3BiT po JoKTiHIYH] JOCTIKeHHS

1. Ha3ra nikapcekoro 3aco0y (3a HassBHOCT] — JEBO®TOP
HOMEp peecTpauifiHoro mocBiaueHHs):

1) Tun nikapeskoro 3ac00y, 3a AKHM IPOBOJMUIACS l'enepuunnit mikapesxmii 3aci6 3rimo

a00 IIaHyeThCs peecTparist nyHkty 1 (miamysxry 1.3) posmiy I11
[opsanxy Hakasy MO3 Yxpainu Bij 23
manHs 2015 poky Ne 460,
2) mpoBeaeHi mocIipKeH s 0 Tak "  Hi SAKILO Hi,
00IpyHTYBaTH

Obrpynrysanust: Lle renepuunuit nmiKapewkuit 3aci6. Bianosigno 1o BuMor posnainy III Tlopsiky
TIPOBCNICHHSA CKCIEPTH3H peecTpalliiiHuX MaTepiais Ha JKapChKi 3aco6M, IO MoAAThCs Ha
AICPKABHY PEECTPALiIO (IepepeecTpaiio), a Takoxk CKCIICPTU3U MaTepialliB Ipo BHECEHHS 3MiH
10 peecTpaLiftHuX MaTepiatis npoTsrom fii PeeCTpaliitnoro moceixueHns (Hakas MiHictepcTBa
OXOPOHH 3710poB° s Ykpainu Bizx 26.08.2005 Ne 426 [31 3MiHamMu, ynHHA penakuis]) ta crarti 10.1
Hupextusu 2001/83/€C noxminivsi JOCIIKEHHS HE BUMAraroThCs.

2. ®apmakomoris: -

1) mepBuHHA (papmakoauHaMiKa -

2) BTOpUHHA (apMakoquHaMika -

3) dapmakonoris 6Gezneku -

4) papmakoxuHaMiuHi B3acMomil -

3. ®apmakokineTHka:

1) aHaniTHyni MeToauky Ta 3BiTH MO0 X -
BaiIanii

2) BCMOKTYBaHHS -

3) po3nozin =

4) metabonism -




5) BUBeaCHHS

6) papmakokiHeTHYH] B3aeMoii (loKmTiHIYHi)

7) inwi hapMakoKiHeTHYHI oCTi ke HHS

4. Tokcukojoris:

1) TokenynicTs y pasi onHOpazosoro BBeeHHS

2) TOKCHYHICTE y pasi HOBTOPHHX BBEIEHb

3) réHOTOKCHYHICTE:
in vitro

in vivo (BKIIFOYAIOYH T0/IATKOBY OLIHKY
3 TOKCHKOKIHETUKH)

4) KaHLIEpOT€HHICTh:

JIOBTOCTPOKORI TOCHiIyKeHHS

KOPOTKOCTPOKOBI JOCIi/PKeHHs a00 TOCIiIKeH S
CePeHBOT TPUBAJIOCTI

NOJATKOBI JOCTiIKEHHS

5) PenpoayKTHBHA TOKCHYHICTD Ta TOKCHYHMIL
BILUIMB Ha PO3BUTOK IOTOMCTBA;

BIUTHB Ha (DePTHIILHICTE i paHHiii eMOpioHansHuit
PO3BHTOK

eMOPIOTOKCHYHICTE

NpeHaTajibHa i IOCTHATAIBHA TOKCHYHICTE

JOCIIUKEHHS, TIPH SKUX MPENapaT YBOJUThCS
MOTOMCTBY (HECTaTEeBO3PITHM TBAPUHAM) Ta/ab0
OIIHIOETHCS BijIasIeHa is



6) MicLieBa epeHOCUMICTD

7) 10AATKOBI JOCTIKEHHS TOKCHUYHOCTI:

AHTUTCHHICTH (yTBOPEHHS aHTHUTLI)

IMyHOTOKCHUHICTE

OOCIIJDKEHHS MEXaHI3MIB i1

TiKapchKa 3aleKHiCTh

TOKCHYHICTh METa00TITIB

TOKCHYHICTH JOMIIIOK

1HIIE

5. BUCHOBKH 00 JOKTiHIYHOIO BUBYCHHS
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3BIT mpo K11iHiYHE BUNPOOYBAHHS

1. Haspa nikapcbkoro 3acoby
(3a HAABHOCTI — HOMEP peecTpaliiiHoro
ITOCBIAYEHHS)

2. 3asBHUK

3. BupoGuuk

4. ITpoBeaeHi KoCIi IKEHHS:

1) Tun nikapcskoro 3aco6y, 3a skum
MPOBOAMIIACS ab0 MIAHYETHCS PeeCTpaList

5. IloBHa Ha3Ba KIiHIYHOrO BUMPOGYBaHHS,
KOJIOBaHH HOMED KIIIHiYHOTO BHNPOOYBAHHS

6. ®asa KJIiHiYHOTO BHIIPOOYBaHHS

7. llepioa mpoBeeHH KIIHIYHOTO
BHITPOOYBaHHS

8. Kpainu, me nposoaunocs kiniune
BUITPOOYBAHHS

9. KinpKicTs gocimimKkyBannx

10. Meta Ta BropuHHi 11ini KIiniuHOrO
BHIIPOOYBaHHA

11. Nu3zaiin kninigHoro Bunmpo6ysaHus
12. OcHOBHI KpHTepii BKTIOUCHHS

13. NocikyBaHuii TikapchKuii 3aci0, cmocid
3aCTOCYBAHHA, CHJa Iii

14. IIpenapar mopiBHsHHS, 1034, crioci
3aCTOCYBaHHSA, CHIIa [if

15. CymyTHs Tepanis

16. Kpurepii oninku epextupHocti

17. Kpurepii ouinku Ge3nexu

18. CratucTuyni Mmetoan

JJEBO®TOP

Mictpan Kenitan MenemkmenT Jlimiten,
AHrmis

Bupo6nunrso rorosoi  mikapcpkoi thopmu,
NIePBHHHA Ta BTOPUHHA YNAKOBKA, KOHTPOI
cepii, BUITyCK cepii:

BEM Inau Cam. e Tik. A.C., Typeuunna

TaK " Hi KO Hi, 06rpyHTYBaTH

["enepuanmuii gikapchkuit 3aci6 3riqno IYHKTY 1
(miamyskry 1.3) posainy 11 Mopsiaxy Hakazy
MO3 Ykpainu Bin 23 mumms 2015 poky Ne 460.



19. llemorpagiuni noxkazuuku JOCAiLIKyBaHOT
nonyJsLii (cTaTh, Bik, paca. Tomo)

20. Pe3ynbrat epexrurnocTi -

21. Pesynbratu Gesnexu -

22. BUCHOBOK (3aKJIH0UEHHS) -
f L2y e 42
3aaBHUK 7
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peectpaniitnoro ["aBpuiko O.A.
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