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3BIT npo JAoKJIiHIYHI JocaiKeHHH

1. Ha3pa nikapcekoro 3aco0y
(3a HAsIBHOCTI — HOMEp peecTpamiinoro
[IOCBITYCHHA):

PUIIPOHAT, po3unn ajist in’ €Ki,
100 mr/ma, o 5 M1 y CKISHIN aMITyJ1, 110
5 amnynu B KOHTYpHIN YapyHKOBIH
YIAKOBIi, IO 2 KOHTYPHI 4YapyHKOBI
YIIAKOBKHU B KapTOHHIH KOPOOIIi

1) Tan nixapcekoro 3aco0y, 3a SKEM
IIpoBOAMIIACH ab0 ITAHYETHCS peecTpallis

I'enepuunuii rikapebKuii 3acio
(0IHOKOMIIOHEHTHHIA)

2) 1poBeIEH] TOCITIKEHHS o TaK B ui SIKIO Hi,

OOIpYyHTYBaTH

Bigmogiaxo 10 Tuiry noganoi 3asiBy (reHepHYHUIA JikapesKuii 3aci6) Haganns

AOJATKOBUX JOKJIHITHMX J0C/TKeHb He HOTPifHO.

2. MapMakoJoris:

1) nepeunHa papMakoMHaMiKa

2) sTopunHa papmakouHaAMiKa

3) dapmaxkosoris 6e3nexu

4) hapmakoIuHaMIUHI B3aEMOIiT

3. ®apmaKoKiHeTHKA:

1) ananiTHYHiI METOOHMKHY Ta 3BITH IMIOH0 IX
Bamigamii

2) BCMOKTYBaHHS

3) posnomin

4) meTaboimizm

5) BuBeeHHS

He 3acTocoByerhest

He 3acTocoByeThes

He 3acTocoByeThes

He 3acTocoByeThes

He 3actocoByerbes

He 3acTocoByerbes

He 3actocoByeTnes

He 3actocoByeTnest

He 3actocoByerbes

He 3acrocoByerbes

He 3acTocoByerhes



6) GapmMaxkoKiHeTHYHI B3aeMOil
(toxminigHi)

7) 1Hmi dhapMaKOKiHETHYHI J0CII IZKEHHSA

4. TOKCHKOJIOTIS:

1) TOKCHYHICTE Y pa3i 0/1HOPa30BOr0
BBEJICHHS

2) TOKCHYHICTh y pa3i TOBTOPHUX BBEICHD

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIIOHAKOYH T0AATKOBY OILIIHKY
3 TOKCHKOKIHETUKH)

4) KaHUIEPOTEHHICTE:

JOBIrOCTPOKOBI TOCIIIKEHHS

KOPOTKOCTPOKOBI JOCHiDKeHHs a00
HOCII/IKEHHS CepPeaHbOT TPUBATIOCTI

JOJIATKOB] JOCTIIKEHHS

5) penpo/ilyKTHBHA TOKCHYHICTB Ta

TOKCHYHHUI BILIMB Ha PO3BHUTOK ITIOTOMCTBA:

BILJIMB HA (DEPTUILHICTS 1 paHHil
eMOpioHATBHUI PO3BUTOK

eMOpPIOTOKCHYHICTE

NpeHaTaibHa i IOCTHATAIBHA TOKCHYHICTE

JOCIIIPKEHHS, TIPH SIKHUX Nperapar
YBOIUTLCA [IOTOMCTBY (HECTATEBO3PIINM

He 3aCTOCOBYETHCA

He 3acrocoByeThes

He 3acrocoryeTbca

He 3aCTOCOBYEThCA

He 3acrocoByeTbes

He 3acTocoByernes

He 3actocoByeThes

He 3acTtocoryerbes

He 3acTocoByeThest

He 3acTocoByeThes

He 3acTocoByeThcs

He zacTocoryeTncs

He 3actocoByeThcs

He 3acTtocoByeTbes

He 3acTocoByeThest

He 3acTtocoByeThes
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TBapuHaM) Ta/ab0 OUIHIOETLCA BiJIjlaIeHa

mis

0) miclieBa IepEeHOCUMICTh He 3acTocoByeTbes

7) DONATKOBi JOCII[DKEHHS TOKCHYHOCTI: He 3acTocoByeThes

AHTUIEHHICTD (YTBOPEHHS aHTHUTL) He 3acTocoByernes

IMYHOTOKCHYHICTE He 3acTocoByeTbes

JOCIIIKEHHS MEXaHI3MIB JIii He 3actocoByerbes

JiKapchKa 3aJIeKHICTE He 3acTocoByeThes

TOKCHYHICTh MeTabOMTIB He 3acTocoByeThes

TOKCHYHICTE JIOMIIIIOK He 3actocoByeThes

1HIITE He 3actocoByeThCS

5. BHCHOBKY 100 TOKJIIHITHOTO ®apmakoauHaMivHi, (apmakoximermuni Ta
BHBYECHHS TOKCHKOJIOTIYHI  BJACTHBOCTI  MeJbAOHIIO

nobpe Binomi.
Bianopigno 10 Tumy momamoi  3asmBH
(remepuynmii  JikapchbKHi  3aci0) HagaHEn
AOHATKOBHX [JOKJIHIYHHX [JOCHIKEHb He
noTpedyeThes.

3asiBHHKOM HA/JaHO OTJIS/ TOKJIIHIYHAX JaHNX,
AKHA IDYHTYE€ThC Ha Oriasyai mpodiasumx
mTepaTyplmx IKepe..

3asBHMK (BIACHUK peecTpaliifiHoro
IIOCBITYCHHS)




1/2

3BIT npo KJainivHe BUNpoOyBanHs

1. Hazpa nixapcekoro 3aco0y
(32 HaABHOCTI — HOMEp peecTpaIliifHOro
IIOCBITUCHHS)

2. 3asgBHUK

3. BupobGuuk

4. IIpoBeneni JOCTi JKEHHS:

bioexriBajienTHicTH/ Bioequivalence

1) Tin nikapceKoro 3acody, 3a sIKUM
npoBoamacs abo IAHYETHCS peecTpaisa

5. IloBHa Ha3Ba KIIHIYHOTO BUIIPOOYBAHHS
KOJIOBaHMI HOMEp KJIiHIYHOTO
BUNIPOOYBaHHA

o}

6. ®a3a KIHIYHOrO BUIpoOyBaHHs:A

7. Ilepion mpoBeIcHHs KIIHIYHOIO
BUIIPOOYBaHHS

8. Kpainu, e npoBoamiiocs KiliHiuHe
BUIIPOOYBaHHS
9. KinpkicTh JIOCHIIHKyBaHAX

10. Mera Ta BTOpHHHI Ll KIIHIYHOrO
BUIIPOOYBaHHS

11. Jlu3aits KIiHiYHOTO BUIIPOOYBaHHS

12. OcHoBHI KpuTepil BKIIOUEHHS

13. locaimxyBanuii TikapceKuii 3acio,
crocid 3acTocyBaHHsI, CHIIA il

14. Ilpenapar nopiBusHH, 1034, CIIOCIO
3aCTOCYBaHHS, CHIA Jil

PUIIPOHAT, po3unn aas in’cxknii,

100 Mr/ma, o 5 M1 y CKIIAHI# aMIyI, 1o 5
aMmIlyJld B KOHTYPHIH YapyHKOBIH YIIAKOBIIi, ITO
2 KOHTYpHI YapyHKOBI YIIaKOBKH B KAPTOHHI
KopoOii

TOB «YOPJIA MEJIULIMH», ¥Ykpaina
WORLD MEDICINE, LLC Ukraine

YOPJI A MEIUIIMH 1JIAY CAH. BE TIITK. A.IIL.,
Typeuunna

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

0 TaKk W  Hi SKIO Hi, OOTpYHTyBaTU

I'enepuynuii JikapcsKuii 3aci0
(0OAHOKOMIIOHEHTHMIH)

He 3aCTOCOBYETLCA

He 3actocoByeTnes

He 3acTocoByeThes
He 3acTocoryeThes

He 3acTocoByeTbes

He 3acTocoByerbes

He 3acrocoByeThes
He 3acTocoByeThes

He 3acTocoByerbes

He 3actocoByeThes



15. CynyTHs Tepaiis

16. Kpurepii oninkn edekTeBHOCTI
17. Kputepii ouinku 6ezmexu

18. CratucTuuni MeToau

19. lemorpadiuni noxasHuku
JOCHIIKyBaHo1 Doy il (cTats, BiX, paca,
TOIIO)

20. Pezynbrari edeKTHBHOCTI

21. PesynpraTi 6e3mexu

22. BECHOBOK (3aKIIIOUEHHS)

3asgBHUK (BIACHUK peecTpaniiiHoro
IIOCBITYCHHS)
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He 3actocoByerncs
He 3acTocoByeThes

He 3acTocoByernes

He 3acTocoByeTncs

He 3actocoByeThes

He 3acTtocoByeThes
He 3acTocoByeThes

Bigmosinne go Thmy mnoganoi 3asBm (remepuunmii
JIiKAPCHKHIA 3aci0) HAaMaHu¥ J0JATKOBHX KIIHIYHHX
MOCIIKEHb He NOTpebyeThes.

3asBHMKOM HAZaHO OIJIA/] KJIIHIYHAX JaHAX, IKAI
IPYHTYETHCH HA OIS/l NPOQiIbHUX JiTepaTypHUx
JKepesI o0 KJIIHIYHOT (hapMaKoJIorii,
epexTHBHOCTI T2 He3MeKH MeJILIOHII0 Y JIKApChKii
hopmi: po3zuun nas in' €Ki,
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