Jonatok 29

no ITopanky npoBeeHHs €KCIIEPTH3H
peecTpauifiHux MaTepianis Ha JIiKapChKi
3aco0u, 1110 MOJAITHCA Ha AEPKABHY
peecTpauiio (epepeecTpaniio), a TAKOXK
eKCTIepTH3H MaTepiajiB Npo BHECEHHA
3MiH JI0 peecTpaLiiiHiX MaTepialip
NpOTAroM Aii peecTpauiifHoro
NOCBiMUEHHA

(myHKT 4 po3niny 1V)

3BIT

npo JOKJIHIYHI JOCTi/KeHHA

1. Hassa nikapcekoro 3aco0y (3a
HassBHOCTI - HOMEpP PeeCTpaliiHoOro
OCBITYCHHS):

JTexcnpo®, rpaHyJin st OPAJLHOIO PO3YHHY 110
25 mMr

1) Tun mikapchKoro 3aco0y, 3a SKHUM
IpOBOAMIACS 200 MIIAHYETBCS PEECTpALLis

["enepuyunHMii mMiKapCchKHit 3aci0

2) npoBeieHi JOCIiKEHHS

[] Tax ] Hi gKmo Hi, OOIPYHTYBATH
Ob6epynmyeanns: lle TeHepWYHWHA JTiKapCHKUH
3aci0. BianosigHo no Bumor posainy III TTopsaky
NPOBEJICHHS eKCTIePTH3H peecTpaniitHux
MarepiaiiB Ha JTiKapchKi 3ac00H, 1110 OJAIOTHCS Ha
JepKaBHY peecTparliio (ImepepeecTpailiio), a TaKox
eKCIepTH3H MaTepialiB Ipo BHECEHHS 3MiH J0
peecTpallifHuxX  MaTepiamiB = OpoTAroM i
peecTpaiiifHoro nocsijyeHHs (Haka3 MinicrepcTea
OXOPOHH 3]I0poB’s YKpainu Bij 26.08.2005 Ne 426
(31 3MiHamMu, 4yMHHa penakuis) Tta crarri 10.1
Jupextusu 2001/83/€C moxmiHiuHI JOCTIIKEHHS
HE BUMAraroThCs.

2. GapmMaxooris:

1) nepBuHHA hapmako uHAMIKA

2) BTopHHHa hapMaKoIHHaMiKa

3) hapmakonoris Ge3neku

4) bapmakoguHaMIuHi B3aEMOIi

3. @apMaKOKIHETHKA:

1) aHamiTHYHI METO/IMKH Ta 3BITH OO 1X
BaUTiJanii

2) BCMOKTYBaHHS

3) po3nomin

4) metabonizm

S) BUBEICHHS

6) GpapmMakoKiHETHYHI B3a€MOIi1
(moxJtiHIYHI)

7) iH1i (papMaKOKIHETHYHI JOCIIKEHHS

4. TOKCUKOIIOTIA:




1) Toxcu4HicTh y pasi 0HOPa30BOTO
BBEJICHHS

2) TOKCHYHICTD y pa3i IOBTOPHHX BBEEHb

3) reHOTOKCHYHICTb:
in vitro

in vivo (BKJIFOYAOYH J0AATKOBY OIIIHKY 3
TOKCHKOKIHETHKH )

4) KaHIEPOTE€HHICTh:

NIOBrOCTPOKOBI JAOCIIiIKEHHS

KOPOTKOCTPOKOBI TOCHIHKEHHS
ab0 MOCITIMKEHHS CepeIHbOI TPHBAIOCTI

TOJATKOBI JOCIIIKEHHS

5) penpoyKTHBHA TOKCHYHICTE Ta
TOKCHYHHI BIUTMB Ha PO3BUTOK
[TOTOMCTBA:

BIITMB Ha (PEPTHIILHICTD 1 paHHii
eMOpiOHaJIbHHI PO3BHTOK

eMOpiOTOKCHYHICTE

[IpcHaTajlbHa i MocTHaTa/IbHA TOKCHYHICTh

JTOCIIIJDKEHHS, TIPH SKHX Tpenapar
YBOJHTBHCS IOTOMCTBY (HECTaTEBO3PiIAM
TBapHHAaM) Ta/abo OIiHIOEThCA BijyianeHa
st

6) MiclieBa IIEPEHOCHMICTh

7) DOJATKOBI TOCIIIKCHHS TOKCHYHOCTI:

AQHTUTeHHICTE (YTBOPEHHS aHTHTLN)

IMYHOTOKCHYHICTh

ITOCIIIPKEHHS] MEXaHI3MIB il

TiKapchKa 3aJIeXkHICTh

TOKCHYHICTH META0OIIITIB

TOKCHYHICTH JOMIIIIOK

iH111E

5. BUCHOBKH OO0 JOKITIHIYHOTO
BHBUYEHHS

3asBHUK (BJIACHHK
peecTpaniiiHoro

MOCBITYEHHS)
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Honarox 30

no [Nopsaaky npoBeeHHs eKCepTH3H
peecTpaliifHUX MaTepiajiB Ha JliKapchbKi
3ac00M, L0 MOAAIOTLCS HA JAEPKABHY
peecTpaliio (nepepeecTpariio), a TaKoxK
€KCMEePTH3H MaTepiasliB Npo BHECEHHs
3MiH JI0 peecTpaLiiH|X MaTepianip
NPOTATOM J1iT peecTpauiiiHoro
MOCBIYEHH

(nyHkr 4 posainy IV)

3BIT
Npo KJIiHIYHe BHNPOOYBAHHS

1. Ha3Ba nikapcbkoro
3aco0y (3a HassBHOCTI -
HOMED peecTpaIiitHoro

HMexenpo®, rpany/u 115t OpajJbHOI0 PO3YHHY 1o 25 mr

MIOCB1TYEHHS)
2. 3asBHUK [IpAT «®apmanetudna dipma «lapHuiis»
3. Bupobnuk [IpAT «Dapmaneruyna dipma «JlapHurs»

4. [IpoBeieH1 HOCTIKEHHS:

[ ] Tak DX Hi  sxmo Hi, 06rpyHTYBaTH

Obrpynmyeanns: lle reHepuunuit nikapcekuii 3aci6. Bigmosigno
1o HACTAHOBH «Jlikapchbki 3aco0m. Hocmimkenus
6ioexBiBasienTHOCcTI» CT-H MO3Y 42-7.2:2020 (Jlomatox II,
maparpad «Po3uMHEM IS OpaJBHOTO  3aCTOCYBaHHS») T4
kepiaunrea CPMP/EWP/ QWP/1401/98 Rev. 1 / Corr **
«KepiBaunrso 3 mocmimkens OioexBiBaneHTHOCTI» (Jlomarox II,
naparpad  «Po3umHEM I8 OpalBHOrO  3aCTOCYBAHHSY)
OioeKBiBaJICHTHICTE JIiKapChKoro 3acoby Jlexcnpo® , rpanyu [uis
OpaJIbHOTO PO3YHHY 110 25 Mr, pedepeHTHOMY JIKapChKOro 3acoly
Dexalgin®, rpanynu s opaisHOro posumsy mo 25 Mr, 6yio
JIOBEJICHO Ha OCHOBI (hapMalleBTHYHOI €KBiBaJIEHTHOCTI.

1) Tun nikapcekoro 3aco0y,
3a AKHM [POBo pIacs abo
[UIAHY€THCS peECTparis

I'enepuunumii TikapceKuii 3acid

5. IloBHa Ha3Ba KJIiHIYHOTO
BUNPOOYBaHHS, KOJIOBaHUH
HOMeEp KJIHIYHOI'O
BUIIPOOYBaHHA

6. @aza KiIiHIYHOTO
BUIPOOYBaHHS

7. Ilepiox nporeieHHs
KJITIHIYHOTO BUIIPOOYBaHHS

8. Kpainwu, e mpoBoisiocs
KIIiHIYHE BUNIPOOYBaHHS

9. KinbKicTh
OCTI Ky BaHHX




10. MeTa Ta BTOpUHHI 1L
KJIIHIYHOTO BUTIPOOYBaHHS

11. JIu3aiiH KIiHIYHOTO
BUIIPOOYBaHHS

12. OcHoBHI KpHTEpii
BKJTFOUEHHS

13. DocnipKyBaHH#H
mKapceKui 3acib, crocid
3aCTOCYBaHHS, CHJIA Jil

14. Tlpenapar nopiBHAHHSA,
11033, c110ci 3acTOCyBaHHH,
cuna ail

15. CynyTtHs Tepamnis

16. Kpurepii oinku
ehexTUBHOCTI

17. KpuTepii orinku
Oe3nexu

18. CrarucTHyHi METOIH

19. llemorpadiuni
MOKa3HUKH JOCIIIKYBaHOT
MOMYJIALIT (CTaTh, BiK, paca
TOIIIO)

20. Pe3ynbraT OLiHKH
e eKTHBHOCTI

21. Pe3ynpTaT OLIHKH
Oe3nexu

22. BucHOBOK
(3aKJIFOYCHHS )

3asBHHUK (BIIACHHK

peeCTpaIiifHOro MOCBiTUYCHHS )
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