JonaTok 29

Jo MNopsaky NnpoBefeHHs ekcnepTuan peecTpaliiHux maTepianis Ha nikapcbki 3acobw,
WO NoAaKTbLCH Ha AepXXaBHY peecTpadiio (nepepeecTpadiio),

a TakoX ekcrnepTnan Mmatepianis Npo BHECEHHA 3MiH A0 peecTpauifiHUX MaTepianis
npoTArom Ail peecTpauiiHoro Noceig4eHHs

(nyHKT 4 posginy V)

3BIT NPO AOKAIHIUHI A4OCHIAKEHHS

1. Hasga nikapchkoro [edypoxcum AT6.

3aco0y (3a HasBHOCTI —  [lopomiok Ay po3uuHy A i’ ekniit abo iHdy3iii no 1,5 ry dnakonax.
HOMEp peecTpaniiftHoro

HOCBITYCHHS ):

1) Tan niKapchKOTOo I'enepuunnit

3aco0y, 3a IKUM
npoBomuiacs abo
IUTaHY€THCS PEeECTpalis

2) mpoBeieHi o TaK W Hi SIKIITO Hi, OOTPYHTYBaTH
JTOCTIIKEHHS
Brnacui JOXTiHIYHI JOCHIDKEHHS He
IIPOBOJMITUCS, BI/IIOBI/THO IO BUMOT CT.
10(1) KepiBauutea 2001/83/EC:
(OKOIHUX JIOZATKOBUX (HapMaKOJIOTIi9HHUX,
(hapMaKOKiHETHIHUX a00
TOKCHKOJIOTYHHX JOCTIPKEHHS Ha
TBapHHAX JJIs FCHEPHUKIB HE

TIPOBOJTUTHCS»
2. @apMakooris: ®apMaKoIOTivHI TOCTiKEHHS HEe TPOBOIVITHCA.
1) neppunna He Hanaerbest, ockinbku hapMakoIOTigHi JOCHIHKEHHS He IPOBOIHIUC.
bapmakoiuHaMiKa
2) BTOpHHHA He Hagaerbest, ockinbku (hapMakoJIOTIgHI JOCTIIXKEHHS He IPOBOIMITUC.
bapmakomHaMiKa
3) papmaxoioris He HanaeTbes, OCKinbKE hapMaKoIOTi9HI JOCTIIKEHHS He MPOBOIUIKCA.
6e3nexu
4) papmakonuHamiuni He HamaeThbcs, OCKUTBKH HapMaKoIOTigHi JOCHIIKEHHS HE IPOBOIHINCS.

B3aeMOIL



3. ®apmakokinetuka: @apMaKOKiHETHYHI JOCHiIKEHHA HE IIPOBOJUIINCA.

1) anamiTiuni metonuku  He HamaeThbes, OCKUTBKH (papMaKOKiHETHYHI JOCIIIKEHHS He

Ta 3BITH II0JI0 iX IPOBOTUITHCS.

Bamiganii

2) BCMOKTYBaHHS He manaerscs, ockinbku (papMakOKiHETHYHI JOCTIIKEHHS He
ITPOBOIMJIHCS.

3) po3nomin He nanaernbes, ockinbku hapMaKOKiHETHUHI TOCTKEHHS He
TIPOBOTHIIHACS.

4) metabomnizm He nagaetscs, OCKiabKH hapMaKOKiHETHYHI HOCIIIKESHHS He
TIPOBOJIMIIHCS.

5) BUBeeHHS He namaeTscs, OCKiabky apMaKOKIHETHYH] TOCHIIXKECHHS HE
TTPOBOTAIIUCS.

6) bapMaKOKiHETHYHI He HamaeTncs, oCKiIbkH (hapMakOKiHETUYHI JOCTIIKEHHS He

B3a€MOJII (IOKJIHIUHI)  MPOBOAMIHCA.

7) iHII He HanaeTbes, ockinbKy papMaKOKiHETHYHI JOCTIKEHHS He
(hapMaKOKIHETHIHI IIPOBOIHITHCS.
JTOCJTi JDKEHHS

4, Toxcukonoris: TOKCHKONOTi9HI JOCIiXKEHHS HEe IIPOBOAUIIUCS.

1) TokcH4HICTE Yy pasi He HagaeThes, OCKIIBKHM TOKCHKOJIOTIYHI JOCITIKEHHS He ITPOBOJVUINC.
OIHOPA30BOI'O BBEIECHHS

2) TOKCUYHICTD Y pasi He HamaeThCs1, OCKUIBKHA TOKCHKOJIOTIUHI JOCTIHKEHHS HE IPOBOIUIINCS.
IIOBTOPHUX BBECHb

3) reHOTOKCUYHICTB: He nanaerses, OCKINBKE TOKCUKOJIOTI9HI JOCII/PKEHHS HE IIPOBOIUIIAC.
in vitro
in vivo (BKITIOYaI09H He nanmaeTses, OCKIIBKY TOKCHKOJIOTIHHI JOCTIIPKEHHS HE TPOBOIHITUCS,

JIOAATKOBY OIIIHKY
3 TOKCHKOKIHETHKH)

4) KaHIIEpOTEHHICTh: ' He HamaeThes, OCKiNBKA TOKCHKONOTIYHI JOCHIDKEHHS HE IPOBOIIIHCS.



JIOBIOCTPOKOBI
JOCIIIKEHHS

KOPOTKOCTPOKOBI
JOCTIKeHHS a00
JOCTIKEHHS CepeHBOT
TPHUBAIIOCTI

NONATKOBI JOCIIIKEHHS

5) penpoayKTUBHA
TOKCHYHICTB Ta
TOKCHUYHUH BILIUB

Ha PO3BUTOK IIOTOMCTBA!

BIUIHB Ha (EpPTHUIBHICTD 1
paHHil eMOpioHaNbHUHR
PO3BUTOK

eMOpIOTOKCHYHICTD

IpeHaTalbHa 1
HOCTHATAIbHA
TOKCHUYHICTh

TOCIIKEHHS, IIPH AKUX
mpernapar yBOIUTHCS
IIOTOMCTBY
(HecTaTeBO3pLIMM
TBaprHaMm) Ta/abo
OLIHIOETRCS Bigtanena
Tist

6) micrieBa
IEPEHOCUMICTh

7) nonaTKoBi
IOCIIKEHHS
TOKCHYHOCTI:

aHTUICHHICTh
(YTBOpEHHS aHTUTLN)

He HamaeTbest, OCKIIBKHA TOKCHKOJIOTIUHI JOCIIDKEHHS HE IPOBOIWIIHCS.

He BamaeThes, OCKIIBKHA TOKCHKOJIOTIUHI JIOCIIIXKEHHS HE TIPOBOAMIINCS.

He mamaeTbes, OCKIIBKH TOKCHKOJIOT14HI TOCHIKEHHS HE IIPOBOIUIIHCS.

He HagaeTncs, OCKIIBKH TOKCHKOJIOTIYHI TOCIIHKEHHS HE TIPOBO/IUIIHCS.

He HaJdaeThbCA, OCKiJIbKH TOKCHKOJIOTIIHI Z[OCJIi,IDKeHH}I HC NPOBOJIUIIUCA.

He HamaeThCs, OCKIIBKHA TOKCHKOJIOTIYHI JOCTIDKEHHS HE IPOBOIUTIMCS.

He HaJJa€TbCA, OCKIJIBKH TOKCHUKOJIOTIgH1 I[OCJ'Ii,IZ}KCHHﬂ HE ITPOBOIUIIUCA.

' He HamaeThCst, OCKLUTBKY TOKCHKOJIOTIYHI JOCHIIKEHHS HE IPOBOIAIIHCS.

He HaJa€TbCA, OCKIJIBKH TOKCHKOJIOTiUH1 I[OCJ'IiI[}I(CHHSI HE IIPOBOJUITHUCH.

He HagaeTbCAd, OCKIJTBKHM TOKCHKOJIOTIUHI I[OCJ'Ii,T_'[)KeHHﬂ HEC IIPOBOJUIIHACA.

He HamaeThCs, OCKINBKY TOKCHKOJIOTTYHI JOCHTI/PKEHHS He IPOBOIMIIUC.



IMyHOTOKCHYHICTD He HamaeThes, OCKITBKHA TOKCUKOJIOTIYHI TOCTIIKEHHS HE IPOBOIUIIHCS.

JOCIiKEeHHA MexaHi3sMiB He HamaeThes, OCKITBKH TOKCHKOJIOTI9HI JOCTIPKEHHS HE IIPOBOIAIUCS.
mit

JiKapChKa 3aleXHICTh He HanmaeTncs, oCKiNbKH TOKCUKOJIOTTYHI JOCTIIKEHHS HE IPOBOIUIIKCS.

TOKCHYHIiCTh MeTabouitie He HagaeThes, OCKITBKH TOKCHKOJIOTIYHI JOCTIHKEHHS HE IIPOBOIMIIUC.

TOKCHYHICTE JOMIIIOK He magaeTres, OCKIIBKHM TOKCHKOJIOTIYHI TOCTiIPKEHHS HE TPOBOAUIIUCA.
1HIIIE He mamaeThcs, OCKinbKH TOKCHKOJIOTTUHI JOCTI/DKSHHS HE TPOBOIMIIUCS.

' 'Jr; II - - - . . . . .

' 5. BUCHOBKH IIIOJIO He naga¢tsest, QCKIIEKH BIacHI JOKITIHIYHI JIOCIiPKEHHS HE IPOBOIMAIIHUCS,

Y BEIMOT CT. 10(1) KepiBaurrea 2001/83/EC.
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[donatok 30

o Mopsaaky NpoBegeHHs EKCNepTU3N peecTpauitHnX maTepianiB Ha nikapcbki 3acobn,

LL|0 NOAaTLCA Ha AepxaBHy peecTpalljio (nepepeecTpadiio),

a TakoX eKCrnepTu3n maTepianis Npo BHECEHHS 3MiH 40 peecTpauiitHux maTepianis

NPOTArom Aii peecTpauifHoro noceig4YeHHs

(nyHKT 4 posginy V)

3BIT NPo KNiriYHE BUAPOBYBaHKS

1. HasBa nikapcbkoro 3aco0y (3a HassBHOCTI — [ledypoxcum AT6

HOMED PEECTPALIifHOrO IIOCBIAYECHHS)
2. 3agBHUK

3. BupoOHuk

4. IIpoBeaeHi JOCIIIKEHHS:

1) Tun nikapcbKoro 3acody, 3a IKUM
IpoBojuiacs abo INIaHY€EThCSA PeecTpalris

[Toporok s po3urHy s iH’ ekuiit abo iHPy3ii
no 1,5 ry ¢pnakoHnax.

Antnbiotnku CA, PymyHis

Antubiotnku CA, PyMyHis (BTOpUHHE NTaKyBaHHS,
TECTYBaHHs, BUITYCK cepii)

Cinogapm XKuton (Illenswxens) ®apmacrrotukain Ko.,
JItn., Kutaii (BUpOOHUIITBO KiHIIEBOTO MPOAYKTY,
NEepBUHHE MaKyBaHHS)

o Tak v Hi SKIIO Hi, 00T pyHTyBaTH

3rigno ct. 10(1) KepiBaumTBa
2001/83/EC, nns reHEpUYHUX
JTiKapchKuX 3aco01B, KIIHIYHI
JIOCIIJKEHHS HE TIPOBOJIATHCSL.

BiamosigHo 1o pekoMeHzaIii
kepiaunTBa CPMP monxo
JOCTIIKEHHS 610I0CTYITHOCTI
Ta 6ioekBiBanieHTHOCTI (CPMP
/EWP / QWP / 1401/98),
JOCTIKEHHS
010€KBIBAJICHTHOCTI He
TIPOBOJSATHCS, AKILIO
JIOCII/DKYBAaHUN TTPOIYKT
BBOJIUTHCSI BHY TPIIIHEOBEHHO Y
BUIJISI/IL BOJHOTO PO3YHHY, IO
MICTHTB Ty caMy IOy
pEYOBHUHY, IO # pedepeHTHHHA
rpemnapar.

['enepuunmit



5. IloBHa Ha3Ba KJIiHIYHOrO BUNPOOYBaHHS,
KOJIOBaHMH HOMEpP KIIHIUHOT0 BHIIPOOYBaHHS

6. ®aza KWIIHIYHOTO BUNPOOYBaAHHS

7. Ilepion mpoBeeHHst KIIIHIYHOTO
BHIIPOOYBaHHS

8. Kpainu, e mpoBoAuiocs KIiHiYHE
BUNPOOYBaHHS

9. KinpKkicTh HOCHIIKYBaHUX

10. MeTta Ta BTOpUHHI LiJi KIIHIYHOTO

BANPOOYBAHHSA

11. Ju3aiid KIiHIYHOTO BUIIPOOYBaHHS

12. OcHOBHI KpUTEpii BKIFOYESHHS

13. HocnimxyBaHuii JTikapchKuit 3aci6, cnoci6

3aCTOCYBaHHsI, cuia il

14. Ilpenapat mopiBHAHHS, 034, CIIOCIO

3aCTOCYBaHHS, CHJjIa Jii

15. CynyTHs Tepamis

16. Kpurepii ouiHKH €(peKTHBHOCTI

17. Kputepii oninku 6e3mnexu

18. CtaTucTruni MeToau

Ha HamaeTscs, OCKUIBKY KIIHIYHI JOCIIDKEHHS HE
MPOBOIUITUCS.

Ha magaeTbes, OCKUIBKH KIIIHIYHI TOCIIIHKEHHS He
TPOBOJMIIHCS.

Ha sagaeTbest, OCKUIBKH KITIHIYHI JOCTIIKEHHS He
TIPOBOIMITACS.

Ha manaernest, OCKUIBKH KIIIHIYHI JOCIIDKEHHS HE
TTPOBOTUITAC.

Ha namaeTnest, OCKUIBKY KJIIHIYHI JOCTIHKEHHS HE
HPOBOJHUIIUCS.

Ha magaeThbcd, OCKUIBKH KITIHIYHI JOCTIHKEHHS He
TIPOBOJUNMCS.

Ha HagaeTbes, OCKUIBKH KITIHIYHI JOCTIMKEHHS HE
TPOBOIMITACS.

Ha HamaeTbest, OCKUTBKY KITIHIYHI JOCHIIKEHHS He
IIPOBOIAIIHC.

Ha HamaeTbed, OCKUIBKH KIIIHIYHI JOCHIDKEHHS He
IIPOBOMITHCS.

Ha HagmaeTnes, OCKIIBKH KITIHIYHI HOCTIHKEHHS He
IIPOBOTHITHCS.

Ha HapmaeTbest, OCKINBKY KMIHIYHI JOCTIIKEHHS HE
TPOBOIMITHCS.

Ha HamaeTbes, OCKUIBKHE KITIHIYHI JOCTIDKEHHS He
TIPOBOIMIIACS.

Ha HamaeTbesl, OCKINBKY KITIHIYHI JOCTIIKEHHS HE
TIPOBOAMIIHCS.

Ha magaeThbed, OCKINBKA KIIIHIYHI TOCTIIUKEHHS HE
TIPOBOJIVLIHCSL.



19. lemorpadiuti moKasHUKH HocHipKyBaHoi Ha HamaeTsest, OCKUIBKM KIIiHIGHI JOCHIHKEHHS HE

momyJuii (cTarth, Bik, paca, TOIIO) TIPOBOJTHITHCS.

20. PesynbsTaru €eKTUBHOCTI Ha ragaeTncs, OCKiBKH KITIHIYHI JOCTiKEHHS HE
TIPOBOTAITACS.

21. PesynsraTi 6€3meKH Ha HanaeTbes, OCKIIBKY KIHHITHI TOCTIIPKEHH He
IIPOBOJIHITHCSL.

22. BUCHOBOK (3aKJIFOUEHH) J] Ha HamaeTbcs1, OCKIIBKY KITIHIYHI TOCTIHKCHHS HE

IIPOBOOUIIHCA.

3agBHUK (mmianuc)
(B1acHUK
peecTpaLiitHoro

MTOCBITYEHHS )




