3BiT npo gokninivHi KocaiTKeHHS

1. Hassa mikapcebkoro 3acoGy
(3a HasIBHOCTi — HoMep peecTpariitnoro
TIOCBITUEHHSI):

1) Tan nikapcpKoro 3acoby, 3a skum
IIPOBOJIMIAcs abo MIaHyeThCs peecTparis

2) NpoBeAeH] JOCTiKEHHS

Biqnosinno no tuny noxamnoi 3aseu (remepmanmii ikapchKuHit 3aci0) HaganHs
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APTOKCAH, aiodiaizar gas pPO34YHHY
aast in’exniii, mo 20 Mr y dakoni N3 y

KOMILIEKTI 3 PO3YUHHHUKOM (BOIa /st
IH’eKii) mo 2 Mt B ammysti Ne3

I'enepuynmii jgikapebkuii 3aci6
(oxHOKOMIIOHEHTHMIH)

/o) TakK

AOAATKOBHX MOKJIIHIYHHX J0CTiIKeHDb He moTpibHo.

2. ®apmakooris:

1) nepeuHHa hapmakouHaMiKka

2) BropunHa hapMaxoguHaMika

3) bapmakosnoris Gesnexn

4) dapmaxonunamiuni B3aemoii

3. ®apmakokiHeTHKa:

1) aHaniTHYHI METOMMKH Ta 3BiTH 010 iX
BaJIi gantii

2) BCMOKTYBaHHS

3) posnomin

4) metaboizm

5) BUBeCHHS

He 3acTocoByerncs

He 3acrocoByernes

He 3actocoByerncs

He 3acrocoByetnes

He 3actocoByeThes

He 3acrocoByernes

He 3actocoryetnes

He 3acTocoByeThes

He 3actocoByeThes

He 3actocoByerncs

He 3actocoByerncs

O0IPYHTYBaTH



6) GpapmakokineTHuH] B3aeMOJTii
(noxstinivmi)

7) iHmi hapmakoxineTnuni JOCITI JKEHHS
4. Toxcukonoris:

1) ToxecnunicTs y pasi onmopasosoro
BBE/ICHHS

2) TOKCHYHICTB y pasi MOBTOPHIX BReICHD

3) reHOTOKCHYHICTB:
in vitro

In vivo (BKJIKOYAK0YH 10J1aTKOBY OLliHKY
3 TOKCHKOKIHETHKH)

4) KaHIIepOTEeHHICTE:
JOBrOCTPOKOBI TOCII JKEHHS

KOPOTKOCTPOKOBI AOCIIIKEHHS a60
AOCII/KEHHS CePEIHBOT TPHBAIOCTI

J0JaTKOBI JOCIKEHHS

5) penpoJlyKTHBHA TOKCHYHICTE Ta

TOKCHYHHH BILIHB Ha PO3BHTOK IIOTOMCTBA;

BIUIUB Ha (P€PTHIBHICTE i paHHiii
eMOPiOHATBHUI PO3BHTOK

eMOpIOTOKCHYHICTE

IIp€HaTajlbHa i IIOCTHATAJIBHA TOKCHYHICTH

JOCIIKEHHSA, TIPH SIKHX TIperapar
YBOIIUTBCS NOTOMCTBY (HECTATEBO3PiIM

He 3actocoByertnes

He 3actocoByeTnes

He 3actocoByertnes

He 3actocoByernes

He 3actocosyerncs

He 3acrocoByerhes

He 3acTocoByernes

He 3actocoByerbes

He 3actocoByernes

He 3actocoByernes

He 3acTocoByernes

He 3acTocoByernes

He 3actocoByetncs

He 3actocoByernes

He 3acrocoByethes

He 3acTocoByerncs
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TBapHHaM) Ta/abo OLiHIOETBCS BimnaieHa

Juist
6) MiclieBa IIepeHOCHMICTE He 3actocoByerhes
7) nOAATKOBI JOCITI IKEHHS TOKCHIHOCT]: He 3acTocoryernes
AHTHICHHICTH (YTBOPEHHS aHTHTIN) He 3actocoByetses
IMyHOTOKCHYHICTB He 3acrocoByetnes
TOCIIDKCHHS MEXaHI3MIB il He 3actocoByerbes
| MKapchKa 3a1eXKHiCTh He 3actocoByeTnes
TOKCHYHICTE MeTaboIiTiR He 3actocoByetnes
TOKCHYHICTh JOMIiIIIOK He 3acTocoByetncs
iHIIIE He 3actocoByetnes
5. BHCHOBKH W00 IOK/TIHIYHOTO ®apmakonuHamiuni, papmakokineTwani Ta
BHBYCHHS TOKCHKOJIOTiYHI BJACTHBOCTI TeHOKCHKAMY

nodpe Bizomi.
Bixnositno 10 Tumy momamoi  3asBm
(reHepuuHmii  JiKkapcbKHi 3aci0) HaganHs
AOJATKOBHX JIOKJIHIYHHX JOCTIKEHb He
noTpedyernbcesn.

3agBHHKOM HATAHO OIJISY JOKIHIYHHX JAaHHX,
SIKHH IDYHTyeThest HA Orasdi mpodiabHEX
JITepaTypHHX /Kepe.

3asBHUK (BIACHHK peecTpamiiiHoro
TIOCB1TYEHHS )
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3BiT npo kAiHiYHI BUNPOGYBaHHS

1. Hazpa HiKapCBKOFO 3aco0y ) APTOKCAH, niodinizar pus PO3YHHY AJs
(38 HasBHOCTI — HOMep peecTpaniiiroro iH’exuii, 10 20 Mr y duaxoni Ne3 y kommekri

IIOCBITYEeHHS . T
A ) 3 PO3YHHHHUKOM (BOAA IS iH’€KIIiif) mo 2 M1 B
ammyii Ne3

2. 3asBHUK TOB «YOPJIX MEAUITUH», Ykpaina
WORLD MEDICINE, LLC Ukraine

3. Bupobuuk YOPJII MEJUIINH 1JIAY CAH. BE TIJIK. AL,
Typeuunna
WORLD MEDICINE ILAC SAN. VE TIC. A.S,,
Turkey

4. IpoBeseni nocmimxeHns: o TaKk ®  Hi KO Hi, OGTPYHTYBaTH

bioexsiBanentHicts/ Bioequivalence

Jlikapcbkuii 3aci6 Aproxcan, Jdiodimizar ana posumy st I’ exuii, 20 Mr aiogizizary pus
PO34MHY /utst i’ eKuill y duiakoni; 2 ma posununnka (Bonxa aus in’exuiii) B ammnyri; 3 paakonn
3 JioginizaTom 1S po3uHHY MU i’ CKIii Y KOMILTEKTi 3 3 aMIlyJaMH PO3YHHHHKA Y KOHTYPHIii
4apyHKOBill ynakobIi; 1 KOHTYpHA YapyHKoBa YNAKOBKA y KapTOHHIA Kopobui, po3pob.ieHo sik
TeHepUIHHH JiKapchKuii 3aci6 10 pedepentHoro Jikapebkoro 3acoby MOBI®JIEKC 20 mr/2
M Tioditizar Aas posanny s B/M, B/B in'exuiit, POI Mpoaaxre Jimiren, Beanka bpuranisn.

3rinno 3 Bumoramu Hacranoeu CT-H MO3Y 42-7.3:2020 «JTikapcebki 3aco6u. Jociipkenns
OioexsiBazentHocTi» (Jomatoxk II  «Bumoru AOCHIIKEHHsT 0i0eKBiBAJEHTHOCTI pizHuX
JIKAPCLKHX (Gopm», posin «IlapenTepaibHi po3UHHIY) KOCTITKEHHS OioekBiBaJeHTHOCTI, SIK
NpABHII0, HE € HEOOXIIHHM, SIKINO A0CTITKYBAHHI JIKAPCHKHI 3aci0 BBOANTHLCH K BOIHMIL
BHYTPIlIHbOBEHHHI PO3YHH , 10 MiCTHTD TaKy K AKTHBHY Pe40BHHY, 10 i 3aTBepIKeHHIi Ha
AAHHI Yac JiKapebKuii 3aci6 (pedepenTuuii JiKapchKHii 3acif).

1) T jtikapcskoro 3acoby, 3a kUM I'enepuunmii nikapebkmii 3aci6
NpoBo/MIacs abo MIAHYEThCS peecTparis (omHOKOMIOHEHTHMIT)

5. IloBHa Ha3Ba KJiHIYHOTO Bunpodyeanus, He 3acTocoByeThes
KOJIOBaHHH HOMep KJIIHIYHOTO

BHIIPOOYBaHHS

6. ®asa KIiHIYHOrO BUIIPOGYBaHHS He 3acTocoByeThes
7. Ilepiont npoBeNeHHs KITiHIYHOTO He 3acTocoByernes
BHIIPOOYBaHHS

8. Kpainm, ne npoBoaniocs kininiune He 3acrocoByernes
BHIIPOOYBaHHsI

9. KisbKicTh 1ocmimKkyBaHIX He 3acTocoByeTnes
10. Meta Ta BTOopHHHi 1ini kniigHOrO He 3actocoByeTncs

BUIIPOOYBaHHs



11. usaitn kiminiunoro Bunmpo6ysanms

12. OcnoBHi kpuTepii BkIOUCHHS

13. Nocmimkypanuii JIKapChKHiH 3acio,
cnoci 3acTocyBaHHs, CHIa i

14. Tlpenapat nopisasHHs, 1034, crIOCi6
3aCTOCYBAaHHA, CHJIA Jii

15. CynyTHs Tepamis

16. Kpurepii ouinku epexrusrocti

17. Kputepii oninku 6e3nexu

18. Cratuctryni Metoau

19 ,HeMorpatbqui [OKa3HUKH

JIOCIIL Ky BAHOI MOy IsiLii (CTaTh, BiK, paca,

TOIIIO)

20. Pesynbratn edekTHBHOCTI

21. Pesyabratu 6e3mexn

22. BUCHOBOK (3aKIIOYEHHs)

3asIBHUK (BIIACHHK PeecTpaliifHOro
IOCB1/T9CHHS)

He 3actocosyetnes

He 3acTocoyetnes

He 3actocoByethes

He 3acTocoByeTnes

He 3actocoByetnes

He 3acrocoByetbes

He 3acrocoByethes

He 3actocosyetnes

He 3actocoByernes

He 3acrocoByetbes

He 3actocoByernes

Binnosizno g0 tuny nopgamoi 3asem (remepuuHmii
JiKapchbKMii 3aci) HATAHHS X0JATKOBHX KIIHIYHIX

AOCTIKEHb He NOTPedyeTh s,

3aABHAKOM HAZAHO OrIs KIIHIYHHX JaHHX, AKHII
TPYHTYETbCH Ha OrIsiAi OpodiIbHEX JiTepaTypHHX
JuKepe o0 KIiHIYHOT hapmakotorii, edexTuBnocTi
Ta 0e3sNeKH TEHOKCHKAMY B JikapepKiii  dopmi:

JioinizaT A5 posumnHy As in' €Ki,
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i3oB




