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nnex 29
to the Procedure for Conducting Expert
Evaluation
of Registration Materials Pertinent
to Medicinal Products, which are Submitted
for State Registration (Re-Registration)
and Expert Evaluation of Materials
about Introduction of Changes to the
Registration Materials during
the Validity Period of
Registration Certificate
i(Paragraph 4, Section 1V)

3BIT npo pokaiHiuni JocaiameHHs / NON-CLINICAL STUDY REPORT

1. Hasea nikapcbkoro 3acoby (3a
[HABHOCTI - HOMEp peecTpaniiiHoro
noceiguenns): / Name of the medicinal
product (Marketing Authorization number,
if any):

Olmestad H film-coated tablets 20/12,5 mg,
20/25 mg and 40/12,5 mg and 40/25 mg

1) Tun nikapebkoro 3acoly, 3a AsKUM
npoBoauiacs abo MiaHyeThes peectparlis /
type of the medicinal product for which the
registration was conducted or planned to be
conducted

Olmesartan medoxomil/hydrochlorothiazide film-
coated tablets (generic medicinal product
registration)

2) nporeaeHi nocnimkenns / conducted
studies

O TaK / yes Hi / no sAKWO Hi, OOrpyHTYBaTH /

if no, provide rationale

The applicant has not conducted any toxicological
or pharmacological studies on Olmestad H film-
coated tablets. Olmestad H film-coated tablets have
been developed as a generic medicinal product with
reference to the originator Olmetec Plus®, Daiichi-
Sankyo Ltd. The SmPC for Olmestad H is based on
the approved SmPC for Olmetec Plus® and there are
no differences in the indication, dosage,
contraindications, warnings and precautions. All
strengths of the generic formulation have the same
qualitative composition and the proportions of active
ingredient and excipients are the same.




2. ®apmakonoris: / Pharmacology:

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

1) nepeunna papmakonuHamika / primary
pharmacodynamics

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

2) rTopuHHa hapMaKoMHaMika /
secondary pharmacodynamics

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

3) dhapmaxosioris Gesnekn / safety
pharmacology

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

4) hapmakoauHaMiYHi B3aeMOii /
pharmacodynamic interactions

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

3. ®apmakokineTuka: / Pharmacokinetics:

1) aHANITUYHI METOJIMKH Ta 3BITH 100 1X
Banifauii / analytical procedures and
validation reports

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

2) BcMoKTyBaHHs / absorption

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

3) po3noain / distribution

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

4) metabouism / metabolism

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

5) BuBeeHHS / excretion

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.




6) hapMaKoKIHETHYHI B3aEMOiT
(noxniniuui) / pharmacokinetic interactions
(non-clinical)

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

7) iHWi (hapMaKOKIHETHYHI AOCHIIKEHH /
other pharmacokinetic studies

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

4. Tokcukonoris: / Toxicology:

1) TOKCHYHICTB ¥ pa3i 0AHOPA30BOTO
BBeIeHHs / single-dose toxicity

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

2) TOKCHYHICTB Y pa3i NOBTOPHUX
BREJIEH / repeated-dose toxicity

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

3) reHOTOKCHYHICTD:
in vitro /
genotoxicity:

in vitro

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

in vivo (BKJIFOYAIOYH JJOJATKOBY OIIIHKY 3
TOKCHKOKIHETHKHM) / in vivo (including
additional toxicokinetics assessment)

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

4) KaHlleporeHHicTh: / carcinogenicity:

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

[TOBrOCTPOKOBI JochipkeHHs / long-term
studies

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

KOPOTKOCTPOKOBI AOCTIKEHHS

abo JI0CIIIIKEHHS Cepe/IHBOT TpUBAJIOCTI /
short-term studies

or mid-term studies

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

nonartkoBi gociipkenns / additional
studies

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided

in Module 4 of the submitted CTD dossier.
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5) penpoayKTUBHA TOKCHYHICTh Ta
[TOKCMYHWIA BIUIMB Ha PO3BUTOK
notomcTea: / reproductive and
developmental toxicity studies:

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

BIJIMB HAa DepTUALHICTS | paHHiii
eMOpioHansHuUii po3suTok / effect on
fertility and early embryonic development

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

eMOpioTokecH4HicTh / embryotoxicity

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

MpeHaTaibHa | MOCTHATAIbHA
TokcHuHicTh / prenatal and postnatal
toxicity

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

OCTTIJDKEHHS!, PU AKHX Tpenapar
YBOJIMTHCS TIOTOMCTBY (HECTATEBO3PLIMM
TBapHHaM) Ta/abo OLIHIOETLCS BijjlaieHa
i / studies in which the drug is
administered in the offspring (juvenile
animals) and/or late effect is assessed

Reference is made to the SmPC of the originator
product Olmetec Plus®”, a copy of which is provided
in Module 4 of the submitted CTD dossier.

6) Mmicuera nepeHocuMicTs / local tolerance

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

7) NOJIATKORBI JIOCHiIKEHHS TOKCHYHOCTI: /
additional toxicity studies:

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

AHTUTEHHICTh (YTBOPEHHS aHTUTII) /
antigenicity (antibody production)

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

IMyHOTOKCHYHICTL / immunotoxicity

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

locijizKeHHs MexaHi3MiB 11i1 / mechanistic
study

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided

in Module 4 of the submitted CTD dossier.




nikapcbka 3anexHicts / drug dependence

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

TOKCHYHICTE MeTabouiTiB / toxicity of
metabolites

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

TOKCHYHICTB JOMILIoK / toxicity of
impurities

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

inue / other

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

5. BHCHOBKM 100 HOKJIIHIYHOTO
BupueHHs / Conclusions on non-clinical
study

Reference is made to the SmPC of the originator
product Olmetec Plus®, a copy of which is provided
in Module 4 of the submitted CTD dossier.

3adBHMK (BIACHHUK
peecTpailiiHoro
MOCBIAYEHHs) /
Applicant (Marketing
Authorization Holder)

i.A. Gitana Stumpf, M.Sc.

Team Leader Regulatory Submissions non-EEA
Global Regulatory Affairs

STADA Arzneimittel AG

(I'. I. b. / Full nhame)

(nmigmuc /Sigature)

“i.A. Lilianna Simonis
Specialist Regulatory
Global Regulatory Affairs
STADA Arzneimittel AG
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Ji0 [lopsaaky npoBeieHHS eKCepTH3n
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Annex 29
to the Procedure for Conducting Expert
Evaluation

of Registration Materials Pertinent

to Medicinal Products, which are Submitted
for State Registration (Re-Registration)
and Expert Evaluation of Materials

about Introduction of Changes to the
Registration Materials during

the Validity Period of

Registration Certificate

\(Paragraph 4, Section V)

3BIT npo goxainiuni nocixxeHnsi / NON-CLINICAL STUDY REPORT

noceiaueHns): / Name of the medicinal
product (Marketing Authorization number,
if any):

1. Hasga nikapcbkoro 3aco0y (3a Onmecrtan H, TabneTku, BKPUTI 111iBKOBOIO
HasBHOCTI - HOMEp peecTpaLiiHoro obononkoro no 20/12,5 mr, no 20/25 wmr,

no 40/12,5 mr ta no 40/25 mr

nposoauiacs abo MnaaHyeThes peecTpailis /
type of the medicinal product for which the
registration was conducted or planned to be
conducted

1) Tvn nikapebKoro 3acoby, 3a SKMM ['eHepuuHuii nikapcbkuii 3acid

studies

2) nposejei nocnimkenns / conducted  oTak/yes [ wi/no sxmo wi, 06rpynrysaru /

if no, provide rationale

3asiBHUK HE NPOBOAMB KOJHUX (PapMaKOIOTiuHUX

Ta TOKCUKOJIOTTYHHUX
JOCTIKEHb Ha JIIKapChbKUid
3acid Onamecran H,
po3po0eHui IK
reHEPUUHMIH NiKapChbKUi
3acid BIANMOBIIHO J10
OpHUTiHAILHOTO
nikapebKoro 3acoly
Onmerek [Tmoc®,
BupoOHuuTea aivi-
Cankio JIta. Koporka

XapaKTepUCTHKA




3aTBEPJUKEHIN KOpOTKiii
XapakTepucTULL
NiKapcbKoro 3acoly
Onmerek [Lnoc®, 1 HeMae
BiJIMIHHOCTE# ¥
NOKa3aHHAX, 103yBaHHI,
NPOTUINOKA3AHHSX,
ﬂOﬂepeIl)KeHHﬁX Ta
3ano0ikKHKX 3ax0/1ax. Yci
JI03yBaHHSA J1IKapCLKOro
zaco0y Onmecran H,
MaOTh OJIHAKOBUH SKICHUH
i KiIbKICHUI cKllaj Aitounx
i IOTIOMIZKHUX PEYOBMH 3
OpPHUIiHAJIBHUM JIIKapChKHUM
3aco00M.

2. ®apmaxosoris: / Pharmacology:

Ilocunanns 3pobaeHO HAa KOPOTKY XapaKTepHCTHKY
OpPHUTriHABLHOIO JliKapchKoro 3acody Onmerek
[Tnroc®, Konis siIKOro HajaeTLest B MOAY 4.

1) nepsunna apmakoaunamika / primary
pharmacodynamics

I locunanus 3po6iieHO Ha KOPOTKY XapakTePUCTHKY
OPHIiHAILHOTO JliKapchbKoro 3acody OJimerek
[Lmoc®, Konis sIKOro HagaeThes B MOYJIi 4.

2) BTopuHHa hapmakoanHamika /
secondary pharmacodynamics

[locunanns 3po6IeHO Ha KOPOTKY XapaKTepUCTHKY
OpUriHANLHOTO JiKapebkoro 3acody Onmerek
[Tnoc®, xonis SKOro HafaeTLCs B MOJY I 4.

3) papmakosoris 6e3nexu / safety
pharmacology

[Tocunanus 3po6iieHO Ha KOPOTKY XapaKTepUCTHKY
OPUriHAIBHOIO JliKapehKoro 3acody OnmMerek
[Tnoc®, Konis SKOro HAAETLCS B MOYI 4.

4) papmakoauHamiuHi B3aeMoaii /
pharmacodynamic interactions

[locunanns 3po6ieHo Ha KOPOTKY XapaKTepUCTHKY
OpPHUTriHATBLHOIO JiKapebKoro 3acody Onmerex

[ Lmroc®, Koris AKOro HalAEThes B MOAYJ 4.

3. ®apmakokineruka: / Pharmacokinetics:

Bajlifauii / analytical procedures and
validation reports

1) ananiTH4Hi METOMMKH Ta 3BiTH 110710 iX |[Tocknans 3po6eHo Ha KOPOTKY XapaKTepUCTHKY

OPUriHATBLHOTO JiKapebKoro 3acody Oamerex
[1moc®, Konis SIKOro HafaeThes B MO 4.




2) BcMOKTYBaHHs / absorption

[ Tocunanns 3po61eHO HAa KOPOTKY XapakTepUCTHKY
OPHUTiHAIBHOTO JiKapchbKoro 3acofy OnmMerex
[ Litoc®, konist sKOro HaaaeThes B MOy i 4.

3) poznoain / distribution

I Tocunanus 3po6aeHO HA KOPOTKY XapaKTepUCTHKY
OpPUTiHAIILHOIO JliKapebKoro 3acoby Onamerek
[11t0c®, Komnist AKOro HAAETLCA B MO 4.

4) metabounizm / metabolism

[Tocunanus 3pobaeHO HAa KOPOTKY XapaKkTepHCTHKY
OpUTiHANILHOIO JliKapebKoro 3acoby Oamerek
[ Lmoc®), konis siKOro HaaeThHes B MOy 4.

5) BUBeieHHs / excretion

[Tocunanns 3po6eHO Ha KOPOTKY XapakTEepHCTHKY
OpPUTriHAILHOrO JiKapchkoro 3acoby Omerex
[ Lmroc®, konis AKOro HagaeThes B Moy i 4.

6) papMakoKiHeTH4Hi B3aeMOii
(noxniniuni) / pharmacokinetic interactions
(non-clinical)

[Tocunanns 3po6neHo Ha KOPOTKY XapakTepUCTUKY
OpHIiHAJILHOTO JliKapehbKoro 3acoby Onmerek
[ Lroc®, konis sKOro HajaeThes B Moy 4.

7) iHwi GapMakoKiHETHUYHI A0CHiJKEHHS /
other pharmacokinetic studies

I locunanus 3po6aeHO HA KOPOTKY XapaKTepUCTHKY
OpHTiHAILHOTO JlikapebKoro 3acoby Onmerek
[1nroc®, konis siKoro HajaeTbest B MOAYI 4.

4. Toxcukonoris: / Toxicology:

1) TOKCHYHICTb y pa3i 0IHOPa30BOIro
BBe/leHHs / single-dose toxicity

[Tocunanns 3po6iIeHO Ha KOPOTKY XapakTepUCTHKY
OPHTiHANIBLHOIO JliKapchKoro 3acoby Onmerek
[Lnroc®, Konis IKOro HafAAETLCS B MOAYI 4.

2) TOKCUYHICTb Y pa3i MOBTOPHUX
BBe/IeHb / repeated-dose toxicity

[Tocunanus 3po0baeHO HAa KOPOTKY XapakTepHCTHKY
OpPUIiHAJILHOIO Jlikapebkoro 3acoby OnmMerek
[Lmoc®, Konis SKOro HajaeThes B MOy 4.

3) reHOTOKCHYHICTh:
in vitro /
genotoxicity:

in vitro

[locunanns 3po6eHO Ha KOPOTKY XapaKTepHCTHKY
OpHriHANILHOTO Jlikapebkoro 3acoby Onmerex
[1moc®, Konis AKOro HAafAECTLCS B MOJYJII 4.

in Vivo (BKJIIOYAIOYH JI0/IaTKOBY OLHKY 3

[locunanns 3po61eHO Ha KOPOTKY XapaKTePHCTHKY

TOKCUKOKiIHETHKH) / in vivo (including
additional toxicokinetics assessment)

OPHUTiHATILHOTO JliKapehKoro 3acoby OnMerek
4.

[110c®, Konis AKOro HafAEThCs B MOY I




4) kaHueporeHHicTh: / carcinogenicity:

[locunanns 3po0eHO HAa KOPOTKY XapakTepPUCTHKY
OpPUTiHAJIILHOTO JlikapebKoro 3acoby OuimMerek
[ Ltoc®, korist AKOro HaaaeThes B MoayJi 4.

JIOBrOCTPOKOBI AociipkeHHs / long-term
studies

[Tocunanus 3pobaeHO Ha KOPOTKY XapaKTePHCTHKY
OpUIiHAJILHOTO JlikapehKoro 3acody Osimerek
[11toc®, konist AKOTO HANAETLCA B MOAYI 4.

KOPOTKOCTPOKOBI JJOCITiKEHHS

a00 J0CHiKEeHHs cepe/IHbOT TPUBANOCTi /
short-term studies

or mid-term studies

[ locunanus 3po61eHO HAa KOPOTKY XapakTepUCTHKY
OPHIiHANBHOIO JlikapehKoro 3acoly Onmerek
| Intoc®, konis sKOro HajgaeThes B Moy 4.

0JaTKOBI jlochipkeHHs / additional
studies

[ locunanus 3po61eHO Ha KOPOTKY XapaKTepUCTHKY
OpMTiHANBLHOIO JliKapehKoro 3acoby Onmerek
[T10c®, Konis AKOTO HAKAETLCA B MOAYT 4.

5) penpoAyKTHBHA TOKCUUYHICTh Ta
TOKCHYHUIA BILUIMB HA PO3BUTOK
noromcTia: / reproductive and
developmental toxicity studies:

ITocunanus 3po6aeHO HAa KOPOTKY XapakTepUCTHKY
OPUIiHANILHOTO JliKapebKoro 3acoby Osmerek
[ Lmoc®, Konis AKOro HaAAETLCH B MOAY I 4.

BIUIMB Ha (PEPTHIILHICTD | paHHii
emOpioHanbHuii po3sutok / effect on
fertility and early embryonic development

ITocunanus 3po0eHO Ha KOPOTKY XapaKTePUCTHKY
OpPHIiHAJILHOTO JliKapchbKoro 3acoby Omerek
[ Lmoc®, konis sKoro HagaeThes B MOAYJI 4.

eMOpioToKCHuHicTh / embryotoxicity

[ locunanns 3pobaeHO Ha KOPOTKY XapakTepUCTHKY
OpHIiHaLHOTO NiKapebKoro 3acoby Osnmerek
[L1roc®, Konis SKOro HaaaeThes B MOAY i 4.

rnpeHaraibHa i nocTHaTanbHa
TOKCHYHicTh / prenatal and postnatal
toxicity

[locunanns 3po6ieHO Ha KOPOTKY XapaKTepUCTHKY
OpPUIiHABHOTO JliKapehkoro 3acody Onmerek
[Lroc®, Konis SKOro HajaeThes B MOYIi 4.

JI0CTIUKEHHS, TP IKMX Npenapar
YBOJMTLCSA NOTOMCTBY (HECTATEBO3PIIUM
[TBapuHam) Ta/abo OLiHI0EThCS BifjaneHa
nist / studies in which the drug is
administered in the offspring (juvenile
animals) and/or late effect is assessed

[ locunanus 3po6ieHo Ha KOPOTKY XapakTepUCTHKY
OpPUIiHAJILHOTO JliKapebKoro 3acoby Onmerek
[ Liroc®, konis sKOro HalAeThes B MOy 4.




6) micuea nepenocumicts / local tolerance

[ Tocunanns 3po6aeHo HAa KOPOTKY XapaKTEPUCTUKY
OpHriHalbHOTrO dikapcebkoro 3acoby OnmMerek
[ [toc®, xonis SKOro HaAAETLCS B MOJLY i 4.

7) 1OAaTKOBI HOC/IPKEHHSA TOKCUYHOCTI: /
additional toxicity studies:

[ locunanus 3pobJeHO HAa KOPOTKY XapakTepUCTUKY
OpHUriHaNIBHOrO JiKapchkoro 3acoby Onmerex
[1noc®, konis sKOro HafgaeThest B MOy 4.

AHTUIE€HHICTH (YTBOPEHHS aHTHTIN) /
antigenicity (antibody production)

[Tocunanns 3pobneHo Ha KOPOTKY XapakTepUCTHKY
OpPHUTiHANBHOTO AiKapchKkoro 3acoby OnmMerek
[Tnoc®, Komisi IKOro HANAETLCS B MOJY 4.

IMYHOTOKCHYHICTB / immunotoxicity

[TocunanHa 3po0baeHO HA KOPOTKY XapaKTepHCTHKY
OpUriHAILHOIO JliKapebKoro 3acody OaMeTex
[1noc®, Konist AKOro Ha AeThesi B MOAYJI 4.

OCITIPKEHHS MexXaHi3MiB /i1 / mechanistic
study

[locunanus 3po6eHO Ha KOPOTKY XapakTepPUCTUKY
OpPUTiHANBHOTO JliKapchKoro 3acoby OnMeTek
[ 1nroc®, Komist AKOro HajaeThest B MOy i 4.

nikapcbka 3anexHicts / drug dependence

[locunanus 3po6aeHO HAa KOPOTKY XapaKTePHCTHKY
OpPUTiHABLHOTO JliKapebKoro 3acody OnMeTex
[ Lnioc®, konist sIKOro HaaAaeThest B MOAY I 4.

[TOKCMUHICTB MeTabouiTiB / toxicity of
metabolites

[Tocunanus 3po61eH0 HAa KOPOTKY XapakTepUCTHKY
OPUIiHAJIIBHOTO JliKapebKoro 3acody OsmMerek
[1moc®, komnis AKOro HaJlAETHCs B MOAY.i 4.

TOKCUUHICTb JOMilIOK / toxicity of
impurities

[locunanns 3po6ieHo Ha KOPOTKY XapaKTepHCTHKY
OPHIiHAJIILHOTO JliKapchbKoro 3acoby Osimerek
[ [n10c®, Komis AKOro HaAAEThCs B MOLY I 4.

e / other

[Tocunanus 3po6aeHO HAa KOPOTKY XapaKTePUCTHKY
OPHIiHAJILHOTO JliKapchKoro 3acoby Oamerek
[Tnroc®, konis sSKOro HajaeTsest B MOAYI 4.

5. BUCHOBKH 111010 JOKJIHIYHOTO
BuB4eHHs / Conclusions on non-clinical
study

[locunanns 3po6neHo Ha KOPOTKY XapakTepUCTHKY
OPMIiHANBHOTO JliKapehbKoro 3acoby Oamerek
[Imoc®, konis sKoro HagaeThest B MOy i 4.




3asBHUK (BJIACHHUK

peecTpalliiiHoro (nianuc / signature)

NOCBiA4eHHs ) / Thstvaien Gy
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Authorization HOIdCT) KeplBHHK BIOAUTY PETYJATOPHUX NHUTaHb Ta peecrpaui'f KpaTH, 10 HE BXOATh

1o €pponeiicskoro Corosy.




JToaaTok 30

no [Mopsaxy nposeaeHHs eKCnepTH3H
peecTpaliiiHuX Martepianie Ha JiKapebii
3acoOM, 110 NOAAIOTLCS Ha Aep:KaBHY
peecTpauilo (nepepeecTpaltii), a Takox
eKCIepTH3U MaTepianiB Mpo BHECEHHS
BMiH JI0 peecTpalliifiHux mMaTepianis
IpoTaroM Ail peectpauiiinoro
MOCBiIMEHHS

(nynxr 4 posginy IV)

nnex 30

o the Procedure for Conducting Expert
valuation
f Registration Materials Pertinent
0 Medicinal Products, which are Submitted
or State Registration (Re-Registration)
and Expert Evaluation of Materials
about Introduction of Changes to the
egistration Materials during
he Validity Period of
egistration Certificate
(Paragraph 4, Section [V)

3BIT npo kiiniune punpodysanns / CLINICAL TRIAL REPORT

1. Ha3pa nikapcbkoro 3acody (3a
HAsABHOCTI — HOMEP peecTpallifHoro
noceiguenns) / Name of the medicinal
product (Marketing Authorization number,
if any)

Onmectan H, TabneTiu, BKPUTI MITIBKOBOO
obomonkow o 20/12,5 mr, mo 20/25 mr,
no 40/12,5 Mr ta no 40/25 Mr

2. 3asBHUK / Applicant

CTAJA Apunaiimitrens AN, Himeuunna

3. Bupoduuk / Manufacturer

«Xemoapm» AJl, CepGis*

*BunpobyBaHuil nikapcbKuii 3acid, BHKOpHCTaHNI
Y NOPIBHANLHOMY JOCHiIKeHH] Gioa0cTymHOCTI,
OMUCAHOMY TYT, OYB BUTOTOBNEHUH KOMMAHI€I0
CTAIIA Apunaitmitrens Al'. [IpoTarom >kUTTEBOTO
LMKITY penapaTy BUpoOHHUUTBO OyNo nepelano Bij,
CTAJIA Apunaiimitrens A" Ha Xemodapm AL,
Cepbis, akuii € 100% a04ipHBOIO KOMNaHiEO
CTAJTA Apunaiimitrens Al

4. [TposeneHi pocnimkerusn: / Conducted
trials:

Brax/yes oHi/no sxwo i, o6rpyHTyBaTH /

if no, provide rationale

BianoifiHO 10 HOPMATHBHHUX BUMOF, 1110
3aCTOCOBYIOTHCSA JI0
reHepHYHHX JiKapCbKUX
3acobis, Onmerek
[1moc® ouinioBanm y
MOPIBHAABHUX
JOCTiDKEHHAX
GiogocrynHocti, 3anBHUK

HE NPOBOIME KOJHUX




TOKCHKOMOMYHUX UM
(hapmMaKoaOriuHuX
JociDKeHb 11
nikapcbKoro 3acoby
Onmecran H, TabneTtku,
BKPHTI 111iBKOBOIO
obonoukoto. Jlikapcbkuit
zaci6 Onmecran H,
TaGneTKH, BKPUTI
MiBKOBOIO 000NIOHKOI0
OyB po3pobieHnit
BignosiaHo A0
OpHriHaNBHOTO
nikapcskoro 3acoby
Onmertek [Tnioc®.
KopoTka xapakTepHcTHKa
nikapeskoro 3acodby
Onmectan H b6asyeTbes
Ha 3aTBEpAMEHIH
KOPOTKiH XapakTepucTuLi
JiKapcbKoro 3acody
Oamerek [Mmoc®, Ta
HeMae JKOAHUX
BiIMIHHOCTEH ¥
NOKa3aHHAX, NO3yBaHHi,
NPOTHNOKA3AHHSX,
ronepekeHHAX Ta
3anobikHKX 3ax01ax. Bei
JIO3YBaHHSA AiKapChKOIo
3aco0y Onmecran H,
MaloTb OJIHAKOBHH
AKICHMIA Ta KiNbKicHM
CKnan Airounx Ta
JONOMDKHUX PEHOBUH 3
OPHIHANBHUM
JixapcbKHM 3aco00M.

1) Tun nikapceKoro 3acofy, 3a AKHM
nposoaunacs abo NnaHyeTbes peectpadis /
type of the medicinal product for which the
registration was conducted or planned to be
conducted

[enepuuHmii nikapcexuii 3acio

5. IloBHa Ha3Ba KNHIYHOTO BUNIPOOYBaHHS,
KONOBAHUH HOMEP KIITHIYHOTO
sunpoOyeanns / Complete title of the

Homep Bunpobyeauna: CT-37220-12-0123
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clinical trial and the code number of the
clinical trial)

Hasga sunpofysauus: «Jocniakenns
GioeksisanenTHocTi OnMecapTany Ta
rizpoxnoporiasuiy micns npuioMy oHOpa3oBOT
no3u (ymoBM ronoaysanns) Onmecaprany /I'XT
40/25 Mr TaBneToK, BKPUTHX Mi1BKOBOIO
00010HKOI0 {(ToCcniKyBaHnit npenapar) Ta
Onmetek [Tmoc® 40 mr/ 25 mr (PedepenThuii
npenapar) y 42 310poBHX 10GPOBOALLIB

Ilata octaHHbol Bepcii: 23.10.2013

6. daza knixiunoro sunpodysanus / CT
phase

Bunpobysanus GioeksisaneHrHocTi

7. [lepion npoBejeHHA KIIHIMHOTO
sunpoOyBanHs / CT time frame

3 /from 12.08.2013 no / till 26.08.2013

8. Kpaiud, ae npopoavnocs KiiHiuHe
sunpobysanns / CT countries

Typeuuunna

9. Kinsxicrs pjocnimkysanux / Number of
subjects

zaniiaHosasa: / planned: 42
thakrnuna: / actual: 42

10. MeTa Ta BTOPHHHI LiNTi KAIHIYHOrO
sunpobyeaxus / Objective and secondary
endpoints of the clinical trial

Bu3HauuTH 6i0JOCTYITHICTDL T OLIIHUTH
BioekBiBaneHTHICTb ZOCHIAPKYBAHOIO Mpenapary Ta
pehepeHTHOTO MpenapaTy, o MicTHTL 40 Mr
oSIMecapTaHy MeRoKcoMiny ta 25 mr
rinpoxjopoTiasuay nicas npuioMy 0HOpasoBot
03K B YMOBAaX roJIOfyBaHHS Y 310pOBUX
noOpPOBONLLLIB.

11, Inzaiin knidiuHoro sBunpobyBanHs /
CT design

Jly3aiin BunpobyBanua: oaHopazoBa 1034,
paH/0MI30BaHa, BIIKPHTA, ABa KypCcH NiKyBaHHs,
nBa nepioa, 2 nocnigoBHOCTi Ha OLHOMY Micui
BUNMPOOYBaHHA,

[Mepion 3MuBy: 7 oHIB
Cnoctd seeneHHs: opanbHUiA

Pexxum A03YBaHHAT OAHOpa30Ba n03a

Joza: 40 Mr oimecaprany MefokcoMiny Ta 25 mr
riapoxnopoTiasumy

7L




12. OcHoBHi kpuTepil BknioueHHsa / Key Tun: 3n00poBi 1006pOBONBLLL
inclusion criteria .
Cratk: Honosiua
Bik: 18-55 pokie
Ingexe macu Tina: 18,5 — 30 kr/m?

He nanaTe i HE BXUBAIOTL JKOAHUX [HILIMX
TIOTKOHOBHX BHPOOIB.

13. Docnimxysanuil nikapebkuit 3aci6, Hazpa: Onmecaptan/I"XT tabnerku, BKpHTi
croci6 3acTocyBaHHs, cuna ait / MABKOBO 0600HKOI0 no 40/25 Mr
Investigational medicinal product, method

> . C if: onmecapTaH
of administration, strength Cy6eranuia: on pTauy

MEIOKCOMIN/TiApOXNOpOoTiazuy

oza: 40 Mr onMecapTaRy meaoxcominy Ta 25 mMr
riapoxnopotiasuay

Cnoci6 BBeAeHHA: OopaibHUH

(opMynioBaHHa: TabaeTka, BKPUTA INiBKOBOIO
0000HKOO

Bupotnuk: CTAJIA Apunaiimitrens AT,
Himeuunna

14. lpenapaT nopiBHsHHS, a03a, cnocié  |Hasea: Onmerex [Limoc® 40/25 mr
3acTOCYBaHHS, cuna ail / Comparator

product, method of administration, strength CyGeranuis: onmecaprany

MEJIOKCOMLIL/Ti IpOXIopoTiasuy

ITo3a: 40 mr onmecaprany Megokcominy Ta 25 mr
riapoxaopotiazuay

Crioci6 BreaeHHA: opanbHUit

DopMymoBanHa: TabneTka, BKPUTA MNIBKOBOK
060NOHKOH

Bnachuk peectpauiiiHoro noceiguenna: Haivi-
Cankio

15. CynyTtHs Tepanin / Concomitant therapy|3acTocyBanns npenapary, peLenTypHOro 4u
DespeuenTypHoro, nepeadbaseHore y KpuTepisx
HEBKNIOUEHHS 10 AOC/IPKEHHA,

16. Kputepil ouiHku edexruBHocTi / Cryniub nornunanxa (AUC) Ta WBKAKICTL
Efficacy endpoints nornuHanHa (Cmax) goBipuuii iHTepBa nexars B




1

mesxax Bia 80,00% no 125,00% ana onMecapraHy
Ta CiAPOXI0pOTia3uay.

[epsunni napamerpn: AUC (0-1) i Cinax

Bropunui napamerpu: AUC (0-0), AUC (t-o0),
tmax, t¥2 Ta Az

17. KpuTepii ouinku Gesnexn / Safety
endpoints

Ouinxy 6e3neKd NPOBOJAMIN HACTYITHUM HHHOM:

Bynu 3ahikcoBaHi KUTTEBO BaXNMBI 03HAKY Ta
no6iyHi eexty. Uepes 2 ani (Ta 9 aHiR y nanieHa
AKKI1 BUNaB) ticas ocTaHHboro 3abopy KpoBi B
ocTaHHii nepioa nikysauua EKT, kniHiuHi pyTUHHI
nabopaTopHi NOKa3HUKK Ta (pi3uKanbHe
obcrexeHHs BYN IOBTOPEHI.

Kniniuda de3nexa:
* 3AranbHHUH MeAMYHKHA ornsy,

* BUMIpIOBAHHSA NYJILCY Ta apTepiasbHOT0 TUCKY
(cHasue NonoMeEHH)

» EKI 4a 12 Bigpeneun

* JOKYMEHTYBaHHS HECNPUATIUBUX MOAJM
Kniniuna nabopatopha Oe3neka:

* KniiuHa ximis

* reMaToJOoris

* aHani3 ceui

* BIJI, HBsAg, HCV (poBurscs nuwme nig gac
CKPUHIHTY)

* CKPUHIHT HAPKOTHUKIB ceui (6 npenapartis)

18. Crarnernuni metou / Statistical
methods

Hns oltinku SioeksiBaseHTHOCTI po3paxoByBanu
90% -Hi iHTepBany BNEBHEHOCTI 4714
CMiBBIAHOLWEHHA PELENTYp Y mapaMeTpax

AUC (0-t), AUC (0-2) Ta Cmax onmMecapraHy Ta
riJpoXNopoTiazuay, BUKOPUCTOBYIOUM AaHI,
nepersoperi In. Kpurepii outinku
OioeKBiBanEHTHOCTI 3aCTOCOBYIOTHCS AN
napamerpie AUC (0-t) Ta Cmax.




19. [lemorpagiuni nokasHHKH
nocnimxkyBanoi nonyaauii (ctats, Bik, paca,
rowo) / Demographic data of the study
population (sex, age, race, etc.)

Cepennii Bix: 30 pokis

Paca: cy6 exTy eBporneoinHol pacu: 42 310poBUX
noOpoBONbLLI

Yonosiku: 42 310poBHX 100poBONLL;
Cepeaniit IMT: 24 kr/ M2
Cepenniii 3pict: 174 cm

Cepenna Bara: 72,9 kr

20, Pesynwraru eexrusrocti / Efficacy
outcomes

Onwmecapran:

Lllo cTocyeThes crynens seMokTyBaHHA (AUC) Ta
WBHAKOCTI BcMOKTYBaHHA (Cmax), To 1oBipunii
iHTepBan nexcnTh B Mexkax Bix 80,00% mo 125,00%
N5 oaMecapTaHy.

lMapoxnopoTiazna:

Lo crocyeTbea crynens nornuuanus (AUC), To
NOBipuMii iHTEpBAA NEMUTL Y MEMaX NPHHHATHOCTI
Big 80,00% no 125,00%. IIns mBHAKOCTI
nornuHaHHg (Cmax) HHIKHA MeXKa LOBIpU TPOXH
NEPEBHULLYE HHIKHIO MEXKY JianazoHy
NPHHHATHOCTI.

21. PesynwraTu 6e3nexu / Safety outcomes

Byno Buseneno || noSiunux edekris y 9 300poBux
no6posoneUiB. Lle 6ynu ronosHnii 6ine (5 i3
NOCHIIIKYBARHUM NpPEnaparoM, 3 i3 pedepeHTHHM
npenapaToM) Ta 3anaMopoyeHhs (1 i3
NOCNyAXKYBAHUM Tipenaparom, 2 i3 pedepeHTHUM
npenapatoM). Paa 3 7 nobiunux sasuu 6yno
iackdikoBaHo AK nerki, a 4 nobiuHi aBULIA - SK
noMipHi. Yci mo6iuni apnwa 6ynu knacudikopati
AK MoAiT, NoB'A3aHi 3 BUBUCHHAM HAPKOTHKIB. Paa 6
n06IYHMX eexTiB cnocTepirany y J0cnimikyBaHOro
npenapary y 6 310poBHX 1006pOBONLLIB, @ 5

nobdiunux edexis cnocrepirany y pediepeHTHOrO

N\




npenapary y 4 310poBux 100poBobLiB. AKoaHomy
30POBOMY JI0OPOBOJIBLIKO He NoTpibHa Teparis
11010 HECTIPUATINBUX 101, Bei BunpodyBani
MOBHICTIO O/Ly KA.

22. Bucnosok (3akmouenns) / Conclusion
(findings)

0I0eKBIBAJICHTHUI €TAJIOHHOMY Npenapary 1o/10
oJmMecapTany.

[TiaBoasun niacyMoK, poOUTLCS BUCHOBOK, LILO
NOCITIJUKYBaHKHIE NPoYKT GioeKBiBaNeHTHHI
CTAIOHHOMY MPENnapaTy o0 ripoxJopoTiasuiy.

[TiAIcCyMOBYIOUH BUCHOBOK, BUITPOOYBAHMI NPOJLYKT

3asBHUK (BIACHUK
peecTpauiiiHoro noceijgueHus) /

s s

o : &,
Jlxitana Ctymnd ninmic / signature)

Applicant (Marketing

KepiBHuk peryngropHoi pyau KpaiH.

Authorization Holder)

1O HEe BXOAAT J0 cknaay €C tﬁl i /mm name)’

r. no




oaatok 30

no [MopsaaKy npoBEAEHHA eKCnepTH3n
peecTpauifHUX Marepianie Ha Nixapeeki
3acobu, U0 NOAAIOTECA HA JEPIKaBHY
peecTpaliio (nepepeecTpauiio), a TAKOM
eXCePTH3N MaTepianiB Npo BHECEHHA
BMiH J10 peecTpauiiiHuX MaTtepianis
NpoTArom Aii peectpauidHoro
NOCBiA4YEHHS

(nynkt 4 po3ziny IV)

nnex 30
o the Procedure for Conducting Expert
Evaluation
f Registration Materials Pertinent
o Medicinal Products, which are Submitted
for State Registration (Re-Registration)
and Expert Evaluation of Materials
'about Introduction of Changes to the
egistration Materials during
he Validity Period of
Registration Certificate
I(Paragraph 4, Section IV)

3BIT npo kiainiune Bunpodysasnsa / CLINICAL TRIAL REPORT

1. Hasea nikapcekoro 3acody (3a
HaABHOCTI — HOMEp peecTpauiiiHoro
nocsiauentsa) / Name of the medicinal
product (Marketing Authorization number,
if any)

Onmecrap H, Tabnerku, BKpUTI N1iBKOBOIO
o6ononkoro no 20/12,5 mr, no 20/25 wmr,
no 40/12,5 mr ta no 40/25 mr

2. 3asBHUK / Applicant

CTAJIA Apunaiimitrens Al', Himeuunna

3. Bupo6uuk / Manufacturer

«Xemodapm» AJl, CepGin*

*BunpoOyBaHuii nikapcbkuii 3aci0, BUKOpUCTAHUH
y MOPiBHANLHOMY A0caiKeHHi BiogocTynHocTi,
OMHCAHOMY TYT, OYB BUFOTOBJEHHIT KOMMAHIEI0
CTAJIA ApuHuaiimiTrens AT . [1poTarom :xuTTeBOrO
UHKNY npenapary BUpoOHULTBO Oy/10 nepeaaHo Big
CTAIA Apuuaiimirtens Al Ha Xemodrapm AL,
Cep0ia, saxuii € 100% nouipHBOIO KOMMAHIEIO
CTAIA ApunaiimitTens Al

4. [poseneni pocnimxenns: / Conducted
trials:

AKI1O Hi, 06rpyHTYBaTH /
if no, provide rationale

Brax/yes oni/no

BianosiaHo A0 HOPMaTHBHHUX BUMOT, LUO
3aCTOCOBYIOTBCA 0
FeHEPUUHMX NiKAPCLKUX
zacobie, OnMerek
Mnioc® ouiHioranu y
NOPiBHANBHUX
DOCNIHKEHHAX
fiogocTynHocTi, 3aaBHHK

HE NPOBOAMB XKOOAHHUX




TOKCHKOJIOTIUHHX HH
(papmakonoriuHux
JOCTIKEHD LIS
nikapcskoro 3acofy
OnwmecTtan H, TabneTku,
BKPHTI MJ1iBKOBOIO
obononkoto. Jlikapcbkuii
3acio Onmectan H,
TabNeTku, BKPUTI
71iBKOBOIO 00OJIOHKOIO
0yB po3pobneHnit
BiZMOBiAHO 1O
OpPHIiHANBHOTO
nixapeskoro 3acofy
Onmetek Mnioc®.
KopoTka xapakTepHcTHKa
nikapcekoro 3acoby
Onwmecran H 6azyeThea
Ha 3aTBepaXeHii
KOpOTKii XapakTepHcTuui
JiKapcbKoro 3acoly
Onmerek [MTmoc®, Ta
HeMae JKOAHHUX
BiZIMiHHOCTEH ¥
NOKa3aHHAX, 103YBaHHI,
NPOTHUNOKA3aHHAX,
NONepeHKEHHAX Ta
3ano0ixHKX 3axonax. Bei
J03YBaHHS JTIKAPCHKOTro
sacoby Onmectan H,
MaIOTh OJAHAKOBHH
AKICHHN Ta KiNbKICHH
CIKNaj AilouMX Ta
JOTIOMDCHHUX PEHOBHH 3
OpHTriHaNILHUM
JiKapcbKum 3acobom.

1) Tun nixapcbkoro 3acofy, 3a AKUM
nposoaunacsa aGo nnaHyeThes peectpauis /
type of the medicinal product for which the
registration was conducted or planned to be
conducted

["eHepruHnii nixapcLkuii 3acio

S. [loBHa Ha3Ba KNiHiYHOro BUNpODbYBaHHH,
KOA0BAHWU! HOMEpP KJiHIMHOTO

sunpobyeaHHa / Complete title of the

Homep sunpo6ysanus: CT-37220-13-0133
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clinical trial and the code number of the
clinical trial)

Haspa BnnpobyBanha: «JlocnipKeHHn
GioexBiBaNEHTHOCTI OIMECapTaHy Ta
riapoxaopotiasuay nicis NpMiloMy 0AHOPa30BOT
no3u (ymMoBH rosioaysants) Onmecaprauy /IXT
20/25 Mr TabneToK, BKPUTHX IMIiBKOROIO
obonorKkolo (nochimKyBaHHii npenapar) Ta
Olmetec Plus® 20 mr /25 mr (pedepenThuii
npenapart) y 42 310poBHX 100pPOBONbLIB

Jlata octaHHboT Bepcil: 25.04.2014

6. ®a3za kniniunoro sunpobysanusa / CT
phase

Bunpobysanns 6ioexkBiBaneHTHOCTI

7. Nepion npoBeAEHHA KNIHIMHOTO
Bunpobysanusa / CT time frame

3 /from 14.01.2014 no / 1ill 28.01.2014

8. Kpaiun, ne npoeoaunocs kniHiuHe
sunpodysanns / CT countries

TypeuunHa

9. Kinbxicts gocnimpxysanux / Number of
subjects

3annaHoBaHa: / planned: 42
thaxThuna: / actual: 42

10. MeTa Ta BTOpPHMHHI Uini KNiHiYHOrO
BunpoOyranusa / Objective and secondary
endpoints of the clinical trial

BuznauuTy 6i0A0CTYNHICTH Ta OUIHUTH
0ioeKBIBANEHTHICTH AOCHIDKYBAHOTO Npenaparty Ta
pedeperTHOrO Npeniapary, Wo MictiTs 20 Mr
ONIMEcapTaHy MEeAOKCOMINY Ta 25 Mr
riipoxnoporiazuay nicns npuidomMy oaHopa3oBot
1034 B YMOBAX roNoAyBaHHs Y 340POBUX
noOpPOBONLLIIB.

I 1. uzaitd xniviunoro BunpobyBanHs /
CT design

u3aiin BunpoOyBanHA: oaHopa3osa A03a,
paHAOMi30BaHa, BIAKPHTA, BA KYPCH NiKYBAHHS,
nBa nepioaM, 2 NocaijOBHOCTI HA OAHOMY MicCLL
BHMNPOOYBAHHS.

[Mepion 3muBY: 7 oHiB
Croci® BBeleHHA: OpanbHUH
Pesxxrim no3yBanHs: oqHOpa3oRa 103a

Josa: 20 mr onMecapTany Meaokcominy Ta 25 Mr
rizpoxnopoTiasHay




12, OcHoeni kpuTepii BraoueHns / Key
inclusion criteria

Tun: 3n0poBi A00poBONLLI
Crars: Honosiua

Bix: 18-55 pokis

IHaexe Mack Tina: 18,5 — 30 kr/m?

He nansaTe i ne BuKBAIOTEL WOAHUX 1HIWIHX
TIOTIOHOBUX BUpPODIB.

13. Jlocnimkyeanuit nikapebxudit 3acid,
crnoci6 3acTocyBaHHs, cuna aii /
[nvestigational medicinal product, method
of administration, strength

Haspa: Onmecaptan/['XT TabneTku, BKPUTI
ritiskosoro obonoHxolo 11o 20/25 mr

Cybcranuia: onmecaprany
MeA0KCOMIN/riapoxnoporiasni

[Toza: 20 Mr onmecapTaHy MeaoKCOMiny Ta 25 mr
riapoxnopoTiazuay

Cnocib BeeAeHHA: OpaibHUi

DopmynroBaHHA: TalNeTKa, BKPUTA MITIBKOBOIO
000NOHKOD

Bupobuuk: CTAIA Apuhaitmitrens AT,
Himeuunna

14. [penapar nopiBHsHHS, 1038, chocib
3acTocyBaHHA, cuna aii / Comparator
product, method of administration, strength

Hazsa; Onmerex [Tmoc® 20/25 mr

Cy6cTaHuis: onMecapraHy
MeJoKcoMin/riapoxnopoTiazua

Ilo3a: 20 Mr onmecapTaHy MeLoKcoMiny Ta 25 Mr
riApoXJopoTiasHay

Cnocib BeeneHHS: opanbHHUE

GopmystioBaHua: TAONETKA, BKPUTA N1IBKOBOIO
000NOHKOIO

Bnacuuk peectpauiiitoro nocsiguenusa: Jaidi-
CaHkio

15. CynyTna Tepania / Concomitant therapy

3acTocyBaHHA Mpenapary, peuenTypHOTo YU
BezpeuenTtypHoro, nepeéayesoro y Kputepiax
HEBKIIIOHEHHS 10 NOCAIIDKEHHS.

16. Kpurepii ouinku edekTHBHOCTI /
Efficacy endpoints

Cryniib noramuanus (AUC) Ta WBKHAKICTH
nornuHadHa (Cmax) noBipuuit iHTepBan aexarb B




[wesxax Big 80,00% a0 125,00% ans onmecapTany
Ta TiApoXnopoTiasuay.

[epsunni napamerpr: AUC (0-1) i Cmax

Bropunni napamerpu: AUC (0-w), AUC (t-0),
tmax, t¥2 Ta Az

17. Kpurepii ouinky 6e3nexn / Safety
endpoints

OuinKy 6e3neky NpoOBOJMAK HACTYITHHM YHHOM:

Bynu 3adikcoBaHi )KMTTEBO BAXKIUBI 03HAKH Ta
nobiuui edexru. [porarom 2-7 AHIB nicns
ocTanHboro 3afopy Kposi B ocTanHii nepion
nikysanua EKT, kniniuni pyTrunui naboparophi
NOKAa3HUKK Ta (iznkanbHe obcrexenns Oynu
NOBTOPEHI.

Kniniuna 6e3neka:
e 3arankHUt MeguuHMi ornag

* BUMIDIOBAHHA [TYJILCY Ta apTeEPIianbHOro THCKY
(cuaaue NoNOKEHHS)

e EKI" na 12 BigBeneuHs

* NOKYMEHTYBAHHS HECTIPHATIMBHX MOAIH
Kniniuna naboparopHa 6eznexa:

* KIIHIYHA XiMIA

* FEMAaTo.Ior s

* aHanNi3 ceui

» BIJI, HBsAg, HCV (poburbcs nuiie nia vac
CKPUHIHTY)

* CKpUHIHr ceui (6 npenaparig)

8. CraTueTuudi MeToau / Statistical
methods

Jlns ouinky GioekBiBaneHTHOCT] po3paxoByBanu
90% -Hi iHTEpBany BNEBHEHOCTI ANA
CNiBBIAHOLIEHHA PELENTYpP y napameTpax

AUC (0-t), AUC (0-c0) Ta Cimax onmMecapraHy Ta
riApoxaopoTiazuay, BUKOPUCTORYIOUM AaHI,
nepeTBopeHi ln. Kpurepil otinku
GioekBiBaNeHTHOCT] 3aCTOCOBYIOTLCA A5
napamerpie AUC (0-t) ra Cmax.

Tt



19. lemorpadiviHi nOKazHUKH
nocnikysaHol nonynauii (crartb, Bik, paca,
rowto) / Demographic data of the study
population (sex, age, race, etc.)

Cepenniii Bik: 29,1 pokis

Paca: cy6 exTi eBponecinHol pacu: 42 310poBHX
noGpoBonbLLI

Yonogiku: 42 300poBUX 100POBOALLL;
Cepeaniit IMT: 24,3 kr/ m2
CepenHiii 3pict: 175 cMm

CepenHs Bara: 74,3 kr

20. Pesyavtati eextrBHocTi / Efficacy
loutcomes

Onmecapran:

LLlo ctocyeTbes cTynena scmokTyBaHHs (AUC) Ta
weKaKocTi BeMOKTYBaHHA (Cmax), To A0BipuHi
iHTepsan nexuTh B Mexcax Bin 80,00% no 125,00%
A onmecapTaHy.

[iapoxnopotiazua:

Lo crocyerbes cryneus norauHanus (AUC), To
NOBIpUKii IHTEpBa JIEKUTb ¥ MexKaX NPHHHATHOCTI
Big 80,00% no 125,00%. Jing miBuaKocCTi
noraHaHHa (Cmax) HUIKHA MeKa 10BipH TPOXH
MePeRHIIYE HWKHIO MEXKY Aiana3oHy
MPUHHATHOCTI.

21. Pesynutarn Ge3neku / Safety outcomes

Onnopazoei no3u Onmecaprany /IXT 20/25 mr
TabeTOK, BKPUTHX MJiBKOBOIO 000/10HKOIO,
(STADA Arzneimittel AG, Himeuuunna) nporarom
onHoro nepioay Ta Olmetec Plus® 20 mr/ 25 mr
(Daiichi-Sankyo) B inwuii nepion nodpe
nepesocknuchk. Y 4 300poBHX 100poBONLLIB
crnocTepiranu 6 nobiunnx edexrin. Lle 6ynu
ronoBHKIi Bink (2 3 gocaimKyBaHUM npenapaTom, 2
3 pepepeHTHUM npenapatoM), cepuebuTTa (1 3
IOCNIAMXYBAHHM MpenapaTom) Ta 3anaMopoveHHs
(1 3 pehepeHTHM npenapaTtom). 3aranom 4

no6iuni epexru By knacudikosani ax nerki (2 3

A




J10CTiUKY BaHUM TipenapatoM, 2 3 pedepenTHum
npenaparom) Ta 2 nodiuui edextn Oyau
KnacugikoBani Ak cepeani (1 3 10caiKyBaHum
npenaparom, | 3 pedepertaum npenaparom). Yei 6
noGiunux ssuuL Oyaun kiacu(pikoBaHi sK MOKINBI
MOB'A3aHI 3 JLOCI/KY BAHUMU NpenapaTamu.

22. Bucuosok (3akmouenns) / Conclusion
(findings)

[TiacyMOBYIHOUN BUCHOBOK, BUNIPOOYBaHUIi NPOYKT
0i0oeKBIBAICHTHUIT €TAIOHHOMY npenapary 1o/10
oJIMecapTaHy.

[Tiasoasumn niacymok, poOUTHLEA BACHOBOK. 110
J1OCTIUKY BAH Wit NPoyKT G10eKBIBAIGHTHHIA
ETAIOHHOMY Npenaparty o0 ripoxaoporiasuiy.

3asBHUK (BJIACHUK
peecTpauiiHOro noceijveHHs) /

A

Jlkitana Ctymind {ni,ggub J’Signature)

Applicant (Marketing

KepiBHHUK peryasTopHol rpy M- Kpain

Authorization Holder)
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1o He BxoasT o cknany €C (1. 1.
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