3BIT

npo AOKNiHiYHI gocnigKeHHs

1. Hasea nikapcbkoro 3acoby (3a HasBHOCTI -
HOMep peecTpaLiiHOro NoCBigveHHs):

AdekaTuneH PuHo AYO

nikapceka popma: cnpeid HasanbHWIA, PO34MH

1) TMN nikapceKkoro 3acoby, 3a AKMM NPOBOANNACS
abo NnaHyeTbCA peecTpauis

ri6GpuAHNIA nikapcekinii 3acié

2) npoBeAeHi A0CNiAKeHHs

Tak X Hi AKLO Hi, 06rpyHTYBaTU

3rigHO BUMOT MDKHAPOAHWX KEPIBHULITB Ta YKPAiHCbKOro
3aKOHOAaBCTBA A0 aHoro TUMNy Nikapcbkoro 3acoby
(ribpuAHWI) pesynbTaTvi BAaCHUX AOKAIHIUHUX
AocnifXeHb He BUMaratTbCs Ta NpeAcTaBNeHi
BIANOBIAHUMW AaHUMK ONy6ENiKOBaHOI HayKOBOT
nitepaTypw (3aransHogocTynHa iHpopmauia).

2. ®apmakonoris:

1) nepBuHHa papmakognHamika

He BUMaraeTbCs Ans ribpuAHOro fikapcbkoro 3acoby
BIAMOBIAHO A0 BUMOTI MIXKHapOAHUX KEPIBHWLTE Ta
YKpaiHCbKOro 3aKOHOAaBCTBa

2) BTOpPWHHa papmakogmHamika

HE BUMaraeTbCa ANs ribpugHoro Nikapcbkoro 3acoby
BiZANOBIAHO A0 BUMOI MiXKHapPOAHWX KEPIBHULTB Ta
YKpaiHCbKOro 3aKoHOAaBCTBa

3) papmakonoris 6esnekn

He BUMaraetbCs 419 ribpuaHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOT MiXKHapOAHWX KEPIBHUUTE Ta
YKpalHCbKOro 3aKOHOAaBCTBa

4) papMakoANHaMIUHi B3aEMOAIT

He BUMaraeTbCa ANA ribpuaHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOT MiXXHapOAHWX KEPIBHULTB Ta
YKPaiHCbKOro 3aKoHOaBCTBa

3. ®apmakokiHeTuka:

1) aHaNITUYHI METOANKK Ta 3BITK LLOAO X
Banigau,ii

He BUMaraeTbca Ans ribpuaHoro nikapcbkoro 3acoby
BiZNOBIZAHO A0 BUMOT MiXXHAPOAHWX KEPIBHUUTE Ta
YKpaiHCbKOro 3aKOHOAaBCTBa

2) BCMOKTYBaHHS

He BUMaraeTbes ANA ribpnaHoro nikapcbkoro 3acoby
BiZNOBIZHO A0 BUMOT MiXKHaPOAHWX KEPIBHULTB Ta
YKPaiHCbKOro 3aKOHOAaBCTBa

3) posnogin

He BUMaraeTbCsa 411 ribpyugHoro NikapcbKoro 3acoby
BiANOBIZHO 40 BMMOTI MiXXHapOAHWX KEPIBHULTB Ta
YKpaiHCbKOro 3aKoHO4aBCTBa




4) MeTaboniam

He BUMaraeTbcs AN ribpuaHoro nikapcbkoro 3acoby
BiZANOBIAHO A0 BMMOT MiXXHapOAHNX KEPIBHWLTBE Ta
YKpalHCLKOro 3aKOHO/aBCTBa

5) BUBEAEHHS

He BUMaraeTbCs 409 ribpuaHOro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOT MiXKHaPOAHWX KEPIBHULTB Ta
YKPalHCLKOro 3aKOHOAABCTBA

6) papmakoKiHeTUYHI B3aeMogii (AoKNiHIUHI)

He BUMaraeTbCs A1 ribpuaHoro nikapcbkoro 3acoby
Bi4NOBIAHO 40 BUMOT MiXXHapPOAHWX KEPIBHULTB Ta
YKpaiHCbKOro 3aKoHOAaBCTBa

7) iHWi papMakoKiHeTUYHI LOCNIAKEHHA

He BUMaraeTbca ANS ribpuaHoro fikapceKoro 3acoby
BiZANOBIAHO A0 BUMOI MDKHapOAHWUX KEPIBHULUTB Ta
YKpalHCbKOro 3aKoHoAaBCTBa

4, Tokcukonoris:

1) TOKCWYHICTb y pa3i 04HOPa30BOro BBEAEHHS

He BUMaraeTbcs ANA ribpugHoOro nNikapcbKoro 3acoby
BIANOBIAHO 40 BUMOr MiXXHapOAHWX KEPIBHULTE Ta
YKpaiHCbKOro 3aKoHOAaBCTBa

2) TOKCUYHICTL Y pasi MOBTOPHWX BBEAEHb

He BMMaraeTbCa 4N ribpuaHoro nikapcbkoro 3acoby
Bi4NOBIAHO A0 BUMOI MiXXHapOAHWX KepiBHULTE Ta
YKpaiHCbKOro 3aKkoHOAaBCTBa

3) reHOTOKCUYHICTB:
in vitro

He BUMaraeTbCa 419 ri6puaHoro nikapcobkoro 3acoby
BIANOBIAHO A0 BUMOT MIXKHAaPOAHUX KePIBHULTE Ta
YKpaiHCLKOro 3aKoOHOAaBCTBa

in vivo (BKAOYaKUKM 40AATKOBY OLLIHKY 3
TOKCUKOKIHETUKW)

He BUMaraeTbCa AnA ribpuaHoro nikapcbkoro 3acoby
BiZANOBIAHO A0 BUMOT MiXKHApPOAHWX KEPIBHULUTB Ta
YKPaiHCbKOro 3aKoHO4aBCTBa

4) KAHLEPOreHHICTb:

He BMMaraeTbca ANA ribpuaHOro Nikapcbkoro 3acoby
BiZANOBIAHO A0 BUMOT MiXXHapPOAHWX KePIBHULTB Ta
YKpaiHCbKOro 3aKkoHO4aBCTBa

[l0BroCTPOKOBI fOCAIAXKEHHS

He BUMaraeTbCs 419 ribpuaHOoro nikapcbkoro 3acoby
Bi4NOBIAHO A0 BUMOT MiXXHaPOAHWX KEPIBHULTB Ta
yKpaiHCbKOro 3aKoHoAaBCTBa

KOPOTKOCTPOKOBI AOCAIAKEHHS
abo focnigKeHHA cepefHbOI TPUBANOCTI

He BUMaraeTbcs 4N ribpuaHOro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOI MiXXHapOAHUX KepiBHULTE Ta
YKpaiHCbKOro 3aKoHoAaBCTBa

N0AaTKOBI AOCNIXKEHHS

He BUMaraetbca 418 ribGpugHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOT MiXXHapPOAHUX KEPIBHULTE Ta
YKpaiHCbKOro 3aKkOHOAaBCTBa




5) PENPOAYKTUBHA TOKCUUHICTb Ta TOKCUUHMIA
BMNIWB Ha PO3BUTOK NOTOMCTBA:

He BUMaraeTLca Ans ribpuaHoro NikapcbKoro 3acoby
BIANOBIAHO 40 BUMOT MiXHapPOAHWX KEPIBHULTB Ta
YKpalHCbKOro 3aKOHOA4aBCTBA

BNAUB Ha GePTUNLHICTL | PaHHIili eMBpiOHaNbHWIA
PO3BWUTOK

He BUMaraeTbCa A4na ribpuaHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOT MiXXHaPOAHWX KePiBHULTB Ta
YKpalHCLKOro 3aKOHOAaBCTBA

eM6PIOTOKCWYHICTL

He BUMAaraeTeca AN ribpuaHoro nikapcbkoro 3acoby
BiANOBIAHO 10 BUMOT MiXXHaPOAHWX KepPiBHWLTB Ta
YKPaiHCbKOro 3aKoHOAaBCTBa

npeHartanbHa i NoCTHaTanbHa TOKCUYHICTL

He BUMaraeTbea AN ribpmAaHoOro nikapcbkoro 3acoéy
BIANOBIAHO 40 BUMOT MIXKHAPOAHUX KEPIBHULTE Ta
YKpaiHCbKOro 3aKoHO/AaBCTBa

LOCNIAXEHHS, NPU AKWX NpenapaT YBOAMUTLCA
noTOMCTBY (HecTaTeBO3piNUM TBapuHam) Ta/abo
OLiHIOETLCA BigaaneHa aisa

HE BUMaraeTbCa ANa ri6pugHOro Nikapcbkoro 3aco6y
BiZANOBIAHO 0 BUMOT MiXXHapOAHWX KEPIBHULITB Ta
YKpaiHCbKOro 3akoHoAaBCTBa

6) MicLieBa NepeHoCUMIcTb

HE BMMaraeTbCa ANA ribpugHoro nikapcekoro 3aco6y
BiANOBIAHO 0 BUMOTI MKHapPOAHUWX KepiBHULUTE Ta
YKPaiHCbKOro 3akoHoAaBCcTBa

7) A0AATKOBI AOCNIAXEHHSA TOKCUYHOCTI:

He BUMaraeTbCs ANA ri6GpuAHOro NikapcbKoro 3acoby
BIANOBIAHO 40 BUMOT MiXXHAapPOAHWX KEPIBHULTE Ta
YKpalHCbKOro 3aKoOHOAAaBCTBa

@HTUreHHICTb (YTBOPEHHA aHTWTIN)

HEe BUMaraeTbCcs ANA ribpuaHoro nikapcbsKoro 3acoby
BiANOBIAHO 40 BUMOT MiXXHAaPOAHWX KEPIBHULTE Ta
YKpalHCbKOro 3aKoHOAaBCTBa

iIMYHOTOKCWMYHICTb

He BUMaraeTbcs Ana ri6puaHoro fikapcekoro 3acoby
BiNOBIAHO A0 BUMOI MiXXHapOAHWX KePiBHULTB Ta
yKpaiHCbKOro 3aKkoHo4aBCTBa

LOCNIAKEHHS MEXaHi3MiB ajl

HE BMMaraeTbea Ans ribpugHoro nikapcbkoro 3acoby
BIANOBIAHO A0 BUMOT MiXXHapOAHWX KePiBHULTBE Ta
YKpaiHCLKOro 3aK0OHOAaBCTBa

Nnikapcbka 3anexHicTb

He BMMaraeTbCs 419 ribpugHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOI MiXXHAaPOAHWX KepPiBHULTB Ta
YKpaiHCbKOro 3aKOHOAaBCTBa

TOKCMYHICTb MeTaboniTie

He BUMaraeTbCs 419 ribpugHoro nikapcekoro 3acoby
BiANOBIAHO A0 BUMOT MiXXKHAaPOAHWX KePiBHWULTB Ta
YKpPalHCbKOro 3aKoHOAaBCTBa




TOKCUUHICTb AOMILLIOK

He BUMaraeTbes 4715 ribpuaHOro nikapcbkoro 3acoby
BIAMOBIAHO A0 BUMOT MiXXHaPOAHUX KEPIBHULTB Ta
YKPaiHCbKOro 3aKkoHOAaBCTBa

iHLWe

He BUMaraeTbcs AN ri6pugHoro nikapcbkoro 3acoby
BIANOBIAHO O BUMOF MiXXHaPOAHUX KEPIBHULTB Ta
YKpaiHCLKOro 3aKOHOAABCTBA

5. BUCHOBKM LLOAO AOKNIHIYHOrO BUBYEHHS

3ri4HO BUMOI MDKHapPOAHWX KePiBHWLTE Ta YKpaiHCbKOro
3aKOHO/IaBCTBa A0 AaHOro TUNY NikapCbKoro 3acoby
(ri6praHwii) pesynbTaTk BAACHWX AOKNIHIYHMX
NOCAIIKEHb He BUMararTeCs Ta npeacraBneHi
BiANOBIAHMMY AaHWMW ony6nikoBaHO! HAayKOBOT
nitepatypu (3aranbHOAOCTYNHa iHpopMaLyis).

3asBHUK (BNacHWK peecTpauiiiHOro NocBig4eHHs)
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3BIT
npo KNniHiuyHe BUNpo6yBaHHA

1. Ha3Ba nikapcbkoro 3acoby (3a HasBHOCTI - JdexkaTuned PuHo YO

HOMep peecTpaLiiiHoro nocsiauenHs) nikapcbka ¢popma: cnpeli HasanbHWIA, PO3UUNH

2. 3a9BHUK 3asBHUK B YKpaiHi: TOB «TeBa YkpaiHa»

3. BUpobHUMK Bupo6HuUYymeo Hepo3pacosaHoi Npodykyii, nepeuHHa ma
@MOPUHHA ynakoeka, do3ein Ha aunyck cepir:

Mepkne 'rméX
(Merckle GmbH)

BupobHuymeo HeposgpacoeaHoi npodykyii, nepsuHHa ma
BMOPUHHA ynakoeka, d03ein Ha eunyck cepii:
Mogsir-Mepkne-LUTtpacce 3, 89143 Bnay6olipeH,
HimeuuunHa

(Ludwig-Merckle-Strasse 3, 89143 Blaubeuren, Germany)
BmopuHHa ynakoeka, KOHmMpoAs cepii:

Byn. l'pad-Apko 3, 89079 ¥YneM, HimeuyunHa
(Graf-Arco-Str. 3, 89079 Ulm, Germany)

BMOopUHHA ynakoeka:

TpaHcdapm Nlorictik TM6X

(Transpharm Logistik GmbH)

ByA. Hikonayc-Otto 16, 89079 ¥abMm, HimeuunHa
(Nicolaus-Otto-Str. 16, 89079 Ulm, Germany)

4. NMpoeeeHi A0CNiXKeHHR: Tak  Hi  AKWO Hi, 06rpyHTYBaTK

3rifHO BUMOT MiXXHapOAHUX KepPiBHWLTE Ta
YKPaiHCbKOro 3akoOHOAABCTBa A0 AaHOro TUny
nikapcbkoro 3acoby (ri6puaHwiA) pesynbTaTi BNacHUX
KNIHIYHWX JOCNIPKEHb HE BUMararoTbCa Ta
npeAcTaeneHi BigNoBigAHUMK JaHUMK ONy6BNiKOBaHOI
HaykoBoi nitepaTypw (3aranbHogocTynHa iHpopmadis).

Y TOMY 4Mchi, 4AHOr0 NiKapCbKOro 3acoby He
BMMaraeTbca NpoBeAeHHA AOCNiAKeHb
bioekBiBaNneHTHOCTI 3rigHO po34iny «/likapcbki 3acobu
MicLeBoi Aii Ta MicueBoro 3actocyBaHHsA» JogaTtka II
HacraHoBwu «/likapcbki 3acobu. JocnigxeHHs
bioekBiBaneHTHOCTI».

1) TUN nikapcekoro 3acoby, 3a AKMM NpoBoAUNAca [riGPUAHWIA nikapcekuii 3acié
ab0 NnaHyeTLCA peecTpaLis

5. [loBHa Ha3Ba KNiHIYHOro BUNpo6yBaHHSA, He BUMaraeTbCa BigNOBIAHO A0 BUMOT MiXKHapOAHWX
KOAOBaHWIA HOMeEp KNiHIYHOro BUNpobyBaHHS KepiBHWLITB Ta YKPaiHCbKOro 3aKOHOAaBCTBa




6. ®asa KNiHiYHOro BUNPoByBaHHSA

He BUMaraetLCca BignoBigHO A0 BUMOT MiDKHaPOAHWX
KepiBHULTB Ta YKPaiHCbKOro 3aKOHO4aBCTBa

7. Mepiog npoBeAeHHA KNiHIYHOro BUNPOBYBaHHA

He BUMaraeTbCs BiANoBI4HO A0 BUMOT MiXKHaPOAHUX
KepiBHNLTB Ta YKPaiHCbKOTO 3aKOHOAaBCTBA

8. KpaiHw, ge npoBOAMNOCA KNiHiYHe
BUNPOB6YBaHHSA

HE BMaraeTbes BiANOBILAHO 40 BMMOT MiDKHapOAHWX
KepiBHULTB Ta YKPaiHCLKOro 3aKOHOABCTBA

9. KinbKicTkb A0CAigKYBaHNX

He BUMaraeTbCA BigNOBIAHO 40 BUMOT MiXKHapOAHNX
KepPiBHULTB Ta YKPaiHCLKOro 3aKOHO4aBCTBa

10. MeTa Ta BTOPWHHI Wini KniHiYHOro
BMNpOByBaHHA

He BMMaraerbCs BinoBifHO 40 BUMOI MiXKHapOAHWUX
KepiBHULTB Ta yKpaiHCLKOro 3aKoHO4aBCTBa

11. in3aiiH KNiHiYHOro BMNPOGYBaHHS

HE BMMaraeTbCs BiNOBIAHO 40 BUMOI MiKHapOAHWX
KepIiBHULTE Ta YKPaiHCbKOro 3aKOHO4aBCTBa

12. OcHOBHI KpUTepii BKAOYEHHA

He BUMaraeTbCa BinoBigHO 0 BUMOT MiXXHapoAHNX
KepiBHWLTB Ta yKpaiHCbKOro 3akoHO4aBCTBa

13. JlocnigxyBaHwWiA nikapcbkinii 3aci6, cnocié
3aCTOCyBaHHA, cuna gji

He BUMaraeTkCs BifNOBIAHO A0 BUMOT MiXKHaPOAHWX
KepiBHULTB Ta YKPaiHCLKOro 3aKOHO4aBCTBa

14. MpenapaT NopiBHAHHS, 4034, CNoci6
3aCTOCYBaHHA, cuna Aji

He BUMaraeTbCs BifnoBigHO A0 BUMOT MiXXHapPOAHNX
KepiBHWULTE Ta yKpalHCbKOro 3aKkoHOAaBCTBa

15. CynyTHsa Tepanis

He BUMaraeTbCs BiNOBIAHO 40 BUMOT MiXXHapPOAHUX
KepiBHWUTB Ta YKpaiHCLKOro 3aKoHO4AaBCTBa

16. KpuTtepii ouiHKK edeKTUBHOCTI

He BUMaraeTbCs BiANOBIAHO A0 BUMOT MiXXKHapPOAHUX
KepiBHULTE Ta yKpaiHCbKOro 3aKOHOAaBCTBa

17. KpuTepii ouiHKK 6e3nekun

He BUMaraerbCs BifnoBig4HO 40 BUMOT MiXXHapOAHNX
KepiBHWLTE Ta YKPAIHCBKOro 3aKkOHOAaBCTBa

18. CTaTUCTUYHI MeToamn

He BMMaraeTbCa BifnoBigHO A0 BUMOT MiXXHapOAHUX
KepiBHWLTB Ta YKPaiHCbKOro 3aKoHoAaBCTBa

19. lemorpagivHi NOKa3HWKN JOCAigXKYyBaHOI
nonynsuii (ctate, Bik, paca, Towo)

He BUMaraeTbCs BigMNOBIAHO 40 BUMOT MiXKHapOAHMX
KepiBHWLTE Ta YKpPaiHCbKOro 3aKoHoAaBCcTBa

20. Peaynetatv epeKTUBHOCTI

He BUMaraeTbCA BiANOBIAHO A0 BUMOT MiXXHapOAHWX
KepiBHWLTE Ta YKpaiHCbLKOro 3akoHOAaBCTRa

21. PesynbTatu 6esneku

He BUMaraeTbCs BiNOBIAHO A0 BUMOT MiXHapPOAHWX
KepPIiBHWLTB Ta YKpPaiHCbKOro 3aKoHoAaBCTBa

22. BucHoBoK (3akntoueHHs)

3rijHO BUMOT MiXKHapOAHUX KepiBHUUTB Ta
yKpPaiHCbKOro 3aKOHOAABCTBA A0 AaHOTo TUMYy
nikapcbKoro 3acoby (ri6pyuaHWIA) pesynbTaTii BAaCHWX




KNiHIYHUX AOCNipKeHb He BUMararoTbes Ta
NpeACTaBneHi BIANOBIAHUMW AaHUMM ONy6NiKOBaHOI
HayKoBOI NiTepaTtypw (3aransHoA0CTYNHa iHpopMaLlia).

Y TOMY Yuchi, LaHOr0 NiKapcbkoro 3acoby He
BUMAara€eTbCa NpoBeAeHHA AOCNIAKEeHb
6ioeKBiBaNeHTHOCTI 3rigHO po3ainy «/likapceki 3aco6u
micLeBoIl Aii Ta MicLeBOro 3actocyBaHHsA» JogaTtka Il
HactaHoBsm «Jlikapceki 3acobu. JocnigkeHHs
bioekBiBaNEHTHOCTI».

3asBHUK (BNacHMK peecTpauiiiHoro NocBigYeHHs)
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