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A0 Tlopsiaky npoBe/ieHRs excriepTHsn
peecTpauiifnix Matepianis na jikaperki
3aC00H, L0 MOIAI0THCS HA JIEpKABHY
peecTpanio (nepepeectpalliio), a Takoxk
CKCHEPTH3N MATCPIaIiB NPO BHECCHHS
3MiH /10 peecTpaniitnux marepianis
ApoTsAroM Jii peectpauiiinoro
NOCBiueHHSA

(mynkT 4 pospiny 1V)

3BIT

1Po JOKIIHIYHI JocaiaKeH st

1. Hasga siikapcekoro 3aco6y (3a
HasBHOCTI - HOMEp peecTpaliiiHoro
NIOCBITUEHHS )

Omenpason-Japunus, nopowok aus po34HHY
st ingysiii mo 40 mr y gurakoni; mo 1 haakony
B mavmi

1) Tun nikapcekoro 3aco6y, 3a skum
POBOJIM/IACH aDO IIIAHYETBCS PeecTpallis

["enepuunnii nikapcwkuii 3acit

2) npoBesieHi KoCTiKeH S

[] rak X wi  sxmo Hi, o6rpyHTYBaTH
Obepynmysanns: e  reHepuyHuii Tikapcekuii
3aci6. Bianosiano no Bumor posziny 111 IMopsaky
NPOBe/IeHHA eKCIIePTU3H peecTpauiiiHux
MatepiaiB Ha niKapcbki 3ac00H, 110 NOAAIOTLCH HA
AepKaBHY peccTpalliio (nepepeecTpaiiio), a Takox
€KCMIEPTH3M MarepialiB Mpo BHECEHHS 3MiH 110
peecTpauifinux  marepianis  mportsrom  nii
peectpauiiinoro noceiguenns (Hakas Minicrepctsa
OXOpOHH 310poB’s Ykpaiuu Bia 26.08.2005 Ne 426
(31 3MiHamu, uwHHA perakuis) Ta crarri 10.1
Hupekrueu 2001/83/€C nokniniuni pocmimkenns
HE BHMAararoThes.

2. Gapmakonoris:

1) nepeuHHa dapmakoanHaMika

2) BTOpHHHA (hapMakojuHaMika

3) dapmakosnoris Gesnexu

4) papmakomHamiuni B3aemoii

3. @apMakoKiHeTHKa;

1) ananituuni MetToaukM Ta 3BiTH W00 TX
BasTi qauii

2) BCMOKTY BaHHs

3) posnoain

4) MmeTadosizm

5) BUBeIeHHs

6) papmakokiHeTHYHI B3aeMoii
(AOKiHIuHI)

7) iHwWi (apMakoKiHeTHIHI KocikenHs

4. Tokcukonoris:




1) TokcHUHICTB V pasi OJIHOpPa30BOI0
BBEJIEHHS

2) TOKCHYHICTB y pa3i NOBTOPHHX BBEJEHB

3) FreHOTOKCHYHICTh:
in vitro

in vivo (BKJIKOYAKOUH JIOATKOBY OL[HKY 3
TOKCHKOKIHETHKH)

4) KaHIEPOreHHICTD:

JIOBIOCTPOKOBI HOC/Ii J[ZKEHHS

KOPOTKOCTPOKORI JOCITI/IKEHHS
abo JI0CIIIKeHHs cepeIHbOT TPUBAOCTI

J10/1aTKOBI ,IlOCJ'Ii).l}KBHHﬂ

5) penpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHHMI1 BIUTMB HA PO3BUTOK
MOTOMCTBA:

BIUIWB HA (QepTHIBHICTE i paHHiii
eMOpioHaIbHUI PO3BUTOK

eMOpiOTOKCHYHICTE

[peHaTallbHA | MOCTHATANILHA TOKCHYHICTh

0CITTIKEHHS, TIPU AKHX TIpenapar
YBOAHTBECS [OTOMCTBY (HECTATEBO3PiIUM
TBapHHaM) Ta/ab0 OLiHIOETLCS BifjaneHa
it

6) MicLieBa 1epeHOCHMICTh

7) 10AATKOBI JOCIIKEHHA TOKCHUHOCTI:

AHTUTEHHICTh (YTBOPEHHS aHTHTIJ)

iMYHOTOKCHYHICTE

OCHITKEHHs MeXaHi3MiB aif

NMiKapchKa 3a1eKHICTh

TOKCHUHICTL MeTaboiTiB

TOKCHYHICTB JJOMILLIOK

iHLIE

5. BUCHOBKH L[0/10 AOK/IiHIYHOTO
BHBYEHHS

3agBHUK (BJIACHUK
peecTpatiitHoro

MOCBiTUEHHS)
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HonaTtok 30

no [Nopaaky npoBeeHHs eKcniepTH3H
peecTpauiiiHux MaTepiaiiB Ha Tikapchki
3acodu, 110 MOJIAKTECA Ha JepKaRHy
peecTpallilo (nepepeecTpallit), a TAKoX
€KCNEPTH3H MaTepiaiB Mpo BHeCEHHA
3MiH 0 peecTpaLiiiHiX MaTepiania
MpOTAroM Aii peecTpawiiiHoro
MOCBiYEHHA

(nyHkr 4 pozainy IV)

3BIT
Npo KJIiHiYHe BUHIIPOOYBAHNA

1. Ha3Ba nikapcekoro
3aco0y (3a HassBHOCTI -
HOMEp peecTpaliiiHoro
[MOCBiIYEHHA )

Omenpasoa-Jlapuuus, nopomok As po3unHy Aas indysiii no
40 mr y daakoni; no 1 paakony B nauni

2. 3asiBHUK

IIpAT «®Dapmanestiina dipma «lapuuiy

3. Bupoonuk

JIABOPATOPIOC HOPMOH C.A., Icnanis (LABORATORIOS
NORMON, S.A., Spain)

4. TlpoBeneni nocniukenns:

[Jrax XIni  sxmo Hi, 0GrpyHTYBaTH

Obrpynmyeanns: 1le renepuynuii nikapcbkuii 3aci6. Bigmosiauo
J10 HACTAHOBH «Jlikapepki 3aco0u. HocnigxenHs
OioekpiBanentHocti» CT-H MO3Y 42-7.2:2020 ([doaatox I,
naparpad  «IlapenTepanbHi  po3YmHH») Ta  KepiBHHITRA)
CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr ** «KepiBHHITBO 3
nocnipkeHs  GioeksiBanentHocTi»  (Jlomarok I, naparpad
«llapentepanbii  posunHn») GiOEKBIBANIEHTHICTL JiKAPCHKOTO
3aco0y Omenpason-/lapHuis, HOPOLIOK JIisl PO3YMHY 1A iHY3iii
no 40 mr y dnaxoni; no 1 ¢uakoHy B mauni, pedepeHTHOMY
JiKapehkoro 3aco0y, 6yo 0BeieHO Ha OCHOBI (apMaleBTHYHOT
€KBIBAIEHTHOCTI,

1) Tvn nikapcekoro 3aco6y.
3a IKHM MPOBOIMIIACS abo
[IAHYETBCA peecTpallis

['enepuynuii nikapcekuii 3acio

5. [ToBHa Ha3Ba KIIiHIYHOIO
BUINIPOOYBaHHA, KOJORAHHI
HOMeEp KJIiHiYHOTrO
BUNIPOOYBaHHA

6. Maza KIiHiYHOrO
BHIIPOOY BAHHA

7. Ilepioa npoBeneHHs
KJIIHIYHOTO BUIIPOOYBaHHS

8. Kpainu, e nporoauiiocs
KJliHiYHe BUNPOOYBaHHA

9. KinekicTs
10CTIIKY BAHHX




10. Meta Ta BTOpHHHI 1(ii
KJIiHiYHOro BUNpoOyBaHHs

1. Ausaiin kniniunoro
BUIIPOOYBaHHsI

12. OcHoBHi kpuTepil
BKJIIOYEHHS

13. HocnimkyBaHuii
nikapcbkHii 3acid, cnocid
3aCTOCYBaHHA, CHJIA Ail

14. TIpenapar rnopiBHsAHHS,
11032, crocid 3acTocyBaHHs,
cuna ail

15. CynyTHs Tepanis

16. Kputepii ouinku
eheKTHBHOCTI

17. Kputepii ouinkn
Oesnexu

18. CTaTHCTHYHI MeTOAN

19. Jlemorpagiuni
MOKa3sHUKHN JOC/iIKYBaHOT
nomyJiALii (cTath, Bik, paca
TOILI0)

20. PeayapTaru omiHkn
epeKTHBHOCTI

21. PesynbTaty omiHKu
Oesneku

22. BucHoBok
(3aK/THOUeHH)

3asBHUK (BIACHUK
peecTpauiiiHoro noceigueHHs)
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