Jloaarok 29 Annex 29

110 [Mopsaky npoBeieHHs €KCNepTH3H to the Procedure for Conducting Expert
peecTpalliiiHux Martepianis Ha TiKapchKi Evaluation |
3ac00M, 11O MOAAIOTHCH HA JACPIKABHY !of Registration Materials Pertinent ‘
| peecTpaitito (nepepeecTpaiiiio), a TAKoK to Medicinal Products, which are Submitted
i eKCNepTU3H MatepialliB Npo BHECEHHS ‘for State Registration (Re-Registration)
3MiH JI0 peecTpaliiHiX MaTepiasis and Expert Evaluation of Materials
NPOTAroM Ail peecTpauiinoro about Introduction of Changes to the ‘
MOCBIUEHHS Registration Materials during

(nmyHkT 4 po3ainy IV) the Validity Period of
‘ Registration Certificate ‘
(Paragraph 4, Section [V)

3BIT npo pokiainiuHi gocaigzeHHsi / NON-CLINICAL STUDY REPORT

1. Hasea nikapcbkoro 3aco0y (3a OnmecTaj, TabaeTKH, BKPUTI MJ1iBKOBOIO
HasABHOCTI - HOMEP peecTpalliiftHoOro 06osoHKo 1o 10 mr, o 20 Mr ta no 40 mMr
noceipuenns): / Name of the medicinal
product (Marketing Authorization number,
if any):

1) Tun nikapcbKoro 3acody, 3a sKuUM I"eHepuuHmii niKapcbkuii 3acid
npoBojuacs abo niaHyeTbes peecrpatis /
type of the medicinal product for which the
registration was conducted or planned to be
conducted

2) nposeaeni gocaimkenns / conducted  otak/yes i/ no skwo i, 06rpynryBaty /
studies if no, provide rationale

3asBHUK He MPOBOAMB KOAHUX HapMaKoIOriyHUX
Ta TOKCHKOJIOTTYHHUX
JIOCTI/IKEHb Ha JIIKapChKUit
3aci0. Onmecran,
po3pobiieHuit sk
reHepUUYHHUI TiKapChKuii
3acib BIAMOBIAHO /10
OpPHUI'iHAIBHOTO
niKapebkoro 3acoly
Ounmerek®, BUpOOHULITRA
Jaiui-Canxio Jlta.
KopoTka xapakrepucTuka
J1KapcbKoro 3acody
Onmecrapn 6azyeTbes HA
BaTBepﬂ}KeHiFL KOPOTKii 2. |




XapaKTepUcTULi
NiKapebKoro 3acody
OnMerTek, i HEMae
BiAMIHHOCTEH Y
MoKasaHHsAX, J103yBaHHI,
MPOTHIOKA3AHHAX,

nonepe/rKeHHAX Ta
3ano0iKHUX 3axo1ax. Yci
JI03YBaHHS J1IKapChKOTO
3aco0y Onmecran, MalTh
OJIHAKOBHH AKICHHH i
KiNbKICHHN CKIa AI0UnX i
JIOTIOMIZKHUX PEYOBHH 3
OPHTiHAIBHUM JIIKAPChKUM
3aco0oM.

2. ®apmakosioris: / Pharmacology:

[Tocunanns 3pobiieHO Ha KOPOTKY XapaKkTepHUCTHKY
OPHUriHAJILHOTO JiKapchKoro 3acody Onmerek, Komis
AKOTO HAaJaeThCcsA B MO 4.

1) nepBuHHa papmakoauHamika / primary
pharmacodynamics

[Tocunanns 3po6aeHO Ha KOPOTKY XapaKTepHCTUKY
OPHMTiHAILHOTO JliKapchKoro 3acody OnmeTek, Koris
SKOTO HAJAETHCSA B MOy 4.

2) BTopuHHa (papMakoauHamika /
secondary pharmacodynamics

[ locunanus 3po6JieHO HA KOPOTKY XapaKTepPHUCTHKY
OpHMTiHAJILHOTO JiKapcbkoro 3acoby Onmerek, Komis
SIKOIO HAJA€ThCs B MOJLY NI 4.

3) dapmaxonoris Ge3neku / safety
pharmacology

[locunauus 3pobieHO HAa KOPOTKY XapaKTEPUCTHKY
OpHriHAIBLHOTO JiKapebkoro 3acody Onmverex, Kormis
SIKOTO HAAEThCS B MOY /I 4.

4) papmakoMHaMiuHi B3aeMOiT /
pharmacodynamic interactions

[Tocunanua 3pobieHO HA KOPOTKY XapakTepHCTHKY
OpPUriHaJLHOrO JiKapcbkoro 3acody Onmerek, Komis
AIKOrO HAJAETHCA B MOY I 4.

3. dapmakokineruka: / Pharmacokinetics:

1) aHamiTHYHI METOMKHM Ta 3BITH 11010 iX
Bastijauii / analytical procedures and
validation reports

[Tocunanus 3pob1eHO HA KOPOTKY XapaKTEPUCTHKY
OpUTiHAILHOTO JiKapchkoro 3acody Onmverek, Koris
SIKOTO HAJA€eThest B MOLY I 4.




2) BCMOKTYBaHHs / absorption

[Tocunanus 3pobiieHO HAa KOPOTKY XapaKTepHCTHKY
OPUTIHAILHOTO JIiKapehKoro 3acoby OiMeTek, Koris
SKOrO HAZAETHCsA B MOAYI 4.

3) posnojin / distribution

[Tocunanus 3po0i1eHO HA KOPOTKY XapaKTEpPUCTUKY
OPUIiHAJILHOTO JliKapcbKoro 3acoby Onmerek, Koris
KOO HAJIAeThes B MOJLY i 4.

4) metabonizm / metabolism

[TocunanHs 3po0aeHO Ha KOPOTKY XapaKTePUCTHKY
OpPHIiHAILHOTO JliKapchKoro 3acoby Onmerek, Korlis
IKOTO HAIa€Thes B MOAY I 4.

5) BUBeIeHHs / excretion

[Tocunanus 3pobieHO Ha KOPOTKY XapakTepUCTHKY
OpHriHaJIbLHOTO JiKapebkoro 3acoby OunmMerek, Koris
SIKOTO HA/Ia€Thes B MOy 4.

6) dpapmakoKiHeTHUHI B3aEMOIIT
(moxniniuui) / pharmacokinetic interactions
(non-clinical)

ITocunanus 3pobieHO Ha KOPOTKY XapakTepHCTHKY
OPHUIiHAJIBHOTO JiKapchKoro 3acoby Onmerek, Koris
SIKOTO HA/Ia€Thes B MOy 4.

7) iHi papMaKOKIHETHYHI IOC/IIKEHHS /
other pharmacokinetic studies

[Tocnnanns 3pobiieHO Ha KOPOTKY XapakTepUCTHKY
OpUTiHANBHOTO JiKapchkoro 3acoby Onmerek, Komnis
SIKOTO HAJIAE€TLCS B MOYI 4.

4. Tokcukonoris: / Toxicology:

1) TOKCHUHICTB Y pa3i 0AHOPA30BOTO
BBeleHHA / single-dose toxicity

[locunanus 3pobiIeHO HAa KOPOTKY XapakTepUCTUKY
OpPHUIiHAIILHOTO JiKapchbKoro 3acody Onmerek, Koris
KO0 HAJaeThes B MOy 4.

2) TOKCHYHICTD y pa3si MOBTOPHHUX
BBe/leHb / repeated-dose toxicity

[Tocunanus 3po6iieHO HA KOPOTKY XapaKTEPUCTHKY
OpHIiHANBLHOTO JliKapebkoro 3aco0y OnmMerek, Konis
SIKOTO HAIAETHCs B MO 4.

3) reHOTOKCHYHICTh:
in vitro /
genotoxicity:

in vitro

[locunanns 3po6eHO HAa KOPOTKY XapakTepPUCTUKY
OpHUTriHAIBLHOTO JiKapebKoro 3acoby Onmerek, Koriis
SKOIO HA/JAa€ThCs B MOY I 4.

in vivo (BKJIOYAO4H J10JATKOBY OLIIHKY 3
TOKCMKOKIHETHKH) / in vivo (including
additional toxicokinetics assessment)

[Tocunanus 3po6aeHO Ha KOPOTKY XapaKTepUCTHKY
OpHIiHAABHOIO JliKapcbKkoro 3acoy OmMeTek, Koris
SIKOTO HAJAeThes B MOy 4.




4) KaHLeporeHHicTh: / carcinogenicity:

[Tocunanus 3po0IeHO Ha KOPOTKY XapaKTEPUCTHKY
OPUTiHAIBHOTO JliKapebkoro 3acoby Onmerek, Komnis
SAKOr0 HaJaeThCs B MOAY 4.

JIOBrOCTPOKOBI JocikenHs / long-term
studies

[Tocunaus 3podieHO HA KOPOTKY XapaKTePUCTHKY
OpPHUTiHABLHOTO JIiKapChKoro 3acoby Onmerek, Koriis
SIKOTO HAZAETHCA B MOJIYi 4.

KOPOTKOCTPOKOBI AOC/iKEHHS

abo J0CHIKeHHs cepe/IHbOT TPUBAIOCTI /
short-term studies

or mid-term studies

[Tocunanns 3po6/IeHO Ha KOPOTKY XapaKTepUCTHKY
OPUIiHAIILHOIO JliKapchKoro 3acody Onmerek, Kortis
SKOr0 HaAaeThest B MOy 4.

0aaTkoBl gocnipkenHs / additional
studies

[TocunanHs 3po0IeHO Ha KOPOTKY XapaKTepPHUCTHKY
OpUTiHANIBHOTO JliKapchbKoro 3acoby Onmerek, Korris
KOO HAJIA€ThCA B MOy 4.

5) penpoayKTUBHA TOKCHYHICTH Ta
TOKCUYHMII BIUIUB HA PO3BUTOK
notomcTia: / reproductive and
developmental toxicity studies:

[Tocunanus 3pob/eHO Ha KOPOTKY XapaKTepHCTHKY
OPUITHAJIBHOTO JliKapchbKoro 3acody Onmerek, Korisi
SIKOTO HAJAEThCA B MOAYTi 4.

BIUIMB Ha (PEPTHIILHICTB | PaHHIii
emOpionansHuit po3surok / effect on
fertility and early embryonic development

ITocunanus 3pobieHO Ha KOPOTKY XapakTepUCTHKY
OPUIiHAJIBHOIO JliKapceKoro 3acoby Onmerek, Koris
SIKOrO HaJA€ThCs B MO 4.

eMOpioTOKCHYHICTL / embryotoxicity

ITocunanus 3po6iieHO Ha KOPOTKY XapakTepUCTUKY
OPHUriHAJIBHOTO JiKapebkoro 3acody Onmerexk, Koris
AKOrO HAA€ThesA B MO 4.

npeHaTajibHa i NocTHaTa bHA
ToKcHuHicTh / prenatal and postnatal
toxicity

[Tocunanns 3po6aeHO Ha KOPOTKY XapaKTEPUCTHKY
OpPUTIHAIBHOTO JliKapchKoro 3acody OnMerek, Koris
KOO HAJAeThLCs B MOyl 4.

NOCITIDKEHHSI, TPH AKUX Mpenapar
VBOJMTBCS MOTOMCTBY (HECTaTEBO3PIINM
TBapHHaM) Ta/abo OLIHIOETHCA BijylaieHa
nis / studies in which the drug is
administered in the offspring (juvenile
animals) and/or late effect is assessed

[MocuanHs 3po0/JeHO HA KOPOTKY XapaKTepHCTHKY
OpMriHAIBHOIO JiKapckkoro 3acody Onmerek, Komis
SAKOIO HAAETHCs B MOAYII 4.




6) micuesa nepeHocumicthb / local tolerance

[TocunanHs 3pobIeHO Ha KOPOTKY XapaKTepUCTHKY
OpUTriHAJILHOTO Jlikapebkoro 3aco0y Onmerek, Komnis
SIKOTO HAJIAEThes B MOy 4.

7) 1OAATKOBI JIOCIIIIXKEHHs TOKCHYHOCTI: /
additional toxicity studies:

[Tocunanus 3po0JIeHO Ha KOPOTKY XapaKTepUCTUKY
OpPHTiHAJILHOIO JiKapcekoro 3acoby Onamerek, Konis
SIKOTO HAJAeThes B MOAYII 4.

AHTUIEHHICTD (YTBOPEHHS aHTHUTIN) /
antigenicity (antibody production)

[TocunanHs 3pobiIeHO Ha KOPOTKY XapakTepHCTHKY
OpMriHAIBHOTO JliKapebkoro 3acoby Onmverek, Komis
SIKOT0 HAJAETHhCs B MOy 4.

IMYHOTOKCUYHICTB / immunotoxicity

[MTocunanus 3pobiieHO Ha KOPOTKY XapakTepUCTUKY
OpUriHaANILHOIO JliKapchbkoro 3acody Onmerexk, Komis
AKOrO HAaJAaeThCs B MOy 4.

JloCIiDKEHHA MeXaHi3MiB AiT / mechanistic
study

[ locunanus 3po6JeHO Ha KOPOTKY XapaKTepUCTHKY
OpHUTiHAJIBHOTO JiKapchkoro 3acody Onmerek, Konis
SIKOTO HAAEThCs B MOALY i 4.

nikapcbKa 3anexHicTs / drug dependence

[TocunanHs 3pobieHO Ha KOPOTKY XapaKTePUCTHKY
OpUTiHANBHOrO NiKapcbkoro 3acody Onmerex, Kormis
SIKOTO HAZAETHCS B MOJLYJIi 4.

TOKCHYHICTh MeTaboiTiB / toxicity of
metabolites

[Tocunanua 3po6ieHO HA KOPOTKY XapaKTEPUCTUKY
OpUIIHAJILHOTO JliKapebKoro 3acody Onmerek, Komnis
SIKOrO HAJA€ThCs B MOy i 4.

TOKCHYHICTH IOMillIoK / toxicity of
impurities

[TocunanHs 3po0aeHO Ha KOPOTKY XapaKTePUCTUKY
OPHMIIHAJILHOTO JliKapchKoro 3acody Onmerek, Komnis
SIKOTO HA/Ia€Thest B MOy i 4.

iHwe / other

[Tocunanns 3pobieHo Ha KOPOTKY XapakTepuCTHKY
OpPHUIiHAIBLHOTO JiKapchbKoro 3acody Onmerek, Komnis
SKOTO HAJAETHCA B MOJIY i 4.

5. BUCHOBKH 111010 JOKJIIHIYHOIO
puBueHHs / Conclusions on non-clinical
study

[Tocunanus 3po6/IeHO HA KOPOTKY XapaKTepPUCTUKY
OPHTiIHAJILHOTO JiKapchKoro 3acody OnmeTek, Komnis
SKOTO HAJAeThes B MOy 4.




3asBHUK (BJIACHUK
peecTpariiifHoro
MOCBi4YeHHs) /
Applicant (Marketing
Authorization Holder)

(minnuc / signature)
Jixitana Ctymnd

KepiBHHK Biiily peryasTOpHHUX MHUTaHb Ta peecTpauii KpaiH, 110 He BXOAATh
no €eponeicbkoro Coro3sy.
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1o ITopsaKy NpoBeIeHHs eKCIIEPTH3H

peecTpalliiiHuX MaTepialiB Ha JIKapChbKi

3aco0u, 110 NOAAIOTLCH HA AEPIKABHY

peecTpaitiio (mepepeecTpaiiio), a Takox

‘exgnepmzu Matepiais MPO BHECCHHSA
MIH 10 peecTpaliifHuX MaTepiaiB
NPOTATOM /il peecTpaliiiHoro

!ﬂOCBiﬂHCHHH

(nyHKT 4 posainy V)

T

fmnex 29

to the Procedure for Conducting Expert
Evaluation

of Registration Materials Pertinent |
to Medicinal Products, which are Submitted
for State Registration (Re-Registration)

Fmd Expert Evaluation of Materials

about Introduction of Changes to the
|Registration Materials during

the Validity Period of |
Registration Certificate

3BIT npo poxkiiniuni goc/aiaxeHHs / NON-CLINICAL STUDY REPORT

1. Hazsa nikapcekoro 3aco0y (3a
HAsIBHOCTI - HOMEp peecTpauiiHoro
noceiguenns): / Name of the medicinal
product (Marketing Authorization number,
if any):

Olmestad film-coated tablets 10 mg, 20 mg and
40 mg

1) THn JIiIKapchKOTro 3acoly, 3a AKMM
rpoBoinIacs abo MiaHyeTbhes peecTpais /
type of the medicinal product for which the

conducted

registration was conducted or planned to be

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

2) nporeaeHi gochipkerns / conducted
studies

O TaK / yes Hi / N0 KO Hi, OOIpyHTYBaTH /
if no, provide rationale

The applicant has not conducted any toxicological
or pharmacological studies on Olmestad film-coated
tablets. Olmestad film-coated tablets have been
developed as a generic medicinal product with
reference to the originator Olmetec®, Daiichi-
Sankyo Ltd. The SmPC for Olmestad is based on the
approved SmPC for Olmetec® 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. ®apmaxosiorid: / Pharmacology:

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

1) neppunHa hapmakoauHamika / primary
pharmacodynamics

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

2) BTopHHa apMako uHaMiKa /
secondary pharmacodynamics

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

3) dpapmakosnoris Ge3neku / safety
pharmacology

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

4) papmakoaMHAMI4HI B3aeMOIT /
pharmacodynamic interactions

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

3. ®dapmakokineTnka: / Pharmacokinetics:

1) aHanITHYHI METOIMKH Ta 3BITH 1100 1X
Basizauii / analytical procedures and
validation reports

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

2) BcMOKTYBaHH# / absorption

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

3) poznoain / distribution

Reference is made to the SmPC of the originator

product Olmetec”, a copy of which is provided in
Module 4 of the submitted CTD dossier.

4) meTabouizm / metabolism

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

5) BUBeJeHHs / excretion

Reference is made to the SmPC of the originator

product Olmetec®, a copy of which is provided in
Module 4 of the submitted CTD dossier.

w1y i)



6) hapMakOKiHETHYHI B3aeMOJiT
(1okniniuni) / pharmacokinetic interactions
(non-clinical)

Reference is made to the SmPC of the originator

product Olmetec®, a copy of which is provided in
Module 4 of the submitted CTD dossier.

7) iHi papMaKOKIHETHYHI JOCTI/DKEHHSA /
other pharmacokinetic studies

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

4. Tokcukonoris: / Toxicology:

1) TOKCHYHICTEL ¥V pa3i 0AHOPA30BOrO
BBeieHHs / single-dose toxicity

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

2) TOKCHYHICTB Y pa3i MOBTOPHUX
BBE/EHB / repeated-dose toxicity

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

in Vivo (BK/IIOYAKO4YH J0aTKOBY OLIIHKY 3
TOKCHKOKIHETHKH) / in vivo (including
ladditional toxicokinetics assessment)

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

Module 4 of the submitted CTD dossier.

4) KaHLIepOreHHICTB: / carcinogenicity:

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

[IOBrOCTPOKOBI 10c/1iKeHHs / long-term
studies

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

KOPOTKOCTPOKOBI 10C/IKEHH A

b0 0CiZKeHHA cepelHbOT TPUBAIOCTI /
short-term studies

or mid-term studies

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

1o1aTKOBI ociipkenHs / additional
studies

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




5) penpoiyKTHBHA TOKCHYHICTh Ta
TOKCHYHUIH BIJIMB HA PO3BHUTOK
noromctea: / reproductive and
developmental toxicity studies:

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

BIUIMB Ha PePTHILHICTD | paHHii
eMmOpioHanbHHUi po3euTok / effect on
fertility and early embryonic development

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

eMOpIOTOKCHYHICTE / embryotoxicity

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

npeHaTaibHa i NOCTHATAIbHA
TOKCHYHICTB / prenatal and postnatal
toxicity

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

MOCTI/DKeHHS, TPU SKHUX Tpernapar
[YBOJIUTBLCS MOTOMCTBY (HECTATEBO3PIIUM
TBaprHaM) Ta/abo OUIHIETHCA BilasleHa
nisi / 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®, a copy of which is provided in
Module 4 of the submitted CTD dossier.

6) Micuesa nepeHocumicts / local tolerance

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

7) 10aTKOBI JAOCTIKEHHA TOKCHYHOCTI: /
additional toxicity studies:

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

AHTUIEHHICT (YTBOPEHHSA aHTHTIN) /
lantigenicity (antibody production)

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

IMYHOTOKCHYHICTB / immunotoxicity

Reference is made to the SmPC of the originator

product Olmetec®, a copy of which is provided in
Module 4 of the submitted CTD dossier.

MOCHIKeHHd MexaHi3Mmie a1i / mechanistic
study

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

r




likapcbka 3anexHicTs / drug dependence

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

TOKCHYHICTB MeTaboJiTie / toxicity of
metabolites

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

TOKCHYHICTB JOMILLOK / toxicity of
impurities

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

iaie / other

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

5. BUCHOBKH 111010 JOKJIIHIYHOTO
puBueHHs / Conclusions on non-clinical
study

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

3adaBHUK (BIACHUK
peecTpaliiiHoro
MOCBIAYEHHA) /
Applicant (Marketing
Authorization Holder)

(nianuc /signature)
i.A. Gitana Stumpf, M.Sc.
Team Leader Regulatory Submissions non-EEA
Global Regulatory Affairs

STADA Arzneimittel AG

(I. I. b. / Full name)

i.A. Lilianna Simonis
“Specialist Regulatory

Global Regulatory Affairs

STADA Arzneimittel AG
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Jo [lopaaky npoBeaeHHA eKCrepTUsm
peecTpauiiiHux MaTepianis Ha JiKapChbKi
3aco0u, 1O N0AATHCS HA JeP/KaBHY
peecTpauito (nepepeecTpatiio). a TaKoK
E€KCMepTH3W MaTepiasiB Mpo BHECEHHS
3MiH /10 peecTpauiiHuX Marepianis
MpoTArom 1t peectpauiiftHoro
MOCBIAYEHHS

(nyHkr 4 pozainy IV)

Annex 30
to the Procedure for Conducting Expert
Evaluation

pf Registration Materials Pertinent

to Medicinal Products, which are Submitted
Tfor 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 IV)

3BIT npo kainiune BunpodyBanus / CLINICAL TRIAL REPORT

1. Hazpa nikapcbkoro 3aco0y (3a
HasABHOCTI — HOMEpP peecTpauiifHOro
MOCBIIYEHHSA)

Onmecraz, TabieTKH, BKPUTI TUTIBKOBOKO
obos0HKo 1o 10 mr, no 20 mr ta no 40 mr

2. 3asBHUK

CTAJIA Apunaiimitrens Al', Himeuuuna

3. BupoOGuuk

«Xemohapm» AJL, Cepbis*

*BunpoOyBanuii nikapcbKuii 3aci0, BAKOpUCTAHHI
V MOPIBHAABHOMY JI0C/I/UKEHHI 6i010cTYnHOCTI,
OMUCaHOMY TYT, OYB BUIOTOBJICHHH KOMINAHICIO
CTAJIA Apunaiimitrens Al [1poTarom »KHTTEBOrO
LUKy Tperapary BUpoOHULTBO OYJI0 nepeaaHo Bij
CTAIA Apunaiimitrens AI” Ha Xemodapm AJl,
CepOis, sxuii € 100% 104ipHBOIO KOMNAHIED
CTAJJA Apunaiimitrens Al

4. [TpoBeaeHi gocaiuKeHHA:

IT&K /yes OHi/no AKWO Hi, OOrpyHTYBaTH /

if no, provide rationale

1) Tun nikapceKoro 3acody, 3a AKUM
npoBoaunIacs ado MJaaHyeTbes peecTpallis

["eHepuuHmii nikapcekuii 3acio

5. IloBHa Ha3Ba KJIHIYHOTO BUIIPOOYBaHHS,
KO/IOBaHUA HOMEP KJIHIYHOTO
BUITPOOYBaHHA

Howmep Bunpodysanus: CT-37219-13-0135

Haz3ga kiainiunoro Bunpodysants: «lociipkenHs
Oi0eKBIBAJCHTHOCTI OJIMecapTaHy nicas npuiomy
0HOPA30BOT 1031 (YMOBH IOJIOJLYBaHHS)
Onmecaprau, TablieTKH, BKPUTI MJ1iBKOBOIO

000s10HKOK0 110 40 Mr (BunpoOyBaHuii ikapcbKuii




3aci0) i Onverek® 40 Mr (pedepeHTHHI
nikapebkuii 3acif) y 310pOBUX NMaLi€HTIB.

Jlata ocrannboi epeii: 21.07.2014

6. ®asa KJIiHIYHOTrO BUNIPOOYBAHHS

BunpobGysants 6ioeKkBiBaneHTHOCTI

7. [lepioa npoBeAeHHsA KAIHIYHOTO
BUIPOOYBaHH#

3/ from 11.02.2014 no / till 17.03.2014

8. Kpaiuu, e npoBoaMaoCs KiiHiuHe
BHITPOOYBaHHs

Typuis

9. KinbKicTb 20CHi1KYBAaHHX

sannanoBana: / planned: 30
(pakTuuna: / actual: 30

10. MeTa Ta BTOPHHHI Wi/ KAIHIYHOTO
BUTPOOYBaHHS

Busnauutu 6i040CTYNHICTb Ta OUIHUTH
010eKBiBAIGHTHICTH JOC/I7KYBaHOTO Mpenapary Ta
pedepeHTHOrO npenapary, o Mictutb 40 mr
o/IMecapTaHy MeJI0KCOMIy nicis npuiiomy
0IHOPa30BOT 1034 B YMOBAX rOJIOLYBAHHA Y
3/10pOBHX OCi0.

11. JIn3zaiin KaiHiuHOro BUNpoOyBaHHs

Jlu3aiin BUnpoOyBaHHA: 0JHOpa30Ba J103a,
paH/IOMi30BaHa, BiJIKPUTA, /IBA KYPCH JTIKyBaHHS,
/1Ba Mepiojn, ABi MOC/IIIOBHOCTI HA OJIHOMY MicLi
BUIMPOOYBAHH.

[lepioa 3musy: 7 1HiB
Crnioci® BBeJCHHA: OpaJibHUH
Pexum 103yBaHHA: 0JHOPA30Ba /1034

Jlo3a: 40 Mr osiMecapTaHy MeJ0KcoMiny

12. OcHoBHI KpuTepii BKIHOYEHHS

Tun: 310poBi nauieHTH
CTath: Yonogiua Ta sxinoua
Bik: 18 pokis i crapuui

IHaeke macu Tina: 18,5 — 30 kr/m®

He nansite i He BKMBAIOTH HKOJHUX IHLIMX
TFOTHOHOBUX BUPOOIB.




‘ 13. TocninkyBanuii nikapcbKHii 3acio, Ha3zpa: OnmecapTan, TabneTKH, BKPUTI M1iBKOBOKO
cnoci® 3acTocyBaHHs, cHaa aii 06010HKOK 110 40 Mr

1 CyOcTaHuis: olmecapTany MeJl0KCOMi
Jloza: 40 Mr osmecapTany MeJ0KCOMiy
Crioci0 BBeeHHA: OpasibHHIA

\

\

| @opmymoBanHa: TabdieTka, BKpUTA M1iBKOBOIO
06010HKOI0
|

|

Bupobuuk: CTAJIA Apunaiimitrens Al
Himeuunna

14. Ipenapat nopiBusHus, 103a, cnocid  [Hazsa: Onmerek® 40 mr
3aCTOCYBaHHS, cuia ail ; ;

CyOcTaHLlis: oiMecapTaHy Mea0KCOMi
Jlo3a: 40 Mr oamecapTaHy Mea0KCOMiTy
Crnioci0 BBeleHHs: opaibHUii

DopmyatoBaHHA: TablleTKa, BKPUTA IUTIBKOBOKO
00010HKO

| Baacuuk peecrpauiiinoro nocsijguenns: Jlaiui-
Cankio
|
|
\

15. CynyTHs Tepanis 3acTOoCyBaHHA npenapary, peuenTypHoro um
De3penenTypHoro, nepeadayeHoro y Kpurepisax
HEBKJIKOUEHHS 10 I0C/i/KEHHS

16. Kpurepil ouiHku epeKTHBHOCTI Cryniub noranHanus (AUC) Ta BMAKICTS
norauHanHa (Cmax) oBipumii iHTEpBan Jiekarh B
mezkax Bia 80,00% no 125,00% ans onmecaprany
Ta riApoXJa0poTiazuay.

[Tepeunni napamerpu: AUC (0-t) i Cmax

Bropunni napamerpu: AUC (0-»), AUC (t-),
tmax, t%2 Ta Az

17. Kpurepii ouinku 6e3neku Ouinky 6e3neku NpoBOAMIN HACTYTHHM YHHOM:

Bynu 3adikcoBaHi )KUTTEBO BaXK/IMBI 03HAKH Ta
noGiuni epextu. [poTarom 2-7 aHiB nicas
OCTaHHBOTO 3a00py KPOBI B OCTaHHIH niepioa
nikysauus EKI, kainiuni pyTunsi nabopatophi




NOKA3HUKK Ta (pizuKanbHe oOcTeReHHs Oyn
MOBTOPEHi.

Kniniuua 6eznexa:
* 3araJibHUH MeIMUHUH Orsi

* BUMIPIOBAHHA MYJbCY Ta apTepialbHOrO THCKY
(CHasAYE TTON0KEHHSN)

« EKI" na 12 BigBeneHb
* IOKYMEHTYBAHHs HECTIPUSTAMBUX MO/ii

Kiiniuna naboparopua Gesneka:

* FeMaToIoris
* aHasi3 ceui

BIJI. HBsAg, HCV (poGutbes auiue nij yac
CKPHHIHTY)

* CKPUHIHT HAPKOTHKIB ceui (6 npenaparis)

18. CtaTuCcTHYHI METO N JLns ouinKK G10€KBIBaIEHTHOCTI PO3paxoBy Baju
90% -Hi IHTEPBAIM BNEBHEHOCTI /LIS
cniBBiAHOWEHHs peuentyp y napamerpax AUC (0-
t), AUC (0-c0) Ta Cmax onmecaprany,
BUKOPHCTOBYHOUH JaHi, TpaHchopmosaHi In.
Kpurepii ouinku GioekBiBaseHTHOCTI

|
|
|
* KJIHIYHA XiMis
|
|
| 3acTOCOBYIOThCA Juist napamerpis AUC (0-t) Ta

Cmax.
19. lemorpadiuni nokasHuku Cepenniit Bik: 34,1 poky
10CITUKY BaHOT nonyasuii (cTtaTh, BiK, paca, 2 )
y y ( P Paca: Kaskasui: 30 moaei
TOLLLO)
‘ Yonosiku: 21 moauna; Kinku: 9 mojaeii
Cepeaniii inaeke Macu tina: 23.4 kr/ m2
Cepeaniii 3pict: 170,9 cm
Cepenina ara: 68,4 kr
20. Pe3ynbraTn epeKTUBHOCTI Illoao crynens nornuuanus (AUC) ta wBuaAKOCTI

; noranHants (Cmax), To A0BipuHii iHTEpBAN NEKUTH)
| v meskax npuitHaTHocTi Bia 80,00% no 125,00%.




21. Pesynbraru Ge3nexu V 3 cy®’ekriB cnocrepiraiu 7 noGiunux sieumi. Lle
Oynu cnabkicTsb (1 13 10CHiKY BaHUM npenapaTom),
rinotoHis (1 i3 A0CHiZKYBAHHUM [penapaTom),
cepuednTTa (1 13 KOHTPOABLHUM MpenapaTom),
cHYcoBa Taxikapis (1 i3 KOHTPOJIBHUM
rnpenaparoM), HUpKoBa Kosika (1 i3 KOHTpOJIbHHUM
rnpenaparom), NiTauBicTsb (| i3 KOHTPOJIBLHUM
npenaparom) ) i Hyaota (1 3 KOHTPOALHUM
npenaparom). 6 noGiuHUX sBuLL Oy 10
Kaacu(ikoBaHO SIK JierKi (2 3 TecTOBaHUM
npenaparom, 4 3 KOHTPOJLHUM NpenapaTom), a |

| noOGiuHuii eekT KnacudpikoBaH1i AK NOMipHHIi 3
MOPIBHANLHUM npenapatom. 2 nodiuHi ABMILA, L0
CroOCTepiraiuch i3 A0CHiKYBAHUM Mpenaparom,
Oynun knacudikoBani AK iMOBIpHI, 2 noOiuHi edekTn
3 KOHTPOJIbHUM [1PENapaToM, HaCKiJIbKH Lie
MOJIMBO, Ta 3 NoOIUHI ePeKTH 3 KOHTPOJILHMM
rpenapaToM siK rnojii, He NMoB A3aHi 3

10CITJKY BAHUMU JTiKapebKUMK 3acobamiu. 2
nobivHi eeKTH crnocTepirajiuch y A0CHIIKYBAHOTO
npenapaty y 1 cy0’ekra, a S nobiunux edekris
CNOCTEPIrajuch y NOPiBHILHOIO Nnpenapary y 2
cy0’exTiB. JKojeH i3 BUNpoOOBYBaHUX He
norpedyBas Tepanii 1040 nodivHux asuul. Bei
BUNPOOYBaHi MOBHICTIO 01y KaH.

| . i
| 22. BUCHOBOK (3aKJIFOYEHHS) [TiacyMOBYHOMH BUCHOBOK, BUIIPOOYBAHUIH NPOAYKT
| GioekBiBaNeHTHHIT pepepeHTHOMY Nperapary o0
| 0JIMecapTaHy.

3aABHUK (BJIACHHK

peecTpauiiHOro nocBij4eHHs) / Jlxitana Ctymnd  (nianuc / signature)
| Applicant (Marketing KepiBHHK peryasTopHol rpynu Kpait,
| Authorization Holder) 110 He BX0aT a0 ckiaaay €C (I1. 1. B. / Full name)

—
—

o~




