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3BiT npo goKJiHiYHI JocaiAKeHHS

‘1. Hasga nikapcsKoro 3acogy .
(3a HagBHOCTI — HOMep peecTpaliifHoro-
TIOCBiT9eHHA):

JIIHO3I/II[; p_osqliﬂ noas indpysiid,

@aaxoni; no 1 dpuiaxony B kapTommuiii
‘KopoOui

1) T nikapchKOTO 3aco0y, 32 AKUM
nporoamiacs abo INIAHYETHCS peecTpartis

I'enepu4nnii dikapeskmi 3acif
(oaHOKOMIIOHEHTHHIA)

2) fipoBeneiii MOCTi JKEeHHsT

&

o Tak | m | HI SIKIIO Hi,
* ' | G6rpyHTyBaTH

Binnoeizao 10 THOY NoJaHoi 3asiBH (reHepu4anmii Jikapebkuii 3acié) HRaganHa
AOJATKOBHUX JOKJIHIYTHUX JOCTiKeHs He MOTPIOHO.

2. ®apmMaxoIorii:

He 3acto COBYETBCA

1) nepeuiiHa bapMakoTuEaMiKa

He 3actocoByetses

2) BropuHHa PapMaKoZHHAMIKA

He 3acrocoByeTEsca

3 “i’rﬁ.‘PﬁKOHOEiﬁ: Gesmexit -

.He 3acTocoByeThes.

4) dapmaxkoqaHAMIUHI B3aeMOAIT

He 3acrocoByernes

3. PapMaKoKiHETHKA:

~ He 3acrocoByerbes

1) ananiTH9HI METOIHMKH Ta 3BITH INOAO 1X

Baizanii

He 3acTocoByeTECA

2) BCMOKTYBAHHS

He 3aCTOCOBYETECST:

3) poznoain

He zacTocoByeThes

4) MeTa60mi3M

e 3aCTOCOBY€ETHCS

5) BUBeIEHHA

He 3aCTOCOBYCThCA

6) hpapMaKoKiHETHIHI B3aeMoil
(moxminiuni)

'He 3a¢TOCOBYETECH
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7) inmi papMakoXiHeTHYHI JOCTiIKEeHHS

He 3aCTOCOBYETRCA

4. TokCUKOJIOTiA:

He 3acTocoByeThes

1) TOKCHYHICTH ¥ pa3i OHOPA30BOIC
BBEJICHH:

He 3acTtocoByerhes

2) TOKCHYHICTD ¥ pa3i MOBTOPHMX BBEICHE

He 3acTtocoByeThCs

3) FeHOTOKCHYHICTB:
in vitro

He 3aCTOCOBYETRCAH

in Vivo (BKIIFOUAIOYH JI0JJATKOBY OL[IHKY
3 TOKCHUKOKIHETHKI)

He 3acrocoByerses

4) KaHIePOreHHiCTh:

He zacrocosyernes

JIOBrOCTPOKOBI JIOCHITDKEHHA

He 3acTtocoByeTnes

KOPOTKOCTPOKOBI AocimkeHHs abo
DOCIIIKEHHS cepelHBOI TPHBAIOCTI

He 3aCTOCOBYETECS

JIOJIATKOBI JIOCI/KEHHS

i He 3acTocoryeThes

5) pempOIyKTHBHA TOKCHUHICTE Ta

TOKCHYHUH BILJIMB Ha PO3BHTOK IIOTOMCTRBA:

He 3aCTOCOBYETECH

BIUTHB Ha. pepTasHicTs 1 panuii
-eMOpiOHANBHUH PO3BHTOK

'He 3aCTOCOBYETLCA

eMOpIOTOKCHYHICTE

He 3aCTOCOBYETECHA

npéHaralbHa 1 Mo¢THATANIEHA TOKCHUHICTE

I'He 3acTOCOBYETHCH

JIOCTDKSHH, TIPH SIKKUX TIpenapar
YBOAUTECS TIOTOMCTBY (HECTATEBO3PIIHMM
TBapHHaM) Ta/ad0 OLIHIOETHCA BiJaTIeHa
s

He zacrocoryernes

6) MicIeBA IIEPEHOCUMICTD

He 3ac¢rocoryerncs




3BiT npo KiaiHivae BHIPO0yBaHHSA

1. Haspa nikapcexoro sacoby JIIHO3HU O, po3unn pag indysiii, 2 mr /ma, no
(32 HasBHOCTi — HOMep peecTPaIfHOre | 300 w1 posyuny B ¢puaakoni; no 1 ¢paakony B
TIOCBLIICHAA) KapToHHIiii kopoOui
2. 3agBHUK TOB «YOPJ A MEIUITHH», Yxpaina
WORLD MEDICINE, LLC Ukraine
3. BupoGHuK YOPJII MEJALAH LIAY CAH. BE TLIK. A.IIL,
Typesuunna _
WORLD MEDICINE ILAC SAN. VE TIC. A.S,,
Turkey _ |
4, TIpoBeneH! AOCTiHKEHHS: 0 TaK | W | Hi | fKIIO Hi, OOTpPyHTYBATA

Jikapcoknii 3aci6 JIHO3IHU, pozuns ais ingysiit, 2 Mr /mi, o 300 Ma po3unHy B dnaxoni; no
1 ¢uaakony B KaproHHil KopoOui, po3po0.IeHo fIk TeHepHYHMAH JiKapchKmil 3acié mo
pedepenTHoro gikapeskoro 3acody 3MBOKC, pozunn puas indysiti, 2 mr/mau; mo 300 ma B
cucTeMi AJI BHYTPIMHBOBEHHOT0 BBEAEHHS; N0 1 cHeTEMI B YIAKOBLI 3 JiamiHoBaHOT doabra 3
MAapKyBaHHSIM YKPaiHCbKOIO Ta aHrJiiichbkoro MmoBamu; no 100 M B cueremi Juist BHYTPitHBOr0
BBedeHHs; no 1 cHcTemi B ynmakosui 3 1aminoBanol §obru 3 MapKyYBaHHSM YKPATHCHKOIO TA
aHrjaificbkolo MoBaMu aGo MoBolo KpaiH-uideHiB €C i3 cTHKepOM YKpPaiHCHKOX0 MOBOIO
(BupoOruxk: ®@peseniyc Kadi Hopre AC, Hopseria).

3rinpo 3 Bumoramu Hacranosnm CT-H MO3Y 42-7.3:2020 «Jlixapcbki 3acobu. Jocximxennas
6ioexBiBasenTHOCT» ([omarox 1I «Bumorm pochnimkenHsa GioekBiBajenTHOCTI pizHHMX
Jdikapebkux dopm», podain «IlapeHTepansHi po3ynumn») xociaiaxeHss OioexpiBaienTHoOCTI, AK
HPaBHJIO, He € HeoOXiTHHM, AKMO AocHiMKyBaHMil Jikapchkuil 3aci0 BBOAUTHCH K BOXHHIA
BHYTPIilIHLOBEHHNI{ PO3YHN , II0 MICTHTB TaKy K AKTHBHY PEYOBHHY, II0 i 3aTBepIKeHHI Ha
AaHHi 9ac Jikapceskuii 3aci (pedepenTruii Jikapeskmii 3aci6).

1) Tan nikapcekoro 3acofy, 3a AKAM I'eneputinmii mikapceKuii 3aci6
npopoawiacs abo niaHyeTbCA peecTpanis | (0AHOKOMIIOHEeHTHHIA)
5. TloeHa HasBa xiiniuHoro eunpobysanns, | He 3acTocoByeThCs
KOJOBaHHI HOMEP KJIHIYHOrO

BHIIpOOYBAaHHs

6. ®a3a KIiHIYHOTO BUIIPOOYBAHHESA He 3actocoByeThca

7. Iepiox mpoBeeHHA KIiHiYHOTO He 3acrocoByeTscs
BUIIpoOyBaHHS

8. Kpainn, ae npoBoAMIocs KiHivHe He 3acTocoByeThed
BHIIpOOYBaHHS

9. KinpkicTh OCTIIKYBaHUAX He 3acTocoByerbes

10. Merta Ta BTOpHHHI 111 KIiHITHOTO He 3acTocoByernes
BHIIpoOYBaHAS




11. Jlu3aiin K1iHIYHOTO BUIIPOOYBaHHS

12. OcHOBHI KpUTEpii BKIIOYEHHS

13. JlocnipkyBanuii nikapcekuii 3acio,
crioci0 3acTocyBaHHs, cuia Ail

14. Ilpenapat nopiBHSHHS, 1034, CHOCIO
3aCTOCYBaHHSA, cHJIa il

15. CynyTtHs Teparmis

16. Kpurepii oninku eeKTHBHOCTI

17. Kputepii ouinku Ge3nexu

18. CrarucTHuHi METOIH

19. Jlemorpadiui moKa3HAKH

JIOCIIiKYBaHOT ITONyJAIii (cTarh, Bik, paca,

TOIIO)

20. Pesynbratn eeKTHBHOCTI

21. Pe3ynpTaTu O6e3nexu

22. BUCHOBOK (3aKJIIOYCHHS)

3asBHUK (BIacH
MOCBITYECHHS )

He 3acTocoByeTbes

He 3aCTOCOBYETHCA

He 3aCTOCOBYETLCA

He 3aCTOCOBYETBCA

He 3actocoByeThes

He 3aCTOCOBYETECH

He 3acTocoByeTncst

He 3acTocoByeThes

He 3acTocoByeThes

He 3aCTOCOBYETLCA

He 3aCTOCOBYETHCA

2/2

Binnosinno no THmy noaaHoi 3asBH (reHepHYHMI
Jikapcbkmii 3acif) HaJaHHHA A0JATKOBHX KJIIHIYHHX
JAOCTIKeHb He MOTPedyeThCs.

3aaBHHKOM HAJAHO OIVISA KJIIHIYHHX JaHHX, AKHH

IPYHTYETBCS Ha orJisili npodiabHuX JiTepaTypHuX
JUKepe moao KJiainidnoi papmakouiorii,
epekTHBHOCTI Ta Oe3meKH JiHe30J1iay y JiKapcbKii

dopmi: poszunn nian indysiii.

e
e

(nianuc)

C.A. PemizoB

(. L.B.)

"



7) noAaTKOB1 JOCIKEHHS TOKCHYHOCTI:

AHTUTEHHICTE (YTBOPEHHS aHTHTLJ)
IMYHOTOKCHYHICTh
JIOCJIIDKEHHS MeXaHi3MiB il
| JIiKapchKa 3aJeXXHICTh
: TOKCHYHICTh METa0O0JIiTIB
| TOKCHYHICTP JOMIMIOK
iHIIe

5. BHCHOBKH 1100 JOKJIIHIYHOI'O
BHUBYCHHS

3asBHUK (BJaCHUK peecTpaniiHoro
TIOCB1IYEHHS)

He 3acTocoByeThCs

He 3acrocoByeTbcs

He 3actocoByeTbes

He 3actocoByeThest

He 3acrocoByeTbes

He 3acTrocoByeTnes

He 3acTocoByerbes
' He 3acToCOBY€ETBCS

 @apmakoauHamiuni, ¢apmakokiHeTHuni Ta

TOKCHKOJIOTIYHI  BJIACTHBOCTI  JiiHe30Jii1y
noope Binomi.

Binmosigno o THmy mogaHoi  3asBH
(remepuunuii  JikapcbKuil  3aci®) HaxaHHA
JOJATKOBHX [JOKJIHIYHHX JOCTiKEHb He

norpedyerbes.

3aaBHHKOM HQMHH AOKJIIHIMHHX JAaHUX,




