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3BiT Npo AOKJIIHIYHI JOCTIAKEHHS

1. Ha3ga nikapcbkoro 3acody
(3a HasIBHOCTI — HOMEp peecTpaLiiHoro
IIOCBITYEHHS ):

1) THI TiKapchbKOTO 3aco0y, 3a AKUM
npoBoaniacs abo IMIaHyeThCs PeecTpallis

2) IPOBEJIeH] JOCIIPKEHHS

CEPTO®EH, po3uun aas in’exuii, S0
Mr/2 mu1; mo 2 mul B amnyJii; no S adbo no
6 aMnyJ1 B KOHTYPHill YapyHKOBii
ynakoBui; no 1 a6o no 2 KoHTypHI
YapYHKOBI YNIAKOBKH Y KapPTOHHIH
KOpooLi

I'enepuunmii Jikapcbkuii 3acid
(0THOKOMIIOHEHTHHIH)

0 TaK m HI SIKIIIO Hi,
oOrpyHTYRaTH

BianosiaHo 10 Tamy noaaHoi 3asiu (reHepuYHHI Jikapebkuii 3aci0) HagaHHA
AOJATKOBHX AOKJIHIYHHX A0CTi/ZKEHb He NOTPiOHO.

2. ®apmaxonoris:

1) nepeuHHa hapmMakoMHaMiKa

2) BTOpHHHA (hapMaKoIMHAMIKa

3) dhapmakonorist Oe3nexu

4) dpapMakoMHAMIvHI B3aEMOIT

3. ®apmakokiHeTHKA:

1) aHATITHYHI METO/IMKH Ta 3BITH LIO/10 1X
Bamigamii

2) BCMOKTYBaHHS

3) posnomin

4) meTaboizm

5) BUBEJIEHHS

He 3aCTOCOBYETLCA

He 3aCTOCOBYETBCA

He 3acrocoByeTbes

He 3acTocoByeThCS

He 3acrocoByeTtbes

He 3aCTOCOBYETLCA

He 3actocoByeThbes

He 3acrocoByeTbes

He 3aCTOCOBYCTBCA

He 3aCTOCOBYCETBLCA

He 3aCTOCOBYETBCA



6) papMakoKiHETHYHI B3aeMOIii
(moksTiHiYHi)

7) iHui apMakoKiHEeTHYHI TOCTiKEeHHS

4. Toxcukosoris:

1) TOKCHYHICTE Y pa3i 01HOPa30BOrO
BBE/ICHHS

2) TOKCHYHICTh Y pa3i NOBTOPHUX BBEICHD

3) TeHOTOKCHYHICTD:
in vitro

in vivo (BKJIIOYAIOUH JI01aTKOBY OLIIHKY
3 TOKCHKOKIHETHKH )

4) KaHLIEPOTEHHICTE:

JOBIOCTPOKOBI JOCITIIKEHHS

KOPOTKOCTPOKOBI JIOCIIIJUKEHHs abo
JOCIIJKeHHS CepeIHbOT TPUBAJIOCTI

JIOJIATKOB1 JOCIIIKCHHSA

5) penpoayKTUBHA TOKCHYHICTH Ta

TOKCHYHHH BIIJIMB Ha PO3BHTOK ITIOTOMCTBA:

BIUTUB Ha (pepTUIBHICTE 1 paHHIH
eMOpioHANLHHH PO3BUTOK

eMOpIOTOKCHYHICTD

IIp€HaTalJibHa 1 IOCTHATaJIbHA TOKCHYHICTh

JIOCIIIJDKEHHS, TIPU SKHX IIpernapat
YBOJIUTELCS TIOTOMCTBY (HECTaTeBO3PiTUM

He 3acTocoByeThes

He 3acrocoByeThes

He 3aCTOCOBYETHCA

He 3aCTOCOBYETBCA

He 3aCTOCOBYETLCA

He 34CTOCOBYETBCA

He 3aCTOCOBYETECA

He 3aCTOCOBYETHLCA

He 3aCTOCOBYETBCA

He 3acTocoByeThCs

He 3aCTOCOBYETHCA

He 3aCTOCOBYCTLCA

He 3acrocoByeTtbes

He 3acTocoByeThCst

He 34CTOCOBYETHCA

He 3aCTOCOBYETHCA
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TBapHHaM) Ta/abo OIHIOEThCS BijganeHa
nist

6) MiclLieBa IEpeHOCUMICTD

7) IOIATKOBI JIOCIIIKEHHS] TOKCHUHOCTI:
AHTHUTEHHICTH (YTBOPEHHS aHTHTLI)
IMYHOTOKCHYHICTB

JIOCITIHKEHHA MEXaHi3MiB il

JKapChKa 3aJIEKHICTh

TOKCHYHICTh METAbO0IITIB

TOKCHYHICTB JOMIIIOK

iH1IIE

5. BHCHOBKH 100 JOKIIHIYHOTO
BHBUEHHS

3asBHUK (BIACHHUK peecTpaliifHoro
HOCBI/[YEHHS)
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He 3actocoByeTbes

He 3acrocoByeTbes

He 3acrocoByeTbest

He 3aCTOCOBYETBCA

He 3acTtocoByeThes

He 3acrocoByeTbes

He 3a4CTOCOBYETLCA

He 3aCTOCOBYETLCA

He 3acTtocoByeThes

®apmakoauHamMiuyHi, dapMakokiHeTH4dHi TAa

TOKCHKOJIOTIYHI  BJACTHBOCTI  MeEJIbJI0HII0
aodpe BigoMi.
Binnositno g0 THmMy moaaHoi  3asiBH

(reHepuuHHil JikapcbKuii  3aci®) HagaHHA
AO0JATKOBHX JOKIIHIMHHX J0CTiTKeHL He
norpedyeTbes.

3agBHHKOM HAJAHO OTJISA] JOKJIIHIYHHX JaHHX,
AKHH IDYHTYETBCH Ha orasiiai npogiabHuX
JIiTEepaTypHHUX HKEpell.
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3BiT Npo KJIiHiYHe BUNIPOOYBaHHS

1. Ha3ga nikapcekoro 3aco0y
(3a HasIBHOCTI — HOMEp PEECTpaIiiftHOro
MOCBI/TYCHHS)

2. 3aaBHHK

3. Bupobuuk

4. IIpoBeneni qoCiIKeHHS:

bioexBiBanenTHicTH/ Bioequivalence

1) Tun nikapcpKoro 3aco0y, 3a SKUM
npoBoauiacs abo IIaHyeTLCs peecTpaitis

5. lloBHa Ha3Ba KJIIHIYHOIO BUIIPOOYBaHHA,
KOJIOBaHUH HOMEP KIIIHIYHOTO
BUNIPOOYBaHHA

6. ®aza KIiHIYHOro BUMPoOYBaHHS

7. llepion npoBeieHHs KIIHIYHOTO
BUIIpOOYBaHHSA

8. Kpainu, ne npoBoauiocs KIiHiuHE
BUNPOOYBaHHS

9. KutbKicTh A0OCIIKYBaHHUX

10. Meta Ta BTOpHHHI LiJ1I KJIIHIYHOTO
BUNPOOYBaHHS

11. JIn3aiin KJiHI4YHOIO BUIIPOOYBaHHS

12. OcHOBHI KpHUTEpil BKIIOYEHHS

13. JlocmipkyBaHui Jlikapchkuii 3acio,
cnocib 3acTocyBaHHs, CHIa il

14. Tlpenapar nopiBHsAHH, 7103a, C1OCI0
3aCTOCYBaHHsL, CHJIA JIil

CEPTO®EH, po3uun pas in’ekuiii, S0 mr/2
MJI; 10 2 MJI B amntyJii; o S abo no 6 ammy.
B KOHTYpPHIH YapyHKoBii ynakosui; mo 1 a6o
N0 2 KOHTYPHI YAPYHKOBI YIaKOBKH Y
KapTOHHiH KopoOui

TOB «YOPJI MEJIUIIUH», Ykpaina
WORLD MEDICINE, LLC Ukraine

YOPJII MEJUIIMH 1JIAY CAH. BE TIIIK. A.I11.,
Typeyuuna

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

0 TaK W HI SKINO Hi, OOTpyHTYBaTH

I'enepuunmii Jikapcbkuii 3acio
(OXHOKOMITOHEHTHHIA)

He 3acTocoByeThes

He 3aCTOCOBYETLCA

He 3acTocoByeThes
He 3acrocoByeTtbes
He 3actocoByeThCs

He 3aCTOCOBYETBLCHA

He 3acTocoByeThes
He 3acTtocoByeThes

He 3actocoByeThCst

He 3acrocoByeTnes
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15. CynyTHs Tepamis He 3acTocoByeThest

16. Kputepii omiaku eheKTHBHOCTI He 3acTocoByeThes

17. Kputepii o1liHku 6ezneku He 3actocoByeThest

18. CraTHCTHYHI METO/IH He 3acTocoByeTbest

19. Jlemorpadiui mokazHuku He 3acrocoByeTnes

JIOCITIJIKYBaHOT onyJsiii (cTars, Bik, paca,

TOWIO)

20. PesynpraTH e)eKTHBHOCTI He 3acTocoByeTrbes

21. PesynbraTi 6€3mnexu He 3acTtocoByeTbes

22. BUCHOBOK (3aKJIFOUYEHHS ) BianogizHo a0 THny nogaHol 3asiBu (reHepHYHHIA

JikapebKHil 3ac¢i0) HAJAHHA JOJATKOBHX KJIIHIYHHX
JAOC/IiKeHb He NOTPe0yeThCs.
3asiBHHKOM HA/IaHO OIS KIIHIYHHX JaHHX, AKHH

IPYHTY€EThCH HA OrJisiii npodinbHuX JiTepaTypHHX
JuKepest oo KiiHivyHol papmaxoJtorii,
edexTuBHOCTI Ta Ge3MeKN MeJIbOHII0 Y JiKapcebKil
dopmi: pozunn nus iH' ek,

3asBHUK (BJIaCHUK peecTpaliitHoro
TIOCBITYEHHS)
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