3BIT Npo AOKJIHIYHI J0CHiIKEHH

1. Haspa nikapcekoro 3acoby (3a HasgBHOCTI — TTPOIITYC®, cuporn, 30 Mr/5 mx
HOMED PEECTPALIHHOTO TTOCBIAUCHHS):

1) Tn sikapenkoro 3aco0y, 3a sKuM npoBomiacs | [eHepuunumii nikapchkuii 3aci6
abo IJIaHYETHCS peecTpaltis

2) IPOBeIEH] TOCHIJIKEHHS Vi 0.TaK AKIO H1, OOTPYHTYBATH

Jlikapeski 3aco6u [TPOITYC®, cupor, 30 mr/5 v, BupoGruuTea TOB «KYCYM ®APM»,
Yxpaina Tta Levotuss®, syrup, 30 mg/5 ml Bupobnunurea Dompé farmaceutici s.p.a. Italy ¢
(apManeBTHIHO eKBiBANIEHTHAMH, OCKUTBKH 0OHIBA TIPEIAPATH € BOAHMMM PO3UMHAMH, MAIOTh O/IHH
1 TOA camui CrIociO 3acTOCYBaHHsA, a TAKOX [eHEPHUYHMH iKapchKuit 3aci6 MICTHTE Hil0UY pedyoBMHY
B TaKid JKe KOHLEeHTpauii, Ak 1 pedepenTHHi nikapcbkuii 3aci6.

Ockinbku nmikapebki 3aco0u (apMaleBTHYHO eKBIBAICHTHI 1 € BOJHMMH DPO3UMHAMM IIsi
OpalbHOro 3acTOCYBaHHsl, TO y Bianosianocti no Hacranosu CT-H MO3YVY 42-7.3:2022 «Jlikaperki
3acobu. [Jlocnizpkenns OioexsipanenTHocTi» Ta Guideline on the Investigation of Bioequivalence
CPMP/EWP/QWP/1401/98 Rev.l BOHM pO3IISJalOTLCS SK €KBIBAJEHTHI 063 HeoOXinHOoCTI
IPOBEJIGHHA  JOCHiKenHs  OiloexsiBanenTHocti. lle 103BoNsle  ekcTpamomoBaTH  pes3yibTaTd
AOKIIHIYHUX 1 KIIHIMHHX JOCTIIKEHB, MPOBEAEHHX IUIS ped)epeHTHOTO INKapehKOro 3acofy, Ha
TeHCPHYHUEl Jikapchkui  3aci®. Tomy powmimiumi  ZochmijpkenHs Juis  JHKapehKOTO  3acofy
[IPOIITYC®, cupon, 30 mr/5 upobunmurea TOB «KYCYM ®APMy, VxpaiHa He IPOBOMITHCS.

2. ©apMaKonoris:

1) nepeunna papMakouHamMiKa HE 3aCTOCOBHO
2) BTOpUHHA (hapMaKoHHAMIKA HE 3aCTOCOBHO
3) papmaxonoria Ge3nexu HE 3aCTOCOBHO
4) dhapmaxomuHaMigHl B3aEMOT HE 3aCTOCOBHO

3. @apMaKkOKIHETHKA:

1) aHanmiTHYHI METOIMKHM Ta 3BITH 00 1X
HE 3aCTOCOBHO

BasTi Al

2) BCMOKTYBaHHs HE 3aCTOCOBHO
3) poznoain HE 3aCTOCOBHO
4) metabomizm HE 3aCTOCOBHO
5) BUBeEHHS HE 3aCTOCOBHO
6) hapmaxoxineTHuni B3aeMOmil (OKIiHIYHI) HE 3aCTOCOBHO
7) inmi papMaKoKIHETHYHI 10CIJDKEeHHS HE 3aCTOCOBHO

4. Tokcukonoris:

[) TOKCHYHICTE y pazi 0HOPA30OBOTO BBEACHHS HE 3aCTOCOBHO

2) TOKCHYHICTD Y pasi MOBTOPHMX BBEICHD He 3aCTOCOBHO




3) reHOTOKCHUYUHICTD:

HE 3aCTOCOBHO

n vitro

HC 3aCTOCOBHO

n VIivo (BKIIIOUAKYM T0JATKOBY OLLHKY 3
TOKCUKOKIHETHKH)

HE 3aCTOCOBHO

4) KaHUEPOreHHICTD:

JIOBIOCTPOKOBI JOCITTIKEHHST

HE 3aCTOCOBHO

KOPOTKOCTPOKOBI JOCTIIKEHHS a00 NOCIIIKeHHS

cepeHbOl TPUBATIOCTI

HE 3aCTOCOBHO

IOJATKOB] AOCTIDKEHHS

HE 3aCTOCOBHQ

5) penpoyKTHBHA TOKCUYHICTh T4 TOKCHIHHH
BIUIMB HA PO3BUTOK TIOTOMCTRA:

HE 3aCTOCOBHO

BIUTMB Ha (pepTHIILHICTD 1 paHHii eMOploHaIbHHIM
PO3BUTOK

HE 3aCTOCOBHO

eMOpIOTOKCHYHICTE

HE 3aCTOCOBHO

IIpeHaTaNbHA 1 MOCTHATAIBHA TOKCHYHICTD

HE 3aCTOCOBHO

JOCIIJKEHHS, IPY AKHX MPENapaT YBOAUTHCS
ITOTOMCTBY (HeCcTaTeBO3PLIMM TBapUHAM) Ta/alo
OLIHIOETLCS BiAIATeHA s

HE 3aCTOCOBHO

6) MicIieBa TepeHoCHMICTE

HE 3aCTOCOBHO

7) MOJIATKOB] DOCTIIKEHHS TOKCUYHOCTI:

HC 3aCTOCOBHO

AHTUIEHHICTL (YTBOPEHHSI AHTHTII)

HE 3aCTOCOBHO

IMYHOTOKCHYHICTE

HE 3aCTOCOBHO

JIOCTIJPKeHHA MeXatizM mii

HC 3aCTOCOBHO

JMKapchKa 3aueskHiCTh

HE 3aCTOCOBHO

TOKCHYHICTE MeTaboITIB

HE 3aCTOCOBHO

TOKCHYHICTH JOMILIOK

HE 3aCTOCOBHO

1HI11E

HE 3daCTOCOBHO

5. BucHoBKH 1010 JIOKTIHIMHOTO BUBYEHHS

HE 3aCTOCOBHO

3aABHUK (BIACHUK PEECTPALIAHOTO TTOCRIUeH )
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3BIT Npo KJIHIYHEe BUNPOOYBAHHA

1. Hazga nixapcbkoro 3aco0y (3a HasBHOCTI — [TPOTITYC®, cupomn, 30 mr/5 mn
HOMEpP peecTpaulifHOro MOCBITUCHHS)

2. 3a4BHUK TOB «KYCYM ©OAPM»

3. Bupobuuk TOB «KYCYM ®APM», 40020, VYxpaina,
Cymceka obnacte, M. Cymu, Byn. Ckpsabina, 54

4. upoBejieH] JIOCTIDKEHHS v ui TaK AKILO H1, 00TpYHTYBATH

Tlikapceki 3aco6u [MPOMTYC®, cupon, 30 mr/5 mn, supodHuunrea TOB «KYCYM
®APM», Vipaina ta Levotuss”, syrup, 30 mg/5 ml Bupo6uunrea Dompé farmaceutici s.p.a. Italy ¢
(hapManeBTHYHO €KBIBAIICHTHUMH, OCKIJILKM 00MIBa IIperapaTd € BOIHMMH DPO3UMHAMH, MArOTh
OIUH 1 TOH caMuil crocid 3acTOCYBaHHS, 4 TAKOK FeHEePUUHHH NMiKapCLKHE 3acid MiCTUTEL JIiFOUy
PEUOBHHY B TaK1H K€ KOHLEHTpall, 4K 1 pedepeHTHHH TiKapchKuii 3acib.

Ockinpky mikapebki 3acobn GapMaleBTHYHO eKBIBAJICHTHI 1 € BOAHMMM PO3UYMHAMH IUIA
OPAIBHOrO 3aCTOCYBaHus, TO y Bianosianocti 1o Hacranosu CT-H MO3Y 42-7.3:2022 «Jlikapebki
3acobu. Jlocmimkenns OloexsiBanenTHocTi» Ta Guideline on the Investigation of Bioequivalence
CPMP/EWP/QWP/1401/98 Rev.l BOHU po3rmagaroTbesd sk eKkBiBasieHTHI 06e3 HeoOXixHocTi
NPOBEJIEHHs JOCHIDKeHHs OloekBiBanentnocti. lle 103Bonsie  eKCTpamosioBaTH pe3ylbTaTH
JOKIIHIMHEX 1 KIHIYHEX JOCTIDKEHb, NPOBENCHUX JUIs pedepeHTHOro JiKapchkoro 3acoby, Ha
reHepUyHHii Nikapchbkuii 3aci6. Tomy kiIHIYHI HocnikeHHs Wi Tikapeekoro 3acoby ITPOIITYC®,
cupomn, 30 mr/5 mn supobuunTBa TOB «KYCYM ®APM», Yipaina He npoBoimcs.

1) tun  mkapcekoro 3acofy, 3a AKuM | [enepuuHuil nikapchKuii 3aci
POBOMIACS ab0 MIaHY€ETHCS peecTparis

5. IloBHa Ha3Ba KITIHIYHOTO BUMIPOOYBAHHS,

. Ea HE 3aCTOCOBHO
KOIOBHH HOMEPR KIIHIYHOTO BPITIIDO6}/B&HHH

0. @aza KWIHIYHOro BUITPoOyBaHHS HE 3aCTOCOBHO

7. Ilepioa mpoBeAeHHs! KIIHIYHOTO

HE 3aCTOCOBHO
BUIPOOYBaHHS

8. Kpainu, 1e npoBoaunocs KiiHIuHe

HE 3aCTOCOBHO
BUIIPOOYBaHHs

9. KinbkicTh TOCHIDKYBAHUX HE 3aCTOCOBHO

10. MeTa Ta BTOpHHHI il KITHIYHOTO

HE 3aCTOCOBHO
BUIIPOOYBaHHS

11. JIu3aiin KN1HIYHOTO BHIPOOYBAHHS HE 3aCTOCOBHO

12. OcuoBHI KpUTEPIT BKITIOYCHTS HE 3aCTOCOBHO

13. JlocnimpryBanuii nikapceKui 3acid, crocit

HE 3aCTOCOBHO
3aCTOCYBaHHsI, CHIIa 111

14, Ilpenapar nopisuanna, 103a, cnocio

_ HC 3aCTOCOBHO
34CTOCYBaHHs, CHIIa /11




15. CynyTus Tepanis

HE 3aCTOCOBHO

16. Kpurepii oninku eekTHBHOCTI

HE 3aCTOCOBHO

17. Kpurepii ouinku Oe3nexu

He 3aCTOCOBHO

18. CratcTium MeToIH

HE 3aCTOCOBHO

19. Jemorpadiduni MOKa3HUKH AOCTIHKYBAHOT

NOMyIAnii (cTaTk, BIK, paca, TO0)

HC 3aCTOCOBHO

20. Pesynpratit e(heKTUBHOCTI

HE 3aCTOCOBHO

21. PesynbraTi Oe3neku

HE 3aCTOCOBHO

22. BUCHOBOK (3aKJIHOUEHHS)

HE 3aCTOCOBHQ

3agBHUK (BIACHUK peecTpaliiftHoro
MIOCBITYEHH)
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