Honarox 29

no Iopsaky mposeseHHs ekcnepTu3u
PEECTpaLlifHUX MaTepiallis Ha TiKapChKi
3aco0H, 110 MONAIOTHCS HA JIEPIKABHY
peecTpalito (nepepeecTpariio), a TaKowK
CKCIICPTU3H MaTEPIaiB IIPO BHECEHHS
3MIH JI0 peecTpanifHuX MaTepiaiis
IPOTATOM il peecTpaliiiHoro
NOCBI{4EHHs

(yHKT 4 posuiny 1V)

L WP BT P st s MR LA A 51,

;
3BIT

{ PO TOKJIIHIYHI ZoC/TipKeH s

! 1. Haspa mikapcbkoro 3aco6y (3a CYJb®OKAIH

HAasIBHOCTI - HOMEp peecTpaniifHoro po3uuH mis iH'exkuiii 100 mr/ma nmo 2 ma B
TOCB1TYCHHS): ammy,/iax Ne 10

1) Tan nikapcbkoro 3acoby, 3a skum I'enepuanmii tikapesknii 3aci6

IIPOBOMIAcs a0 IIAHYETLCS peecTpartist

! 2) mpoBeneHi 10CIiIKeH S TaK Hi v AKINO Hi, 06IpYHTYBATH

. Hokiniuni gociimkenns ne mposoxuMch TOMY, 110 TEHEPUYHHH JTiIKapchKuii 3aci6
“ Cyneokain, posunn mms im’exmiit 100 Mr/mmr mo 2 mm B aMmmyni € QapmaneBTHYHO
€KBiBAJICHTHHM 110 Bi THOIIEHHIO J[0 pedepenTHOrO Npenapaty Cynsdokamdokain-Tapauis,
-, po3unH ans in’exnit 100 mMr/mi mo 2 M B amnyni (IIpAT "®apmanestnuna dipma
? "Hlapuuns", Vipaina). [eneprunuii Ta pedepenTHuit NikapcbKi 3ac00H, € po3unHAMM 1S
IR’k Ta 3acTOCOBYIOTHCH BHYTPIillIHBOM 513080, BHYTPIIlIHHOBEHHO 460 HiAIIKIPHO.
Bpaxosytoun noBenenns papmaneBTHUHOT eKBIBATCHTHOCTI 000X Ipenaparis Ta Bi{IOBIIHO
7o sumor Hakasy MO3 Vipainu Ne 426 (y penaxmii sy 10. 11.2020) nemae HeobxinuoCTI ¥
POBEICHHI BIACHUX JOKIIHIYHEX ((hapMaKoIorigaux Ta TOKCHKOJIOTTYHHX) JIOCIJ3KEHb.

2. @dapmakosnorist: -

1) nepunHa (papmakoauHaMika i
2) BTOpHHHA (papMakogHHaMiKa -
3) bapmakosioris 6Gesnexu =
4) papmakounamiuni p3aemoii -
3. GapMaKOKiHEeTHKA:

1) ananiTHyni MeTouKY Ta 3BiTH MO0 iX =
Baigamii

2) BCMOKTYBaHHS s

3) posmnojiin -

4) meTabomizm i
5) BuBeeHHS -

6) papmakokineTHuni B3aemomii —
(DoKmiHIYHI)

7) 11 papmMakoKiHeTHYH] JoCHiKeHHs =
4. ToxkcukoJoris:

1) TokcHYHiCTB ¥ pasi ogHOpazoBoro -
BBEJICHHS
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2) TOKCHYHICTD Y pa3i MOBTOPHHX
BEEJICHD

3) FeHOTOKCHYHICTh:
in vitro

In vivo (BKJIFOYaroun JI0JIATKOBY OLIIHKY 3
TOKCHKOKIHETHKH)

4) KaHIepOTreHHICTh:

JOBIOCTPOKOBI JIOCIIIJPKEHHS

KOPOTKOCTPOKOBI JOCHiJPKEHHS
abo NoCHiPKeHHS cepeHbOl TPUBAJIOCTI

IONATKOBI TOCHiKEeHHS

5) penponyKTHBHA TOKCHYHICTh TA
TOKCHYHUI BIUIUB Ha PO3BUTOK
II0TOMCTBA!

BIUIMB Ha (EPTUIIBHICTE 1 paHHiii
eMOpIOHATBLHUI PO3BUTOK

eMOPIOTOKCHYHICTE

IIpeHaTalbHa i MOCTHATAIBHA
TOKCHYHICTB

JOCIIIKEHHS], IPH SKUX Tperapar
YBOIHTECS IOTOMCTBY (HECTaTEeBO3PLIUM
TBapuHam) Ta/abo OI[iHIETHCA BiflaneHa
st

6) MicIieBa IepEHOCHMICTE

7) DOJATKOBI JOCIIIPKEHHS TOKCHYHOCTI:

AHTUICHHICTb (YTBOPEHHS AHTHTLI)

IMYHOTOKCHYHICTh

JOCIIKEHHs] MEXaHi3MIB J1ii

NiKapehka 3aJIe)KHICTh

TOKCHYHICTH MeTabOIiTIB

TOKCHYHICTE JOMILIOK

iHme

5. BUCHOBKM 11010 JOKJIIHIYHOTO
BHBUYEHHS

3agBHUK
(BJIaCHMK peeCTpaIiifHOro MOCBiIYeHHS)
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Homatox 30

no Ilopsiaxy mpoBeqeHHS eKCIIePTH3H
peecTpariiifHiux MarepialiiB Ha JIiKapchKi
3aco0u, 10 MOJAITHCS Ha IEPKABHY
peecTpailiro (Iepepeectpaltito), a TakoxK
€KCIIEPTH3U MaTepialliB PO BHECEHHS
3MIH 10 peeCTpaliiHuX MaTepiaiib
IIPOTATOM Jii peecTpariitnoro

IIOCBIAUEHHS
(mynxr 4 posainy IV)
3BIT
Npo KJIiHiYHe BUNPOOYBaHHA

1. Ha3pa nikapcekoro 3aco0y (3a CYJIb®OKAIH
HasIBHOCTI - HOMEP peecTpariitHoro po3unn s iH'ekuiit 100 mr/ma mo 2 mJj1 B
II0CBiTYEHHS) ammyaax Ne 10
2. 3asBHUK TOB «®APMACEJI», Ykpaina
3. Bupobnuku TOB «PAPMACEJI», Ykpaina
4. ITpoBeneHi TOCTiHKEHHS: TaKk  Hi v SKIIO Hi, OOIPYHTYBaTH

Kniniuni BunpoOyBaHHs He IPOBOAHIMCH TOMY, IO TIeHEPHUHMH JiKapchKHH 3aci
Cyneoxain, pozumd i im’exuii 100 mr/mun mo 2 mu B ammyni € (apMarieBTHYHO
€KBIBAJICHTHHM MO BiJHOIIEHHIO JI0 pedhepenTHOrO npenapary Cynb(okamporain-JlapHuis,
posunH mig in’ekmiit 100 mr/ma mo 2 mu B amnymi (IIpAT "®apmanestuusa dipma
"lapuunsa", VYxpaina). O6uzsa mikapchki 3aco0M € po3uMHaMM Ul iH'EKIH Ta
3aCTOCOBYIOThCS BHYTPIIIHBOBEHHO, BHYTPILIHBOM 530B0 ab0 ImimikipHo. BpaxoByroun
JoBeJieHHsl (apMaleBTUYHOI eKBIBAIEHTHOCTI TI'eHEepUYHOro JIKapCLKOro 3acoly 10
pedepenTHoro mpenapaty, y BijnosigHocTi 10 Bumor Hacranosu CT-H MO3Y 42-7.4:2022,
II0JIOYKEHHSIM Kepisuunrsa €Bporelicbkoro MEJIM4HOTO areHTCTBA
(CPMP/EWP/QWP/1401/98 Rev. 1 «Guideline on the Investigation of Bioequivalence») ta
Hakasy MO3 Vkpainm Ned26 (y pemakuii Bim 10.11.2020), Hemae HeobXximmocTi y
IPOBEJIEHH] JOCTKEHHS 610eKBIBA/IEHTHOCTI Ta IHINKMX BIACHUX KJIIHIYHUX JOCIiHKEHb.

1) Tun nikapepkoro 3aco6y, 3a IKUM ["enepuunmii ikapcepkuii 3acié
1poBoAMIacs abo MIaHyeThCs peecTpais

5. IloBHa Ha3Ba KIHIYHOIO -
BHIIpOOYBaHHS, KOJOBaHUH HOMEP
KIIIHIYHOTO BHIIPOOYBaHHS

6. dasa KIIHIYHOTO BUIIPOOYBaHHA =

7. Ilepion mpoBeeHHS KIIIHIYHOTO 3 1o

BUIIPOOYBaHHSI

8. Kpaiuu, 1e npoBoauiocs Kiinivne -

BUIIPOOYBaHHS

9. KinekicTp gocmimpkyBannx 3anaaHoBaHa:; —
(akTHyHA: —

10. Mera Ta BTOpHHHI L/l KIIHIYHOTO =
BHIIPOOYBAHHS

11. JIu3aiin KIiHIYHOTO BUIIPOOYBaHHS =

12. OcHOBHI KpUTepii BKIIOYEHHS -

13. JlocnimpkyBanuii likapehbKuii 3acio, -
crocid 3acTocyBaHHs, CHiIa il
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14. [Ipenapar nopiBHAHHSL, /1034, CHOCIO
3aCTOCYBAHHS, CHJIA JiT

15. CynyTHst Tepamis

16. Kpurepii oninkn eheKkTHBHOCTI

17. Kpurepii oninku Oe3nekn

18. CraTHcTHYHI METOAU

19. lemorpadiuni nokasHUKH
JOCTI/PKYBAHOT MOMyJIsii (cTarh, Bik,
paca, TOIo)

20. PesynbraTi e)eKTHBHOCTI

21. PeayneraTn Oe3nexn

22. BUCHOBOK (3aK/IIOYEHHS)

3asBHHUK
(BIACHUK peecTpalliiHOro NOCRII4EHHS)

e




