3BIT

Npo KAiHiYHe BUNPOOYBAHHS

1. Hazga nikapcpkoro 3acoby (3a
HasABHOCTI - HOMEP
peecTpaiifHoro MocBiqueHns)

Kapo6eron, po3unn s in’exiiit, 100 Mxr/mo

(kapbemorun)

2. 3asBHHK

AT «Dapmaky

3. BupoOuuk

AT «Papmax»

4. IIposeneni nocimipkenns:

Orax Xlui SKINO Hi, 00IpyHTYBaTH

IIpeniapar pospoGnsBes sk reHepuuHmii TiKapekkuii 3aci6
A0 pedepentHoro mpenapary Ilabas, po3yuH mis i ekniit
100 mxr/mi, BupoGuunTea ®eppinr ['M6X, HiMeuunna: Bin
Mae TaKMH camui sgkicHMH 1 KinbkicHuil ckmam, sk i
pedepenTHuii mikapchkuii 3aci; i € BOAHAM PO3YHHOM TS
BHYTPIIIHLOBEHHOTO 3aCTOCYBaHHS, sK 1 pedepeHTHHi
JIKApChKU 3aci6.

3rimno 3 Bumoramu Hacranosu CT-H MO3Y 42-7.4:2022
«Jlikapceki  3acobu. Jlocmimkenns 6GioekBiBaAICHTHOCTI»
«1OCIJUKEHHs  O10EKBIBAJIGHTHOCTI, SK MpaBHIO, He ¢
HEOOXITHEMH, AKINO OCITIUKYBaHMH JTiKapchKHil 3aci6
BBOJIUTBCSA K BOJHHWH BHYTPINIHBOBCHHHII DPO3YMH, IO
MICTHTh TaKy K aKTHBIY PEYOBHHY, IIO i 3aTBEpUKCHUI Ha
naHuil vac sikapchbkuit 3aci6 (pedepenTruil mikapchKwuii
3aci0)»  ([lomarox 1T «Bumorm 10  JOCHiKEHHS
6i0eKBIBAIEHTHOCT]  PI3HEX JHKApChKHX opMy, poO3Ain
«lTapenTepanbHi po3urHE»).

1) Tun nikapeekoro 3aco6y, 3a
SIKHM ITpoBoaunIacs abo
[LTAaHYETHCS PEECTPALLis

['enepuunmii mixapcrkuii 3acio

5. IloBHa Ha3Ba KITIIHIYHOIO
BUITPOOYBAHHS, KOJOBAHHI HOMED
KJIIHIYHOTO BUIIPOOYBaHH:

Kninivni gocmimKenns He npoBoguInCh

6. ®asza KIIHIIHOTO BHIPOOYBAHHS

Kninivni gocnijkenns He TPoBOMIUCH

7. Ilepioj1 mpoBeieH s KITHIYHOTO
BUIIPOOYBaHHS

3 o

8. Kpainu, je nposoauocs
K/IIHIYHE BUITPOOYBaHHS

Kninivni rocniukeHmns ne mpoBoHInch

0. KinbkicTs lociKyBanux

3aTUTaHOBaHa;
(paxTHyna:




10. Meta Ta BTOpHHHI 1iNi
KJTIHIYHOTrO BUIPOOYBAaHHS

Kinivni nocikents He MpoBoAHINCE

11. JIuzaiin kiaiHiuHOTO
BUIIPOOYBAHHS

Kutiniuni Joc/iiukenns He npoBoanInCE

12. OcnoBHi kpuTepii BKIIOUCHHS

Kuninivni nocmimKkenns He mpoBoIHINCh

13. NocnijukyBanuit gikapebkuit
3acid, crroci6 3acTocyBaHHs, CHTA
hisb)

Kotinivni nocmizpkenns He IpoBoIHITHCE

14. TIpentapat nopiBusanHs, 1034,
Crocid 3acTocyBaHHsl, cua il

Kuminiuni gocnikeHHs He poBoMITHCE

15. CynyrHs Teparnis

Kinivni gocnigkenns He IpoBOIHIHCE

16. Kpurepii ouninku
e eKTHBHOCTI

Kiminiuni ocsimpkeHHs He TIpOBOAMINCE

17. Kputepii ominku 6esnexu

Kinnivni gocnipkenHs He IpoBOAMINCE

18. Cratuctruni metonu

Kniniuni locitigkenas He mpoBoINIHCE

19. Jlemorpadiuni mokasuuku
UTOCITIIKYBaHOT nomymsii (cTars,
BiK. paca, ToIo)

Kniniuni gocaimkenns ne mpoBoIHIHCEH

20. PesynpTaT eeKTHBHOCTI

Kitiniuni jocnizpkeHHs He TPOBOAMINCE

21. PesynpTati Gesnexu

Kutiniugi 10cniukeHHA He TIPOBOMITHCE

22. BucHoBoK (3aKimouenus)

Kniniuni gocmikenns He npoBoMIHCE

3asBHHK (BIACHUK
peccTparliifHoro mocBiayeH )

RSS2 A5

(I.1.B.)




3BIT

Npo AOKJIHIYHI JoCTigKeHHS

1. Haspa nikapcpkoro 3acofy (3a
HABHOCTI - HOMEP peecTpaiiiiHoro
TIOCB1IUEHS )

Kap6eron, pozuns juis in’exmiit, 100 Mxr/mn

(kapoemoyun)

1) Tan nikapeeKoro 3acofy, 3a SKHM
[IPOBOAMIIACA a00 TUIAHYEThCs
peecTparis

['enepuanumit mikapchKuit 3aci6

2) poBeieH] 10CTiKEeHHS

Orax Xni SIKINO Hi, OOIPYHTYBATH

[Ipenapat pospoGuisBes sik renepuanmii gikapeskuii 3aci
1o pedpepentHoro npenapary IlaGan, posuns s in’ ek
100 mxr/mn, Bupoduunrea ®eppinr I'm6X, Himewunna,

Bimmoeisino o cr. 10.1  JlupextuBun 20001/83/€C
€sponeilicekoro [lTapnamenty Ta Pamm six 06.11.2001 1po
kozneke CriBTOBApHCTBA BiIHOCHO JKapChKUX Mperaparis,
NPU3HAYCHUX JUIA CHOKUBAaHHA M0AbMH Ta Haxasy MO3
Ykpaian Bijx 26.08.2005 p. Ne 426 (3i 3minammu) «ITpo
3ateep/ukerHs  llopajky — TpoBelieHHA — eKCHEPTH3H
peecTpamifHuX MaTepiamiB Ha Jikapchki  3acobm, 1o
MOTAKOTRCS Ha JepikaBHY peecTpaliio (mepepeecTpaniio), a
TAKOX CKCHEPTH3H MaTepialiB TIpo BHECEHHS 3MIH JI0
PCECTPALIMHUX MaTepiatiB MPOTAroM i peecTpartiitHoro
MOCBIAYCHHs» BiX 3asBHHKA HE BHMAracThesl MPOBEICHHS
BJIACHHX TOKCHKOJIOIIYHUX ~ Ta  (papMaKoJIOTi9HIX
BUIIPOOYBAaHb, @ HAJAKTBCA PE3YIBTATH  JOKTIHIYHHX
JOCITIKCHD  pehepeHTHOro npenapary, sKki BUKTameHi y
BIIMOBITHAX PO3/IiIax PeeCTpaliitHoro 1ocke.

2. ®apmakostoris:

1) nepeunHa dapmakouHaMika

2) BTopuHHA (hapMaKoHHAMIKa

3) dapmakosioris e3nexn

JIoKmiRIvHI JOCIIKEHHS He TIPOBOTHIIHCE

4) papmakouHaMIvHI B3aeMoIi1

3. @apMakokiHeTHKA:

1) aHAIITHYHI METOIMKY Ta 3BITH
040 1X Baiigamnii

JoKniHIYHI JOCTIKeHHS He TPOBOIH/INCE

2) BCMOKTYBaHHsI




3) posmoin

4) meTabomizm

S) BUBeIEHHSA

6) hapmaxokiHeTHUHI B3aeMoii
(JlokTiniuHi)

7) inmmi papmakokineTHami
JIOCITJKEHHST

Jloxniniuni loctimkenns He TpoBONIACE

4. Toxcuxosoris:

1) ToxecnaHicTs y pasi
0JIHOPA30BOI0 BREJIEHHS

2) TOKCHYHICTB y pasi MOBTOPHUX
BBE/IeHD

3) IreHOTOKCHYHICTD:
in vitro

in vivo (BKJIIOYAIOYH T0JaTKOBY
OLIHKY 3 TOKCHKOKIHETHKH)

4) KaHIEPOTECHHICTB:

JIOBTOCTPOKOBI JOCITIKEHHSI

KOPOTKOCTPOKOBI JI0C/I1 [UKEHHS
a00 IOCHIIKEHHS CepeIHbOl
TPHUBAJIOCTI

Joxminiuni T0CHiPKEHHST He TIPOBOIHIIHCE

TOAATKOBI JOCTLIKEHHS

5) penpoIyKTHBHA TOKCHUYHICTD Ta
TOKCHYHMH BIUIMB HA PO3BHTOK
I0TOMCTBA:;

BILIMB Ha (PEPTHIILHICTE 1 panHiil
eMOpIOHAJIEHHIH PO3BHTOK

eMOPIOTOKCHYHICTE

NpeHaTalbHa i IocTHATAIbHA
TOKCHYHICTE

UTOCITIKEHHS, TIPU AKHMX TIpernapaT
VBOIMTHCS [IOTOMCTBY

JIoKTiHIYHI JOCTIKEHHS He TPOBOIUINCE




(HecTaTeBo3piuM TRapHHaM)
Ta/abo OLIHIOEThES Bianena fisg

0) MicIieBa NepeHOCHMICTD

7) I0NATKOBI JIOCI 3KEHHsI
TOKCHYHOCTI:

QHTUIEHHICTH (YTBOPEHHS aHTHTIN)

IMYHOTOKCHYHICTE

VTOCITI/DKEHHS MEeXaHi3MIB il

ITIKapchKa 3aJ1€kKHICTh

TOKCHYHICTE METaOG0JTITIR

TOKCHYHICTE TOMIIIIOK

ime

JIOKITiHIYHI TOCITI/UKEHHS HE IPOBOIHITHCE

S. BHCHOBKH 11010 JOKTIHIYHOTO
BHUBYCHHS

JIOKJTiHIUHI TOCITi[PKeHHS He TIPOBOIHIIHCE

3agBHUK
(ByTacHUK

peecTpanifHoro %/ %MW % g
IIOCBITYCHHS) ' . .




