3BiT npo AoKIAiIHIYHI Koc/iKeHHA

1. Hazpa nikapcbkoro 3aco0y (3a HasgsBHOCTI — TIOJIAKC, po34un aas

HOMEP pEeECTPaLifHHOrO MOCBIIICHHS): BHYTPIlIHLOM’SI30BUX iH’€Kuiii, mo 4
MI/2 mut

1) Tum sikapcbKoro 3acody, 3a SKHM IPOBO/IHIACS ["enepuunuii nikapcekuii 3acid 3rigHo

abo IUTaHYEThCS peecTpartis nyHkTy 1 (mianyukry 1.3) posainy 11

Hopsanxy Hakasy MO3 Vkpaiuu Big 23
munHs 2015 poxy Ne 460.

2) npoBeaeHI JOCTIKEHH 0 Tak / Hi SIKII[O Hi,
OOIpyHTYBaTH

BitacHi JOKMIHIYHI JI0C/IIKEHHS He HaJaroThes, OCKLIBKH JiKapehkuil 3aci6 € remepHkoM i3
JI0BEJICHOI0  (pAapMalleBTHYHOIO — €KBiBAIEHTHICTIO [0  BIHOMEHHIO [0 pedepeHTHOro
nikapeekoro 3acody MYCKOPII, pozuun oan enympiwinvom’azoeux in’exuiii, 4 mz/2 ma
(Canoghi C.PJL, Imanin) (srinno Bumor ITopsyiKy NpOBEIEHHS EKCIEPTH3H PeeCTPAIifHUX
MaTepianiB Ha JiKapchKi 3ac00M, MO MOJAIOTHECS HA JepKaBHY peccTpalliio (epepeectpamio), a
TAaKOXK €KCIEPTH3H MaTepiatiB PO BHECEHHs 3MIH 10 PeecTpauiiiHux MaTepiamiB mpoTsarom il
peeCTpauiifiHoro MOCBITYEHHA 3aTBEPJKCHOr0 Haka3oM MiHicTepcTBa OXOPOHH 30POB’s
Yxpainu BiJ 26 cepras 2005 poky Ne 426 (y penakuii nakasy MO3 Ykpainu Bix 23.07.2015 Ne
460).

2. @apmakodoris: -
1) nepeunHa GpapmakoauHaMika -
2) BTOpHHHA (hapMakoIHHaAMIKa -
3) bapmakosorist 6e3mnexu -
4) papmaxkoguHaMiuHi B3aeMOii -
3. dapmakoKIHETHKA:

1) aHATITHYHI METO/IMKH Ta 3BITH 11010 1X -
BaJTi TaLii

2) BCMOKTYBaHHS -

3) po3moain -



4) meTabomizm

S5) BUBeEHHS

6) hapMaKOKiHeTHYHI B3aeMOIT (JIOKJIiHIYHI)

7) iHIIl (hapMaKOKIHETHYHI JOCITiIZKEHHS

4. Tokcukonorig:

1) TOKCHYHICTB Y pa3i 0JHOPA30BOro BBEACHHS

2) TOKCHYHICTh y pa3i MOBTOPHUX BBE/JIEHD

3) TeHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOUAIOYH JOJATKOBY OIIHKY
3 TOKCUKOKIHETHKH )

4) KaHIIePOT€HHICTh:

JIOBFOCTPOKOBI JTOCIIIZKEHHSI

KOPOTKOCTPOKOBI JOCTITKEHHS ab0 A0CIIIHKEHHS
CepeIHbOT TPUBATIOCTI

JIOJATKOBI JOCIUKEHHS

5) penpoilyKTHBHA TOKCHYHICTh Ta TOKCHYHMI
BIUTMB HA PO3BUTOK IIOTOMCTBA:

BILTHB Ha (PepTHIIBHICTD 1 paHHil eMOpioHaTBHHIH
PO3BHTOK

eMOPIOTOKCHYHICTE

[IpeHaTabHa 1 MOCTHATAIbHA TOKCHYHICTh



JIOCITJUKEHHS, TIPH SIKUX [IPEnapaT YBOIUThCS
MOTOMCTBY (HECTATEBO3PLIMM TBApHHAM) Ta/abo
OLIIHIOETLCS BiZjaeHa Jis

6) MicIieBa NepeHOCHMICTh

7) 10AATKOBI JOCTIIKEHHA TOKCHYHOCTI:

AHTUTCHHICTH (YTBOPEHHS aHTHTI)

IMYHOTOKCHYHICTE

JOCHIKEHHA MEXAHIZMIB i1

JNiKapchKa 3alekHICTh

TOKCHYHICTE META00TITIB

TOKCHYHICTh JIOMIIIOK

1HIIIE

5. BHCHOBKH 11010 JIOKJIHIYHOI'O BUBYSHHS

F
3asgBHUK {a
(BJTACHUK f T
peecTpaliiiHoro >

IIOCBiTYCHHS )



3BIT mpo KIiHiYHE BUIIPOOYBaHHS

1. Hasga nikapcbkoro 3aco0y (3a HassHocTi — Homep TIOJIAKC, po3uns 1is

peecTpaliifHOro NOCBiTYeHHS) BHYTPIIIHbOM’SI30BHX iH’€Kuiii, mo 4
Mr/2 ma
2. 3asBHUK MicTtpain Kemniran MenemxmenT

Jlimiten, Aurmis

3. BupoOuuk ALIC JIOBDAP C.IT.A.. Itanisa
4. IlpoBeseHi 1OCTIIKEHHS o TaKk + Hi SKIIO Hi,
OOIpYHTYBaTH

Bracui witiniuHi JoC/iKEeHHS He HAJAlOTHCS, OCKUIBKH JIIKapChKMii 3aci6 € reHepHkoM i3
JOBEJICHOKO  (papMalleBTHYHOK  eKBIiBAIEHTHICTIO MO  BiIHONIEHHIO 0 pedepeHTHOro
nikapcekoro 3acody MYCKOPILI, posuun 0aa enympiwnvom’azoeux in’exuiii, 4 mz/2 ma
(Canogpi C.PJL, Imania) (3rizHo Bumor Ilopsaky TpOBEACHHS €KCHEPTU3H peecTpariitHuX
MarepialiB Ha JKapchKi 3aco0u, 110 MOJATHCS Ha JePKaBHY peecTpalliio (epepeccTpalliio), a
TAKOXK €KCIEPTU3H Marepialis PO BHECEHHS 3MiH JI0 peecTpalliiiHuX MaTepialiB MpoTarom il
PEECTPALIHOTO MOCBITYEHHs 3aTBEPDKEHOT0 Haka3oM MIiHiCTepeTBa OXOPOHH  370pOB’S
VYkpainu Bin 26 cepnus 2005 poky Ne 426 (y pepaxuii Hakazsy MO3 Vkpainu Bix 23.07.2015 Ne
460).

1) Tun gikapcbKoro 3aco0y, 3a SKUM TPOBO/IUIIACS I'enepuynuii ikapchKuii 3acid 3rigHo
a0o MJIaHyeTbCA peecTpariis nyHkTy 1 (manyskrty 1.3) posainy 11
IMopanxy naxasy MO3 Vkpaiuu Bin 23

aunsst 2015 poky Ne 460.

5. [loBHa Ha3Ba KJIIHIYHOIO BUIIPOOYBAHHH, -
KOJIOBaHHUH HOMED KJIIHIYHOTO BUTIPOOYBaHHS

6. da3za KJIiHIYHOTO BUIIPOOYBaHHS -

7. Ilepion mpoBeIeHHS KJIIHIYHOTO BUIPOOYBAHHS 3 no

8. Kpainu. 1e npoBoanIocs KiiHiuHe BUIIPOOYBaHHS -

9. KinekicTs gocmimKyBanux 3arIaHOBaHa:
(paxTuyna:

10. MeTa Ta BTOpHHHI 1T KITIHIYHOTO -
BUIIPOOYBAHHS

11. Jlnzaiin KniHigHOTO BUMPOOYBaHHS -



12. OcHOBHI KpHTepil BKIIOYEHHS

13. locnikyBanuii likapebkuii 3acid, crocio
3aCTOCYBaHHs, CHJIA i1

14. Ilpenapar nopiBHsHHS, 1034, c110Ci0
3aCTOCYBaHHs. CUja il

15. CynyTHs Tepamist

16. Kpurepil oninku edekTHBHOCTI

17. Kpurepii orinku Oe3nexu

18. Crarucriydi MeToIu

19. JlemorpadivHi MOKa3HUKH TOCIIKYBAHOT
MOMyJIALI] (CTaTh, BIK, paca, TOIO)

20. Pe3yabTaTs e(peKTHBHOCTI

21. Pesynbratu 6e3nexu

22. BUCHOBOK (3aKJIK0UEHHS )

3agBHUK

(B1acHUK
peecTpauiiHoro
NOCBITYEHHS )




