Joaatok 29

110 [opsiaky npoBeeHHS eKCIIEPTH3H
CECTpaliiHUX MaTepiasiB Ha JiKapchki

BacoOu, 110 MOJAIOTHCS HA JEPIKABHY

peecTpaniio (liepepeecTpariio), a TaKox

CKCTICPTH3H MaTePiasiB PO BHECEHHS

BMIH 110 peeﬁl"pamﬁﬂnx. Marepianis
pPOTAroM Aii peecTpaniinoro
OCBiTYEHHS

I(HyHKT 4 posainy IV)

3BIT

NPo JOKJiHIYHI JOC/iKeHH

1. Ha3pa nikapcekoro 3aco0y (3a
HASBHOCTI - HOMEP pPeecTpaniiHoro
OCBi{YEHHS):

Bitanpomnt®, TaGeTky, BKPHTI ITIBKOBOKO
obononkoro 1mo 1000 mMxr

1) Tun nikapcpkoro 3aco0y, 3a SKUM
MPOBOAKIIACS a00 IIaHy€eThCs peccTpallis

Ulikapebkuit 3aci6, sxuit mae 106pe BUBUeHE
MeIHYHE 3aCTOCYBaHHs

2) IpoBe/IeH] JOCIiIKEHHS

TaK Hi M sxmo Hi, 06rpyHTYBaTH

3asBKka Ha peectpaniio B €C nojasangach K Ha
mikapcekmit 3aci6, sxuit Mae 106pe BHBYeHE
MeIMYHE 3aCTOCYBAaHHS BIAMOBIAHO 10 Article 10a
of Directive 2001/83/EC.

HoBHX TOKMIHIYHUX JOCIIIKEHD 3asBHHK HE
[IPOBO/IHB, HAZIAKOTHCS BUKIIIOYHO Gibmorpadiuni
aHi.

2. ®apmaxosoris:

1) nepsunHa hapmakoauHaMiKa

2) BTOpHHHA (hapMaKoJuHaAMiKa

3) dbapmaxororis 6e3mexu

4) papmakoauHaMiuni B3aeMoii

3. ®apMakoKiHeTHKa:

1) aHATITHYHI METOIMKH Ta 3BITH LIOJO iX
BasTigaii

2) BCMOKTYBAHHS




3) posmoain

4) meTaboJ1i3m

5) BUBEJIEHHS

6) hapmakoKiHETHYHI B3aeMOi]
(oxTiHIYHi)

7) iammi GapMaKOKiHETHYHI JOCTiKSHHS

4, Toxcuxostoris:

1) TOKCHYHICTE y pa3i OHOPA30BOI0O
BBE/ICHHSA

2) TOKCHYHICTh Y pa3i MOBTOPHUX BBEIEHb

3) reHOTOKCHYHICTE:
in vitro

in Vivo (BKJIFOYAOYH J0JAATKOBY OIIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOTEHHICTD:

TTOBIOCTPOKOBI JOCIIiIKEHHS

KOPOTKOCTPOKOBI JIOCIi IPKEHHS
ab0 JNOCIIIJKEHHS CePeIHBOT TPUBAJIOCTI

TOMATKOBI TOCIIIIKEHHS

5) penpoAyKTHBHA TOKCHUHICTH Ta
TOKCUYHUIT BIUTHB Ha PO3BHTOK
[OTOMCTBA!

BILTMB Ha (DePTUIBHICTD i paHHii
eMOpioHaTbHUH PO3BHTOK

eMOpiOTOKCHYHICTD

MpCHaTaIbHAa i OCTHATAIbHA TOKCHYHICTD

TOCIIIIKEHHS, TIPU SIKUX Mperapar
YBOJIMThCS IIOTOMCTBY (HECTaTEBO3PLITHM




TBapHHaM) Ta/ab0 ONIHIOETHCA BiianeHa
s

6) MicIieBa IepeHoCUMICTh

7) MOJATKOBI AOCIIUKEHHS TOKCHYHOCTI:

AHTHTEHHICTh (YTBOPEHHS aHTUTII)

IMYHOTOKCHYHICTE

TOCITIDKEHHSA MEXAHI3MIB i1

[TiKapchKa 3aJIeKHICTE

TOKCHYHICTH META0OITITIB

TOKCHYHICTH JOMIIIIOK

[HITIE

5. BUCHOBKYM 11010 JOKTIHIYHOTO
BHBYEHHSI

3asiBHUK (BIACHHUK
peecTpaniiinoro

...... —

MOCB1TUEHHS)

(migmuc)

Jiomvmia MAMCTPEHKO

TOB «MIBE YKPATHA»

(IL I.B))
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i[onaTOK 30 ‘
mo Ilopsaxy npoBeeHHs eKCIePTH3H !
; peecTpaniifHux MaTepianis Ha Jikapchki i
| 3aco0H, IO MO/IAXOTECS Ha JIEPIKABHY ‘
' peecTpailito (mepepecctpaniro), a TAKoK .
[sxcnepmsn MarepialiB Ipo BHECEHHS ‘
3MiH JI0 peecTpalifHuX MaTepiasis
MPOTArOM Iil peecTpaniiHoro

TIOCBiTUeHHS
f (myrKkT 4 posminy IV) |
L e — | il
3BIT
npo KiiHiyHe BUNPoOyBaHHs
1. Haspa nikapcekoro 3acofy (3a Biranpomnt”, Ta61eTKH, BKPHTI IUTIBKOBOKO
HasIBHOCTi - HOMep peecTpanifiHoro obonorkoro o 1000 Mkr
[OCBiTYEHHS)
TOB «MIBE YKPAIHA», Yxpaina
2. 3asiBHHK
MmiOe I'M6X ApunaiiMitrens, HiMmeuunna
3. Bupobuuk ; .
(mibe GmbH Arzneimittel, Germany)
4. IIpoBeieHi 1OCTiKEHHS: rak  Hi M gxkwo ui, o6rpyHTYyBaTH
3asBKa Ha peectpauito B €C nojaBaiack sk Ha
TikapchKui 3aci, skuit Mae 106pe BHBUECHE MeIuuHe
3aCTOCYBaHHS BiOBiHO 00 Article 10a of Directive
2001/83/EC.
HoBi KTiHIYHI JOCITIIKEHHS 3aIBHAKOM He
MpoBOHIHCS, Oi0miorpadiuni qani mogaHo.
1) Tam gixapcekoro 3acoby, 3a KHM Jlikapcekmit 3aci6, sikuil Mae 100pe BHBUCHE MeUUHE
NpoBoauIacs abo IIaHyeThes 3aCTOCYBaHHs
peecTpaitis

5. IloBHa Ha3Ba KiIiHIYHOTO
BHIIPOOYBaHHs, KOJOBaHUH HOMED
KJIIHIYHOTO BUIIPOOYBaHHs

6. Pa3a KIiHIYHOTO BHIPOOYBaHHS =

7. Ilepios mpoBeIeHHs KIIIHITHOTO -
BUIIPOOYBaHHS

8. Kpainu, e npoBoamiocs KiiHiune -
BHIIPOOYBaHHSI

9. KutbKicTs Z0CHi Ky BAHHX -




10. Merta Ta BropuHHi mini kiiHi9HOrO
BUIIPOOYBAHHS

11. Tuzaiin kninivnoro sunpo6ysamss

12. OcHoBHI KpHTepii BKIIOUEHHS

13. JlocmimkyBanuii mikapekuii 3aci0,
croci0 3acTocyBaHHS, cuia i

14. Tpenapat nopiBagHHs, 1034, croci6
3aCTOCYBaHHS, CHJIA il

15. CymyTns tepanis

16. Kputepii ouinku ehextuBHoCTI

17. Kpurepii ouinku 6esnexn

18. CraTucTHyni MeTOIH

19. Jlemorpadiuni mokasauku
TOCITI DKy BaHOT Oy JIALGT (CTaTh, BiK,
paca, TOIIo)

20. Pesynbratu edexTuBHOCTI

21. Pesynprate Gesnexn

22. BUCHOBOK (3aKITFOYEHHS)

3asiBHUK (BIACHHK
PpeecTpaniifHOro NoCBiYeHH )

>

TOB «MIBE VKPATHA»

-

" (niamuc)

JIroamuia MAMCTPEHKO

(LL.L.B:)




