JEPKABHA CYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJIACTI

npos. Ceitnwunoi Hapii, 3, m.Kuiz, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Npo AKIiCTH BBE3€HOro B YKpaiHy JIIKapchbKoro 3acody

23.04.2024 Ne 15342/24/10

CEBIKAP HCT

(HatiMeHyBaHHA JiKapcsKoro 3acofy 3riiHo 3 peecTpauiitnaM NOCBiXUCHHM)
Ta0JEeTKH, BKPUTI IVTIBKOBOIO 06010HK00, 20 Mr/5 Mr/12,5 mr; mo 14 Tabserok y Oiicrepi; mo
2 GiicTepa y KapTOHHIH mavui

(hopma BUMYCKy, 03yBaHHs, BHA MaKyBaHHs JlikapchKoro 3aco0y)
Howmep peectpaiittoro moceinuenns UA/17662/01/01 crpox aii peecrpaniitioro nocsiguenns 13.09.2024
Cepis nikapcekoro 3acoby Ne 402272 KineKicTs BBE3€HOTO NMiKapckkoro 3acoby 2460

Bupobruxk Haiui Canxkio FOpoyn I'm6X, Himeuunna
(naiiMenyBanHs BUpOGHHKa JIKapchkoro 3aco0y, kpaiHa ITOXO/IKEHHS)

Baesero B Ykpainy ToBapuCTBO 3 00MeKeHOI0 BiLNIOBiTAMBHICTIO "3EHTIBA
YKPAIHA", inenr. xon: 38804488

(naitMeHyBaHHs Ta kox 3a CHAPIIOY ropuauunoi ocobu abo npizsuie, iM'a, no 6aTekosi (isnyHOT
o0cob - miAnpHEMI, ii Miclie IPOXKUBAHHA Ta peecTpailifHu HoMep 06IiKOBOT KAPTKH ILUTATHHKA
mogarkis abo cepis Ta HoMep IaclopTa)

IIpoTokoun Bisyansuoro konrpomo six 23.04.2024 Ne 0764/3.

3a pe3synbTaTaMM  JIepXKaBHOTO KOHTPOJIO BCTAHOBIEHO, INO JKapchKWit 3aci® BBeseHo B VYkpainy 3

JOTPHMAHHAM BuMOTr 3aKOHOJABCTBA LIOJAO 3a0€3MeUeH s AKOCTI JKapChKUX 3acobiB.
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Daiichi Sankyo Europe GmbH
Quality Control
Luitpoldstrasse 1, D-85276 Pfaffenhofen, Germany
tel. +49(0)8441-759211 web: www.daiichi-sankyo.eu

Daiichi-Sankyo

CERTIFICATE OF CONFORMITY

Customer Alvogen Pharma Trading Europe Customer # 1000001026
EOOD

Destination Ukraine Customer order # 4500149087

Product Sevikar HCT 20/5/12,5 Dosage form Film-coated tablet

Package size 28 (2x14) Marketing Auth. # UA/17662/01/01

Package type Blister package

Strength/potency Amlodipine 5 mg

Hydrochlorothiazide 12.5 mg
Olmesartan medoxomil 20 mg

Batch # (fin. prod.) 402272 Batch # (bulk prod.) 400447
Manufacturing date 15.11.2023 Expiry date 10 2026
Delivery quantity 2.460 PC

Name, address and Daiichi Sankyo Europe GmbH DE_BY 04 _MIA_2023_0045
authorisation # of all Luitpoldstralie 1

manufacturing sites 85276 Pfaffenhofen, Germany

Certif. GMP Compl. # Daiichi Sankyo Europe GmbH DE_BY_04_GMP_2023_0070

Results of analysis: See separate Certificate of Analysis.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP. This batch of product has been stored in accordance with GDP re tﬁ?{fgﬁ?; {s.
W % \'- R

* b VKB
/\@&‘3
o

The batch has been certified for release.

Site of release: Daiichi Sankyo Europe GmbH, Pfaffenhofen
Date of release: 25.01.2024 Qualified Person: Dr. Ruediger Wilhelm
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Daiichi-Sankyo

Daiichi Sankyo Europe GmbH

Quality Control
Luitpoldstrasse 1, D-85276 Pfaffenhofen, Germany
tel. +49(0)8441-759211 web: www.daiichi-sankyo.eu

CERTIFICATE OF ANALYSIS

Customer Alvogen Pharma Trading Europe Product # 121605
EOOD

Product Sevikar HCT 20/5/12,5 Dosage form Film-coated tablet
Packaging size 28 Destination Ukraine
Batch # (fin. prod.) 402272 Batch # (bulk prod.) 400447
Manufacturing date  15.11.2023 Expiry date 10 2026
Test instructions 117941
TEST METHOD DIM MIN MAX RESULT
Description Organoleptic test conforms

orange-white, round, coated

tablet, approx. 8 mm in diame-

ter, with C51 debossed on one

side
Water Coulometry % 6,0 4,6
Identification
- Olmesartan medoxomil LC conforms
- Olmesartan medoxomil UV-VIS conforms
- Amlodipine LC conforms
- Amlodipine UV-VIS conforms
- Hydrochlorothiazide LC conforms
- Hydrochlorothiazide UV-VIS conforms
- Titanium dioxide Colour reaction M
- Iron oxide Colour reaction M
Related substances
- RNH-6270 (Olmesartan) LC % 0,6 0,3
- RNH-6373 LC % 0,3 0,1
- RNH-8276 LC % 0,2 0,0
- RNH-6363 LC % 0,2 0,0
- Amlodipine impurity D LC % 0,3 0,0
-ACD LC % 0,5 0,0
- HCTZ dimer LC % 0,5 0,0
- Unidentified (single) LC % 0,1 0,0
- Unidentified (total) LC % 0,6 0,0
- Total LC % 2,5 0,4
Assay
- Olmesartan medoxomil LC % 95,0 1050 984
- Amlodipine LC % 95,0 1050 101,2
- Hydrochlorothiazide LC % 95,0 1050 98,8
Uniformity of dosage units
- Content uniformity (OLM) Ph.Eur. 2.9.40/LC conforms

- Content uniformity (AML)
- Content uniformity (HCT)
Dissolution

- Olmesartan medoxomil (45 min)

- No. of tablets tested

Ph.Eur. 2.9.40/LC
Ph.Eur. 2.9.40/LC

UV-VIS/IQ=75%

Page 1 0of 2

conforms

&, conforms




Daiichi-Sankyo

Daiichi Sankyo Europe GmbH

Quality Control

Luitpoldstrasse 1, D-85276 Pfaffenhofen, Germany
tel. +49(0)8441-759211 web: www.daiichi-sankyo.eu

CERTIFICATE OF ANALYSIS

Customer Alvogen Pharma Trading Europe Product # 121605

EOOD
Product Sevikar HCT 20/5/12,5 Dosage form Film-coated tablet
Packaging size 28 Destination Ukraine
Batch # (fin. prod.) 402272 Batch # (bulk prod.) 400447
Manufacturing date  15.11.2023 Expiry date 10 2026
Test instructions 117941
TEST METHOD DIM MIN MAX RESULT
- Mean value % 88
- Amlodipine (30 min) UV-VIS/Q=75% conforms
- No. of tablets tested 6
- Mean value % 93
- Hydrochlorothiazide (30 min) UV-VIS/Q=75% conforms
- No. of tablets tested 6
- Mean value % 93
Microbiological quality
- TAMC (in 1 g) Ph.Eur. 2.6.12 cfu 1000 O
-TYMC (in1g) Ph.Eur. 2.6.12 cfu 100 0
- Escherichia coli (in 1 g) Ph.Eur. 2.6.13 cfu 0 0

) This test is performed once a year only.

The batch is complying with the required specifications.

Comments: an explanation regarding the test Identification: the method of this test, as indicated in the certificate

of analysis, is LC. This abbreviation is an international abbreviation that means Liquid Chromatography, which

means that the main peaks of Olmesartan medoxomil, Amlodipine, Hydrochlorothiazide are observed on the

chromatogram of the tested solution, the RT of which corresponds to the peaks of the standard solution. The

abbreviation UV-VIS means that the UV spectrum of the tested solution corresponds to the spectrum of the

standard solution.

Date of analysis: 17.01.2024 Head of Quality Control: Ruediger Wilhelm
This certificate was issued by a validated computerised LIMS and is valid without personal signature.
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*Ha KOPHOpaTHBHOMY OJaHKY KOMITaHii™

CEPTH®IKAT BIAIIOBITHOCTI

Kuienr Ansoren ®apma Tpeitninr IOpoyn  Kiient Ne 1000001026
EOOA

Micue npru3zHadeHHA Vkpaina 3amomneHHs knieHTa Ne 4500149087

Ilpomyxt Cesikap HCT 20 mr/5 mr/12,5 mr Jlikapcrka opma TabneTku, BKPUTI
TUTIBKOBOO
000I0HKOIO

Po3mip makyBaHHS 28 (2x14) Peectpauiiine UA/17662/01/01

mocBigueHHs Ne
Tun naxyeaHHs BaicrepHa ynakogka
Cwua pil/axTuBHiCTS AMJIOAUITIH 5 Mr

rigpoxaopotiasug 12,5 Mr
oJMecapTany MefokcoMin 20 Mr

Cepist Ne (roToBuit 402272 Cepis Ne 400447

JiKapchbKHii 3aci0) (nepo3sacoBaHui
TiKapchKHi 3acib)

Jara BupoOHUIITBA 15.11.2023 Jara 3akigueHHs 10/2026
TepMiHy MPHAATHOCTI

KinskicTs, 1o 2 460 ym.

NIOCTaBNAETHCA

Hasga, agpeca ta Haigi Canxkio FOpoyn TmM6X DE BY 04 MIA_2023_0045

HoMepH ninensiit Bcix  Jlyirmonsaurrpacce 1,
BUpoOHHYMX HinsHUUE 85276 [ldaddenxoden, HiMeuurnna

Ceprudxixat HBIT Ne  Jaiui Canxio FOpoyn I'M6X DE BY 04 GMP_2023_0070

Pesynprati ananizy: Jusnuce Ceprudikar Anajisy, 1o J0JacThes.

LuM migTeeplokyro, 10 BUILEBHKIaAeHa iH(OpManis asTeHTHYHa i BipHa. JlaHa cepis mpenapaty BUpoOeHa,
BKJIFOYAIOYH [IaKyBaHHs / MAPKYBAHH Ta KOHTPOIb SKOCTI, BULIEBKa3aHUM BUPOOHMKOM y TIOBHIH BiJNOBIAHOCTI 3
suMoraMd GMP JTOKanbHOTO PETYJISTOPHOIO OpPraHy Ta A0 3aTBEpIKCHMX crienudikaLiii no peectpaniitnoro
T0CBiIueHHs Kpainu-iMrioprepa. JlokyMeHTalis 3 BUpoGHHLTBA cepil, TaKyBaHHA Ta TECTYBaHHs TEpEBipeHa, Ta
BCTAHOBIEHA i1 BiANOBiAHicT, BUMoramM GMP. Jlana cepis mpemnapary 36epiramacs y BinmoigHocTi xo suMor GDP.

Cepis BumyIIeHa B 00ir.

Bupobruua AineHULA 3 BHITYCKY cepii: Jaiui Cankio FOpoyn I'M6X, Ilpaddenxoden

Hara sunycky cepii: 25.01.2024 Vnosrosaxena ocoba [[-p Pynirep Binerensm

HePCOHANBLHO20 NIONUCY.

Cmopinka 1 3 1



*Ha KOpropaTUBHOMY OJIaHKY KOMIIaHii*

CEPTUDIKAT AHAJI3Y

Krnient Anporen @apma Tpedininr  IIpoayxT Ne 121605
IOpoyn EOOLL
Iponyxt Cesikap HCT Jlixapcbka dopma TabneTku, BKpUTI
20 mr/5 mr/12,5 mr U1 BKOBOIO 00OJIOHKOIO
Po3swmip naxysaxHs 28 Micue npusHaueHHs Vkpaina
Cepis Ne (roToBui 402272 Cepist Ne (neposdacoBannit 400447
JHKapCchKUH 3acif) JiKapchEKHi 3a¢i0)
Jata BupoOHMITBA 15.11.2023 Jara 3akiHyeHHs TepMiRy 10/2026
NPUAATHOCTI
IreTpyxuii momo 117941
BHUNPOOYBaHb
Onpuuuui
» BuMipro-  Mini-  Maxkcu-
Iloxaznukn Merton BaHHA MYyM MYM Pesyabtar
Omne Bisyanbruit Tect BiINIOBizac
CsiTio-rioMapanyesa, KpyTria
tabierka,  BKpUTa  ILIIBKOBOIO
obonowukoio, posmipoMm 3MmM B
niamerpi, 3 THcHeHHaM C51 3 ogHoro
Goxy
Bwicr Boau KynonomMerpis % 6,0 4,6
Inentudiramis
- OIIMEcapTaH MEIOKCOMiN BEPX BiAroBinac
- ONIMecapTaH MeJOKCOMI UV-VIS mynpTa- BiATIOBiNacE
KOMIOHEHTHHH aHaii3
- aMITOIMTIIH BEPX BiZMmoBIzaE
- aMITOIATITH UV-VIS mynsti- Bignosigae
KOMITOHEHTHHI aHaii3
- TiApoXJIopTia3uy BEPX BiAMOBRINaE
- TIAPOXJIOPTiasu g UV-VIS mynsTH- BiAnoBinae
KOMITOHEHTHHII aHaJli3
- THT2HY TiOKCHJ KonsopoBa peaxitis M
- 3251138 OKCH KonsopoBa peakis )
ITpoaykrT perpapauif
- RNH-6270 (OnmecapTan) BEPX %
- RNH-6373 BEPX %
- RNH-8276 BEPX %
- RNH-6363 BEPX %
- Momiuixa D aMionuminy BEPX %
-ACD BEPX %
- HCTZ numep BEPX %
- Oxpema HeBiZoMa BEPX %
- CyMma HeBiZOMHX BEPX %
- Cyma BEPX %

Cmopinka 133




*Ha KOpHOpaTUBHOMY OJaHKy KOMITaHii*

CEPTH®IKAT AHAJI3Y

Knient Angorex @apma Tpeiininr  Hpomyxr Ne 121605
HOpoyn EOO/J]
Iponyxr Cesixap HCT Jlixapceka hopma Tabnetku, BKPUTI
20 mr/5 mr/12,5 mr ILUTiBKOBOIO 0GOIOHKOIO
Po3mip maxyBaHHS 28 Micue npusHaYeHHs Vkpaina
Cepis Ne (rotoBuit 402272 Cepist Ne (Heposgacosanuii 400447
TKapCLKUH 3acif) MKapChLKNIH 3acib)
Jata BupoOHHIITBA 15.11.2023 Jlata 3akiHYEHHS TEPMIHY 10/2026
TIPUAATHOCTL
TncTpykuii mono 117941
BHTIPOOYBaHb
OpuHui
pumipio-  Mini-  Maxcn-
Iloxa3znuxu Meron BaHHA MyM MYM Pesynbrar
KinbkicHe BU3HaYEHHS
- oJIMecapTaHy MeJOKCOMi BEPX % 95,0 105,0 98,4
- AMJTOJUTTIH BEPX % 95,0 105,0 101,2
- rigpoxyiopTiazu, BEPX % 95,0 105,0 98,8
OxnHOpigHICT Z030BAHUX OJHHUIb
- OIHOPINHICTH 1030BaHMX OAMHMUL Binnosixae €D 2.9.40 / Bifrosinac
onMecapTaHy MeXOKCOMLITY BEPX
- ONHOPINHICTL NO30BAHMX OAMHHUUEL Binmnosinae € 2.9.40/ BiZlIOBizmAE
AMIIOUTIIHY BEPX
- ofHOpiaHicTs AO30BaHUX oAMHHLL Bigmosinae € 2.9.40 / Bignonigae
TiZpOXIOPTIa3HIY BEPX
Pozunnenns
- oNIMecapTaH MeokcoMin (45 XB) UV-VIS MynbTH- BiXIOBiNAE
KOMTIOHEHTHHH aHami3 /
Q=75%
- KIIBKICTD Ta0IETOK, 6
IO TECTYBAICS
- CepelHE 3HAYCHHS % 88
- amnopuriin (30 xB) UV-VIS myneTH- BIZITOBI A€
KOMITOHEHTHHH aHami3 /
Q=75%
- KUTBKICTE TabAEeTOK, 6
1110 TEeCTyBalNCsA
- cepelIHe 3HaUCHHS % 93
- rigpoxtoptiasun (30 xB) UV-VIS mynsTH- BijITOBiac

- KUTBKICTB Tabi1eToK,
1110 TECTYBAIHCS

~CCPCAHE 3HAYCHHA

KOMHOHGHTHHﬁ ananiz /
Q=75%

%
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*Ha KOpIOpaTUBHOMY O1aHKY KOMIIaHii™

CEPTU®IKAT AHAJII3Y
Knient Ansoren ®apma Tpeiiginr  IIpoxykr Ne 121605
Opoyn EOO/]
IponyxT Cesikap HCT Jlikapcbka popma Tabnetku, BKpUTI
20 mr/5 mr/12,5 mr IUIIBKOBOIO 000I0HKOIO
Po3mip makyBaHHS 28 Micue npu3HaueHHs VYkpaina
Cepis Ne (rotosuii 402272 Cepis Ne (neposdacosannit 400447
TIKapCHKHIA 3aC10) NiKapCBKUii 3aci6)
Hara BupoOHULITBA 15.11.2023 Jara 3aKiHYCHHs TEpMiHY 10/2026
TIPHIATHOCTI
Tncrpykuii mwono 117941
BUNPOOYBaHB
Opunuui
BuMmipro-  Mini- Maxkcu-
IloxaszHuxn Meron BaHHA MyM MyM Pesynwrar
Mikpobionoriyaa ynctoTa
-TAMC (B 11) €D 2.6.12 KYO 1000 0
-TYMC (e 1T) €D 2.6.12 KYO 100 0
-E. coli (8171) €D 2.6.13 KYO 0 0

Cepis pignosigae BuMoram crieuudikaii.

KomeHnTapi: po3'scHEeHHS 00 TOKa3HuKa [neHTrdikauis: MeToX IOKA3HHKa, K 3a3HAYCHO B cepTHdIiKkaTi aHalizy
€ LC. Taxa abpesiarypa € MixkHapoaHOI0 abpesiaTypolo, 1o o3Hauae Pinuaua xpoMaTorpais, o o3HaJae, 1o Ha
XpoMarorpamax BHIIpoGyBaHOTO PO3UHHY CITOCTEPIraroThest ToNoBHI kK OnMecapTaHy MEIoKcoMiny,
Amnonuminy, Figpoxmopriasuny, RT skux Bifnosigae mikam cTaggapTHOro po3uuny. A6pesiatypa UV-VIS
o3Hauae, o YDO-crekTp BUIPoOYBAHOTO PO3UHHY BIANOBI/a€ CIIEKTPY CTAHAAPTHOIO PO3UHUHY.

Hara ananizy: 17.01.2024 KepiBauk Biginy KonTpoio skocti Pyairep Binsrensm

Leii cepmugpixam 6ys eudanuii eanioosanoio komn'tomepuzosanolo cucmemoio LIMS i ¢ sanionum be3
HEPCOHAnbHO20 NEONUCY.
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