Jojarox 29
1o TTops/iKky MpOBE/IEHHs eKCHepTH3H
peecTpaniinux MaTepianis Ha Jikapehki
3ac00H, 110 NM0JIAIOTHLCS HA JAepsKaBHY
peecrpalliio (nepepeecTpalliio), a TakoXx
CKCIIEPTH3H MaTepialliB PO BHECCHHS
3MIH JI0 peccTpaliiHMX MaTepiasiis
IPOTATOM JUii peECTPAIliiHOIO NOCBITHeH Hs
(ryHkr 4 pozjiny IV)

3BIT
Npo JOKJIHIYHI JOCTIIKEHHS
1. Hassa nixapcekoro 3aco0y (3a Oxkcupid,
HasIBHOCTI - HOMEP peecTpaliinoro Cripel HazalipHUH, J1o30Banuit 0,05 %
MOCBIYEHHS):
1) 111 smikapeskoro 3acofy, 3a sIKuM I'iOputuii JlikapebKui 3acit
1POBOHMIIACS a00 INAaHyCThCs PCCCTPALTist

2) UPOBECHI JOCIIJDKEHHS TaK v Hi Ko Hi, 00rpyHTyBaTH
Bixnosimio xo sumor posiny 111 “Tlopsizky
[IPOBEJICHHS CKCICPTH3H PEECTPalliiHUX MaTepialin
Ha JIIKapCLKi 3aC00H, 110 T10/IAI0THCH Ha JIEPKABHY
peecTpaniio (epepeecTpatiio), a Takox eKClIepTH3H
MarepiajiB IIpo BHECEHHS 3MIH TPOTIIoM JIii
peectpariitnoro nocsiguenus’” (nakaz MO3Y Ned6()
B 23.07.2015p. 3i 3sMisamu) st ribpumux
JIKAPCHKHX 3aCO0IB Pe3yIibTaTh BIACHHX JOKIH T THIX
JIOCIIJKEHb HE BHMAraroThesl.

2. ®apmaxkoJoris: Bracui jtoxiinivHI g0CiipKenHs He IPOBOIHIHCE
1) nepsunna dapmakoarnamixa Brachi JIOKTIHIYH] JIOCIPKEHIS HE MTPOBOUUIHCE
2) BropuHHa (hapMakouHaMiKa Bnacui jloK/IHIYHI TOCIUKEHIIS HE TIPOBO)MITHC
3) papmakonorig Gestexu Biracni Jroxsminivqa JOC/IPKCHHS HE IPOBOJIMIHCE
4) papmaxo,)uamiani BzacMostii Buiacni Jl0KIIIHIYHI JIOCTI/DKEHIIS e [IPOBO/HIINCT
3. DapmakokilieTHKa Biracui lox/rinivai Jlocimjgkelins He IpoBOIMIHCE

1) anamiruyHi METOIMKH Ta 3BITH Moo 1X | Bracui Joxminigni 1ocii/pke s He 1POBO I
Basti i




2) BCMOKTYBaHHS

Bracni oxuminiani ociiipkenns He 1pOBOHIHCE

3) po3noin

BracHi JIoKIHIYH] JI0CTi/DKEHIS He IIPOBOJIHJIUCE

4) merabonizm

Buachi jiokiiniuni Jocniukenns He poBojHIIHCE

5) BUBE/IEHHS

Briacui jloxininivmi JJOCTiBKEnHs He TpOoBOIHINCE

6) hapmakokiHeTHIHI B3aeMOTii
(JIOKITiHIYHI)

Buracui noxminigmi gocipkenns ne IIPOBOTHITHCE

7) 1111 (hapMaKOKIHETHYHI TOCI DKCHHS

Biracui JIokIATMHEL T0CIHJEKEHHS He TPOBOIMIACEH

4. ToxcHkoIIoris:

Buracui noxsiinivni 10¢iijokeHHES He 1IPOBO/IIHCE

1) ToxcuunicTs y pasi ogHopasoBoro
BBEJICHHS

Buiacni jiokiiniuni octipkenns e 1poBoIHIcs

2) TOKCHYHICTD y pa3i HOBTOPHUX BREJIECHD

Briachi moxniniuni Jociukenns He IPOBOIHIIACE

3) PEHOTOKCHYHICTh:
n vitro

Buacui fowtiHIMHI OCHI/PKEHHS HE HPOBO/IHIHCE

In vivo (BK/TIOYAIOUH JOJATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

Bracui okiHIgHI OCT/DKEHHS e IPORO)HITHCE

4) KaHIEPOreHHICTD:

Brachi jiokuninivmi ociijukenns ne npoBo uimch

JOBIOCTPOKOBI JIOCITJDKEHHS

Bracui jjoxuninivui gociiokenns ne npoBo iimcn

KOPOTKOCTPOKOBI JIOCIIT/DKEHHS
abo JIOCIIKCHHS! Cepe/INbLOT TPHBATIOCTI

Bracui jloxuniniani JJOCI/DKCHHS HE IPOBOIHIINCE

JIOJTIATKOBI HOCIJDKEHH S

Biiacui JIOKIHIYHI JOCIIJPKEHSA HE TPOBOJHITICE

5) pelpoIyKTHBHA TOKCUYHICT Ta
TOKCHYHHH BIUJIMB Ha PO3BHTOK
IIOTOMCTBA:

Buracui jroxniniugi JOCIDKEHHS e TPOBOIHIINCE

BIUIHB Ha (epTUIIBLHICTD | paHHii
eMOpIOHAIBHUE PO3BUTOK

Bliachi NOKITIRIMHT JIOCTIPKCHHS HE TIPOBO/IUIIHCL

eMOpIOTOKCHYHICTE

Buiacui JIoKIIHIYHI JIOCIHPKEHIS HE HPOBOHIINCE

IIpéHarTrajibHa i HoCTHATAIRHA TOKCHYHICTE

Bracui jloxuminiugi oI/ pRenIs ne IpoBO HIIHCE

JOCIJUKEHHS, IIPH SKHUX IIPEIapaT
YBOJMTHCA IIOTOMCTBY (HECTATEBO3PIINM
TBApUHAM) Ta/abo OLIHIOETLES Bianena
Juist

Biacni JIOKIIHIYHI JOCITI/PKCHIS HE IIPOBO/IIIHCE




6) MicleBa IEPCHOCUMICTE

BiiacHi IOKITiHIYH] JOCTDKEHHS HE TPOBO/IIIHCE

7) 10/IATKOBI XOCIIJDKEHHs] TOKCHYHOCTI:

Bracni joxiriHigHI JIOCIIDKEIHS HE 1IPOBOIMINCE

AHTHIEHHICTH (YTBOPEHHS aHTHTLII)

Buracui qoxminiYgHI JOCHDKEHHS HE 1IPOBOAMIKCE

IMYHOTOKCHYHICTE

BitacH1 OKITIHIMII TOC/I/DKCHHS HE IPOBOJIINCT,

JIOCIDKEHISI MEeXaHi3MiR il

BiracHi JOKIIHIYHI JOCIHDKEHHS HE IPOBOIMIIHUCE

JIKapChKa 3aJIEeKHICTE

Biiacui JOKIHIUHI TOCTIPKCHHA HE TPOBOJIMIINCE

TOKCHYHICTEL MeTaboJIiTIB

Bulacni IoKTiHI9HI JIOCIDKEHHS HE TPOBOJIMIINCT

TOKCHYHICTH JOMIIIOK

Bracni jokimiHiuHI JOCTIPKCHHS HE TPOBO,IMIIHCH

1H11Ie

BulacHi moxmiHigHI T0CHGKEHHS HE NPOBOJIMINCH

5. BHCHOBKY 11010 JIOKJIIHIYHOTO
BHUBYCHH

Brnacui foxminigni JOCHPKEHHS He POBOMIINCE.
Jlokninivui lani npe/icTaBieHi y BUIIISL OTJISLIIB
miTeparTypHUX 1y OsiKaIii npo JIoKIinidii
JOCILJUKEHHS peepeHTHOIO Ipenapary.

3agBHHUK (BJIACHHK

peecTpauiiHoro
NOCBITYEHHS )

Jlupexrop
TOB «InnonesTHKa»
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Jlonarok 30

10 Tlopsiaky NpoBeIeHHs eKCIepTH3M
peecTpaliiinux Marepialis Ha JTikapehbKi
3ac00M, 1110 M0AKTRCS HA JICKABHY
peecrpaitiio (TilepepeecTpaniio), a Takox
CKCMCPTH3H MATEPIalliB IIPO BHECEHHS!

3MiH JIO peecTpauiiiHux matepiasin
TPOTSTOM il peecTpaltifiHoro nocsiueHiis
(mynkr 4 pozainy V)

3BIT

Npo KJIIHIYHE BUNPOOYBaHHs

1. Ha3Ba nikapcpKoro 3aco0y (3a HasiBHOCTI
- HOMEP peecTpaIiiHoro nocBiqueHHs)

Oxcupid,
crpei HasabHui, jJo30Banmi 0,05 %

2. 3asBHUK

TOB «Innonestuxay (Yxpaina)

3. Bupobuuk AT “Ximpapmzaros “Yepsona sipka”
4. Ipogesieni nociipKenHs: TaKk  « Hi  gKIo Hi, 06rpynTYBaTH
3rizEo BHMOT' MIKHAPOIHUX KCPIBHHIITB

(CPMP/EWP/239/95) 1a 3riuno Joparky 1T «Bumory jt
HOCII)DKENHs.  OIOCKBIBAICHTHOCTI  Pi3HUX  JHKAPCHKHX
¢opm» Hacranosn CT-H MO3Y 42-7.3:2022 “Jlikapcoki

sacoOu.  Jlocmimkenns — GloeKBiBaICHTHOCTI”, POl
«Jlikapceki  3acobu  micuesoi i  TAa  MicIEBOrO

3aCTOCYBAHH»: JIOCILDKCHIS O10eKBIBAICHTHOCTI i1 Vivo

Moxke OyTH BIIXHJIEHE, JOCTATHBHO JloBeleHs  Ix
(apmanesTHynHoOi  exBiBasicHTHOCTI. Y Marepiaiax jloche
MICTHTBCS JI0Ka3 (apMaleBTHIHol eKBiBAJICHTHOCT.
Bracui wiriniuni gociijpkensst He MpOBOAMIMCE, KIIHIMIH
marepiaM  IPEJCTABICH]  BIAIOBIHUMH  JIAHMH
o1y 01iK0BaHoT HAYKOBOI JITEpaTypH.

1) Tvnn nikapepkoro 3acofy, 3a AKHM
1poBoHIIacH ado IUIAHY €ThCS PeecTpaiis

I'iOpwmnit mikapenkuii 3acio

5. lloBua na3sa xiiHiYHOTO BUIPOOYBaHT,
KOJIOBaHHH HOMEP KJITHIY9HOTO
BUIPOOYBAHHS

Bracul wiinivni JoCiipKends ne IpoBo/MIHICE.

6. Paza KTHIYHOTO BUIIPOOYBatHs

Bnacni xiiniuHi JoCHiKeHHS HE TPOBOMINCE.

7. Hepioj npoBeIeH s KIHi9HOIro
BUITPOOYBAHHS

3 I1o




8. Kpaiun, jc npoBommiocs iiniaue
BUNPOOYBaHHS

BiiacHi KJIiHIYHI TOCHIJPKEHHS HE TPOBOIMINCE.

9. KiIbKICTB JIOCIIDKYBAHKX

3aluianoBana:
bakruuna:
Biracni KIiHIYHI JOCTIZIKCHHS HE [IPOBO/IAIIHCE.

10. Mera Ta BTopuHHI 1iJIi KIiHI9HOTO
BHITPOOYBaHHS

Buacni kniHivHI JOCII/GKEHHS HE TPOBOMIIUCE,

11. Jlu3aiin KIiHIYHOrO BUIIPOGYBAHHS

Buiacul ki1iHIuHI JIOCIKEHHS HE NTPOBOIUINCE.

12. OcHoBHI KpuTEpil BKIIOUEHHS

BiacHi kiHIYHI JOCTI/PKEHHS HE NIPOBOAMINCE.

13. JlocaijpkyBanuil jrixapesKuii 3acio,
crocid 3acTocyBaHHsl, cuila il

BriacHi kJIiHiYHI JOCTIKEHHS HE IPOBOJIMIIHCE.

14. [lpenapar 1nopiBHsIHHS, J1034, CIIOCIO
3aCTOCYBaHHsI, CHIa il

Bracni IHI4HI JOCTI/UKEHHS HE NIPOBOAMIIHCE.

15. Cymyrust repairis

BulacHi iJIiHIYHI JJOCTIEKEHHS HE POBOIMINCE.

16. Kpurepii oninku epeKTHBHOCTI

BracHi kniniuni A0C/HI/DKEHHS HE NPOBOJIUINCE.

17. Kpurepii oninku Oesnexu

BuacHi kJiHIYHI JOCIIPKEHHS HEe POBOAMIMCE.

18. CrarucTHyHl METOIH

BiiacHi KJIiHIYHI JOCTI/PKEHHS HC TIPOBOMIINCE.

19. Jlemorpadiuni 110xa3HuKy
JIOCIILKY BaHOT roryJisitii (cTarth, BiK, paca,
TOILO)

Brachi kniHigHI JOCH/KEHHS He NPOBO/MIIKCE.

20. Pesynsratu epeKTHBHOCTI

BilacHi KJIHIYHI TOCTIJEKEHHS HE TIPOBOAUIIMCE.

21. Pesynbraru Oe3reku

Biiacul xJIIHIYHI JIOCTIJRKEHHS HE IIPOBO/IMIIKCE.

22. BucHOBOK (3aKJIIOUEHHS)

/Biacui KNiHIYHI JOCIIJDKCHHSL HE [TPOBO;IMIIHUCE,
Kniniuni marepianu pejcrasiesi y BUIUISI ONISUIB
JTeparypHuX myOiKanii npo KIHIYHI JOC/HpKCHIs
pedepenrtnoro npernapary.

3asBHUK (BJIACHUK
peecTpalifHOro nocBi(4eHHs)
Hupexrop

TOB «lunonesrukay




