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3BiT npo RoxkIiHIMHI JoCaIKEHHS

1. Hasga nikapcekoro 3acoby
(3a HasBHOCTI — HOMep peecTpaliiinoro
[IOCEBLT4YEHHA):

1) Tun JikapceKoTO 3acoly, 3a AKUM
npoBoaunacd abo NIAHYETHCA peecTpantis

2) mpoBeaeH1 A0CHIIKEeHHS

JIOPHA IO, aiodixizar nas po3uHny 1is
in’exniii mo 8 mr, aioginizar Ans posunny 1
in’exuiit y prakoni B komniexTi 3 2 ma
posunnamKa (Boga aua in’exuiil) B ammyi; 1
¢oiaxon 3 miodinizaTom 1R PO3UNHY 1A
in’exuii Ta 1 aMmy.;1a po3uHHHHKA B
KapToHHiii kopobui; 3 paakonn 3
miodixizaTom s po3uHnY 149 in’exuii Ta 3
aMIY/JAH PO3YHHHHKA B KOHTYPHIi#H
uapyHKogBii ynakogui, 1 kourypHa
YAPYHKOBA YIAKOBKA B KAPTOHHIH kopobui

Ienepn4Huii JikapcbKuii 3acid
(0IHOKOMIIOHEHTHHIT)

AKIO Hi,
00TpYHTYBATH

o TakK m  HI

Binnosiano 10 THoy noaanoi 3assu (renepuyHuii Jikapcsknii 3acid) nananns
AOAATKOBHX JOKMIHIYHHX A0cAiKeNs He NOTRidHO.

2. dapMakomnoria:

1) nepeuxna papmarkoanHaMika

2) propuHHa dapMakoaHHaMika

3) dapmakonoria Oe3nekn

4) dapmaroanHaMi4HI B3aeMO11

3. dapMakoKiHETHKA:

1) aganiTHYHI METOOHKH Ta 3BITH NI0J0 1X
Bamigamii

2) BCMOKTYBAHHA

3) posnoain

4) Mmerabonism

He JACTOCOBYETLCA

He 3actoc OBYETHCA

He zactoc OBYETHCH

He sactocoByersea

He 3acTocoByeTECA

He 3acTocoByeThes

He szactocos YETLCA

He 3actocor YETBCHA

He 3ACTOCOBYETRCA

He 3actocoByeTbes



5) BUBEIEHHA

6) (hapMakoKiHeTHYHI B3aEMOIIT
(LoxninivHi)

7) iHui hapMaKOKIHETHUHI JOCIKEHH

4. TokcHkonoris;

1) TOKCHYHICTE ¥ pasi 0JJHOPa30BOTO
BBE/IEHHA

2) TOKCHYHICTE ¥ pa3i NOBTOPHHUX BBeeHb

3) reHOTOKCHYHICT:
in vitro

in vivo (BKJIIOYaKYH J101aTKOBY OLIHKY
3 TOKCHKOKIHETHKH)

4) KaH1epOTEHHICTE:

JIOBrOCTPOKOBI JOCTITKEHHA

KOPOTKOCTPOKOBI A0CHIKEHHS abo
IOCTIIKEHHS CepeIHbOT TPHBAIOCTI

JOOATKOR] JOCTIKEHHA

5) penpoAyKTHBHA TOKCHYHICTE Ta

TOKCHYHMH BIUTHE Ha PO3BMTOK NOTOMCTEA:

BIIHB Ha (pepTHNLHICTE | paHHiii
eMOpioHansHIH PO3IBHTOK

eMOPIOTOKCHYHICTE

npeHaTalsHa i NOCTHATANILHA TOKCHYHICTE

He 3acTocoByeThes

He 3acTocoByeThCA

He FACTOCOBYETECH

He 3acrocoryerbes

He FACTOCOBYETRCH

He sacrocoByerncs

He FACTOCOBYETRCH

He 3actocoByeThea

He 3aCTOCOBYETLCH

He sacrocoByerbes

He FACTOCORVETRCH

He 3ACTOCOBYETECH

He 34CTOCOBYETLCH

He FACTOCOBYETRCH

He 3acrocoByeTbes

He 3acrocoryeThes

2/3



JOCTIKEHHA, TIPH AKX npenapar
YBOJIMTLCA NOTOMCTBY (HECTATEBO3PLIHM
TBApHHAM) Ta/abo OLIHIOCTLCH BljlaNeHa
ais

6) MiclIeBa NEPEHOCHMICTE

7) 1OAaTKOBI JAOCHIIAKEHHA TOKCHYHOCTI:
AHTHI€HHICTS (YTBOPEHHA AHTHTLN)
IMYHOTOKCHYHICTE

IOCTIIKEeHHS MeXaHi3Mie ail

AiKapchKa 3aIekHICTE

TOKCHHMHICTE MeTabomiTIE

TOKCHYHICTE JOMIIIOK

iHme

5. BHCHOBKH MO0 JOKTIHIYHOTO
BHBUCHHA

JasBHHK (BNACHUK peecTpaiiiinoro
MOCBIAHMEHH:A)
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He 3actocoryeThen

He 3acTocoryeThea
He 3acTocoByerhes
He 3acrocoByernes
He 3acTocoByeTheA
He sacrocoByerses
He 3acrocoByeThcs
He 3acTocoByernhea
He 3acTocoByeThes
He 3acrocoByerhes

PdapmakoauHaMiuni, ¢apmakoxiveTHuHi Ta
TOKCHKOJIOTIMHI BJACTHBOCTI JIOPHOKCHKaMY
nobpe Bigomi.

Bignogiamo g0 THOY nogaHol 3afBH
(reHepuuHuMii  Jikapcbkuii  3acid) HagaHHR
DOOATKOBHX [JOKJIHIMHHX JOCHII#&eHb He
noTpedbyeTheu.

JanBHHKOM HaJaHO OTJIA] JOKJIIHIYHHEX TaHHX,
AKHH TIPYHTYETBCH HA_ i npoditbanx
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3BiT npo KaiHiYHEe BHIPOOYBAHHA

1. Hasea mikapcekoro 3acody
(3a HAABHOCTI — HOMED peecTpaliiiHoro
NOCRITYEHHAA)

2. 3aABHMEK

3. BupoOnuk

4. Tlpoeeneni JOCHiIAEHHA:

bioexsisanenTHicTs/ Bioequivalence

1) TN diKapceKOTO 3ac0o0y, 33 AKHM
nposoaunacs abo NIaHYETHCA PEECTPaIlis

5. Mosxa Ha3ea KIHIYHOTO BHNIPpOOYBaHHA,
KOJOBAHHH HOMED KJIIHIMHOTO
BUNPOGYBaHHS

6. ®asza kninivHOro BUNpOGyBaHHA

7. Mepioa npoBejieHHs KITHIMHOIO
BHNPOOYEAHHA

8. Kpaiun, jie nposojunocs KiiHiYHe
BUNPOOYBaHHA

9. KinekicTh DOCTIKYBAHHX

10. Mera Ta BTOpHHHI L1 KIIHIYHOTO
BUNPOOYBAHHSA

11. JQusaiin kniniunoro sunpoOyBanns

12. OcHOBHI KpHTEpIT BKIHYEHHS

13. JocnijpxyBanuil mikapeskuii 3acif,
cnocib 3acTocyBaHHs, cuiIa ail

JIOPHAJO, niogiaizar 41 po3saHHy 1a# i’ ekUii
no 8 mr, dioinizar ans posunny s in’exuii v
tiaakoni B KoMIIeKTi 3 2 MJ1 po3MHHHHMKA (BOAA 1A
in’exuiii) B amnyai; 1 daaaxon 3 diodiaizaTtom s
po3uHHY A in’ekuid Ta 1 amnyia po3yHHHHKA B
KapToHHii kopodui; 3 darakonn 3 niodixizaTom aas
po3uMAY A8 in’exuiil Ta 3 aMnyIH po3uHHHHKA B
KOHTYPHIii 9apyukogiii ynakosui, 1 konrypna
4apyHKOBA YIAKOBKA B KapTOHHil Kopobui

TOB «YOPJLII MEJHIIHH», ¥Kkpaina
WORLD MEDICINE, LLC Ukraine

YOPJI MEJTHITHH IJIAY CAH. BE TIJK. A.lI.,
Typeuunna

WORLD MEDICINE ILAC SAN. VE TIC. A.S.,
Turkey

0 TAaK W HI  HKINO Hi, 00rpyHTYBaTH

Fenepuunnii gikapeeknii 3acid
(0OIHOKOMIIOHEHTHHIT)

He F3ACTOCOBVETRCH

He sacToco BYETLCH

He 3acrocoByeTbes

He sacrocoByernes

He 3acTocoeyerses

He 3acTocos YEThCH

He zacTocoByeThCH

He 3aCTOCOBYETRCA

He 3acrocoryerbes
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14. [Ipenapat nopieHAHHES, 1034, criocid He sacrocosyeThcs
3ACTOCYBAHHSA, CHIA A1

15. CynyTna Tepanisa He zacrocoyersea

16. Kpurepii oninkn edexTHBHOCTI He sacrocoByeTeca

17. Kpurepii ouinkn Ge3nexu He sacrocoeyeThes

18. CraTHCcTHYHI MeTOIH He 3acTocoryeThea

19, Nemorpadiuni nokasHUKH He 3acrocoByeTbes

OOCTIIAYBAHOT NOMYNAi (CTars, BIK, paca,

TOHIO)

20. PesynpTaTn edextuBHOCTI He 3actocoByerbes

21. PesynbraTtn Gesnexn He zactocoByeThes

22. BHCHOBROK (3aKIIIOYEHHA) Bignosigno g0 THNy noaaHol 3aHBH (reHepHYHHE

JikapcbkHil 3acif) HATaHHA D0JATKOBMX KJiHIYHHX
AoCTiIAKEeHb He NOTPpedyeThCs.
JanABHHKOM HATAHO OIJIAJ KAIHIYHHX JaHUX, AKHI

TPYHTYETHCSA Ha orasigi npodiabHHX JiTepaTypHHX
aAepen woao kainivuoi papmaronorii,
ehexTHBHOCTI Ta De3NeKH JTOPHOKCHKAMY ¥
nikapebkiii gopmi: aiodinizar s posunny aan
in’excuiii.

3asBHHK (BIACHHK PEECTPALIHHOIO
OOCBiTYCHH )




