3BiT
Npo JOKJIIHIYHI Z0CTiKeHH

1. Ha3Ba nikapcekoro 3aco6y Isonparoz, cupon, 250Mr/5m1

| .
(3a HABHOCTI - HOMED

PEECTPaIiHOTO ITOCBITYEHHS):

- — =

1) tun stixapeskoro 3acoGy, 3a prikapebkuit 3aci6 3 106pe BHBYCHHM MeIHIHHM 3aCTOCYBaHHAM
SKHM IPOBOMIIACH ab0 !

IUIaHYETBCSA PeECTpALIis

2) IpoBeJIeH] JOCTiIKeHHs ] TaK [ HI | SKIIO «Hi», OOIPYHTYBaTH |

Binmosinno no Bumor ITopsiaky nmpoBeeHHs eKCIEPTH3H peecTpallifHIX MaTepiaiiB Ha JiKapchki

3ac00H, IO NOJAIOTHCA HAa JEpXKaBHY peecTpauio (MepepeecTpaiiio), a TaKoK EKCIIEPTH3H

MaTepialliB [P0 BHECEHHs 3MiH 1O peecTpaliiiHuX MarepiadiB mpoTaroM aii peecTpauiiitoro
MOCBiUeHHs 3atBep/kennM Haxazom Minictepersa oxoponn 3mopos's Ykpaimm 26.08.2005
Ne 426 (y penmaxuii maxasy MinicrepctBa oxoponn 3mopos's Ykpainm Bix 23.07.2015 Ne 460),
JKApCHKAif 3aCi6 3 106pe BUBYCHHM MeMIHHM 3aCTOCYBAHHAM He I0TpeGYe NPOBEACHHS BIACHUX |
JOKITIHIYHUX AOCIIKEHD. '

2. @apmMakooris:
1) nepBuHHa hapMakogHHAMIKA

JlocTiIkeHHs He MPOBOMHUIIHCH

2) BTOpUHHA (hapMaKoJHHAMiKa JlocmiKeHHs He IPOBOIMINCS A )
3) dapmakosioris 6e3mexu OCIIJUKEHHSI He TIPOBOIMIIHCS Dk
4) bapmakomHamMiuHi B3aeMoii JlocipKeHHsT He IPOBOAMIIHNCS

3. ®apmakokineTHKa:

1) ananiTAYH] METOIUKH Ta 3BIiTH MO0 iX [[[OCIiKEHHS He IPOBOIMIIHCS

BaJTiTaril
2) BCMOKTYBaHHSI OCJII/DKEHHS HE [TPOBOIHIIHCS
3) posnozin JlocniPKeHHs He IIPOBOAMIIHCS )
4) metaGouiam OCJIIIKCHHS He IIPOBOTHJIHCS B . |
5) BUBEJICHHS Jlocii ke s He IIPOBOAMIIHCS D e

6) GapmakokineTHuHi B3aeMo il JlocnipKeH s He IPOBOIHIIHCS

(TOKJIIHIYHI )

7) inmi hapMakoKiHeTHYHi JociimKeH s [JIOCIi[KeHH S He IPOBOIUITHCS

4. ToxcukoIoris:

1) TOKCHYHICTB ¥ pa3i 0OJIHOPA30BOI0o Jloci/pKeHHS. He IPOBOJMITHUCS
BBEICHHS

2) TOKCHYHICTE Y pa3i HOBTOPHHUX BBEACHE/{0CII/DKEHHS He TPOBOIMIIHCS

3) r€eHOTOKCHYHICTE: JlocniKeHHs He IPOBOIHINCS f
in vitro

in vivo (BK/IIOYAIOYH JIOJATKOBY OLIHKY 3 [I0CIIiKEHHS He IPOBOIHIHCS
TOKCHKOKIHETHKH)




JlocmimKeHH s He TPOBOAMITHCS

4) KaHLIEPOTEHHICTh:

| : §
[TOBI'OCTPOKORBI JOCTIIZKCHHSA

JlociipKeH s He IPOBOAMIIUCS

KOPOTKOCTPOKOBI IOCTIiDKeHHS ab0
OCTTiKEHHS CepeHbO] TPUBAJIOCTI

JlocutiKe s He [IPOBOTHIHCS

JlocmimKeHHs He IPOBOAMIIHCS

JIOJATKOBi JOCIII/KEHHS
5) penpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHUI BIUIMB Ha PO3BUTOK

MOTOMCTBA:

JlocmiUKeHHS He TPOBOIUIINCS

BILIMB Ha (PEPTHIBHICTD i paHHiH

gyﬁpiortanmuﬁ PO3BHTOK

,HOCJ'liI[}KeHHH HE IPOBOIUITHCA

!.E;_M?PiOTOKCI/I‘{HiCTB

JlocTiDKeHHS He TPOBOIMIIKCS

f
|

:HPEHaTaIIBHa i IIocTHATAIBHA TOKCH‘IHiCTB]I[OCJIi)DKeHHH HE IIPOBOJUITHCA
e i

JIOCITIKEHHS, TIPU SIKUX [Iperapar

\ .
D’BOHHTBCH IIOTOMCTBY (H €CTaTEBO3PLIHM

?rrBapHHaM) Ta/ab0 OLIHIOETHCS BiagajeHa

s

JlocipKeHHs He IIPOBOIHITHC

!
6) micrieBa IepeHOCHMICTh

JlocmipkeHHs] He TPOBOMIIUCS

| . . .
7) AOJATKOBI JIOCI/DKEHHS TOKCHYHOCTL

JlocnipKenHs He TPOBOIUIIHCS

AHTUTeHHICTH (YTBOPEHHS AHTUTLI)

1w,U;OC.l'IiIL}K(’.‘HI-Iﬂ HE NPOBOOUIIHCAH

IMYHOTOKCHYHICTb

[ .
JToCtiKEHIIS He TPOBOIHITHCS

lIOCJ'IiIL}KeHIIH HE NIPOBOAHITHCAH

OCITIKEHH MeXaHi3MiB il
]

JliKapchbKa 3aIeXHICTD

JlociiKeHHs He MPOBOIUITHCS
]

| . -
TOKCHYHICTh METAOOITIB

JIoCTi IKeHHS! He TIPOBO/IAIINCS

TOKCHYHICTD JOMIIIOK

_[MocniKeHns He IPOBOIUIHCS

5. BHCHOBKHM 1010 TOKITIHIYHOTO

BHBUEHHS

JlociKeHHS He TIPOBOAMIINCS

3asBHUK (BJACHUK PEECTpaIiiHOrO

[IOCBIIYEHHS)




3BIT

Npo KJIiHIiYHe BHNIPOOYBAHHS

1. Ha3Ba nikapcekoro 3aco0y (3a HagBHOCTI

- HOMEp PeecTpaIiifHOro nocBi[4eHHs)

Inonpanona, cupor, 250mr/5mn

2. 3agBHUK

[TAT HBI «bopmariBcpkuit XD3»

3. BupoOnuxk

ITAT HBIJ «bopmariscexuit XP3»

4. TTpoBeieH] nOCIiJDKEHHS:

O Tak I HI  AKIIO Hi, OOIpyHTYBaTH

23.07.2015 Ne 460), mixapcekuii 3aci6 3

BinnosigHo no BuMmor Ilopsinky mpoBemeHHsS €KCIIEPTH3H peecTpauifHHX MarepiaiiB Ha
niKkapchKi 3aco0H, IO MOJAIOTHCS HA JIEPXKABHY peECTpaliio (ImepepeecTpaliiio), a TaKox
EKCIIEPTH3H MaTepiatiB MPO BHECEHHS 3MIH O peecTpalliifHEX MaTepiaaiB IpoTAroM il
peecTpalifHOro MOcBiqYeHHs 3arBep/ukeHHM Hakazom MiHicTepcTBa OXOPOHH 310POB's

Vkpainu 26.08.2005 Ne 426 (y penaxuii nHakasy MiHicrepeTBa OXOPOHH 3710pOB'S YKpaiHu Bif

1106p6 BHBYCHHM MCIHYHHM 3aCTOCYBaHHsIM HC

0Tpedye MPOBEJIEHHS BIACHUX KJIIHIYHUX JOCTiIKEHb.

1) Tunm mikapecbkoro 3acoly, 3a SKHM

npoBouIacs abo IIaHYETBCS peecTpaltis

JiKapchkuil 3aci6 3 106pe BHBYEHHM MeIUYHHM

3aCTOCYBaHHAM

5. TloBHa Ha3Ba KJIIHIYHOTO BHNpOOYBaHHS,

KOJOBaHUH HOMEp KJIIHIYHOTO

BUIIPOOYBaHHSA

JocniKeHHs He TPOBOIMIIACS.

i T
i6' ®aza kiHiYHOrO BUNIPOOYBaHHS

JlocimiKeHHs He TIPOBOIMIIHCS.

7. Tlepiom  mpoBemeHHS  KIIHIYHOTO

BUIIPOOYBaHHS

JlocnikeHHS He TIPOBOTHIIHCA.

8. Kpaimm, nme mpoBomuiIocs KIIiHIYHE

BHIIPOOYBaHHS

JlocmiUKeHHS He TIPOBOIAIIHCS.

9. KinpKicTh JOCTIIKyBaHUX

JlocmipKeHHs He TPOBOIMITUCA.

10. Mera Ta BTOpMHHI I KIiHIYHOTO

BUITPOOYBaHHA

,H,O CJIilI)KeHHH HE ITPOBOJTHIINCA.

11. /Tu3aiig KIiHIYHOTO BUIPOOyBaHHS

HOCJIiI[}KEHHH HE IIPOBOJUIIHACH.

12. OcHOBHI KpHTepii BKIIOYEHHS

HOCJ’IiI[}KeHHSI HE ITPOBOJIHIIHUCA.

13.  HocmimxyBaHuit JiKapChKuil  3aci0,

criocid 3acTocyBaHHS, cuIa Jil

JlociiUKeHHS He TIPOBOIHIIHCS.




3aCTOCYBaHHS, CHIa Aii

14. Tlpemapar mopiBHSHHS, H03a, croci0 JIocaiKeHHs He IPOBOIHITHCS.

15. CynyTHs Tepanis

JlocumiiKeHHs He TPOBOAMITHCS.

16. Kputepii omiHKH e(eKTHBHOCTI JlocitipKeHHS He TIPOBOIMIIHCA.

17. Kpurepii ouinku 6e3nexu

|

JlocnipKkeHHS He TIPOBOIMITHCS.

18. CrarucTiudi METOIH

| JocmimKeHHs. He IIPOBOIMIIACS.

19. Hemorpadiuni

TOIIIO)

JOCIIDKYBaHOT MOMyJIsmii (CTaTh, BiK, paca,

noka3HuKH| JIoCHiKeHHS He TPOBOIMITUCH.

20. Pesynprati epeKTHBHOCTI

JocnixenHs He IPOBOAUIHCA.

21. PesynbraTtu 6e3nexu

JlocnikeHns He IPOBOAMIIHCA.

22. BUCHOBOK (3aKJIIO4YEHH)

JocnigxeHHsa He IPOBOAMIHCA.

3agBHUK (BIACHUK

peecTpaniifHoro nocpi4eHH)

(miamuc)
[Naciunuk M.D.
(II. 1. B.)




