JAEPXKABHA CJIY)KBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMM Y KHIBCBHKII OBJACTI

npos. Ceitanunoi Hanii, 3, M.Knis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3EHOro B YKpaiHy JiKapchKoro 3aco0y

17.03.2026 Ne 11743/26/10

KJIIBAC® 1YO

(HaiiMeHyBaHHs JliKapcbKOro 3acoBy 3rifHo 3 peecTpauiiftHuM NMocBigueH HIM)
Kkancyau Teepdi no S mr/100 mr, mo 7 kancya y 6aicrepi, no 4 6aicrepn B kaprouuiii nauui

(hopma Bunycky, fo3yBaHHs, BUA NAKyBaHus Nikapcskoro 3acoly)
Howmep peectpauiiinoro nocsiauenns UA/19794/01/01 crpox aii peectpauiiitoro nocsinuenns 15.12.2027
Cepis nikapcoskoro 3acoby Ne 13636838 Kinbkicts BBE3€HOTO Nikapebkoro 3acoby 5460

Bipo6nk Apnamen Papma C.A., Ilonpia

(naliMeHyBaHHs BUPOOHHKA NiKapChKOro 3acoly, KpaiHa NOX0LKeHHs)

Baesero B Ykpaity TosapucTBo 3 o6Mexenolo Bianosinanbuictio "ACIHO YKPATHA",
inent. on: 42274733

(HaiimeryBanua Ta ko 3a €APTIOY 1opuanuHoi ocobu abo npissuiue, iM's, no Gatbkosi (isnunoi
0co6¥ - nignpremus, il Micue NPOXHBAHHS Ta peccTpauiiituii Homep 06iK0BOI KapTKKW MIATHHKA
NoRaTKis abo cepis Ta HoMep nacriopTa)

Iporokos BisyansHoro kourpomo sig 11.03.2026 Ne 0668/2.

3a pesyabTaTamMH AEpPIKABHOTO KOHTPOJIO BCTAHOBJIEHO, MO Jlikapebkuii 3aci6 BBeseHo B Yikpainy 3
AOTPUMAHHSM BHUMOT 3aKOHOAABCTRA 1100 3a0€3MeUeHHs AKOCTI TiKAPChKHX 3aC0BiB.
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CERTIFICATE OF QUALITY Ne 490/2026

CLIVAS DUO, capsules, hard Smg/100 mg Ne 28 (7x4)

Country manufacture: Poland

Registration Certificate No: UA/19794/01/01. valid until: 15.12.2027
Strength/Potency: | capsule contains rosuvastatin caleinom 5.20 myg equivalent to 5.00 mg of rosuvastatin and

acerylsalicylic ncid 100.0 mg.
Dosage form: capsules hard, Smg/100 g,

The size and type of packaging: No28 (7 capsules in a blister, 4 blisters in a carton box)

Batch number: 13636838

Total quantity of packs in batch: 5 460
Manufacturing date: 12.2025

Lxpiry date.: 11.2028

Manufacturer of the medicinal product:
Adarued Pharma S.A., Poland

GMP Certificates for all manufacturing sites and site of quality control:

Site: Adamed Pharma S.A., Poland

Address: ul, marsz. J, Pilsudskiego 3, Pabianice, 95-200, Poland

Manufacturing Livense: 204/0039/15
Caontrols made in accordance with the methods of quality control of the RC No UA/19794/01/01

Specified values (permissible

cap: opaque dark green colour,
body: opaque white
colour.Content of capsule: one
white or almost white, biconvex,
oval tablet and one coated, brown,
biconvex, round tablet

Mo Controls’ limits) Results
On release
! Description Hard gelatin capsule, size no.2, Conforms

21 ldentification: Conformity of retention time and
(In-house HPLCAIV) UV spectrum of main peaks of
standard solution and tested
sample solutions.

Conforms

3 Uniformity of dosage units According to requirements(Ph,
{In-house HPLCY Fur, 2.9.40)
Ph, Eur. 2,940 Rosuvastatin = 15.0(1.1)

Acctylsalicylic acid <15.0(1.1)
The additional test is acceptable

AV (L1)y=3.2
AV (L1)=2

8

Conforms

4 | Related substances
(In-house HPLC)

Rosuvastatin impurities:
- Impurity D “0.2%
- Impurity C < 0.8 %

<01 %
«f).] %

‘ Adamed Pharmo S A,
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CERTIFICATE OF QUALI'TY Ne 490/2026
CLIVAS DUOQ, capsules, hard Smg/100 mg No 28 (7x4)

Country manufacture: Poland

Registration Certificate No: UA/19794/01/01. valid until: 15.12.2027

Strength/Potency: | capsule contains rosuvastatin caleium 5.20 mg equivalent to 5.00 mg of rosuvastatin and
acetylsalieylic acid 100.0 mg.

Dosage form: capsules hard, 5mg/100 mg.

The size and type of packaging: No28 (7 capsules in a blister, 4 blisters in a carton box)

Batch number: 13636838

Total quantity of packs in batch: 5460

Manufacturing date: 12,2025

Expiry date: 11,2028

- Impurity B < 0.5 % <01 %
Other single unspecified <02 %
impurity <1 %
- Total impurities <10 %
(Excluding Salicylic acid) “0.1 %

Acetylsalicylic acid
Impurities:

- Total Salicylic acid

- Other single unspecified
impurity

~Total impurities
(Excluding Salieylic acid) < 05% <0.1 %

<01 %
<0.1 %

5 | Dissolution’
(In-liouse HPLC) Tier 1(Ph. Eur. Apparatus type 1) Mean: 94%
Ph. Eur. 2.9.3 Fach capsule = 85 % after 13 (93-95)%
Acetylsalicylic acid minutes(S1 = Q+3%; Q = 80 %)
The additional test is acceptable
Rosuvastatin Tier 1(Ph. Eur. Apparatus type 1) Mean: 102%
Each capsule 2 85 % after 15 (95-115)%
minutes(S1 = Q+5%; Q = 80 %)
The additional test is acceptable
6 | Assay: Rosuvastatin 4,75 - 5.25 mg/capsule 4.99 mg
{In house HPLC) (95.0 % - 105.0 %) 99.8 %
Acetylsalieylic acid 95.00 - 105.00 9741 mg
mg/capsule (95.0 % - 105.0 %) 97.4 %
2

Adamed Pharma 5.A,
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CERTIFICATE OF QUALITY Nt 490/2026
CLIVAS DUO, capsules, hard Smg/100 mg Ne 28 (7x4)

Country manufacture: Poland

Registration Certifieate Nu: UA/19794/01/01. valid until: 15.12,2027
Strength/Potency: 1 capsule contains osuvastatin caleium 5.20 mg equivalent to 5.00 mg of rosuvastaiin and

acetylsalicylic acid 100.0 mg.

Dosage form: capsules hard, 3mg/100 mg.

The size and type of packaging: Ne2§ (7 capsules in a blister, 4 blisters in a carton box)
Ratch number: 13636838

Total quantity of paeks in batch: 5460

Manufacturing date: 12.20
Expiry date.: 11,2028

77 ] Microbiological purity? } |
t (Eur.Ph.) ‘ i
] “TAMCin t g not more than 10° cfu ’
{ SFYMCin l g not more than 107 ¢fu i
i - Escherichin coliin 1 g absent Absent l

(T ests marked with bold are performed during stability studics
2 Test routinely perfarmed on the first three production batches and then on every 10 batch or ance a year whichever
is most frequent, For stability batches the test is performed initially and at the end of the storage

The result at the analysis: This hatch meets requirements of the Methods of Quality control of Registration Certificate
LA/19794/01/01
Comments: Store in the original package in order to protect from maoisture. Do not store above 30°C

Certification statement: 1 herchy certify tiat the above information is awthentic and aceurate, This bateh of product has been wanulactused. including
packiging / labeling, and quality control has been carried out at the above site i full compliance with GMP requirements estblished by the foeal
Regulatory Authority and in aceordance with the specifications contained iy the registration dossier, The production, packaging and analysis protogols
were reviewed and found by complizoce with GMP

Realization of the product 15 aflowed.

Date of release: Qualified Person Signature

v
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~ Qualified Person

Jaroslaw Kgdziela

Adomgd Pharma S A,
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AOrotmn AAGMEA

Ceptudirkar sxocti Ne 490/2026
KJIBAC® YO, kancysiu TBepai, no 5 Mr/100 mr Ne 28 (7x4)

Kpaina -supo6uu: [Tonsiua

Pecctpauiiine nocsinuenns Ne: UA/19794/01/01. Hificue go: 15.12.2027
Cuna aii / AkTuBHicTb:: | kancyna micturh 5,20 Mr posysacratMHy kambuilo wo eksisanentuo 5,00 mr
posysacraruny ta 100 MP KHCIOTH aLICTHICAIHIOBOT.

Josysanns: kancymm tepai, mo 5 mr/100 mr.

Posmip Ta Tun nakysanus : Ne28 (7 kancyn y Gnicrepi , 4 Gnicrepa y kapToHHi# nayui)
Howmep cepii: 13636838

3aranbHa KiTbKIiCTL ynakoBok B cepii: 5 460

Hara BupobHuurBa: 12.2025

Tepmin npuaatHocti.: 11.2028

BupoGuuk Jlikapcbkoro 3aco0y:

Anamen ®apma C.A., [Mosnswa

Ceptudiatu GMP aas Beix BUpOGHHYMX AUTBHULB TA AITbHHLL KOHTPOIIO AKOCTI:
Hinsunna: Anamen @apma C.A., Ionbwa

Anpeca: Byj. mapur. k. INincyacskoro, 5, a6 sHiue, 95-200, ITonbwa

Cepmuchixam GMP: Ne IWSF.405.134. 2025.1P.1 WT'C/0039_01_01/294

Jlinensist Ha BUpoOHUuTBO : 204/0039/15

KouTpoas 3aiiicHioeTbes BiANoBiano a0 Meroais koutpoJo skocti PIT Ne UA/19794/01/01
Ne T — Bkazani 3HaueHHs (Q0nycTUMi Meoxi) PesyasTat
HA BUMYCK
I | Onue TBepli sKeNaTHHOBI Karcynu Binnosinace
posMmipom Ne 2, KkpuLLIeUuKa:
HETIPO30pa TEMHO-3EICHOr0
KOJILOPY, KOPIYC: HEMPO30pHit
6inoro konbopy. Bmict kancynu:
oHa Tabnerka oBanbHOT (hopmu,
asoonykna, 6isoro abo maiiie
6inoro xonLOpy Ta oaHa TabaeTka
kpyriaof (opMH, ABOOTYKNA,
BKpHTa 00OIOHKOI0, KOPHUHEBOTO
KOJIbOPY.
2 | lomenndikauis: CriBnagings yacy yTpuMyBaHHs Bianoginae
(Buytpiwmiii merog BEPX/Y®) | Ta Yd-criextpy OCHOBHHX MiKiB
CTAHZAPTHOrO PO3UMHY Ta
BHOPOOOBYBAHHUX PO3UHHIB.
3 OnHOPIIHICTE JO30BAHHX Bianosigno mo Bumor (€sp. Mapm. 2.9.40)
OJMHHKLL Posysacratun < 15,0 (L 1) AV(L1)=32
(BuyTpiwmniit meron BEPX) Aueruncatinmnonsa kuciaora < 15,0 (L1) AV(L1)=2.8
€ap. dapm. 2.9.40 JlonaTkoBHit TECT A0NYCTHMHH Binmnoginae
4 | Cynposiani nomMilku
(Buyrpimmiii metox BEPX)
Jomimkn po3yBactaTHHY:
- Jomiwka D <02% <0.1 %
- Jomimka C <0.8% <0.1 %
- Tomimka B <05% <0.1 %
- Inma opnuuaHa
necneyudiuna qomimka- <02% <0.1 %
Cyma 1oMilnoK (BHKAIOYAIOUH
CAJIIHIOBY KHCJIOTY) <1.0% <0.1 %

Asamep Papma C.A.

Aorotun AAamea

b o 080 Lig L9.0528 2/



Aorotmn AAGMEA
Ceprudikar sikoeri Ne 490/2026
KINBAC® JIYO, kancysau tBepai, no 5 mr/100 mr No 28 (7x4)

Kpaina -supoounk: [lonsina

PeecTpauiiine nocsinuenns Ne: UA/19794/01/01. Hiiiche no: 15.12.2027
Cuana aii / AxkrupdicTb:: 1 xancyna mictuts 5,20 Mr posyBacratiHy Kanblilo 1O exsiBatentno 5,00 mr
posysacraTuuy Ta 100 Mr KHCJIOTH ALETHIICATILMIOBOI,

JlosyBanHa: xarcyiau TBepai, no 5 mr/100 mr.

Posmip Ta Tun nakysanus : Ne28 (7 kancysn y 6nicrepi , 4 6nicrepa y kaprouHiii nauui)
Homep cepii: 13636838

3araapHa KiJbKicTh ynaKkoBok B cepii: 5 460

Jara supobunurea: 12.2025

Tepmin npuaartHocri.: 11.2028

JloMimke aueTHIcaniunIoBol

KHCJIOTH:
- 3arajbua cajinnioBa

KHCJI0TA <0.5% <0.1%
- hima opuuuuHa

Hecnenudivua AoMilKa <02% <0.1 %

- Cyma aomiwmor
(BUKJTIOUAIONH CATIHITOBY
KHCJIOTY) <0.5% <0.1%

5 Posunnenus’

(Buyrpiwmniii merox BEPX) Pigens 1 (Ipunan 1 €pp. dapm.)

€ip. Papm. 2.9.3 Koxna kancyna > 85% uepes 15 Bianosinae
XBHJIUH 94%

AUCTHACATIIIIOBA KHC/IOTA (S1=Q+5%; Q=80 %) (93-95) %

JlomaTKOBHIA TECT IONYCTHMHi

Pisens 1 (Tpunan 1 €sp. bapm.)

Kosxua xancymna > 85% uepes 15 Binnoginae
Rosuvastatin XBWJIHH 102 %
(S1=0Q+5%; Q=80 %) (95-115) %

JlosaTKOBHIA TECT XOMYCTUMHI

6 | KinbkicHe BUIHAYEHHSA: PosyBacrarun 4.99 Mr

(Buyrpiwmiii metox BEPX) 4,75 — 5,25 mr/kancyny (99.8 %)
(95,0 % — 105,0 %)

AuerHicaniuynoBa KUcinoTa 97.41 mr

95,00 — 105,00 mr/xancyny (97.4 %)

(95,0 % — 105,0 %)

7 | Mikpobiosoriuna wncrora *

(Eur.Ph.)
-TAMC s Ir ne Ginbie nix 10° KYO <100 KYO/r
-EYI\:CBJF el ne Ginbiue nix 102 KYO < 100 KYO &
- Escherichia coli B Ir Eiircymiire BiJICYTHICT

2

Aaamea Papma C A,
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AOTrOTMM AACMEA
Ceprudikar sxocti Ne 490/2026
KJIIBAC® YO, wancyau tBepai, no 5 mr/100 mr Ne 28 (7x4)

Kpaiuna -Bupo6uuk: [Tonswa

Peccrpauniiine nocsiguenus Ne: UA/19794/01/01. Hiiicue go: 15.12.2027

Cuaa aii / AKTHBHICTB:: | xancyna micruts 5,20 Mr po3yBacTaTMHy KaiblLilo W0 exBiBanentHO 5,00 Mr
posyBacrarity Ta 100 MI KMCIOTH aUeTHICANILMIOBOT.

Jo3ysanus: kancynu teepai, no 5 mr/100 mr.

Po3mip Ta Tun nakysaus : Ne28 (7 xancyn y Onicrepi , 4 Gricrepa y xapTouHilt nauui)

Homep cepii: 13636838

3aranabHa KilbKicTh ynakosok B cepiit 5 460

Jata BupoGuuursa: 12.2025

Tepmin npuparnocri.: 11.2028

!~ TToKa3HHKH, 11O MO3HAYCH] KHPHHM LIPHTOM, KOHTPOMIOIOTh Il Uac A0CHiAKeHb cTabinLHOCTI

2 TecryBanHs 3a3BHuAl NPOBOJATE HA TIEPIIHX TPHOX BUPOGHHUKX cepifix, a micns Ha koxkHii 10~ cepii abo pas na
piK, wo € naiibinsiu yacrus. s crabinbHux cepiii BUNpoGyBaHHs NPOBOAATL CTIOUATKY TA B KiHLi 30epirams,

Pesyawratyn ananisy :1ig cepis Binnosigae Bumoram MeToziB KOHTPOIO AKOCT] peecTpaLiitHoro nocsiAueHHs
UA/19794/01/01

KomeHrapi: 36epiraTv B OpHriHaIbHIi yakoBLi JAA 3aXKCTY Bill BOJIOTH, Npy TemnepaTypi He suiye 30°C

3asisa npo ceprudicanito: LM niateepakyo, wo BuimesasHadena iHopmatis € R0cTOBipHOIO | Tounoto, [faua cepis supobiiesa, BKIIOUMOUH
ynaxosky/MapKyBaHH® Ta KOHTPONL AKOCTI, HA BUULE3A3HAUCHIR AiNLIUIL | B noBuik Bianosinnocti 3 Bumoramu GMP nokanbunx Kontpomowounx
Opranin, a Takox 3i cneuudikatismm, Wo MICTATLCA B peecTpauiitHomy aocse. T1poTokony BUPOOHKLTBA, YNAKOBKHK Ta aHaizy Gyan nepernsuyTi i
BCTaHoBneHa sianosiauicrs GMP

Peasnisauin npopyxty nossonena

Jarta Bunycky: 04.02.2026 Iianuc YnosHoBaxeHOT 0co6H

YnoBHoBa)eHa ocoba
fipocnas Konpgsena
Nignuc

Aaamea Papma C.A,
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