Jlonatok 29
o ITopsiaky npoBe/ieHHs EKCIEPTU3H
eecTpallifHuX MarepiaiiB Ha JTiKapchKi
acoOu, 110 TOAAIOTECS Ha JEPIKaBHY
Eeeupauim (mepepeecTpallio), a TaKoxK
EKCIIEPTH3H MaTepiasliB Ipo BHECEHHS
BMIH JI0 peecTpalliifHuX MaTepianiB
IPOTATOM JIii peecTpaniiHoro
[OCBITYEHHS
(myHKT 4 po3aiay IV)

npo

3BIT
JOKJIIHIYHI JOCTIIKeHHS

1. HasBa mikapebkoro 3acofy (3a nassrocti|/{ekpicron® 500 MO, tabnerku, 500 MO
- HOMEp PEECTPAIifHOr0 MOCBITYEHHS):

1) THn JiKapebKoro 3aco0y, 3a AKHM Jlikapcbkuit 3aci0, akuit Mae 100pe BUBYEHE
poBOAKIACs a00 IUIAHYETHCS PeecTpallis [MEIMYHE 3aCTOCY BAHHA

2) mpoBeEH1 JOCIIIKEHHS

TaK i M sxmo Hi, 00rpyHTYBaTH

3asBka Ha peecTpauito B €C 1ozasajiach sk Ha
nikapceKui 3aci0, KU Mae 100pe BUBUEHE
MeIHYHE 3aCTOCYBaHHA BiamosiaHo 1o Article 10a
of Directive 2001/83/EC.

dapmakouHaMivHi, GapmMakoKiHeTHUHI Ta
TOKCHKOJIOTuHi BacTHBOCTI BiTaminy D - mobpe
Bigomi. Ockigbku BiTaMin D € mupoxo
BHKOPHCTOBYBAHOIO, 100pe BIIOMOIO JIFOUOI0
PEYOBHHOIO, HE BUMAracThCs [IPOBEACHHS
MOAANBIINX JOCIIKEHD, 1 3assBHUK I[bOTO HE HAJae.
Takum YMHOM, JIaHi Ha OCHOBI OTJISIY JITEPATYpPH €
TAKHUMH, 10 BiJIOBIIal0Th BUMOTaM.

2. dapmakooris:

1) mepBuHHA (hapMaKoAHHAMIKa

2) BroprHHa (papMakoIHHaMiKa

3) apmaxosmoris Oe3nexu

4) hapmakouHaAMigHi B3aEMOIT

3. dapMakoKiHeTHKA:

1) aHaJIiTHYHI METOAMKH Ta 3BITH IOJ0 iX




Bastimamnii

2) BCMOKTYBaHHS

3) po3noin

4) MeTaboizm

5) BHBE/IEHHS

6) (apMaKOKiHETHYHI B3aeMOI1
(mOKITiHIUHI)

7) iHmi papMakOKiHeTHYHI JOCIIIKEHHS

4. TOKCHKOJIOTIS:

1) TOKCHYHICTE y pa3i 0JIHOPa3oBOro
BBEJICHHSA

2) TOKCHYHICTh y pa3i HOBTOPHUX BBEIEHb

3) reHOTOKCHYHICTh:
in vitro

in vivo (BKJIIOYAIOUH TOJJATKOBY OLIHKY 3
TOKCHKOKIHETHKH )

4) KaHLIEPOTCHHICTE!

JTOBIOCTPOKOBI JIOCIIIIKEHHS

KOPOTKOCTPOKOBI JAOCITIIXKEHHS
a00 OCHIJKEHHS CEPeIHbOT TPUBAJIOCTI

10/1aTKOBI JOCIIIKEHHS

5) penpoAyKTUBHA TOKCHYHICTh Ta
TOKCUYHHI BILIUB HAa PO3BMTOK [TIOTOMCTBA!

BILUIUB Ha (PEPTUIILHICTE 1 paHHI
eMOpioHaNBHUN PO3BUTOK

eMOpIOTOKCHYHICTh

IpeHaTallbHa 1 IOCTHATAIBHA TOKCHYHICTh




NOCIIDKEHHS, TIPH SIKUX TIperapar
YBOJUTHCA IIOTOMCTBY (HECTaTEBO3PIIHM
TBapMHaM) Ta/ab0 OIHIOEThCS BiIaIeHa
st

6) MiciieBa epeHoCUMICTh

7) IOJIaTKOBI JOCIiIKEHHsI TOKCHYHOCTI:

AHTUICHHICTH (YTBOPEHHS aHTHTLI)

IMYHOTOKCHYHICTB

NOCJIIJDKEHHS MeXaHI3MiB il

TiKapchKa 3aJIeXKHICTD

TOKCHYHICTh METa0OIIITIB

TOKCHYHICTH JOMIIIOK

iH1IIE

5. BUCHOBKH 1110710 JIOKJIIHIYHOTO
BHUBUEHHS

3asBHUK (BIIACHHK

-

peeCTpallifHOro R
IIOCBI/TYEHHS) 3 (miamuc)

" ‘Maiictpenko JI. B.

TOB «MIBE YKPATHA»

(. L. B.)




Jlomatok 30

no Tlopsziky POBEJIEHHs €KCIEPTH3H
peecTpalifiHHX MaTepiajiB Ha JTiKapechKi
3aco0H, 1110 TOJAKTHCS Ha IEPIKaBHY
peecTpaiio (epepeecTpaiiiio), a TakoxK
eKCIIEPTHU3H MaTepialiB IIpo BHECCHHS
3MiH 10 peecTpalifHiX MaTepialis
MPOTAroM il peecTpalifuoro .
[MOCBiMUeHHS i
(nyHkt 4 posainy [V) |

3BIT

npo KJiHiYHe BHNPOOYyBaHHS

1. Ha3sa nixapcekoro 3acody (3a
HasBHOCTI - HOMEpP peecTpaliifHoro
[IOCBITUCHHS)

Texpicron® 500 MO, TabieTky, 500 MO

2. 3agBHUK

TOB «MIBE YKPAIHA», Vkpaiua

3. Bupobuux

Mioe ['M6X ApiHaiimitrens, Hiveuunna
(mibe GmbH Arzneimittel, Germany)

4. TIpoBeieH] TOCHIDKEHHS:

tak HI M KO Hi, OOTPYHTYBATH

3asBKka Ha peectpanio B CC nojasaiach AK Ha
nikapchkuii 3aci, sikuit Mae 100pe BUBUCHE MEHYHE
sacTOCYBaHHA BiamosiiHo 10 Article 10a of Directive
2001/83/EC.

CyTHOCTi aKTHBHOTO iHTpesieHTy - 106pe BiJIOMI.
Histkix HOBHX KJIIHIYHHUX JOCIIIKEHD HE
nposomiocs. OTxKe, OrJIsal HAYKOBHX JIAHHX II0J0
KIiHIYHOT e)eKTHBHOCTI Ha OCHOBI JIiTEpPATyPHOTO
OTJISITY € TAKHM, II0 Bi/IMOBiAIOTE BHMOTaM.

1) THn JiKapchKOro 3aco0y, 3a SKHM
nposoaunacs abo MIAHYEThCs PeecTpallis

Jlixapchkuii 3aci6, sxuil Mae 100pe BUBYEHE MEAUYHE
3aCTOCYBaHHSA

5. IToBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBAHHS, KOJOBaHHH HOMEP
KJIIHIYHOTO BUIPOOYBaHHS

6. ®asza KIiHIYHOTO BHIIPOOYBAHHS

7. Iepiop mpoBeICHHS KIIHIYHOIO
BUIIPOOYBaHHS

8. Kpaiuu, /ie npoBOJHIOCS KIIIHIYHE
BUIIPOOyBaHHsA




0. KifpKiCTh HOCTIKYBAHUX

10. MeTa Ta BTOpHHHI 11T KJIiHIYHOTO
BUNPOOYBaHHS

11. Jlu3aitu KIiHi9HOrO BUNPOOYBAHHS

12. OcHOBHI KpHuTepii BKIIOYCHHA

13. JlocmimKyBaH1i TiKapChKHi 3acio,
cr1oci6 3acTocyBaHHs, CHIa Jiii

14. IIpenapar nopiBHsAHHS, 11032, cmocid
3aCTOCYBAHHSL, CHIIA JIii

15. CynyTHs Tepartis

16. Kpurepil OIIHKH e()eKTHBHOCTI

17. KpuTepii oniHku 0e3neKy

18. CraTHCTUYHI METOIH

19. lemorpadivni MOKa3HHKH
NOCIILKYBAHOT IOy (CTaTh, BIK,
paca, TOIIO)

20. Pesynpratn eeKTHBHOCTI

21. PesynbraTu Oe3Mekn

22, BUCHOBOK (3aK/TIOUEHHS)

3asBHMK (BIACHHK
peecTpaliftHoro Nocei4CHH)

TOB «MIBE YKPATHA»

(mianuc)

Maiictpenko JI. B.

(I.1.B.)




