3BiT npo AoKIiHIUHI H0CTIAKEHHA

1. Haspa jikapceKoro 3aco0y (3a HasiBHOCTI — I'EMA®EP-C,
HOMEP PEECTPAIIHHOIO MOCBIIYCHHS): PO3YMH 1151 BHYTPilIHLOBEHHHX

in’exiii, 20 mr/ma

1) Tuin iikapceKoro 3aco0y. 3a SIKUM IpoBomiacs [ eHepuuHuMii TiKkapcbKuii 3aci6 3rigHo 3

a00 NJIaHyeThCs peecTpallis nyHkToM | (mianyHkrom 1.3) po3ainy 11
[Topsaaky Hakazy MO3 Ykpaiuu Bix 23
nunHs 2015 poxy Ne 460.

2) NpOBEIEHI TOCTIIKEHHS 0 Tak ¢ Hi AKILIO Hi,
OoOIpyHTYBaTH

OOrpyuryBanns: Bianopinno mo BuMmor posginmy III Ilopsiaky npoBeleHHS eKCIepTH3H
peecTpailiiHuX MarepiagiB Ha JiKapchKi 3acCO0H, IO MOJAKOTHCA Ha IEPKABHY pPEECTpAIliio
(mepepeecTpaliio), a TaKO)K EKCIEPTHU3M MarepiaTiB MpO BHECEHHs 3MiH J0 peecTpalliifHuxX
MarepianiB NpOTIroM il peectpariiinoro nocsiguyenns (Hakas MinicTepeTBa 0XOpOHH 310pOB 4
Ykpainu Bix 26.08.2005 Ne 426 [3i 3minamu, unHHa penakiis]) Ta crarri 10.1 Jupexktusu
2001/83/€C BnacHi JOKJIIHIYHI ZOC/II/HKEHHS HE HAIAIOThCs.

2. @apmakosoris: -

1) nepBuHHa (papmakoguHAMIKA -
2) BTOpHHHA (hapMaKoIHHAMIKA -
3) dpapmaxosnoris Oe3nexu -
4) dapmakoauHaMiuHI B3aeMo il -

3. dapMakoKiHETHKA:

1) aHaTITHYHI METOIHUKH Ta 3BITH MO0 1X -
BaJTi ALl

2) BCMOKTYBaHHS y
3) po3noin -
4) metabornizMm -
5) BUBeIEHHS -
6) papmakoKiHeTHYH] B3a€MOIT (JIOKJTIHIYHI) -
7) 1111 (papMaKOKIHETHYHI JOCILIKEHHS -

4. Toxkcukomnoris:

1) TOKCHUHICTB ¥ pa3i 0IHOPAa30BOTO BBEIACHHS -

2) TOKCHYHICTh Y pa3i IOBTOPHUX BBe/IeHb -



3) FEHOTOKCHUYHICTB:
in vitro

in vivo (BKJIFOYAKOYH JI0JIATKORY OIIIHKY
3 TOKCUKOKIHETHKH )

4) KaHIIEPOr€HHICTh:
JTOBIOCTPOKOBI JOCIII/DKEHHS

KOPOTKOCTPOKOBI JOCII/DKEHHS 200 TOCTiHKeHHS
cepe/IHbOI TPHUBAIOCTI

IOJIATKOBI JOCILIKCHHSA

5) penpolyKTHBHA TOKCHYHICTh Ta TOKCHYHHH
BIUIMB Ha PO3BHTOK MOTOMCTBA:

BIUIMB Ha (pepTHIILHICTE 1 paHHil emMOpioHaILHUI
PO3BHTOK

eMOPIOTOKCHYHICTE
NpeHaTaIbHA 1 MOCTHATAJIbHA TOKCHYHICTh

AOCTIKEHHS, IPH AKUX TIPerapaT yBOAUTLCS
IIOTOMCTBY (HECTATEBO3PIIUM TBapUHAM) Ta/abo
OLHIOETBCH BilasIeHa J1is

6) MicueBa epeHOCHMICTh

7) NOJAATKOBI JOCHIZKEHHS TOKCHYHOCTI:
AHTHTCHHICTH (YTBOPEHHSI aHTHTL)
IMYHOTOKCHYHICTb

JOCITI/KEHHS MeXaHi3MiB il

TiKapchKa 3aJIeKHICTh

TOKCHYHICTE MeTabOJTiTIB

TOKCHYHICTb JOMILIOK

iHIIIE

5. BHCHOBKHY 11010 ,HOKJ'[iHi‘—IHOFO BHBYUCHHSA

[IpenctaBHUK
3asiBHUKA (B/IaCHHKA

peecTpaliiHOro
MOCBITUEHHS )
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3BiT nMpo KJiHiYMHe BUNPOOYBAHHSA

1. Hasga sikapchKkoro 3aco0y TEMA®EP-C,

(3a HaABHOCTI — HOMeEp PeeCTpalliHHoro PO3UHH /1/isi BHYTPIMIHbOBEHHHX iH’ €Ki,
MOCBIYEHHS ) 20 Mr/mMu

2. 3asABHHK Mictpan Kemitan Menemxmenr Jlimiten, Auriis
3. BupoOuuk BupoGHUITBO TOTOBOT Jlikapcbkoi Gpopmu,

IepBUHHA T BTOPHHHA YIIAKOBKA, KOHTPOIIb CEPil,

BHITYCK cepii:

IOHI-®PAPMA KJIEOH LETIC

GAPMACBIOTIKAJI JIABOPATOPIEC CA.

["perist
4. IlpoBeseHi JOCIIKEHH:

Tak " HI

SKINO Hi, OOIPYHTYBATH

1) Tun JikapcbKkoro 3aco0y, 3a SKUM
MpoBOAKIAcs ad0 IUIAHYETECS peecTpallis

["eHepuuHuii TiKapchkuii 3aci0 3rifHO 3 MyHKTOM 1
(migmynkroMm 1.3) posiny I1I Iopaaky Hakasy
MO3 Vipaiuu Bix 23 munns 2015 poxy Ne 460.

5. [ToBHa Ha3Ba KJIIHIYHOTO
BUIPOOYBaHHS, KOJIOBaHUIT HOMED
KJTIHIYHOTO BHIIPOOYBaHHS

6. dasa KIHIYHOrO BUIIPOOYBAHHS

7. llepiox mpoBeIeHHS KIIHIYHOTO
BUIIPOOYBaHHS

8. Kpaiuu, jie npoBoauIocs KIiHIYHE
BUIIPOOYBaHHs

9. KipKicTb AOCITIIKYBAHHX

10. Mera Ta BTOPHHHI I{iJTi KJIIHIYHOTO
BUMPOOYBAHHS

11. Jlu3aiiH KJIIHIYHOTO BHIIPOOYBaHHS
12. OcHoBHI KpUTepii BKIIOUCHHS

13. JlocmimkyBanuii JikapebKuit 3acio.,
criocid 3acTocyBaHHS. CHIa Aii

14. Tlpenapat nopiBHIHHS, 7034, CIOCI0
3aCTOCYBaHHS, CHJIa il

15. CynyTHs Tepartis

16. Kpurepii ominku edeKTHBHOCTI
17. Kpurepii orinku 0e3nexu

18. CraTucTHYHI METOIU

JlociKeHHS HE TIPOBOMIIOCH

JlocaiKeHHs HE POBOIHIIOCH

JlocnipkeHHS HE TPOBOMIIOCH

JlocipkeHHs He TPOBOIHIIOCS

JlociKeHHs He MPOBOIMIIOCS

JlocmipKeHHS. He TPOBOIUIOCS

JlociKeHHs He TPOBOAMIOCS
JlocnipKeHHS HE TTPOBOIMIIOCH

JlocniKeHHs He TIPOBOUIIOCH

JlociKeHHsT He TPOBOIHIIOCS

JlocmiKeHHs He TPOBOANIOCS

JlocnipkeHHS He IPOBOIHIOCS
JlocImipKeHHS He TPOBOMIIOCS

JlocaimkeHHs He POBOAMIIOCS



19. lemorpadiuti Moka3HUKH
MOCITIKYBaHOT nonyJsuii (cTaTh, BIK.
paca, TOIIO)

20. PesynbraTti e(heKTHBHOCTI
21. PesynbTatu 0e31eKH

22. BucHOBOK (3aK/IHO4YCHHS)

[TpencraBHuK
3asBHUKA
(BIacHHKA

ﬂOCHi}I}KGHHH HC IIPOBOJUIIOCS

Jlocti/pKeHHs. He TPOBOIUIIOCS
Jloci/pKeHHs He IPOBOINIIOCS

Bignosinso mo Bumor Hakasy Minictepcrsa
OXOpoHH 310poB’s Ykpainu Bix 26.08.2005 Ne 426
[31 3minamMu, YMHHA pedaKUis| mpemapat
I'EMA®EP-C, po3udH A1 BHYTPILIHBOBEHHHX
iH exuii, 20 Mr/mii, MOJa€ThCS HA PEECTpALiio K
reHepHYHHH JIiKapchbkuil 3acid, TOMy BIacHi
PFTYATRQCITIKEHHA He Ha/lal0ThC.
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