JdopaTtok 29

A0 MNopaary NpoBeeHHA eKCnepTM3u PeecTpaLiiHUX MaTepianis Ha NikapcbKi 3acobwy,

Lo NodatoTbCA Ha AepXKaBHY peecTpauiio (nepepeectpauio),

a TAKOX eKcnepTu3n maTtepianis Npo BHECEHHA 3MiH 40 PeecTpaLiiHUX maTepianis

1. Ha3ga mikapcpKoro
3aco0y (3a HAIBHOCTI —
HOMED peecTpaliifHoro
MOCBITYCHHS):

1) THD niKapchKOTO
3aco0y. 3a AKUM
nposoauiacs abo
[IJIAaHY€ThCS peecTparist

2) npoBe/eHi
OCIIDKEHHS

2. apMakoIIoris:

1) nepeuHHa
(hapmakoHHaMiKa

2) BTOpHHHA
(apmakouHaAMIKA

3) dapmakosoris
Oe3rexu

4) papmaxomHaAMIuH1
B3aEMOJIIT

NPOTArom Aii peecTpalinHoro NoceBigYeHHs
(nyHKT 4 po3giny IV)

3BIT Npo A

Knaden
renp, 50 Mr/t

OOCAIAMKEHHA

['enepuynnit

6] TaK g Hi SIKITO Hi, OOIPYHTYBATH
BiacHi poxiaiHIUHI JOCHIDKEHHS HE
[IPOBOIMIINACS, BIIITOBIAHO 10 BUMOT CT.
10(1) Kepisaumrrea 2001/83/EC:
«KOIHUX JOJTATKOBHX (papMaKOIOTigHUX,
thapMaKkoOKiHETHIHUX ab0
TOKCHKOJIOTTYHHX JIOCIIIDKEHHS Ha
TBapUHaX JUIsl TEHEPHKIB HE
IIPOBOIHTHCS Y

DapMakoIorivgHi J0CIIDKEHHS He MPOBOIUIUC.

He HapaeTbes, ocKUIBKH (apMaKOJIOTI9HI HOCTIPKEHHS HE IPOBOAMIHC.

He HanaeTbes, OCKUIBKM (hapMaKOIOTIYHI JOCTIIKEHHS He TPOBOIMIIHCS.

He HajaeTbes, OCKUIBKH (papMaKOIOTIgHI JOCIJPKEHHSI He ITPOBOIHIHCS.

He nanaerses, ockinpkn ¢apMakoIoTiuHi JOCTIIPKEHHS He [IPOBOIMIUCH.

3. ®apmaxokineTnka: PapMakOKIHETHYHI JOCIIIKEHHS HE IIPOBOIAIIKCS.

1) aHaiTHYHI METOTHKH
Ta 3BITH OO0 IX
Basiganii

2) BCMOKTYBaHHS

3) posmoain

4) merabounizm

He namaerses, ockUIbKH (papMaKOKIHETHYHI JOCIKSHHS HEe
IIPOBOJUITHCA.

He najaerbes, OCKUTbKY (hapMaKOKIHETHYHI JOCIIKEHHS He
IIPOBOIHIIHCAL.

He nanaeTbes, ocKIbKH (papMaKOKIHETHYHI JJOCIIJKEHHS He
IPOBO/THITHCH.

He nanaerses, oCKUIBKH (hapMaKOKIHETHYHI TOCITIKEHHS HE
IPOBOIHJIACS.



5) BuBeeHHA

6) hapMakoKiHeTHYH]
B3a€MOJIIT (OKITIHIYHI)

7) iHuri

(hapMaKOKiHETHUHI
JOCIJDKEHHS

He namaeTbes, ocKinbkH (hapMaKOKIHETHYHI JIOC/I[UKCHHS HE
IIPOBO/IHIIHCAL.

He HamaeTbes, ockiUIbKH (hapMaKOKIHETHYHI JOCITIKEHHS HE
MIPOBOTHIHCA.

He HazmaeTbed, OCKUIbKY (hapMaKOKiHeTHYHI JTOCIIIJIPKEHHS He
IIPOBOTUTHCS.

4. Toxcukomoris: TOKCHKOIOIYHI JOCI/DKEHHS HE TPOBO/IHIIHC.

1) TokcuuHicTh Yy pasi
0/IHOPA30BOT'0 BBEICHHS

2) TOKCHYHICTE y pasi
MMOBTOPHHUX BBEICHE

3) reHOTOKCHYHICTB:
in vitro

in Vivo (BKJIIOYAKYH
JIOJIATKOBY OIIIHKY
3 TOKCHKOKIHETHKH )

4) KaHLIEpOreHHICTh:

JIOBIOCTPOKOB1
JOCTIDKEHHS

KOPOTKOCTPOKOBI
JOCITIKEHHS abo
JIOCITIIKEHHS CePeIHBOT
TPUBAJIOCTI

JIOJATKOB] JOCIIHKEHHS

5) penpoayKTHBHA
TOKCHYHICTH Ta
TOKCHYHUH BILIHB

Ha PO3BUTOK IIOTOMCTBA:

BIUIUB Ha (DEPTHIILHICTH 1
paHHil eMOpioHATBHIIT
PO3BUTOK

eMOPIOTOKCHYHICTD

npeHarajibHa 1
[OCTHATAIbHA
TOKCHYHICTh

JOCTIUKSHHS, ITPH SKUX
npenapar yBOJIUTHCSH
IIOTOMCTBY
(HecTaTeBO3PLIUM
TBapuHaMm) Ta/abo

He HanaeTbes, OCKIIBKH TOKCHKOJIOTIUHI TOCTIKEHHS HE TTPOBOIMIIHCS.
He HagaeThest, OCKIIBKM TOKCHUKOJIOTIYHI JOCIIIIKEHHSI HE TPOBOIUITHCSL.
He HamaeTbesl, OCKIJIBKA TOKCHKOJIOTIYHI JOCHIKEHHS He HpOBOILI/IJ'lHCSI.-
He HamaeThes, OCKUIBKH TOKCHKOJIOTIUHI JOCTI/DKEHHS HE TPOBOIHIIHACA.
He HagaeTbes, OCKIMBKY TOKCHKOIOTIYHI JOCIIJDKEHHS HE TIPOBOIMITHCS.
He HanaeThesl, OCKUIBKH TOKCHKOJIOTIYHI JOCTIDKEHHS HE TTPOBOIHITHACH.

He HamaeThbest, OCKIIBKY TOKCHKOJIOTTYHI JJOCII/PKEHHSI He TIPOBOIHITHCSI.

He nanaerses, OCKIIbKH TOKCHKOJIOTTYHI JIOC/JDKEHHSI HE TIPOBOIMIACS.

He HanaeThbest, OCKITBKH TOKCHKOJIOTIYHI TOCTIDKEHHS HE IIPOBOIMIIHCS.

He HagaeTbest, OCKIIBKH TOKCHKOJIOTIYHI TOCTIKEHHS HE TIPOBOMIIHCS.

He nagaeTbes, OCKITBKY TOKCHKOJIOTIYHI JOCIIPKEHHS HE IIPOBOMIIUCS.

He HajaeTbesl, OCKINBKN TOKCHKOIOTIYHI JOCHTIKEHHS HE IPOBOIHIIHCS.

He HAaIaeThCHA, OCKLJIBKH TOKCHKOJIOTIUHI JIOCJ'IilI)KGHHH HC IMPOBOJHITHACA.



OLIHIOEThLCA Biajiena
st

6) miciieBa He HajtaeTbesl, OCKUIEKH TOKCHKOJIOTTYHI JOCHIKEHHS HE MPOBOIUIIHCS.
MEPEHOCHMICTB

7) noaTkosi He HajaeTbest, OCKUIBKM TOKCHKOJIOTIYHI JIOCIII/DKEHHS HEe TPOBOIMUIIHC.
JOCIIDKEHHS
TOKCHYHOCTI;

AQHTUT€HHICTE He majaeThest, OCKITEKHM TOKCHKOOTTYHI JOCTIKEHHS HE IIPOBOIUIHCS.
(YTBOpEHHS aHTHTLI)

IMYHOTOKCHYHICTh He nmagaerbest, OCKINBKM TOKCHKONOTIYHI JOCTI/DKEHHS HE IPOBOIUIIHCS.

JociKenHs Mexanismie  He HamaeTbesl, OCKIJIBKM TOKCHKOJIOTIUHI TOCTIHKEHHS HE IPOBO/TAITHCS.
it

JIKapChKa 3aIeKHICTD He namaerses, OCKIIBKH TOKCHKOJIOTIYHI JOCTI/DKCHHS HE IPOBO/IHIINACS.
TOKCHYHICTE MeTaboiTiB  He HagaeTses, OCKIIBKY TOKCHKOJIOTIYHI JOCTIIDKSHHS HE IIPOBOMITUCS.
TOKCHYHICTh JOMIIIOK He nanaeTbest, OCKINBKM TOKCHKOIOTTYHI J0OCITI/DKEHHS HE IPOBOIUIINCS.

iHIIe He mamaernes, OCKUIBKH TOKCHKOJIOTIUHI HOCIDKEHHS HE IPOBOIMIIHCS.

5. BUCHOBKH 11010 B¢sl, OCKUIBKH BIIACHI JOKJIIHIYHI TOCIIDKEHHS He TIPOBOIHIIHCH,
JOKITIHIYHOTO BUBYEH i

3asBHUK
(BJ1aCHUK (
peectpaniiinoro  Xi
[TOCBITICHHS) (IL.




Honarox 30
z0 llopsnKy npoBeIeHHs eKCIIEPTH3H PEECTPalliiHIX MaTepialiB Ha JikapchKi 3aco0u,
IO ITOJAI0THCS Ha JePKaBHY peecTpallilo (epepeecTpairiio),
a TaKOX eKCIIEPTH3HM MaTepiayiB IIpo BHECEHHS 3MiH JI0 peecTpaliifHuX MaTepiais
IPOTArOM Jil peecTpamiifHOrO MOCBIIYEHHS
(mysBKT 4 posminy IV)

3BIT Npo KriHivyHe BUNpobyBaHHA

1. Hazsa sikapcbkoro 3acofy (3a HasiBHOCTI — Kaaden
HOMEp PEeCTPaliifHOTO ITOCBiTIeHHS) reins, 50 Mr/t

2. 3a9BHHUK Antubiotuxu CA, PymyHis
3. Bupo6uux Antubiotuku CA, PymyHis

4. TIpoBeneHi JOCITiIKeHHS: o |Tak| V Hi AKINO Hi, 00IpyHTYBaTH

3rigHo pexomenaauiii
EMA
CHMP/QWP/708282/2018
: «For simple formulations
(e.g. single-phase solutions,
gels, ointments)
demonstration of
equivalence with respect to |
quality, i.e. extended
pharmaceutical
equivalence, may be
sufficient.»
JloBesieHa €KBIBAJICHTHICTD
pedepenTrHOMy JI3 musaxom
MOPIBHSUIBHUX JOCHTIKEHB «in
vitro» (IpOHHUKHICTE)

1) Tan JikapcbKoro 3acoy, 3a SKUM ['enepuunuit
npoBouIacs abo INIaHYEThCS PeECTparis

5. IToBHa Ha3Ba KJIiHIYHOr0 BUIIPOOYBAHHS, He HamaeThcs, OCKUIBKH KIIIHIYHI JOCIIIKEHHS HE
KOJIOBaHMH HOMED KIIIHIYHOTO BHIIPOOYBAHHS  IPOBOJHIIHC.



6. ®a3za KIHIYHOTO BUIIPOOYBAHHS

7. Ilepioa mpoBeneHHs KITiHIYHOIO
BUNPOOYBaHHS

8. Kpaiuu, Jie npoBoamiocs KiiHigne
BUIIPOOYBaHHSI

9. KinpkicTb A0CHIIHKYBAHHX

10. Mera Ta BTOpUHHI 1T KIIHIYHOTO

BUIIPOOYBaHHS

11. Jlu3aiin KIIHITHOTO BUNIPOOYBaHHS

12. OcHOBHI KpuTepii BKIFOYEHHS

13. JlocniukyBaHu#E TiKapCehKHif 3acib, crocio

3aCTOCYBaHHS, CHJIa il

14. Tlpenapat mopiBHAHHS, /1034, CIIOCIO

3aCTOCYBaHHs, CHIIa JiT

15. CynyTHs Tepartist

16. Kputepii oiinku e()eKTHBHOCTI

17. Kpurepii o1iHkH 6e3meku

18. CrarucTuuni MeToaH

19. lemorpadiuni moka3sHHUKH TOCTIKYBAHOI
IOTYJIAIT (CcTaTk, BiK, paca, TOIIO)

He nanaersest, OCKiabKH KIIHIUHI TOCITIKEHHS HE
NPOBOIHIINCS.

He HamaeThes, OCKITEKH KITIHIYHI JOCIIIKEHHS HE
IIPOBOIHITHC.

He nHanaeTses, OCKiNBKH KITHIYHI JOCTIKEHHA HE
TIPOBOIHITHCA.

He HaaeThCs, OCKIIBKY KITIHIYHI JOCITI/DKECHHS HE
IPOBOIHITHC.

He HagaeTsest, OCKUIBKH KITIHIYHI JOCIIDKEHHS HE
IPOBOTHITHCS.

He najacThest, OCKUIBKH KIIHIYHI JOCHIKEHHS HE
POBO/THJIHCS.

He HamaeThest, OCKITBKH KIIHIYHI JOCIHIDKEHHS He
TIPOBO/THJTHCSL.

He HanmaeThes, OCKINBKH KITIHIYHI JIOCTIJDKEHHS HE
TIPOBOTHITHCS.

He namaeTnscs, OCKIIBKH KIIIHIYHI JIOCIIJPKEHHS HE
IIPOBOJIMITHCH.

He nanaeTnes, OCKIJIBKH KIIHIUHI JOCIIDKEHHS HE
ITPOBOJTHITHCS.

He nanaeTnest, OCKIIBKY KITIHIUHI TOCTIKEHHS He
ITPOBOTHITHCS.

He HamaeThes, OCKIIBKY KITIHIYHI JOCIIDKEHHS HE
TIPOBOIMIIHCS.

He HajtaeThes, OCKIIBKH KITIHIUHI TOCITIIKEHHS He
TIPOBOJIMJINCHL,

He nagaeThes, OCKiIBKH KIIHIUHI JOCTIKEHHS HE
TIPOBOIAITHCA.



20. PesynpTati epeKTHBHOCTI He HajaeThest, OCKIIBKY KIIHIYHI JIOCITIDKEHHS HE

IPOBOTHITHCS.
21. Pesynbratu Oe3nexu He nanaeTbest, OCKUIBKY KITIHIYHI JOCITiKEHHS HE
IIPOBOJIIIHCS.
22. BUCHOBOK (3aKIII) He HanaeTbes, OCKITBKY KIIHIYHI JOCITI/DKEHHS HEe
_ TIPOBOIHMIHC.
3asBHHK (TmimmEc)
(BIACHUK

peecTpauiifHoro
IIOCBiJUEHHSI)




