Honarox 29

no IHopsaaky npoBeneHHs excriepTnau
peecTpauiiinnx Marepianis Ha mikapebki
3aco0H, 1O NOJAIOTECS HA KEPHABHY
peecTpauiio (nepepeectpauiio), a TAKOK
EKCNePTH3H MATEPIANiB NP0 BHECEHHA
3MiH 210 peecTpalliiiHiX MaTepianin
NpoTAroM Aif peecrpariiiinoro
MOCBiIYEHHS

(nynxr 4 posaiay IV)

3BIT
PO JOKIiHIUHI FocaiiKeHHA

1. Hazea nikapcbkoro saco6y (3a HasBHOCTI -
HOMED peecTpauifHOro NoCBiAYeHHs):

Hedazonin

NIOPOILIOK ARA PO3YHHY AN iH'ekuiil no 1000 Mr

1o 1 a6o no 10 ¢pnakoHiB 3 NOpPOILKOM B KapTOHHi
kopobui; in bulk: no 10 ¢nakoHis 3 mopomKoM B KapTOHH
KOpOOIIi

1) Tun nikapcekoro 3acoBy, 3a sKUM NpoBOAKIaCS
abo nuaHyeTECs peecTpalis

TEHEPHYHUHI JIKAPCBEKMM 3ACIE

OAHOKOMIIOHEHTHMI

2) mpoBeaeH! mochimKeHHs

TaK P ni  sAkmo Hi, 06rpyHTYBaTH
HE 3aCTOCOBYETHCA JUIS FeHepHYHHX JIIKAPCEKHX 3ac0Bin

2. @apmakosoris:

1) nepeusHa dapmakoguHaMika

He 3acrocoByeTses

2) BTOpHHHA (hapMaKogUHaMika

He 3actocoByerhes

3) dapmaxosoria Gesnexu

He 3acTocoByeThes

4) papmaxonuHamiuni B3aeMonii

He zactocoByerscs

3. ®apMaKoKiHETHKA:

1) ananitivHi MeToauKy Ta 3BiTH WO iX
Basipaii

He zacrocoByernes

2) BCMOKTYBaHHSI

He 3acTocoByethea

3) poanogin

He 3actocoByeThes

4) meTaboJtizm

He 3acTocoByeThes

5) BHBEJCHHSA

He 3acTtocosyeThes

6) dhapmaxoxineTHuni B3aemonii (noxniniuni)

He 3acTocoByeThes

7) inwi hapMakokiHeTHUHI JoCTiAKEHHS

He 3acrocosyernes

4. Toxcurkonoria;

in vitro

1) TOKCHUHICTB Y pasi oHOPa3oBOro BBEACHHs  |He 3aCTOCOBYETHCS
2) TOKCHYHICTB Y pasi MOBTOPHUX BBEACHb He 3acTocoByeThes
3) reHOTOKCHYHICTB: He 3acTocoByeTscs

in vivo (BKIKOYAIOYH JOJATKOBY OLIHKY 3
TOKCUKOKIHETHKHM)

He 3acTocoByeThea

4) KaHUEPOTeHHICTh;

He 3acTocoByeTscs

JOBrOCTPOKOBI JIOCHIIKEHHS

He 3acTtocosyerscs

KOPOTKOCTPOKORi AOCIIMKeH S
abo JocninKeHHs cepenboT TpHBAIOCT

He 3acTocoByeTtnes

104aTKOBL JOCTIIKEHHA

He 3acTocoByeTses

5) penpoJyKTHBHA TOKCHUYHICTh Ta TOKCHUHHMIA
BILIXB HA PO3BUTOK NOTOMCTBA!

He 3acTocoByeThes

Br7IMB Ha GEPTHIIBLHICTE | paHHii emBpioHansHuil

He 3acrocoryeTbes

DO3BHUTOK




eMOPIOTOKCHYHICTD

He 3acrocoByeTbes

[peHaTajbHa i NOCTHaTalbHa TOKCHYHICTh

He 3acTocoByeThes

N0CTTIPKEHHS, MPH AKUX NPEnapar yBOJUThLCS

OLIHIOETLCS BijaaieHa ais

MOTOMCTBY (HECTATEBO3PIJIMM TBapuHaM) Ta/abo

He 3acTocoByeThes

6) MicLIeRa NEPEHOCHMICTh

He 3actocoByerhes

7) 10AATKOBI A0C/IDKEHHS TOKCHUHOCTI:

He 3acrocoByetbes

AHTUTEHHICTh (YTBOPEHHS AHTHTIJ)

He 3acTocoByeTbes

IMYHOTOKCHYHICTh

He 3acTrocoByeTbes

OCHTIHKEHHS MEXaHI3MIB Ail

He 3actocoByerbes

NiKapchbKa 3a1eXHICTh

He 3acTocoByeThes

TOKCHYHICTH METADOMITIR

He 3acTocoByeThes

TOKCHYHICTH JIOMILLOK

He 3acrocoByeThes

iHIIEe

He 3acTocoByeTbes

5. BUCHOBKHM 111010 JOKJIIHIYHOIO BUBYEHHS

DapMakoaWHaMiyHi, (PapMaKOKIHETHYHI Ta TOKCHKOJIOTI4YHI
BIACTUBOCTI Mpenapaty a00pe Bigomi.

Binnosiano 1o TMy nopaHoi 3aseu (reHepuuHMiA
nikapcbKuii 3aci0 HaJAHHS JOAATKOBMX JOKITHIYHMX
NOCITi2KEHb He NMOTpeOy€eThCs.

3asiBHHKOM HAJAHO OIS AOKIIHIYHUX JAHUX, KU

IPYHTYETBCS Ha OrJIsi/li NPpodibHUX JiTEpaTypHHX JXKepe.

3asgBHUK (BJIACHHUK
peecTpaiiitHoro nocBi4eHHs;)

A Qe

(mignue) )\
Mopo3soBebka Haradis.

Ilpencrasunk 3 peecrpauii TOB «ICT®APM», Ykpaiua




Honarok 30
Ao [opanky npoBefeHHS eKCTICPTH3H
peecTpauiiHMX MaTepianiB Ha NiKapcbki
3ac00H, 110 MOAAIOTLCS Ha JEPiKaBHY
peecTpanito (mepepeccTpalii), a Takox
€KCTEPTH3N MaTepialiB Npo BHECEHHS
3MiH 10 peecTpanifiHUX Marepianis
npoTAroM Aii peecrpauiifHoro
MOCBITUeHHS
(nyHKT 4 pozuiny IV)

3BIT

Npo KjIiHiYHe BHNpoOyBanHsi

1. Hazpa nixapcbkoro 3acoby (32 HasBHOCTI -
HOMEp peecTPaLiiHOro MocBiUeHHA)

Iedazoain

HOPOLIOK JJIA pO3YMHY JJis iH'ekuii no 1000 mr

no 1 abo no 10 ¢gaxoHiB 3 HOPOIIKOM B KAPTOHHIH Kopobii
in bulk: mo 10 ¢nakoHiB 3 noporukoM B KapToHHil KopoGui

2. 3aABHKK

xenodapm Jlta, Benuka Bpuranis

3. BupoGHuk

HCIIC XeGeii Xyamin ®apmacbroticaa Komnani Jlimiten,
Knraii

4. IlpoBeneni nocniKeHss:

Tak P Hi 5K Hi, OGIPYHTYBATH
HE 3aCTOCOBYETBCS JUIS FeHEPUYHMX JIKApPCBKUX 3ac00iB y
(opMi ropommoK A posuuny Jyist indysiii

1) Tun nikapceekoro 3acofy, 3a AKUM
npoBoAMnacs abo niaHyeTbes peecTparlis

TEHEPHYHUWH JIKAPCHKHHA 3ACIE
OJHOKOMIIOHEHTHHIA

5. TloBHa Ha3Ba KiiHiYHOrO BUNPOOYBaHHS,
KOJIOBaHHMH HOMEP KiiHIYHOTO BUNIPOOYBAaHHA

He npoBoauiocs

6. ®asa kniHivHOro BUNpoOYyBaHHs

He 3acrocoByeTescs

7. Tlepion npoBeeHus KIiHIUHOTO
BUIIPOOYBaHHSI

3 o
He sacrocoByetses

8. Kpainu, ne nporojunocs kiuigiyge
BHIIPOOYBaHHA

He zacTocoByeTheq

9. KinbkicTs gocninxyranux

3ar1aHOBaHA:
thaxTuuna:
He 3acTocoByeThCs

10. Meta Ta BropuHHi Ui KIiHiYHOTrO
BUIIPoOYBaHHA

He 3acTocoByeThes

11. iuzaiin kniHiugoro BunpoGyeaHHs

He 3acTocoByeThes

12. OcHOBHi KpuTepil BKIIOYEHHs

He 3acTocoByeThes

13. NocaimxyBauuit nikapcsxuii 3aci6, croci6
3aCTOCYBAHHA, CHAa il

Hedasonin, mopolrok aag po3duny mid in’exiii no 1000 mr
Cnocib 3acToCyBaHHSI: LASXOM BHYTPIITHEOBEHHOTO
CTPYMHHHOIO, KParIMHHOTO Ta BHYTPILIHLOM A30BOr0
BBEICHHA,

14. Ilpenapar nopieHsHHA, 1034, crioci6
3aCTOCYBAHHA, CUNa Ail

Hedazonin, nopomok mns pozyuny At in'ekuiil mo 1000 Mr
sassunK XOCIIIPA THK, BupodHuk Cannos ['moX

Cnoci6 3acTocyBaHHS: LUTIXOM BHYTPIIUHEOBEHHOIO
CTPYMMHHOTO, KPaIlLTMHHOI'O T4 BHY TPILIIHBOM I30BOT0
BBEJIEHHS.

15. CynyThs tepanis

He 3actocoByeThes

16. KpuTepii ouinku edeKTHBHOCTI

He 3acTocoByeThes

17. Kpurepii onisxu Gesnexu

He 3acrocoByeTscs

18. Cratueruuni metonu

He 3acTocoByeTbes




19. JlemorpadiuHi nokasHUKK A0CHTIIKYBAHOT
nomyJsilii (crare, Bik, paca, TOLIO)

He 3aCTOCOBYETHCA

20. PeaynpraTu edexruBHOCTI

He 3acrocoByeTbes

21. PesynbraTu 6e3nexu

[lpenapar Ieda3zonin, nopoLuok Ajst po3unHy As iH €KL,
AKMI MojlaeThes Ha AepiaBHy peectpauito 1o JEL] e
reHEpUYHHUM JiKapcbKUM 3aco0oM. B kpaiHi BupoOHuKa
rotosa gopma Oyna 3apeectporana B 2020 poui. B nocee, B
AKOMY MIiCTHTBCS BCS iH(OPMALLIst CTOCOBHO pe(epeHTHOTo
nikapebkoro 3aco0y Ieda3zoitin, Mopowok a1s po3uuny s
in'exuiiit mo 1000 mr 3asBruk XOCTIIPA THK, BupoGHuK
Canpnosz I'M6X, a Takox BizoMocTi rpo npodisb Gesnexa-
eeKTUBHICTD HOro AiH0YMX PEYOBHH MOPIBHAHO 3 AIKOUYUMH
pevyoBHHAMH pedepeHTHOro JiKapchKoro 3acoly, a Takok
NUTaHH:, NOB'A3aHi 3 6I0AOCTYNMHICTIO, J€ 11 3aCTOCOBHE 10
FeHEepHYHOTO JIIKapChKOTo 3aco0y Ta iHa HeoOXiaHa
iH(opMmallis.

3sepraemo Bawy yeary, wo JI3 Ileda3zoain, nopouiok s
po3uMHy s iH’eKuiii Ta opuriHanbHuit npenapar Heda3zoin,
NOpOLOK Ui po3uuHy st iH'ekuiid no 1000 mr 3asBHMK|
XOCIIIPA THK, MaoTh 0QHAKOBMI KUIBKICHHMI Ta AKICHWI
cKkian, JikapcbKy (opMy, NMOKasaHHs Ui 3aCTOCYBAaHHH Ta
nobGiuni peakuii, a omKe € UIJKOBUTO OE3NEYHUMH s
JIOJCBKOIO BUKOPUCTAHHS.

22. BUCHOBOK (3aKJIFOUEHHS)

Bignosiano po GUIDELINE ON THE INVESTIGATION
OFBIOEQUIVALENCE CPMP/EWP/QWP/1401/98 (EMEA,
2010), nnsa nikapcbKUX NPOAYKTIB , WO BBOAUTHECS Y BUIIISL
BOJHOTO  BHYTPIlIHBOBEHHOrO PO3YMHY, TepaneBTHYHHH
eeKT AKMX He IPYHTYETBCS HA CHCTEMHOMY BCMOKTYBaHHI,
MiATBEPIUKEHHS  OlOEKBIBAJIEHTHOCTI,  BHKOPWCTOBYIOUYH
KiHUEBI (papMaKOKIHETHUHI TOYKHM, HE 3aCTOCOBYEThCH, i
MOPIiBHSNIBHUX  KJIIHIYHMX JOCHi/KeHb e(pEeKTUBHOCTI Ta
Oe3neku € PEeKOMEeHJOBaHMM METOAOM  TiATBEPIKEHHS
GioeKBiBaNEHTHOCTI 3 pepepeHTHUM JIIKAPCHKMM NPOLYKTOM.
bioekBiBaNeHTHICTh Ta KIiHIYHI JOCHIIKEHSs /s npenapary
Lledazonin, nopowok ans po3uuHy A8 iH'e€KIiM He
NPOBOJUIINCS, ase 3 NpOBEJEHHAM  (hapMalleBTHUYHO]
€KBiBaJEHTHOCTI MOXHa BBaXaTH, 1O obuaBa mnpenaparu
Hedazonin, nopomok mjisi po3uuHy Uisi iH €KL  Tal
pedepenTHunii npenapar Heda3sonin, NOPOLWIOK ANs PO3HHHY
s iH'ekuii nmo 1000 mr sassauk XOCIIIPA IHK e
B3a€EMO3aMiHHUMH, 0e3 Oyab-akux obmexeHs. O6uaBa
NOCNIXKYBaHI  MpenapaTi  XapakTepU3YIOThCA — IapHOIO
NEePEHOCHMICTIO | XOPOLLOIO AKICTIO.

3asBHUK (BJIACHHK
peecTpalifHOro MocBiA4eHHs)

P ARKC
(mifnnc) 3\

Mopo3zoBebka Hartauis.
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