO «IHDy31a»

3. BupoOHuK [TpuBarHe akiionepHe ToBapucTBO «IH(y3is»

4. IlpoBeneHi TOCTIIKCHHS:

Hi. Bianosigno no sumor «llopsiaky mnpoBeaeHHs

EKCIIEPTH3H  pPeECTpallifHUX ~ MarepialiB  Ha
JiKapchKi 3aco0M, IO TOJAlOThCs HA JIEPKABHY
peectparirto  (TepepeecTpariro), a  TaKoxX

EKCIIEPTH3M MarepiayiB Mpo BHECEHHS 3MIH JI0
peecTpalliiHUX ~ MarepialiB  MpPOTAroM il
peecTpaliifHoro IOCBIAYEHHS», 3aTBEPKEHOIO
Haxazom MO3 Big 26 cepras 2005 p. Ne 426 (31
3MiHAMH) ~ TEHEPUYHHH  JiKapchkuil  3acid
nepeadayae, M0 peecTpaliifHe J0ChE MICTUTH
IOCHJIaHHST Ha peecTpaniiiny iHdopmalliioo, o
MICTHTBCS Y JIOChe€ Ha pedepeHTHUH mpernapar, 3a
YMOBH JIOBEJCHHs iX eKBiBaJeHTHocTl. Jlis
IeHEpPHKIB HE HAJAIOThCS PEe3yJbTaTH BIACHUX
TOKCHKOJIOTTYHUX Ta GapMaKoIOriuH1X
BUIIPOOYBaHb a00 KIIHIYHHUX JIOCIHKEHb.

1) Tun mikapcbkoro 3acoly, 3a SIKHUM
POBO/IHIIACs a0 IIAHYETHCS peecTpaLtist

["'enepuuHuil NiKapcbkuil 3acid

5, [ToBHa Ha3Ba KJIHIYHOTO
BUITPOOYBaHHS, KOJIOBaHUH HOMED
KJIIHIYHOTO BUIIPOOYBaHHS

BracHi kiHIYHI JOCTDKEHHS HE MPOBOJIWINCH 1
HE ITaHYIOThCS.

6. ®aza KIIHIYHOro BUIIPOOYBAHHS

7. Ilepiom  mnpoBeleHHsS  KIIHIYHOTO | 3 1o

BUIIPOOYBAHHS

8. Kpaluu, ne mnpoBoauiocs KIiHIYHE | —

BUMPOOYBAHHS

9. KiflbKicTh JOCTIIKYBaHUX 3ariaHoBaHa:
dakTuyHa:

10. Mera Ta BTOpPHHHI Il KJIIHIYHOIO
BUIIPOOYBAHHS

11. JIuzaiin kJiHIYHOr0 BUNIPOOYBaHHS

12. OcHOBHI KpHUTepii BKIIOYCHHS

13. JlocaipKkyBaHHM JIiKapChKHii  3acid,
croci0 3acTocyBaHHs, cuia Jiil

14. IlpemapaT TMOpIBHSAHHS, 1034, CIOCIO
3aCTOCYBaHHs, CHJIa Jil

15. CynyTHs Tepamis

16. Kpurepii orinku eeKTUBHOCTI

17. Kputepii o1iHKH Oe3MeKH

18. CrarucTrunl MeTOIH

OKa3HUKH
(ctath, BIK,

19, Jlemorpadiuni
JOCIKYBAHOI  TTOITY IS
paca, Toulo)




20. PesynpraTl €peKTHBHOCTI

21. PesynpTaTn 6e3mexku

22. BUCHOBOK (3aKJIIOUEHHSI)

3asiBHUK
(BJIACHUK pEECTPAIifHOIO TIOCBITICHHS)

Briacui KIIHIYHI JOCTIIKEHHS HEe IPOBO/IMIINUCE.




