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Hopatok 29

Ao Mopsaaky NpoBEAEHHSI EKCNEPTU3N peecTpauiiHnX MaTepianis Ha Nikapcbki 3acoby,

Lo NOAaTLCA Ha AepXaBHY peecTpalito (nepepeecTpalliio),

a TaKoX eKcnepTuan Marepianis Npo BHECEHHNA 3MiH A0 peecTpauitHux marepianis

1. Ha3ga nixapcbkoro
3acoly (3a HasIBHOCTI —
HOMED peecTpaLiiftHoro
MOCBIAUEHHS):

' 1) Ty JikapcbKoro
3aco0y, 3a TKUM

, IpoBounacs abo

IUIAHY€ETHCS PeecTpaLis

2) npoBeneHi
JOCITIIKEeHHS

2. @apMaKooris:

1) nepBuHHa
dapmakoaHHaMiKa

2) BTOpHHHA
" bapmakonvMHaMiKa

3) dbapmakonoris
Ge3mneku

4) dpapmakondHamiuHi
B3aEMOIIT

NpoTAroM aii peecTpauiiHoro NnoceifA4YeHHs

(nyHKT 4 posginy IV)
3BIT NPO AOKINIHIYHI AOCHIAKEHHS

Hedrasnaum
[Topouwiok asst po3uKHy As iH’exuii abo iHdysiii no 1 ry dnakonax.

I'enepuunuii

o TaK v Hi AKILO Hi, OOIPYHTYBaTH

BnacHi JOKJIHIYHI JOCHIHKEHHS He
NPOBOAMIIHMCS, BIAMOBIAHO A0 BUMOT CT.
10(1) Kepieuuursa 2001/83/EC:
«KOIHUX JOJATKOBUX (papMaKoIoriYHuX,
dhapMaKkoKiHETHUHHX abo
TOKCUKOJIOTiYHUX JOCIIKEHHS Ha
TBapUHax Jisl FeHEPHKIB He
MPOBOAUTHCS»

dapmMakooriyHi JOCTIKEHHsI HE TPOBOJUIIUCS.

He napaetbest, ockinbky papMakoaoriydi J0CTiKEHHS HE MPOBOJUINCS.

He HapmaeThbest, OCKiIBKH GapMaKoIOoridHi JOCiIXKEHHS HE TPOBOJUIIUCSL.

He HagaeTbes, OcKinbky GapMakoIoriyHi 4OCiAXKEHHS HE MPOBOJUIHCS.

He HapaeThes, ocKinbKH GapMakonoridHi TOCTiIKEeHHS He TPOBOAMIKCS.
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3. ®apmakokineTuka: ®apMaKOKiHETHUHI JOCTIAXKEHHS HE IPOBOAMJIMCS.

1) ananitnuni metoguk  He HamaeTsest, OCKIIBKH (hapMaKOKiHETUYHI AOCTiIPKEHHS He

_Ta 3BITH 1I0OAO 1X MIPOBOJUJIUCS.
Bajiganii
2) BCMOKTYBaHH# He HagaeTbes, ockinbku GapMakoKiHETHUHI JOCTIAKEHHS HE
NPOBOAMITHCA.
3) po3noain He HagaeThes1, OCKINBKH PapMaKoKiHETHYHI JOCHTiAXKEHHS HE
DPOBOAUIIHCA.
4) merabonizm He napaerbces, ockinbku GapMakoKiHETHUHI AOCHIIKEHHS HE
MPOBOJMIIHCA.
5) BUBEIEHHS He HamaeTbes, OCKiNbKM GapMaKOKiHETHYHI JOCTIIKEHHS HE
MPOBOAMITHCS.
6) dpapMaKoKiHETHYHI He napaetbes, ocKinbku papMakoKiHETHUHI AOCIHIIXKEHHS He

B3aeMOJIT (JIOKJIiHIYHI) NPOBOAMIIHCS.

7) iH1i He HagaeTbes, OCKinbKy dpapMakoKiHETHUHI JOCTIIKEHHS He
bapMaKOKIHETUYHI NPOBOJUIHCS.
IOCIIIHKEHHS

4. Toxcukonoris: TOKCHKOIOTiYHI JOCIIAXKEHHA HE TPOBOAUIIHCA.

1) TokcHUHICTB y pasi He HagaeTbes, OCKIIBKM TOKCHKOJIOTIYHI TOCIIPKEHHS HE TIPOBOAMIHCA.
OZJHOPa30BOro BBEEHHS

2) TOKCUYHICTb Yy pa3i He HagaeTbcs, OCKiJIBKA TOKCHUKOJIOTIYHI JOCIIKEHHSI HE MPOBOIUIHCS.
AOBTOPHHX BBEJCHb

3) reHOTOKCUYHICTB: He HagaeTbes, OCKIIBKM TOKCUKOJIOTIYHI TOCIIIIKEHHS HE MPOBOAMIIHCA.
in vitro
in vivo (BKJIHOUa0uM He Hanaetbes, OCKiNIbKY TOKCMKOJIOTIYHI JOCIiIKEHHS HE TPOBOAMUIIHUCA.

JIOJJATKOBY OLLIHKY
3 TOKCMKOKIHETUKH)

4) KaHLIEPOT€HHICTb: He HamaeTbes, OCKITBKM TOKCUKOJIOTIYHI JOCHIIKEHHS HE TPOBOAUIIUC.
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JIOBLOCTPOKOBI He HapaeThest, OCKiNbKY TOKCUKONOTiYHI AOCIiAKEHHS HE TIPOBOAMIIMCA.
JOCITIPKEHHS
KOPOTKOCTPOKOBI He HamaeTses1, OCKINBKH TOKCUKOJIOTIYHI JOCIPKEHHS HE TIPOBOJIUIIUCS.

nociimxeHHs abo
JOOCIIIKEHHS cepeqHbOT
TPUBAJIOCTI

IlOﬂaTKOBi I[OCJ'[iIL)KCHHﬂ He HapaeTbcs, OCKiJIbKY TOKCUKOJIOTIUHI Z[OC.HiD,)KeHHH HE NMPOBOAUNIHUCA.

5) penpoayKTHBHA He HamaeTnscs, OCKiIBKM TOKCUKOJIOTTYHI JOCIIIHKEHHS HE IPOBOIUIIUCS.
TOKCUYHICTB Ta
TOKCUYHUMN BIUIUB

' Ha pO3BHUTOK MOTOMCTBA!

BIIMB Ha pepTuibHicTh i He HamaeThesl, OCKIABKH TOKCHUKONOTIYHI JOCIiAXKEHHS HEe MPOBOJHIIHCS.
paHHii eMOpioHanbHUH

PO3BUTOK
eMOpIOTOKCHYHICTh He HagaeThes, OCKIIEKM TOKCHKOIOTIUHI JOCIPKEHHS HE TIPOBOJMIIUCS.
fipeHaTanbHa i He HapaeTbest, OCKIIbKH TOKCUKOJIOTIYHI AOCIIKEHHS HE NPOBOAMUIIUCSL.
[OCTHATAIbHA

TOKCHYHICTB

JOCIIIKEHHS, Mpy AKuX He HagaeTbesl, OCKIIBKYA TOKCUKOJIOTIYHI JOCIIPKEHHS HE IPOBOAMIIUCS.
npenapar yBOJUTHCS

NOTOMCTBY

(HecTaTeBO3PITUM

TBapuHaM) Ta/abo

OLIHIOETHCA BiJlianeHa

ais

6) micuiea He HapmaeThes, OCKiNBbKY TOKCHKOJIOTIYHI JOCIIYKEHHS HE MPOBOJUIIUCS.
NepeHOCUMICTh

7) n0AaTKOBI He HapaeThbCs, OCKiNBKY TOKCUKOJIOTIYHI JOCHIIPKEHHS HE MPOBOAUIIMC.
IOCIIAKEHHA
TOKCHYHOCTI:
AHTUTEHHICTb He HagaeThes, OCKINBKHM TOKCUKOJIOTIYHI AOCIAXKEHHS HE POBOAMIIKCS.

(YTBOpEHHS aHTHTILN)
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IMYHOTOKCHYHICTh He HamaeThes, OCKIIBKY TOKCUKOJIOTIYHI TOCTIIPKEHHS HE TIPOBOJUINCS.

JocifpkeHHs MexaHisMiB He HagaeThes, OCKiIbKY TOKCHKOJIOTIUHI JOCIIIPKEHHS HE IPOBOJMIIMCS.
nit

JiKapchKa 3alIeXHICTh He HamaeThbes, OCKIIBKY TOKCHKOIOTIYHI JOCHIIKEHHS HE IPOBOJUIKCS.

TOKCUYHICTh MeTabomniTiB He HanaeThCsl, OCKINBKY TOKCUKOIOTIUHI JOCIIIKEHHS HEe POBOAWIMCS.

s

TOKCHYHICTh AOMIMOK  He HamaeThesl, OCKINIBKY TOKCHKOIOTIYHI JOCIIIXKEHHS HE MPOBOJUINCS.

iHIme He HafaeThest, OCKiNBKH TOKCUKOJIOTIYHI JOCTIHPKEHHS HE TPOBOJMIIMCA.

3asBHUK

(BnacHUK
peecTpaLifHOroN
MOCBIAYEHHA )~
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Oopatok 30

4o Mopaaky NpoBefeHHN eKCNepTusy peecTpauitHnX MmaTepianis Ha nikapcobki 3acobw,
Lo NOAAKTHCA Ha AepXaBHy peecTpaliio (nepepeecTpaliio),

a TakoX ekcnepTnan maTtepianis Npo BHECEHHA 3MiH A0 peecTpauiiHnx martepianis
NpOTAroM Aii peecTpaLiiHoro nocBigveHHs

(nyHKT 4 po3giny 1V)
3BIT Npo KniHivHe BUNpobyBaHH4A

1. Hasea nikapcbkoro 3aco0y (3a HasHocTi — lledrasnaum

HOMEp peecTpauifiHoro NocBiAYEHH) [Topoiuok anist po34uHy Ans iH’ekuii abo indysidmo 1 r
y ¢iakoHax.

2. 3asiBHUK Antubiotuku CA, PymyHis

3. BupobHuk Antubiotuku CA, PymyHis (BTOpMHHE NaKyBaHHH,

TECTYBaHHS, BUITYCK cepii)

Cinodapm Xuton (LLlenpuncens) @apmacsrotukan Ko.,
JIta., Kurait (BUpoOHULITBO KiHLEBOTO MPOAYKTY,
NEepBHUHHE MaKyBaHHs)

4. TlposemeHi NOCHIIKEHHS: o Tak Y Hi SKIIO Hi, OOTpyHTYBaTH

3rigHo ct. 10(1) KepiBuunrsa
2001/83/EC, nnst reHepu4HUX
JiKapChKUX 3ac00iB, KITiHIYHI
JIOCIIKSHHSI He TIPOBOJLITHCS. |

BianoBiaHo 10 pekoMeHaiin |
kepiBHuuTBa CPMP mono
JOCITIKEHHS G10JOCTYMHOCTI
ta 6ioexBiBanenTHocti (CPMP
/EWP / QWP /1401/98),
JOCHiIKEeHHS
Oi0eKBiBaJEHTHOCTI He
MPOBOJASATHCS, AKIIO
JOCTTiDKYBaHHH TIPOYKT
BBOJMTEHCS BHYTPIIIHBOBEHHO Y
BUIJISAi BOJHOTO PO34YHHY, LIO
MICTHUTB Ty caMy Ait04y
pEUYOBHHY, 1O i pedepeHTHUI
npernapar.

1) Tun nikapcbkoro 3acoly, 3a IKUM I'enepnuHuit
npoBoaMIacs abo MIaHYEThCS PeecTpaLlis



5. [ToBHa Ha3Ba KJIiHi4YHOrO BUNPOOYBaHHA,
KOJIOBaHUi1 HOMEP KIiHIYHOTrO BUIPOOYBaHHs

6. ®aza KIIiHIYHOTO BUNPOOYBaHHA

7. Tepion npoBeAeHHS KJIiHIYHOTO
BUNPOOYBaHHA

8. Kpainu, e npoBoauiocs KiiHiuHe
BUIIPOOyBaHHs

9. KinbKicTh JOCITiIKYyBaHUX
10. MeTa Ta BTOpUHHI LiJIi KJIIHIYHOTO
_ BUTNIpOOYBaHH:
¥
11. Ju3aiiH kniHiyHOro BUMpoOyBaHHS
12. OcHOBHI KpUTEpIT BIUTIOYEHHA
13. HocnimxysaHuii nikapcbkui 3acib, cnioci6
3aCTOCYBaHHs, cuia Ail
14. [Ipenapat nopiBHAHHA, 1033, CIIOCIO
3aCTOCYBaHHA, CUIa Ail
15. CynyTHs Teparist
16. Kpurepii ouiHky epeKTUBHOCTI

17. Kpurepii ouinku 6eznexu

18. CraTucTUYHI MeTOoU
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Ha napaerscs, OCKIIBKY KJiHIYHI JOCTIIXEHHS HE
MPOBOAMIIHCS.

Ha "HamaeTscd, OCKIUIBPKY KIIiHIYHI JOCTIIKCHHS HE
MIPOBOJTHAIIUCSL.

Ha HagaeThes, OCKUIBKH KITTHIYHI JOCTiIKEHHS HE
MPOBO/TUJIUCS.

Ha nanaerses, OCKIIBEKY KIIHIYHI JOCTIIKCHHS HE
TIPOBOJTAIIHCS.

Ha HazaeThesl, OCKINBKM KJIHIUHI JOCTIIKEHHS He
TIPOBOIHITUCH.

Ha HamaeTses, OCKINBKM KIIiHIYHI JOCTiIKEHHS HE
IIPOBOJTHITHCS.

Ha HagaeThes, OCKUIBKY KJIIHIYHI JOCHIAXKEHHS HE
MPOBOJIMJIUCA.

Ha nazaerscs, OCKIIBKY KIIIHIYHI JOCTIKEeHHI HE
IIPOBOMMIIUCS.

Ha HazmaeThes, OCKINBKY KIAiHIUHI JOCITIKEHHS He
NPOBOJMIIUCS.

Ha HajaeTsea, ocKinBEKM KNiHIYHI JOCTIKEHHS HEe
TIPOBOJIUIIUCS.

Ha HagaeThcs, OCKIIBKH KITIHIUHI JOCHIAXKEHHS HE
MPOBOJHITUCS.

Ha HajaeTees, OCKIIBEKY KNiHIYHI JOCTIKEHHS HE
MIPOBOJIMIIHCS.

Ha HagaeTbes, OCKINBKY KJiHIYHI JOCTIAKEHHS HE
NPOBOJIUNIUCA.

Ha HapaeTsed, OCKINBKH KNiHIYHI JOCIIKEHHSI He
HPOBOAUIIUCS.



23

19. Jemorpadiuni nokasHuku pociimkyeanoi Ha Hajaerbes, OCKINBKY KIiHIUHI JOCHiIKEHHS HE

nonynsAuil (crath, Bik, paca, TOLUO) MPOBOAUIIHCS.

20. Pe3ynpraTd €(heKTUBHOCTI Ha HamaeThes, OCKINBKY KIIIHIYHI JOCTIIKEHHS He
MPOBOTUITUCA.

21. PesynbtaTu Ge3nexu ' Ha napmaeTbes, OCKiNbKY K HIUHI JOCHIAKEHHS HE
HpOBOJMIIUCS.

22. BUCHOBOK (3aKJIFOUYEHHS) Ha HagaeTses, OCKINBKY KITIHIYHI JOCHTIHKEHHS He

P IPOBOJUITUCS.
./ 5
3asBHUK N (mignmc)
(BnacHUK |

peecrpagiﬂ?@
MOCBII4eHHS)



