JEPKABHA CJIYKBA 3 TIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMW Y KUIBCHKIA OBJACTI

npos. Ceitmauwoi Hauii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PTIOY 37078774

BUCHOBOK
Npo AKICTHL BBE3EHOro B YKpaiHy JikapcsKoro 3acody

21.01.2025 Ne 892/25/10

CYMLIIAP

(HaliMenyBanHs Jikapchkoro 3acofy 3riHO 3 peecTpallifHiM MOCBIMUEHHAM)
Kancyau TBepii mo 5 Mr/S mr, no 7 kancysx TBepAMx y oiaicrepi; mo 4 GuicTepu y KapTOHHIN
Kopooui

(thopma BuTycKy, NO3YBaHHS, BUA MaKyBaHHS JIIKapchKoro 3acoby)
Howmep peecrpauiitnoro nocsingenns UA/15319/01/01 crpox mii peectpauiiinoro mocsiguenns 01.01.2099
Cepis nikapchkoro 3acoby Ne 13347711 Kinskicts BBE3eHOrO Jikapeskoro 3acoby 18193

Bupo6umk Jlex dapmanerTryHa Kommanis a.4., ClioseHis

(nafiMeHyBaHHA BUPOGHMKA JIiKapChKOTO 3aco6y, KpaiHa MOXOMKEHHS)

Baeseno B Vkpainy Tosapucrso 3 o6mexeHor0 BinnoBiganshicTio "Cannos Ykpaina",
izenr. xon: 38419586

(waiimenysanns Ta koa 3a €JAPITOY topnauuroi ocobu abo npissuLLe, iM's, 1o 6aTekoBI (isHunOT
0co6w - miAmpreMs, ii Miclie NPoXUBaHHS Ta peecTpauiiinuii Homep 06MTikoBOT KaPTKH MIATHHKA
nojaTkis abo cepis Ta HoMep nacnopTa)

IIporoxoa Bisyansnoro kourposo sig 15.01.2025 Ne 0062/5.

3a  pesynpTaTaMyél  JIEPXKABHOTO KOHTPOJNIO BCTAHOBIEHO, W10 JiKapchkWi 3aci6 BBeseno B Ykpainy 3

AOTPUMAHHAM BHMOTr 3aKOHOLABCTBA WOA0 3a6e31eYeHHs AKOCTI JTKapChKUX 3ac00iB,

Ouisra EPBOMEHKO

(niaunc) {iminiany ta npizsHiLe)







SANDOZ

Ne: 0710241118

OdropmneHo:

Nek ®apmauesT1yHa KomnaHis 4.4.
BeposLukosa 57

1526 Mobnsxa

CnoBeHin

Ten.: +386 1 5802111

dakc.: +386 1 5683517

www.lek,si

NiyeHsia Ha sBupobHULTBEO:
800-6/2024-14

Ceptudikat BignosigHocTi

Hasea maTtepiany:
ToprieenbHa Ha3Ba:
Cuna gii/akTUBHICTL!
Jlikapcbka opma:
Tun ynakoBKu:
KinkkicTe B ynakosui:
Ne Marepiany:
BHyTpiwHii Ne cepii:
Hata BUpo6HUUTEA:

TepMiH npuaaTHoCTi:

Bupo6huua ginsHuua:

Bunyck cepi:

TecTyBaHHa:

KpaiHa-imnoprep:
YkpaiHa

CYMUTIAP 5+5MI™ 28XIK YKP

CYMINAP

5MI+5MIP

KAMCYNH, TBEPAOI

BNICTEP

4 1UT x 7 WT )

44064459 Tun Bunycky: CEPTUN®IKALIA CEPII

PC4061 Ne cepil Ha ynakoBui: 13347711

01-NN-2024 [ara Bunycky: 07-XKOB-
2024

30-YEP-2027 BunyuweHa KinbKictb: 18193 YI1

Apawven ®apma C.A.

BYN. IUKOMNbHA 33

95-054 KCABEPYB

MonbLya

NEK ®APMALIEBTUYHA KOMIMAHIA .4,
Beposulkosa 57

1526 NIIOBAAHA

CnogeHisi

Apamepn ®apma C.A.

BYJT. MAPLWLATIA 1O. MINCYACBKOIO 5
95-200 NAB'AHILE

Monbuia

Homep PeecTpauiitHoro noceigueHHs:
UA/15319/01/01

Howmep niuensii: 800-6/2024-14

NonoxeHHA npo cepTudikauito

Lium ninTeepaxyto 4OCTOBIPHICTE Ta TOMHICTL BUieHaBeaeHoi iHcdopmauii. Lisi cepis nikapcbkoro 3acofy Gyna
BUrOTOBNEHa, BKITIOYHO 3 YNaKOBKOK/MApKyBaHHAM Ta KOHTPOIeM SIKOCTI Ha BULLEHABEAEHWUX BUPOBHUYMX
AiNBHULAX Y NOBHIA BigNOBiAHOCTI [0 BUMOr GMP MicLEeBUX PerynaTopHUX opraHiB, a Takox 4o crneundikauii
PeectpauiitHoro [locke kpaiHu iMnopTepa abo daiiny creundikalyii focnimxyBaHoro nikapcskoro 3acoby. OaHi
MPO BWIOTOBIIEHHA, YMakOBKy Ta aHanisu cepii 6yno nepesipeHo Ta nigTeepKeHo X BiAMOBIOHICTb
craHgaptam GMP.

KomeHnTap go ceptudikary:
B npoueci BUPOBHWLTBA Ta yNakoBKM HE BUSIBMEHO BIAXUMEHb, LLO 34aTHI BASIMHYTW Ha BUMYCK MPOAYKTY.

Bunyck cepii: llek ®apmalieBTUYHa KoMnaHis 4.4., Beposlwkosa 57, 1526 MobnsHa, Crioseis.
3apeecTpoBaHUii PO3MIp ynakoBkU: 7 Karcyn TBepaux B 6nictepi; 4 6nictepa B kKapTOHHIl KopobLi

Cropinka 1/2 *3acBifiYeHo enekTPoHHUM NiANVYCcoM BiANOBIAHO 40 CTaHAAPTIB €NEKTPOHHWX Nignucis CaHaos
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I == Odhopmnenc:
A N D z ek dapmaLieBTUYHa KOMNaHis 4.4,

Ne: 0710241118

BeposLkosa 57

1526 Tiobnaxa

CrioBeHis

Ten.: +386 1 5802111
dakc.: +386 1 5683517
www.lek.si

NiueHsia Ha BUPOBHULTBO!
800-6/2024-14

CepTtudikaT BignosigHocTi

HasBa maTtepiany:

CYMINAP 5+5MI" 28XI'K YKP

ToprieensHa Ha3Ba: CYMINAP

Ne Matepiany: 44064459 BHyTpiwHi# Ne cepii:  PC4061
Bunyck cepii / CepTudikauin BukoHana: Branka Vukovic, YnosHosaxeHa ocoba
Bunyck cepii / Ceptudikauin Aara/Yac: 07-X0B-2024 / 09:17:29 BKY

Dara/Mac ogpopmneHHs cepTudikarty: 07-KOB-2024 / 09:18:08 BKY

CropiHka 2/2

*33cBigueHo enekTPOHHUM NANUCOM BIANOBIAHO A0 CTaHAapTIB NeKTPOHHUX nignucis Casnos




ADA

CEPTU®DIKAT AHATI3Y Ne 4937 /24

SOPALtt000655/2

MpopyxT: Cyminap 5 mr /5 mr (CYMINTAP), kancysnu TBepai, 28 kancyn

Cepis rotosoro npoaykry Ne: 13347711

Cepist in bulk Ne:
13272728

Ne Axanituunoro 3BiTy npogykty in bulk:

[aTta BupobHuyTtea: 07 2024

Tepmin npuaaTHocTi: 06 2027

KpaiHa npusHaderHs: YkpaiHa

Pesynbraty disnko-ximivHUX i MikpobionoriyHux TecTis

Ne Tect Mexi crieumdikauii: PesynbTaru;
1. 2. 3. 4.
1. | 3oBHiWHIM BUrNAAQ Teepai xenaTuHoBi kancynu, poamip Ne1. Bignosigae
KOBMaYoK: HENpPO3OpUii, POXEBOTro KOMbOPY.
Kopnyc: Henposaopuii, 6inoro konbopy.
BwmicT kancyn: 6inui abo maiixe Ginui nopollok
2. | lpeHTudikauis aktuHO! BinnosigHictb Yacy yTpuMyBaHHs | Yb-cnekTpa OCHOBHUX signosinae
PEHOBUHU nikiB CTaHAAPTHOrO PO34YMHY | PO3UUHIB BUNPOBYBaHUX
3paskis
3. KinbkicHui BMIiCT akTUBHOT Amnogunix:;
peYoBUHU Big 4,75 no 5,25 mr/kancyny 5,09 mr
(Bin 95,0 po 105,0%) (101,8%)
Pawminpun:
8ia 4,75 no 5,25 mr/kancyny 5,09 mr
(Big 95,0 no 105,0%) (101,9%)
4. | OpHopigHicTL 4030BaHUX AV £ 15,0 (L1) ana Amnogunisy AV(L1)=3,8
OANHULb AV = 15,0 (L1) gns Paminpuny AV(L1)=3,0
HonyckaeTbca npoBefeHHs 404aTKOBOro BUNPOBYBaHHS. Bignosigae
5. | PoauuHeHHs Amnoaunin
KoXHa kancyna 2 80% uyepes 15 xBunuH cepegHs: 98%
(S1=Q+5%;, Q=75%) (95 - 100)%
Paminpun
KoxHa kancyna 2 80% 4epes 15 xBunuH cepegHs: 99%
(S1=Q+5%;, Q=75%) (98 — 100)%
JonyckaeTbca NpoBeAeHHs A04aTKOBOro BUNpoGysaHHs.
6. | XiMmiuHa uucToTa [owmiwka D Amnoauniny < 0,3% < 0,05%
Howmiwka D Paminpuny < 0,5% 0,11%
Howiwka E Paminpuny < 0,5% < 0,05%
Hanbinbwa oguHuyHa Hesigoma gomiwka < 0,2% <0,1%
Beboro goMiwok < 2,0% 0,1%
7. Mikpo6ionoriuHa ynucroTa BignosigHo go notouHoi Bepcii Ph. Eur. Bianosinae

(ao Doparkis) ana 6e3sodHWUX Npenaparis Ans 0panbHoro
3acTocyBaHHs.

TectyBaHHs 3ailicHeHO BignosiaHo Ao Creundikalii Akocti SQ-WG/2031 suaaHHs 2

[Harta 3aBeplieHHsi; 11.09.2024

Ceptudpikat AHaniay nigrotosneHo: D.Melnykowicz

[epesipus: /nidnuc/

Hara: 2024-09-11

MonoxenHa: Llum nigrsepaxyio, Wo aHanis roroeoro npoAykTy 6ye BUKoHaHu# BignosigHo Ao Aitouor,
3arBepakeHol aHaniTUYHoi AokyMeHTalii PeecTpauiiiHoro [locke. TecTyBaHHS BUKOHaAHO BiaMNoBigHO
Ao npoueayp i Bumor GMP,

BUCHOBOK: NpoAyKT signosigae BuMoram Cneundikauii Akocti SQ-WG/2031 BugaHHs 2
Mignuc:
Hata: 2024-09-11 Nipep rpynu
/ nidnuc /

Justyna Cichosz

Fedochenko

Tetiana

Diglially signad by Fedocienko Tolina
DN: de=com, desnovartls, ov=paapln,
0u=SZ. seciniNumbor=2116815,
en=Fadochonka Talisna

Date’ 2025.01,13 14:10:24 +0200







Ref: 0710241118

SANDOZ

Issued by:

Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubljana

Slovenia

Tel: +386 1 5802111
Fax: +386 1 5683517
www.lek.si
Manufacturing License:
800-6/2024-14

Certificate of Conformity

Material Name:
Trade Name:
Strength/Potency:
Dosage Form:
Package Type:
Package Size:
Material No.:
Internal Ref.:

Date of Manufacturing:
Expiry Date:
Manufacturing site

Releasing Site :

Testing site:

Importing country:
Ukraine

SUMILAR 5+5MG 28HGC UA
SUMILAR

5 MG + 5 MG

CAPSULE, HARD

BLISTER

4PCx7PC

44064459

PC4061

01-JUL-2024

30-JUN-2027

Adamed Pharma S.A.
SZKOLNA 33
95-054 KSAWEROW

Poland

LEK PHARMACEUTICALS D.D.

Verovskova ulica 57

1526 LJUBLJANA

Slovenia

Adamed Pharma S.A.
MARSZ. J. PILSUDSKIEGO 5
95-200 PABIANICE

Poland

Marketing Authorization Number:

UA/16319/01/01

Release Type: BATCH CERTIFICATION
Batch No Printed: 13347711
Release date: 07-0CT-2024

Released Quantity: 18193 PC

License number:  800-6/2024-14

Certification Statement

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site(s) in full compliance with GMP requirements
of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country

or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Certificate comment:

During the course of manufacturing and packaging there were no deviations that may influence the release of the product.
Batch releasing site: Lek Pharmaceuticals d.d., Verovskova 57, 1526 Ljubljana, Slovenia.

Registered package size: 7 hard capsules in blister; 4 blisters in carton.

Page: 1/2

*“Electronically signed according to Sandoz electronic signature standards




SANDOZ o
Lek Pharmaceuticals d.d.

Verovskova 57

1526 Ljubljana
Slovenia

Tel: +386 1 5802111
Fax: +386 1 5683517
www.lek.si
Manufacturing License:
800-6/2024-14

Ref: 0710241118

Certificate of Conformity é

Material Name: SUMILAR 5+5MG 28HGC UA

Trade Name: SUMILAR

Material No.: 44064459 Internal Ref.: PC4061
Batch Release / Certification performed by: Branka Vukovi¢, QP
Batch Release / Certification Date/Time: 07-OCT-2024 / 09:17:29 UTC
Certificate Creation Date/Time: 07-OCT-2024 / 09:18:08 UTC

Page: 2/2 *Electronically signed according to Sandoz electronic signature standards



SOPAtt000655.2

ADAMED

CERTIFICATE OF ANALYSIS No.

Up 5724

i Product name: Sumilar § mg/ 5 mg (CYMIAAP), capsules hard, 28 capsules

Batch No. of finished product: 13347711 Destination country: Ukraine
Batch No. of product in bulk: No. of the Analytical Report for product in bulk:
13272728
Manufacturing date: 07 2024 Expiry date; 06 2027
I. Results for physico - chemical and microbiological tests
No. Tests: Limits: Resulis:
1. 2. 3. 4.
1. Appearance Hard gelatin capsules, size no 1, conforms
cap: opaque pink colour,
body: opaque white colour,
Content of capsules: white or almost white powder,
& Identification Conformity of retention time and UV spectrum of conforms
of the active substance main peaks of standard solution and tested sample
solutions,
3 Assay of the active substance Amlodipine
4.75 to 5.25 mgicapsule 5.09 mg
{95.0 t0 105.0%) (101.8%)
Ramipril
4.75 10 5.25 mgicapsule 509 my
{95.0 to 105.0%) (101.9%)
4, Uniformity of dosage units AV £ 15.0 (L1} for Amlodipine AV{LI=38
AV £ 15.0 (L1) for Ramipeil AV{L1=3.0
The additional test is acceptable. conforms
3. Dissolution Amlodipine
Each capsule » 80% after 15 minutes mean: Y8%
(51 - Q+5%;Q 75%) (95 - 1060y%
Ramipril
Each capsule 2 80% after 15 minutes mean99%,
(Sy~ Q+5%; Q  75%) (98 - 1001%
The additional tests are acceptable.
A, Chemical purity Inipurity D of Amlodipine < 0.3% <{.05%
Impurity D of Ranuipril < 0.5% G11%
Impurity E of Ramipril < 0.5% <0.{35%
Max. single unknown impurity < ¢.2% <(.1%
Total impurities < 2,0% 0.1%
7. Microbial purity According to current edition of Ph. Eur. conforms
(with Supplements) for non-aqueous preparation
for oral use.
The test was performed according to: Quality Specification SQ-WG/2031 edition 2
Date of the end: 11.09.2024
The Certificate of Analysis was prepared by: D Melnykowicz Checked by: i) DAt i ¢\ Date: Zﬂzﬁ <[]
Declaration: [ certify that analysis of finished product was performed in accordance w&h the eurrent, approved
analytical documentation registered in the Registration Dossier. The tests were carried out in
accordance with the procedures and GMP requirements,
Opinion: product meets the requirements of Quality Specitication SQ-WG/2031 edition 2

Diate:

2024 -08- 11

Signature:
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