Hoparok 29

Ao [lopaaxy npoBeaeHHA €KCIIEPTH3H
peecTpauiiiHux Marepialii Ha NKapChKl
3aco0u, L0 NOJAOThCA Ha JepiKaBHy
peecTpailito (NepepeccTpallii), a TAKoH
EKCMEPTH3M MaTepialli Npo BHECEHHH
IMiH 10 peecTpaliiinux marepianis
MPOTATOM AiT peecTpaliiiiHoro
MOCRIT4EHHS

(nyHkr 4 pozainy V)

3BIT

Npo JOKAIHIYHI JOCHiKeHHS

1. Hazga nikapcekoro 3acofy (32 HasBHOCTI
- HOMEp PEECTPaLllHHONO NOCBIAYEHHA ):

Crpencinc® xepdan B Kalulo Ta Noapa3sHeHHA
ropia, nacTHiakH no 10 mr

1) THN NiKapekkoro 3acoy. 3a sKuM
nposogMiacs abo NNaHyeTsCs peecTpalis

Tpaauuiiinnii nikapcekuii 3acio

2) npoBeaeHi 10CiKEHHA

TaK Hi V. AKILO Hi, o6rpyHTYBaTH

JlokniHIuHI J0CHiIAKeHHA He HAIANTLCA 3TIHO 3
Haxaszom MinicTepcTBa 0X0poHH 30poB’s YKpainu
Big 23 aunnua 2015 poky Ned60 3i amidamu, posain
I11 2.1 Tpaguuiitnuii nikapcbkuii 3acit.

2. QapMakoioria:

1) neperHHa (hapMakoIHHaMiKa

2) BTOpHHHA (hapMakoauHaMika

3) apmakonoria Gesnexu

4) papmakoarHaMiuHi B3aeMoail

3. GapMaKoKiHETHKA:

1) aHaniTHYHI METOAMKH Ta 3BITH 010 1X
Banigauii

2) BCMOKTYBaHHA

3) po3noain

4) mertabonizm

5) BHBEAEHHA

6) (hapMakoKiHeTHUYHI B3aEMOAIT
(moKAiHiuHI)

7) iHin hapMakoOKiHETHYHI JOCITJIKEHHs

4. Tokcukonoris:

|} TokecH4HICTL ¥ pasi 04HOpasoBoTO
BBEJIeHHA

2) TOKCHYHICTE Y pasi NOBTOPHUX BBE1eHb




3) reHOTOKCHUYHICTE: -
in vitro

in vivo (BKAKOYAKOYH J0JATKOBY OLIHKY 3 -
TOKCHKOKIHETHKH)

4) KaHUEePOreHHICTE: .

JNOBTOCTPOKORBI TI0CAIAKEHHH S

KOPOTKOCTPOKOBI JIOCTIKEHHS -
abo JocaiKEHHA cepeiHbol TPHBANOCTI

IOMATKORI A0CTIKeHHA =

5) penpoayKTHBHA TOKCHYHICTE Ta -
TOKCHYHWH BIUIMB HA PO3BMTOK MOTOMCTBA:

BILUIME HA (pepTHIILHICTE | paHHii -
eMOpioHaNbLHUI PO3BHTOK

eMOpiOTOKCHYHICTE -

MnpcHaTalbHa i MOCTHATANLHA TOKCHYHICTE =

NOCTIZKEHHA, TIPH AKHX Npenapar -
YBOAWTBCA NOTOMCTBY (HECTATEBO3PIIHM
TBapHHamM) Ta/abo OLIHIETHCA BigaNeHa
s

6) MicueBa NepeHOCHMICTS i

7) IONaTKOBI J0CHIIKEHHA TOKCHYHOCTI: =

AHTHIEHHICTDb (YTBOPEHHS aHTUTIN) -

IMYHOTOKCHYHICTE -

NOCHIKEHHA MexaHisMis ail B

EIiKHPGbKﬂ JANEIKHICTR -

TOKCHYHICTE MeTaboniTis &

TOKCHYHICTE JOMILLIOK a

iHIe =
5. BHCHOBKH 1010 JOKTIHIMHOTD ;
{BHBYEHHS

3asaBHUK (BIACHHK
peecTpauiiiHoro
NOCBII4EHHA)

VIATOPHHX [THTAHE
‘Vkpaina»

zoopoe’s Ne 1528 aid 27.06.2019}




Hoparok 30

no lopsaaky NpoBeieHHA KCIEPTH3H
peecTpauiiiHix MaTepianie Ha nikapebki
3aco0u, 1O NOJAIOTLES HA JepKaBHy
peecTpauiio (nepepeecTparito), a Takox
CKCMEPTH3H MarepianiB Npo BHECEHH:
IMiH 10 peecTpaliiinux marepianis
npotarom Aii peecrpauiiinoro
NOCBiAYEHHA

(nyHkT 4 pozainy IV)

3BIT

npo KjiinigHe BunpodyBanns

1. Hasga nikapcekoro 3aco0y (3a HaABHOCTI
- HOMEp peecTpaniiiHoro nocpigyeHH:)

Crpencinc® xepban BiJ KalIwo Ta NOAPasHEHHA
ropna, nacruiakn no 10 mr

12. 3asgBHUK

Pexkitt Benkizep Xenckep Inrepuewnn Jimiren,
Benuka bputania / Reckitt Benckiser Healthcare
International Limited, United Kingdom

3. Bupobuuk

bonaep ApunaiimiTren 'm6X ena Ko. KT,
Himeuuuna / BOLDER. Arzneimittel GmbH & Co.
K G, Germany

4. [lpoBeneni nocnigKeHHA:

- ] .
Tak  Hi ¥V AKILO Hi, oOrpyHTYBaTH

Kniniuni gocnigmeHHA He HAOAKOTLCH 3CiIHO 3
Haxazom MinictepeTra oxopouu 310pos’s Ykpainu
Bia 23 nunus 2015 poky Ned60 31 sminamu, posain
11 2.1 Tpanuuiiinnii nikapcbkuii 3aciG.

1) TN nikapeekoro 3aco0y, 3a AKUM
nposoauiacs ado NIaHyeTbes peecTpais

Tpaauuiiinuii nikapcekuii 3acio

5. [ogHa Ha3Ba KAIHIYHOID BUNPOOYREAHHA,
KOJOBaHHH HOMEp KIIHIYHOTO
BHNpOOYBaHHA

6. @aza KiHiYHOrO BUNIPOOYBAHHA

7. llepion npoBeaeHHA KIiHIYHOTO
BUNpOOYRBAHHA

8. Kpainn, fe nposounocs KiiHidHE
BUIIPOOY BAHHA

9. KinbKicTs 10CH Y BAHHX

sarnjiaHoBaHa; -
thakTHuHA: -

10. Mera Ta BTOpUHHI Uil KAIHIMHOTO
]uu npodyBaHHA

11. Huzaiin knidivHoro BUNpoOYBaHHA

12, OcHoBHI KpHTEPIT BKIIOYEHHS




13. Nocnimxysanuii nikapeskuii 3acio, -
crocid 3acTocyBaHHA, cuna mil

14, [Mpenapar nopieHAHHA, 4034, criocid -
RacTocyBaHHA, chna ail

15. CynyTHa Tepanis -

16. Kpurepii ouinku edekruBHocTi -

17. Kpurepii ouinkn Geanexu -

18. CrarucTH4YHI MeTOIH -

19. HeMorpaihivuHi noKa3HHKH -
NOCHIIKY BaHOT nonyasuil (crars, Bik, paca,
TOWLO )

20. Pesyabrarn ediekTHBHOCTI

21. Peaynsrarn Gesnexku

22, BUCHOBOK (3aKmOMeHHs)

JasBHUK (BIACHHK
peecTpauiifHoro noceigyeHH)

TOB «Pex{lﬂTr emcmep Vipaina»

(.1.B.)

{Iopsiok nonoereno vorum Jlomarkom 30 3riano 3 Hakazom Miuicrepersa oxopoun
3nopoe'a Ne 1528 pip 27.06.2019}




