Jomarok 29

1o [opsaxy mpoBeieHHs eKCIIEPTH3H
peecTpanifHuX MaTepialiB Ha JiKapehKi
3aco0u, 1110 MOJAIOThCS Ha JepIKABHY
peecTpaniio (nepepeecTpaiiio), a TAKOxK
CKCIIEPTHU3H MaTepialiB Ipo BHECCHHS =
BMiH [I0 peecTpalliiiHiuX MaTepianis
[IPOTATOM [Iii peecTpaliifnoro
TIOCBITYEHHS

(myHKT 4 po3miny [V)

3BIT
PO AOKJIHIYHI J0C/TiZKeHH
1. Hasga nmikapcrpkoro 3aco0y (3a JlexpicTon® kparmi, kpari opaabHi, po34uH,
HAsBHOCTI - HOMEp PeECTpaniiHoro 20000 MO/mn
[IOCBITYCHHS):
1) Tin nikapcpKoro 3acody, 3a SKHM Jlikapcekuit 3aci0, skuii Mmae 106pe BUBYEHE

[IpOBOJHIACH abo IINIaHYETBCA peewpauia MCIHYHE 3aCTOCYBaHHA

2) npoBeneHi JOCTiIKEHHS TaK Hi M sxwmo ui, 06rpyHTYBaTH

3asiBka Ha peectpaniio B €C rnoaasanace Sk Ha
nikapchkui 3acib, skuil Mae 1oGpe BUBYCHE
MeIMYHE 3aCTOCYBaHHA BIAMOBiAHO /o Article 10a
of Directive 2001/83/EC.

DapmakoauHaMiuHi, hapMakoKiHETHYHI Ta
TOKCHKOJIOIYHI BIaCTHBOCTI BitTaminy D - moGpe
Biztomi. Ockinbku Bitamin D € mmpoko
BHKOPHUCTOBYBAHOIO, 10Ope BiIOMOIO JiIOYOI0
PEUOBHHOIO, HE BUMAracThCsl IPOBEIEHHS
OJANBIINX JIOC/II/KEHB, 1 3asIBHHK [ILOTO HE HAJAC,
Taxum unHOM, aHi Ha OCHOBI OTJISNY JTEPaTypH €
TaKHMH, 1[0 BiJIIIOBI/IAFOTh BUMOTAM.

2. ®apmakosnoris:

1) nepeuHHa (apMakogHHAMIKa —

2) BTOpuHHA (hapMaKoJHHAMIKA —_

3) papmakosioris Gesnexu —

4) dbapmakoMHAMIYHI B3aEMOJIIT —

3. dapmakoKiHEeTHKA:




1) aHQTITHYHI METOAMKH Ta 3BITH IOJO IX
BaUTigarii

2) BCMOKTYBaHHS

3) po3moai

4) MmeTabos1izM

5) BUBEJIEHHS

6) papMakoKiHETHYHI B3aEMOIT
(TOKJTIHITHI )

7) iHIi (hapMaKOKIHeTHYHI OCIIHKEHHS

4. Toxcukomnoris:

1) TOKCHYHICTE Y pa3i 0AHOPa30BOI0O
BBE/ICHHS

2) TOKCHYHICTB Y pa3i HOBTOPHUX BBEJIEHb

3) reHOTOKCHYHICTE:
in vitro

N vVivo (BKJIFOYAKOYH JIOJIATKOBY OIIIHKY 3
TOKCHKOKIHETHKH)

4) KaHIIEPOT€HHICTh:

MOBrOCTPOKOBI AOCIIIKEHHS

KOPOTKOCTPOKOBI JIOCII/IKEHHS
ab0 JTOCIIJPKEHHS CepeIHbOT TPUBAIOCTI

TOJATKOBI TOCIIIKEHHS

S) penpoXyKTHBHA TOKCHYHICTB Ta
TOKCHYHHH BIIJIMB HA PO3BUTOK
MOTOMCTBA:

BIUIMB Ha (pepTHIILHICTE 1 paHHIH
eMOpiOHATBHUH PO3BHTOK

eMOpIOTOKCHYHICTE




3

[IpEHATaIbHA | TOCTHATAIBHA TOKCUUHICTh —

MOCIT [UKEHHSA, TIPU SIKHX [IpenapaT —
YBOIHUTECS IIOTOMCTBY (HECTATEBO3PIIHM
TBapUHaM) Ta/abo OLIHIOEThCA BiyiaieHa
ik

6) MicueBa MEPEHOCUMICTE -

7) IONATKOBI JOCIIIDKEHHS TOKCHYHOCTI: —

AHTHTEHHICTH (YTBOPEHHS aHTHTIN) -

IMYHOTOKCHYHICTE —

TOCTIIKEHHS MEXaHi3MiB il —

ITiKapchbKa 3aJIeXKHICTh —

TOKCHYHICTH MeTaloJIiTiB -

TOKCHYHICTH JOMIIIIOK =

i =

5. BHCHOBKY 111010 JTOKJIIHIYHOTO —

BHBUCHHS
3agBHUK (BJIACHUK //;7 %
peecTpaiiiHoro =

TTOCBiTUeHHS) Lo (mizmc)

JTronmmuna MAVICTPEHKO

TOB «MIBE YKPATHA» (. 1. B.)



Jlomatox 30

no [lopsinky nmpoBeieHHS eKCIepTH3H
peecTpariifHux MaTepialiiB Ha JiKapChKi
3acobu, 110 MOAAIOTECS HA JePIKABHY
peecTpaiio (l1epepeecTpailio), a TakKox
CKCIIEPTU3U MaTepiaiiB Ipo BHECEHHSA
BMIH JI0 peecTpalliifHUX MaTepiaiiB
[IPOTSTOM [l peecTpaniifHoro
MOCB1AYEHHS

(myHKT 4 po3aimy [V)

3BIT

npo KJiHiyHe BUnpoOyBanus 1

1. Hazga nikapcekoro 3aco0y (3a
HassBHOCT1 - HOMEp peecTpariiHoro
[TOCBITYCHHS)

JlexpicTon® kparuti, Kparii opaibHi, pO34iH,
20000 MO/mn

2. 3asIBHHK

TOB «MIBE YKPATHA», Ykpaina

3. BupoOHuk

Mmibe 'MOX ApnnaiimiTrens, Himeuunsa
(mibe GmbH Arzneimittel, Germany)

4. [TpoBeneHi JOCTIIKEHHS:

tak HiM  sgxkmo Hi, o6rpyHTYBaTH

3asBKa Ha peectpartito B €C nomasanachk K Ha
nkapceKuit 3aci0, sikuit Mae 100pe BUBYEHE MeTHYHE
3acTocyBaHHs BiAnosiaHo 10 Article 10a of Directive
2001/83/EC.

CyTHOCTI aKTUBHOI'O iHIPEIiEHTY - H00pe BiIOMi.
HisikuX HOBUX KIJIIHIYHHX JOCTIKEHb He
nposoaunocs. OTke, O/ HayKOBHX JaHUX LIOI0
KJIHIYHOT e()eKTUBHOCTI HA OCHOBI JIITEPATypPHOTO
OTJISI/ly € TAKHM, 1110 BiIIOBI1al0Th BHMOT'aM.

1) Tun Jikapcbkoro 3acody, 3a SKUM
mpoBoaAMiacs ado IUIaHY€EThCs
peecTpartis

Jlixapcrpkuit 3acib, axuit Mac 1oOpe BUBYECHE MEIUYHE
34CTOCYBAHHA

5. IToBHA Ha3Ba KIIHIYHOTO
BHITPOOYBAHHS, KOJOBAHUI HOMED
KJIIHIYHOTO BUIIPOOYBAHHS

6. ®a3a KIIHIYHOTO BUNIPOOYBaHHS

7. Ilepioa npoBeAeHHS KIIHIYHOIO
BUNPOOYBaHHS




8. Kpaiuu, ne mpoBoamiocs KiiHiube
BUNIPOOYBAHHS

9. KijlbKicTh A0CiKYBaHUX

10. MeTa Ta BTOpUHHI Wi KITHIYHOIO
BUIIPOOYBaHHS

11. [{u3aiis KIiHIYHOrO BUIPOOYBaHHS

12. OcHOBHI KpHUTEPIi BKIIFOUEHHS

13. JlocnipkyBanui JlikapchKuii 3acib,
croci6 3acTocyBaHHS, CHiia il

14. IIpenapar mopiBHAHHS, 1034, CIIOCIO
3acTOCYyBaHH$, CHJIa Jii

15. CynyTHs Tepamis

16. Kpurepii ominku epeKTHBHOCTI

17. Kpurepii orinku Oe3nexu

18. CraTucTHuHi METOIH

19. leMorpadiuHi HOKa3HUKH
JIOCIIKYBaHOT nomyisuii (cTaTh, BiK,
paca, TOIIO)

20. PesynpTati epeKTHBHOCTI

21. PeaynpraTt Oe3neku

22. BUCHOBOK (3aK/ITIOUEHHS)

=
e
3asBHUK (BIIACHHK =
e
peecTpariiHOrO MOCBITYEHHS) ‘ / ==
- = (minmuic)
TOB «MIBE YKPAIHA» MHIOI[MI/IJIB. MAFICTPEHKO

@LLB)




