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EonaTOK 29

o ITopsiKy NpoBeeHHS eKCIepTH3H
ipeempauiﬁHHx MarepiaiiB Ha TiKapchKi
3aco0u, 1O MOJAIOTHCS HA JIEPIKABHY
peecTpartiio (IlepepeecTpariio), a TakosK
EKCIIEPTH3M MaTepialliB PO BHECEHHS
3MIH JI0 peecTpalifHuX MaTepialis
MPOTSroM Aii peectpariiiHoro
[IOCBITYEHHS
’(HyHKT 4 pozniny IV)

3BIT

PO AOKIIHIYHI JOCTiKeHHS

1. Hasga Jsikapcekoro 3acoby (3a
HAsSBHOCTI - HOMEp peecTpalifiHoro
[TOCBI/IUYCHHSH):

Bitanpomnt®, posuns s in’exiit mo 1000 Mkr

1) Tun JiKapeLKoro 3acoby, 3a SKHM
IPOBOAMIIACS a00 IUIAHYETHCS peecTparis

Ulikapcbkuii 3aci6, sxuii Mae 106pe BUBUCHE
MEIHYHE 3aCTOCYBaHHSI

2) npoBesieHi JIOCIIKeHH s

TaK

Hi M sxmo Hi, 06rpyHTYBaTH

3asBka Ha peectpaunito B €C mogasaiack sk Ha
JKapChKuit 3aci6, kUit Mae 106pe BUBUCHE
MEJIHYHE 3aCTOCYBaHHS BiAMOBiHO g0 Article 10a
of Directive 2001/83/EC.

Hanatotsest 6ibmiorpadiuni nani.

2. ®apmaxosoris:

1) nepBunHa GapmakoHaMika

2) BTOpuHHA (hapMakoIuHaMiKa

3) papmakostoris 6e3nexku

4) dbapmakouHaMivHi B3aeMoii

3. @apMakoKiHeTHKa:

1) aHANITHYHI METOIUKH Ta 3BITH IOJI0 TX
Baui Al

2) BCMOKTYBaHHS

3) posnoain




4) metabomism

5) BHBE/IEHHS

6) bapmakokineTwyni B3aemomii
(MOKITiHIYHI)

7) i papMakoKiHeTHYH] 10CiIKeH S

4. Toxcukooris:

1) ToxenunicTs y pasi ogHOpazosoro
BBEJICHHS

2) TOKCHYHICTE y pasi IOBTOPHHX BBE/ICHB

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKTIOYAIOYH 10JATKOBY OI[HKY 3
TOKCHKOKIHETHKH)

4) KaHIIepOreHHICTE:

JIOBTOCTPOKOBI AOCIIiDKEHHS

KOPOTKOCTPOKOBI JIOCIII IKEHHSI
abo JoCTi HKCHHS cepeIHbOT TPHBAIOCTI

TOJATKOBI TOCIIDKEHHS

5) PenpoOayKTHBHA TOKCHYHICTE T4
TOKCHYHHH BITJIHB HA PO3BHTOK
[OTOMCTBA:

BIUIHB Ha (DEPTHIBHICTL | paHHiii
eMOpiOHAIBHHI PO3BUTOK

eMOpIOTOKCHYHICTE

[IPEHATAIbHA 1 TIOCTHATAIBLHA TOKCHYHICTh

JOCTI/UKEHHS, TIPH SIKHX IIperapar
YBOZHUTBCS IIOTOMCTBY (HECTATEBO3PLIHM
TBapHHaM) Ta/ab0 OLIHIOEThCS BimanieHa
st




6) MicLieBa MEPEHOCHMICTh

7) DOJATKOBI JHOCITI PKEHHS TOKCHYHOCT:

AHTHUTCHHICTD (YTBOPEHHS AHTHTIN)

IMYHOTOKCHYHICTB

JIOCTIIKEHHS] MEXaHI3MIB Jiii

iKapChKa 3aIeKHICTh

TOKCHYHICTE MeTabomiTin

TOKCHYHICTE JOMIIIIOK

iHIIIE

5. BUCHOBKH 010 AOKTIHIYHOTO
BHBYEHHSI

3asBHUK (BIACHUK
peecTpariiaoro

[IOCBLAYCHHST)

(migmmmc)

Mapis [IIBOBAPOBA

TOB «MIBE YKPATHA»

(II.1. B.)

ALV



Homnatok 30

710 Topsyky mposenenns excnepTusu
peecTpaniitHux MaTepialis Ha TikapchKi
3aco0H, 110 MOJAIOTHCS HA JIEPKABHY
peecTpariio (mepepeecTpariro), a TAKOK
CKCIICPTU3H MaTepialliB PO BHECSHHS
3MIH JI0 peecTpaniifHnx Matepianis
[IPOTATOM Jii peecTpariinoro
TIOCBI/TYEHHS

(wymkr 4 po3giny IV)

|

3BIT

npo KJiHIYHEe BUNPOOYBaHHSs

1. Haspa nixapcekoro 3aco6y (3a
HAsABHOCTI - HOMEp peecTpaniifnoro
[IOCBITUCHHS)

Biranpomut®, posumn s 16’ exuiif o 1000 Mxr

2. 3asBHUK

TOB «MIBE VKPAIHAY, Ykpaina

3. BupoOuuk

mibe I'MOX Apuuaiimitrens, HiMeuunna
(mibe GmbH Arzneimittel, Germany)

4. IlpoBeneHi gocimipKeHHs:

rax  HiM  skmo Hi, 06rpyHTYBaTH

3asBKka Ha peectparito B €C nojasanack sK Ha
JIiKapehKuit 3aci, sKkuit Mae 100pe BUBYEHE MEIHYHE
3acTocyBaHHS BimoBigHo 10 Article 10a of Directive
2001/83/EC.,

[logano, GiGmiorpadiuni nani.

1) Tan nikapcekoro 3aco0y, 3a KM
[IpOBOIMIIACS 200 IIAHYETHCA
peecTparis

Jlikapcekuit 3aci6, sikuit Mae 1o6pe BHBUEHE Me/HuHE
3aCTOCYBaHHS

5. IloBHa Ha3Ba KIIHIYHOTO
BHIIPOOYBaHHS, KOAOBaHHI HOMED
KTIHI9HOTO BHIIPOOYBAHHS

6. ®asa KIIHIYHOTO BHIIPOOYBAHHS

7. Ilepion npoBeAeHHS KIIIHIYHOTO
BHIIPOOYBaHHS

8. Kpainu, ne npoBoammocs xiididae
BHIIPOOYBaHH

9. KinpKicTh 10Ci Ky BaHHX




")

o

10. Mera Ta BropumHi nini kirinivsoro
BHIIPOOYBaHHs

I'1. Musaitn kinivHOro BUNpOGYBaHHS

12. OcHOBHI KpuTepil BRIIFOYCHHS

13. NoemimxyBsanuit nikapebkuii 3aci6,
croci6 3acrocyBanHs, cuna ii

14. Tpenapat nopisHsHHS, 1034, Cr0ci6
3aCTOCYBaHHS, CHJIA il

15. Cynmyras tepanis

16. Kpurepii orinku edexrusrocti

17. Kpurepii oninku 6e3mexu

18. CratHeTHuHi MeTOIH

19. Jlemorpacgiuni noxazuuku
JIOCIIDKYBaHOT omy ismii (crars, Bik,
paca, TOoIIo)

20. PesynbTaTu edexTHBHOCTI

21. PesynsraTu 6e3mexu

22. BucHOBOK (3aK/Ii0ueHHs)

3asBHUK (BJIACHHK
PEECTPALiHOTO ITOCBITIECHHS)

7/

TOB «MIBE YKPATHA»

(minnuc)

Mapis [TIBOBAPOBA

(IL. 1. B.)



