Jdogatok 29

A0 lopsAAKy NpoBeAeHHS excrepTsmn PeecTpaLiiiHux MaTepianie Ha Nikapceki 3aco6u, Lo NOAAKOTLCA Ha fepXKaBHY
peecTpaujto (nepepeectpauito), a Takox €KCNepT13n maTepiasie NPo BHECEHHS 3MiH 40 peecTpaLiiiHuX mMartepianie
NPOTAroM Al peecTpayiiiHoro NocBigYeHHs

(nyHKT 4 po3giny IV)

3BIT
Npo AOKANIHIYHI AoCniAKEeHHSs

1. Hasga nikapcbkoro 3acoby (3a HasiBHOCTI - | AuknodeHak-Tesa ®opTe 2%
HOMep peecTpaLyiiiHoro NocsigYeHHs): nikapcebka popma Ta f03yBaHHS: renb, 2 %

1) TN nikapcbkoro 3acoby, 3a AKUM F6puaHWIA nikapcbkuii 3aci6
npoBoAunaca abo NnaHyeTbCs peectpayis

2) NpoBeaeHi A0CNiAXEHHS Tak O Hi X AKLWO Hi, 06r'pyHTYBaTK

3rigHO BUMOT MiXKHapOAHWX KEPIBHWULTE Ta YKpaiHCbKOro 3aKOHOAABCTBA 0 AAHOMO TUMY NiKapCbKOro 3acoby
(ribpuaHWiA) pesynbTaTii BRacHUx AOKNIHIYHUX AOCNiAXEHb He BUMaraloTbCs Ta NpeACcTaBneHi BigNOBIAHUMM
AaHUMK onybnikoBaHOi HayKOBOI /liTepaTypu (3aranbHogocTynHa iHpopmayis).

2. ®apmakonoris:

1) NnepevHHa papmakoanHamika He BMaraeTbcs AnA ribpuaHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOT MiXXKHapPOAHMX KepiBHWUTB Ta
YKPaiHCbKOro 3aKoHO4aBCcTBa

2) BTOpMHHa papMakoanHamika He BUMaraeTbCsa Ans ribpuaHoOro Nikapcbkoro 3acoby
BIANOBIAHO A0 BUMOT MidXKHaPOAHUX KEPIBHULTE Ta
YKpalHCbKOro 3aKoHoAaBcTBa

3) bapmakonoris 6eaneku He BMaraeTbCs ANA ribpugHoro nikapcbkoro 3acoby
BIANOBIAHO A0 BUMOT MDXHAPOAHUX KEPIBHULTB Ta
YKpaiHCbKOro 3aKoHoAaBcTBa

4) dapmakogmHaMiuHi B3aeMogii He BUMaraeTbCa 419 ribpuaHoro Nikapcbkoro 3acoby
BIANOBIAHO A0 BMMOT MidKHapOAHUX KEPIBHULITE Ta
YKPaiHCbKOro 3akoHO4aBCTBa

3. ®apmakokiHeTurKa:

1) aHaniTMYHI METOAMKM Ta 3BiTK LLOAD iX He BUMaraeTbCs AN ribpuaHoro nikapcbkoro 3acoby
Banigauii BIAMOBIAHO A0 BMMOT MiXXHapOAHMX KEPIBHMLTB Ta
YKPaiHCbKOro 3aKoOHO4aBCTBa

2) BCMOKTYyBaHHS He BUMaraeTbCs AN ri6puaHoro nikapcbkoro 3acoby
BIAMOBIAHO A0 BUMOT MidKHaPOAHUX KEPIBHULTE Ta
YKPaiHCbKOro 3aKkoHO4aBCTBa

3) posnogin He BUMaraeTbCs ANS ribpnaHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOT MiDXHapPOAHUX KEPIBHULTE Ta
YKpaiHCbKOro 3aKoHOAaBCTBa

4) metaboniam He BUMaraeTbCa Ans ribpuaHoro Nikapcbkoro 3acoby
BIAMOBIAHO 40 BUMOT MiXXHapPOAHUX KepPiBHULUTB Ta
YKpPaiHCbKOro 3aKkoHo4aBcTBa

5) BUBEAEHHA He BUMaraeTbCs Ans ribpuaHoro nikapcskoro 3acoby
BIANOBIAHO A0 BUMOT MiXXKHaPOAHUX KEPIBHULTE Ta
YKpaiHCbKOro 3akoHoAaBCTBa




6) dapmakokiHeTuHi B3aemoii (aokniHiuHi)

He BUMaraetbCs Ans ri6puMaHoro Nikapcbkoro 3acoby
BiANOBIAHO A0 BMMOT MiXHAPOAHWX KePIBHULTB Ta
YKpaiHCbKOro 3aKoHO4aBCTBa

7) iHWi papmakokiHeTUYHi A0CNifXEeHHS

He BUMaraetbes Ans ri6puaHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOT MiXXKHaPOAHUX KEPIBHULTE Ta
YKpaiHCbKOro 3aKoHO4aBCTBa

4. ToKcuKonoris;

1) ToKCWYHICTL y pasi ogHOpPa3oBoro
BBEJEHHSA

He BMaraeTbcs AnA ribpuaHoro nikapcbkoro 3acoby
BiANOBIAHO 40 BUMOT MiXXHapOAHMX KepiBHULUTB Ta
YKPaiHCbKOro 3aKkOHOAaBCTBa

2) TOKCUYHICTb Y pasi MOBTOPHUX BBEAEHb

He BUMaraeTbCst Ans ri6puaHoro nikapcekoro 3aco6y
BIANOBIAHO A0 BMMOT MiXKHaPOAHUX KEPIBHULTE Ta
YKpaiHCbKOro 3akoHogaecTBa

3) reHOTOKCUYHICTb:
in vitro

He BMaraeTbCa Ans ribpuaHoro nikapcbkoro 3acoby
BIANOBIAHO A0 BUMOI MiXKHAPOAHWX KEPIBHULITB Ta
YKpalHCLKOro 3akoHogaBCcTBa

in vivo (BKNtoYatoum 4oaaTKOBY OLiHKY 3
TOKCUKOKIHeTUKIN)

He BUMaraetbes ANns ribpugHoro nikapcbkoro 3acoby
BIAMNOBIAHO A0 BMMOT MiXXHaPOAHMWX KEPIBHULTB Ta
YKPalHCbKOro 3akoHO4aBCTBa

4) KaHLEepOreHHicTb:

JOBroCTPOKOBI fOCNigXeHHA

He BMMaraeTbCs 4715 ribpugHoro nikapcbkoro 3acoby
BIAMOBIAHO A0 BMMOT MibXXHAapOAHWX KEPIBHULTE Ta
YKPaiHCbKOro 3aKoHO4aBCcTBa

KOPOTKOCTPOKOBI A0CAIAXEeHHS
abo AocnigxeHHna cepeAHbLOI TPUBANOCTI

He BUMaraetbes ANs ribpugHoro nikapcekoro 3acoby
BiANOBIAHO 40 BUMOT MiDXXKHaPOAHWUX KEPIBHWULTE Ta
YKPaiHCbKOro 3aKkoOHOAaBCTBa

AOAATKOBI JOCNiAXKEHHA

He BUMaraeTbCa 415 ribpuaHoro nikapcbkoro 3acoby
BIANOBIAHO A0 BUMOT MiXXHAPOAHUX KEPIBHULTE Ta
YKPaiHCbKOro 3aKkoHOA4aBCTBa

5) penpoayKTUBHA TOKCUYHICTL Ta
TOKCMYHWIA BMNIVB Ha PO3BUTOK MOTOMCTBA:

BNAVB Ha GepTUNLHICTL | paHHii
eMbpioHanbHWIA po3BUTOK

He BUMaraetbCs AN ribpugHoro nikapcbkoro 3acoby
BIANOBIAHO A0 BMMOT MiXXHapOAHMWX KEPIBHMLTB Ta
YKPaiHCbKOro 3aKkoHO4aBCTBa

emMBpioTOKCUYHICTL

He BUMaraeTbCsa Ans ribpuaHoOro nikapcbkoro 3acoby
BIANOBIAHO A0 BUMOT MiXXHaPOAHUX KEPIBHULITE Ta
YKpaiHCbKOro 3aKoHo4aBcTBa

npeHaTtanbHa i NOCTHaTanbHa TOKCUYHICTb

He BUMaraeTbCs ANS ribpnaHoro nikapcekoro 3acoby
BIAMOBIAHO A0 BUMOT MiXXHapOAHMWX KEPIBHMLTB Ta
YKPaiHCbKOro 3aKkoOHOAaBCTBa

AOCNILKEHHS, NPY AKX Npenapar
YBOAWUTLCS MOTOMCTBY (HecTaTeBo3pinmm
TBapuHam) Ta/abo OLiHI0ETLCA BigaaneHa
Ais

He BUMaraeTtbCs Ans ribpugHoro nikapcbkoro 3acoby
BIANOBIAHO A0 BMMOT MiXXHaPOAHUX KEPIBHULITE Ta
YKpaiHCbKOro 3aKoHo4aBcTBa

6) MicLieBa NepeHOCMMICTb

He BUMaraeTbCs 415 ribpugHoro nikapcbkoro 3acoby
BIAMOBIAHO A0 BUMOT MiDKHAPOAHWX KEPIBHULTE Ta
YKPaiHCbKOro 3aKOHOAaBCTBa

7) BOAATKOBI AOCNIAXEHHSA TOKCUYHOCTI:




aHTUreHHICTb (YTBOPEHHS aHTWTIN)

He BUMaraeTbes Ans ribpugHoro nikapcbkoro 3acoby
BIANOBIAHO A0 BUMOT MiKHaPOAHUX KEPIBHULTE Ta
YKPaiHCbKOro 3akoHoaBcTBa

IMYHOTOKCMYHICTb

He BUMaraeTbcs And ribpuaHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BMMOT MiXKHapOAHMX KEPIBHULTB Ta
YKPaiHCbLKOro 3akoHO4aBCTBa

AOCNIXKEHHS MexaHi3MmiB gii

He BUMaraeTbCs AN8 ri6pragHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOT MiXKHAPOAHWX KEPIBHULTB Ta
YKpaiHCbKOro 3aKoHOAaBCTBa

NikapcbKa 3anexHicTb

He BUMaraetbes Ans ribpuaHoro nikapcbkoro 3acoby
BIAMNOBIAHO 40 BUMOT MiXXKHaPOAHUX KEPIBHULITE Ta
YKpPaiHCbKOro 3akoHoAaBCTBa

TOKCWUYHICTL MeTaboniTie

He BUMaraeTbCs Ana ribpuaHoro nikapcbkoro 3acoby
BIANOBIAHO A0 BUMOT MiXXHAaPOAHUX KEPIBHULITB Ta
YKpaiHCbKOro 3aKOHOAaBCTBa

TOKCUYHICTb AOMILLOK

He BUMaraeTbCs AnA ribpuaHoro nikapcbkoro 3acoby
BIANOBIAHO A0 BUMOT MiDXHaPOAHMX KEPIBHULTB Ta
YKPaIHCbKOro 3aKoHO4aBCTBa

iHLe

He BUMaraeTbCs AN ri6puaHoro nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOT MiXXHapOgHWX KEPIBHWULTB Ta
YKpaiHCbKOro 3aKkoHoAaBcTBa

5. BUCHOBKM LW0A0 AOKNIHIYHOrO BUBYEHHA | 3rigHO BUMOr MDKHapOAHWX KepiBHWLTB Ta YKPaiHCbLKOro

3aKOHOAABCTBA [0 [JAHOrO TUNy Nikapcbkoro 3acoby
(ri6puaHWii) pesynbTaT BRacHmMx AOKIHIYHMX goCNigXeHb He
BAMarawTbCA Ta MpeAcTaB/ieHi  BigNOBIAHUMWU  JaHUMK
onybnikoBaHoi Haykogoi niTepaTypu (3aransHoaocTynHa
iHpopmauis).
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foaatok 30

Ao MNopsAaKky NpoBeAeHHA eKCNePTU3M PEECTPaLIiiHIX Martepiani, Ha NikapcbKi 3ac061, L0 NOAAKTLECS Ha AepXaBHY
peecTpauito (nepepeectpauiio), a Takox €KCNepT13u matepianis Npo BHECEHHS 3MiH A0 peecTpaLiiiHuX MaTepianie NpPoTArom il

peecTpauiiiHoro NoceigyeHHs
(nyHkT 4 Poaginy IV)

3BIT Npo KNiHiYHe BUNpo6yBaHHsA

1. Hassa nikapcbkoro
3acoby (Homep
peecTpauiiiHoro
NocBigYeHHs, 3a

AviknodeHak-TeBa Popte 2 %

nikapceka popma Ta A03yBaHHSA: refb, 2 %

(Ha3Ba B goCNiAXeHHsX 6i0eKBIBaNEHTHOCTI: Anknodpenak gietunamin 2,32 %
(Mac/mac) rens)

HasBHOCTI):
2. 3as8BHUK 3asBHUK B YKpaiHi: TOB «TeBa YkpaiHa», YkpaiHa
3. BupobHuk BupobHuymeo 3a noeHuUM YukaoM:

Mepkne M'M6X (Merckle GmbH), HimeuunHa
BmopurHa ynakoska:
TpaHcdapm Jlorictik TM6X (Transpharm Logistic GmbH), HimeuuunHa

4. MNMpoBejeHi gocnigxKeHHs:

O6rpyHTyBaHHS:

x Tak Hi AKLWO Hi, 06rpyHTYBaTH

1) Tvn nikapcekoro
3acoby, 3a AKUM
nposogunacs abo
NNaHyeTbCs
peecTpauis

Fi6puaHWIA nikapcobkmin 3aci6

5. MNoBHa Ha3Ba

Koa pocnigxeHHs: 4995/18

KNiHiYHoro

BUMPOGYBaHHS, H.a3Ba p,ocni,qerF!H: .

KOAOBaHUIA HoMep BIAKPMTG, paH,q.owao.aaHe, OAHO,C!,CBOBE, NMOBHICTIO nos_TOpHe, r'|epexpeCHe
i AoCnigpkeHHn bioekBiBaneHTHoCTi rento AuknodeHak gietmnamin 2,32 % (mac/mac) y

EAIHINHRRG 3/10pPOBUX A0POC/INX 4OOPOBO/LLLB HaTLLEeCcepLe.

BUNpobyBaHHSA

6. ®aza kniHiuHoro ®a3sa I (bioekBiBaneHTHicTL)

BUMNPOBYBaHHS

7. Mepiog 3 16 nuctonaga 2018 poky no 11 ciuHs 2019 poky

npoBe/eHHs

KNiHiYHOro

BUNPOBYBaHHSA

8. KpaiHn, ge IHgis

NpPOBOANNOCS

KNniHivHe

BUNPO6YBaHHS

9. KinbkicTb 3annaHoBaHa: KoHigeHUjiliHa iHdopmauin

AOCNIAKYBaHUX

®akTnyHa: KoHiaeHLiHa iHpopmMaLis

10. MeTa Ta BTOPUHHI
uini KniHiyHoro
BUNpobyBaHHS

OCHOBHOIO METOK KIHIYHOrO AOCNIAXKEHHA € OUiHKa 6i0eKBIBaNEHTHOCTI MiX
nikapcbkuMu  3acobammn  AuknodeHak pgietmnamiv 2,32 % (mac/mac) renb i
BonbtapeH® Limepurens ¢opte (1 r renwo Mmictute 23,2 Mmr anknopeHaky
AieTvnamiHy) nicna HaHeceHHsi OAHOKPATHOI MiCLeBOi 4031 y 3[0POBUX JOPOCAUX
A06p0oBO/IbLIB NPUW 3aCTOCYBAHHI HaTLLecepLe.




BTopuHHOl MeTol  gocnigxeHHa 6yna  ouiHka 6esneuyHocTi Ta Micuesoi
NepPeHOCMMOCTi A0CNiAKYBaHOIO NiKapcbKOro 3acoby Ta pedepeHTHOro Nikapcekoro
3acoby y 340p0BUX AOPOCANX 4O6POBONBLLE.

11. AnzaitH
KAiHiYHOro
BUMNPOBYBaHHSA

BiakpuTe, paHgomizoBaHe, ogHOZO30Be, 3 ABOMa BBEAEHHAMKW npenapary,
4OTVpMa nepiogamu, NOBHICTIO NMOBTOPHE, 3 ;BOMA NOCNIAOBHOCTAMMU, nepexpecHe
AOCNiHKeHH: 6i0eKBiBaNeHTHOCTI HaTLecepue.

12. OcHoBHiI kpuTepil
BK/IHOYEHHS

3/0poBi 406poBONLL Y0N0BIYOI Ta/a6o xiHo4oi cTaTi, Lo He nansaTb, Big 18 ao 45
pokiB (BKNOYHO), WO MatoTh iHaekc Mack Tina (IMT) Big 18,5 kr/m? 40 30,0 kr/m?
(BKNtOYHO), Ta Macy Tina woHalimeHLLe 50 Kr; 6e3 03HaK OCHOBHOIO 3aXBOPHOBaHHS
abo KNiHIYHO 3HauUyLMX BiagXUNEeHb NabopaTopHWX NOKa3HWKIB NPY CKPUHIHTY, AKi
Hajanu A06pOBINLHY 3rogy Ha y4acTb Y AOCAIAKEHHI.

13. AocnigxyBaHnii
nikapcbKunii 3aci6,
cnoci6 3acTocyBaHHs,
cuna gaii

AvknodeHak agietunamiH 2,32 % (Mac/mac) rene; BUpobHuuTBa Mepkne M6X,
HimeuumnHa.

4Ana HawKipHOro 3acTocyBaHHnA

14. MNpenapaTt
NOPIiBHAHHS, 1033,
cnoci6 3acTocyBaHHs,
cuna pir

BonbTapen® Lmepurens ¢opte (1 r reno Mictute 23,2 Mr AnkKnogeHaky
AieTunamiuy).

Ans HawkipHoro 3acrocysaHHs

15. CynyTHs Tepanis

BiAnoBiAHO A0 NPOTOKONY He 6yN0 3aNNaHOBaHO OAHOYACHE BBEAEHHS fiKiB.

16. Kputepii oyiHKK
epeKTUBHOCTI

90 % gosipui iHTepBanu ans cnissigHoweHHs (To6To T/R) AocnigxyBaHoro Ta
pedepeHTHOro Nikapcbknx 3acobis, BUXOAAUN 3 AuncnepciiiHoro aHanizy (ANOVA)
log-nepetsopeHnx ¢dapmakokiHeTUYHUX napameTpis AUCo: AUCoin:, MOBUHHI
CTaHOBWUTU woHaimeHLwe 80,00 % i He GinbLue 125,00 %.

17. KpuTepii oujiHK®
6esneku

be3neka:
MopiBHAHHA NOBIYHUX ABWLWY ANA AOCNIAXYBAHOTO Ta pedepeHTHOro NiKapcbKnX
3acobi..

MicLieBa NepeHoCMMICTb:
Ans pocnifxysaHoro Ta pegepeHTHOro flikapcbkux 3acobis cepeaHto CyKynHy

OLiHKY MOAPasHeHHs 0BYMCAIBaNK AK CyMy BCiX KOMBIHOBaHMX ouiHok «LlkipHa
BigNoBigb» Ta «IHLLI epexTU», Lo CnoCTepiralThCa Mif Yac KOXHOro 0b6CTEXEHHS,
NoZisIeHy Ha 3arasibHy KifbKiCTb CNOCTEpeXeHs.

18. CTaTUCTUYHI
MeToAn

®apMakokiHeTUYHI  aHaniau npoBOAATLCS 3 BWKOPUCTAHHAM  CTaHAAPTHUX
HEKOMMapTMEHTHNX METOoAIB nporpamHoro 3abe3nedeHHss Phoenix® WinNonlin
(Bepcii 6.3 abo BuLLe).

CTaTMCTUYHI aHani3n NPOBOAATLCS 3 BUKOPUCTAHHAM NPOrPaMHOro 3a6e3neqeHHs
SAS® (SAS® Institute Inc, CLUA), (sepcii 9.4 a6o Buwe). Po3paxoBytoTbcs
cniBBigHOWeHHS Ta 90 % AOBipYi iHTepBanM ANA BiAHOCHWX cepegHix log-
nepeTBOpeHUX ¢apmakokiHeTyHUX napameTpis AUCor, AUCos, AUCoint i Crnax
AOCNIAKYBAHOrO Ta pedpepeHTHOro NikapcbKMX 3acobiB.

HenapameTpu4yHWiA aHanis Tmax NMPOBOAUTLCS Ha HEMEPETBOPEHUX AaHWX ANS
AVKNodpeHaka 3 BUKOPUCTaHHAM 3HaKOBOrO PaHroBOTO KPUTEPIto YinkokcoHa.

19. AemorpagiyHi
NoKasHUKN
A0CNIAKYBAHOI

BikoBi rpynwm 18 - 40 pokis




nonynsAuii (ctats, BiK, 41 - 64 pokis
paca ToLo) CraTtb Yonosikn
Paca AsiaTcbka*
*: MiBgeHHa Azia (IHgis)
20. Pe3ynbTtatu OcHoBHi dapmakokiHeTU4Hi napametpu BIANOBIJAOTb KpuTepiam

epeKTUBHOCTI 6ioeksiBaneHTHOCTI.
21. PesynbTatn CepliozHux NoBiUHMX ABULLY Nig Yac AOCIfKEHHS He cnocrepiranocs.
6e3neku OUiHKYy MicLeBOi NepeHoCMMOCTi AOCNiAKYBaHOro Ta pedepeHTHOro Nikapcbkoro

3aco6y NpPOBOAW/N B MiCLi HAHECEHHS Ta AiALAW BMCHOBKY, L0 06uaBa nikapcbki
3acobn pobpe nepeHocunuca Ta 6ynn BIACYTHI  BIAMIHHOCTI Mix LIKIpHUMK
peakuiamu Ta iHWKuMK edbektamu.

Ha nigcrasi ornsgy kniHiYHUx Ta nabopaToOpHWX AaHWX npo 6esneuvHicte 6yno
BUSAB/NEHO, WO | AOCNiAXKYBaHWA, | pedepeHTHUIA NikapcbKuii 3aci6 € 6e3neuHMmn Ta
fA06pe nepeHocATLCS.

22. BucHoBOK
(3akntoueHHs)

Ha nigcTaBi oTpumaHux pesynetatie npenapatu AuknodbeHak gietvnamin 2,32 %,
rent (NogaHuii Ha peecTpallito B YkpaiHi Big 3asBHMKa TOB «TeBa YkpaiHa» nig
TOproBoto Hasgoto AuknopeHak-Tesa PopTe; nikapcbka popMa Ta A03yBaHHS: refb,
2 %) Ta BonbTapeH® LUmepurens dopte (23,2 Mr guknodeHaky gietmnaminy/1 r
rento) € 6ioeksiBaneHTHUMM.

o
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