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bluepharma

CERTIFICATE OF COMPLIANCE / CEPTU®IKAT BIAMNOBIAHOCTI

Name of product: Zofenozide, film-coated tablets,30 mg/12,5mg Ne28 (14*2)/
Hazea npoaykty: 3odeHozuna TabneTku, BKpUTI NniBkoBoo oBonorkow, nao 30 mr/12,5 mr Ne28(14*2)

__Importing country / Kpaina imnoptep: Ukraine / Ykpaina

Marketing Authorization NeUA/20821/01/01/ Peectpauiine noceigueHHs NeUA/20921/01/01

Strength/potency: 1 tablet contains 30 mg of zofenopril calcium and 12.5 mg of hydrochlorothiazide/
[o3a/BmicT airounx pevosuH: 1 Tabnetka MictTutb 30 Mr 2odpeHonpuny kanesuito 1a 12,5 Mr
rinpoxnopTiaanny

Dosage form: film-coated tablets,30 mg/12,5mg /

Nikapctka popma: TabneTku, BKpUTi nniekoBoto o6onoHkow, no 30 mr/12,5 mr

Package size and type: 14 capsules in blister; 2 blisters in carton box {
Poamip Ta BWA ynakoeku: no 14 TabneTtok y 6nicTepi; no 2 6nictepu y KAPpTOHHIN nayui

Manufacturing date / [lata supoGHuuTea: 11.2025 Batch number / Cepia: L252138
Expiry date / Tepmid npuaatHocTi: 11.2028 Batch size / Poamip cepil: 34 440
Batch number of Bulk / Cepia Banky: 0001250056,0001250477

Manufacturer / BupoBHwk:

Manufacturing, primary and secondary packaging, quality control and batch release: Bluepharma-
Industria Famaceutica, S.A. S. Martinho do Bispo,

Coimbra, 3045-016, Portugal

Manufacturing License Number: Ne F001/001/2025

BupoGHUUTBO, BTOPUHHE Ta NEPBUHHE NaKyBaHHSA, KOHTPONb AKOCTI Ta penia : Bnydapma- IHAycTpia
dapmackioTika, C.A. C. Maprtinubio gy Biwny, KoimBpa, 3045-016, MopTyranis
Homep niueHsiii Ha BupoGHMUTBO: Ne  F001/001/2025

Certification statement / 3asea npo cepTudikadito:

| 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 the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. / Lium
NiATEEPAXYIO, L0 BULIEBK&3aHa iH(hOpMaLlifl € AOCTOBIPHOK | TOYHOW. [aHa cepis npoaykuil Bupobnexa
(BKMKOYAKYKM YyNAKOBKY/MApPKyBaHHA) Ta NPOBEAEHNA KOHTPONE ii AKOCTI, Ha BKasaHid AINAHUI B NOBHIA
gignosigHocTi 3 Bumoramn GMP, BCTaHOBNEHMMW MICLEBUM pErynaTOpHAM OpraHom, a Takow y
BiANOBIGHOCTI 3i cneundikalieto, Aka MICTUTECR B pEECTpaliiHoOMy aocbe KpaiHu-imnopTepa abo B foche
cneuudikauinl Ha npenapat Ansa BuNpoBoByBaHOro nikapcekoro 3acoby. [potokonu supobHULTEA,
ynaKkoBku Ta aHanisy 6ynu nepernaHyTi | BCTaHoBNeHo signosigHicTe GMP.

[X] There were no major/critical deviations during manufacture of this batch. / Mia yac BupoGHuLTEA LiET cepil He Gyno
CYTTEBMX/KPMTUYHUX BiAXUNEHE.

Bluepharma Indastria Farmacéutica, S.A. Tel. (+351) 23% 800 300 - Fox (+351) 239 800 374
S@o Martinhe do Bispo (Chomodo pora a rede fixo nogionz!)
3045-016 Coimbra, Fortugal bluepharma@bluepharma.pt

www bluepharmagroup.com

Caopital Social de 5.244 940 suros - Sociedade Andnima - NIPC/MAT. Cons. Reg. Com. Coimbra PT 505 282 801
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[ There were major/critical deviations during manufacture/packaging/quality control of this batch. / Mia vac
BUPOBHULTBA/NAKYBaHHA/KOHTPONIO AKOCTI LiEl cepil Bynu BUSBNEH! 3Ka4HI/KDUTAYHI BIOXWIEHHS.
The deviation report is enclosed. / 3BiT NPO BiAXWNEHHA 4UAAETECH.

On \ashdd of-

=
Qualified Person / YnosHoBaxeHa ocoba: Diva Maria Silva / [liza Mapis Cinea Ana rhypq
Date of release! [aTa peniay: 09.12.2025 (vt
Date of signature / [lata nignvcy: 18.03.2026

Signature [Nignwc: /C

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version
shall prevail. ! ¥ pasi 6ygs-akux posbixHocTeil aBo cywHisia Mix 3epciaMin aHIMIACKOI0 Ta YKPaTHCLKOK MOBAMU, NEPEBKHY CUNY Mae
ESPCIA aHMMIRCLKOI0 MOBOD.
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Bluepharma IndGstric Farmeciutica, S.A. Tel. [+351) 230 800 300 » Fax (+351 239 300 374
S80 Martinho dc Bispo [Chamadz pam a rede fxc nacicnal)
3C45-016 Coimbra, Poriugal bluspharma=biuepharma pt

www.bluepharmagoup.com

Capital Sccial de 5.244.940 eures - Sociedode Andnima - NIPC/MAT Cons Reg Com. Coimbra PT 505 282 801
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Certificate of Analysis / CepTudpikat aHanizy

Page 1 of 4
Crop. 1 i34

Name of product: Zofenozide, film-coated tablets,30 mg/12,5mg Ne28 (14*2)/

Ha3ea npoaykty. 3odreHozna Tabnetkn, BKpUTi nniekoeow obonoHkow, no 30 mr/12,5 mr Ne28(14*2)

Manufacturing date / [lata BupobHuyTea: 11.2025
Expiry date / Tepmin npwoatHocTi: 11.2028

Batch number / Cepin: L252138
Batch size / Po3swmip cepii: 34 440

Analysis has been done according to Quality Control Methods /

AHani3 BUKOHaHWIA Y BignosigHocTi go MKA.

Parameters / [NokasHukm

Specification / Cneundikayis

Results / Peaynstatu

Appearance [ Onuc

Round tablets, film-coated, light red in color, with a
score line on ane side, /

Kpyrni TabneTky, BKpWTI NniBkosoe cf0nNOHKOK, CBITNO-
YEpPBOHOIO KONBOPY, 3 PUCKOK 3 0HOro oKy,

Complies / Bianosigae

ldentity / |neHTudikaLis:
Zofenopril (HPLC) /3odenonpun
(BEPX)

Zofenopril'(PDA)3otheHonpun’
(PDA)

Hydrochlorothiazide (HPLC)
MiapoxnopTiasug (BEPX)

Hydrochlorathiazide!
(PDA)/lgpoxnopTiaana’ (PDA)

The holding time must comply with the standard./ Yac
YTPUMYBaHHA NCBWHEH BIANORIAATW CTaHAApTy

The spectrum must match the spectrum of the
standard./ CnexTp NoBUHEH BIANOBRIAATY CNEKTPY

cTaHaapTy

The holding time must comply with the standard./Mac
YTDUMYB3HHA NOBUHEH BIANORIAATM CTAHAAPTY

The spectrum must match the spectrum of the
standard/.CnekTp noBUMHEH BiQNOBIZaTH CNEKTPY
cTaHpapTy

Complies / Bignoeigae

Complies / Binnoeigae

Complies !/ Bianoeigae

Complies / Bignosigae

Identification of dyes'/
lpeHTndikauis BapeHukis’

Titanium dioxide! Tutany
aiokeua

Iron oxide red/ 3aniza okcug
YePBOHWA

Yellow sunset FCF aluminum
lacquer / >KoeTwin 3axig FCF
anwMiHIEBMIA nak

Positive reaction to titanium dioxide/ MoauTueHa
peakuif Ha TUTaHy Jiokeua,

Positive reaction to iron oxide/ MNo3uTuBHa peakyis Ha
3aniaa okcug

Maximum absorption at 484+3 nm/ Makcumym
NOrMUHAHHE NpKU 48413 HM

Complies ! Bignosigae

Complies / Bignosigae

Complies / Bignosigae

| Homogeneity of dosage units1
(homogeneity of content)/
OQHOpPIGHICTE A030BaHWX
OAMHILE' (OQHOPIAHICTE BMICTY)

Zofenopril /3ocberonpun

Hydrochlerothiazide
IMgpoxnopTiazng,

Must meet the eligibility criteria / Mas gianosigatu
KpUTEPIIO NPUAHATHOCTI

Must meet the eligibility criteria / Mae eignosigatu
KPUTEPIKD NPUAHATHOCTI

Complies [ Bignoeipae

Complies / Bignoeinae

T Not tested during stability testing /He TecTyeThes npu gocnigaeHHi cTabinsHocTi

Bluepharma Industria Farmacéutica, S.A. Tel 1+3561
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Certificate of Analysis / CepTudpikar aHanizy

Page 2 of 4
Crop.2i3 4

Name of product. Zofenozide, film-coated tablets,30 mg/12,5mg Ne28 (14*2)/

Haaga npoaykty: 3odeHo3wa TabneTku, BKPUTI Nniekosor obonoxkows, no 30 mr/12,5 mr Ne28(14*2)

Manufacturing date / lata BupoBbHuyTea: 11.2025
Expiry date / Tepmin npugatHocTi: 11.2028

Batch number / Cepis: L252138
Batch size / Poamip cepii: 34 440

Parameters / Moka3zHnku

Specification / Cneundikauis

Results / Peaynetatw

Moisture / BmicT Bogu

s7%

3%

Disintegration / PoanagaHys £15 min/ £ 15 x8 2 min/ 2 x8
Dissolution/ Po3yuHeHHs
Zofenopril [3ogeHonpun Q= 75% in 15 minutes / Q = 75% 3a 15 xBunuH 87 %
Hydrochlorothiazide Q2 75% in 15 minutes / Q = 75% 3a 15 xBunuH 98 %
IMigpoxnopriaang,
Assay / KinskicHe BU3HaYeHHA 95,0 - 105,0%
Zofenopril I3oteHonpun (28.5 mg-31.5 mg per tablet)/ 1034 %
Hydrochlorothiazide 95,0 - 105,0%
IMgpoxnopTiasng, (28,5 mr-31,5 mr va Tabnetky)
95,0 - 105,0%
(11.88 mg=13.12 mg per tablet) 102,3 %
95,0 - 105,0%
(11,88 mr- 13,12 mr Ha Tabnetky) ) |
Related additives/ CynposigHi
OOMILLEN
Hydrochlorothiazide additive A"/ 2£0.5% 201 %
Jlomimka A riquninia’mﬂy"
Hydrochlorothiazide additive B* £0,5% £0.1%
/Momiwka B rigpoxnopriaznay’
Any unspecified admixture of £0,2% <R_L (Rep!orti ng Limit) / Mexa
hydrochlorothiazide/ Koxua apiTHOCTI
necneuHikoBasa novilka
rizpoxnopriaznay
| .Ammlrltl ufl Il_‘).'drnchln.mlhizzirle <1,0% <0.1%
| impurities/ Cyma goMimox
| riapoxnopriazuay
| Zofenopril additive AY Jomiwka A <0,3% <RL (Reporting Limit) / Mexa
| sodenonpuny? 3BiTHOCTI
Zofenopril additive BY [lominka B | 50,3% <RL (Reporting Limit) / Mexa
30dienonpury’ 3BiTHOCTI
Zofenopril additive C° Jomimka C | £0,3% <RL (Reporting Limit) / Mexa
| sodenonpuny’ 3BITHOCTI
| Zofenopril additive E% Jlomimka T | $0,3% <RL (Reporting Limit) / Mexa

sodieHonpray®

aBiTHOCTI

Bluepharma Industria Farmecéutica, 5.A ol [+351) 228 8O
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bluepharma

Certificate of Analysis / CepTudikaTt aHanisy

Page 3 of 4
Ctop. 3i3 4

Name of product: Zofenozide, film-coated tablets,30 mg/12,5mg Ne28 (14*2)/
Hasga npoaykTy. 3odreHO3nA TAONETKH, BKPHTI NNIBKOBO 060NOHKOH, No 30 Mrf12,5 Mr Ne28(14*2)

Manufacturing date / [Jata empabruurtea: 11.2025
Expiry date / Tepmid npuagaTHocTi: 11.2028

Batch number / Cepis: L252138
Batch size / Poamip cepii: 34 440

Parameters / [MokasHWKK

Specification / Cneyudikauin

Results / Pesynetartu

Zofenopril additive F 7/ [lomiuka F
sofenonpury’

Any unspecified impurity of
zofenopril/ Koxna necncundicosana
nNoMimka 3odeHonpuay

Amount of zofenopril impurities/
Cywma gominok sodeHonpuany

<0,3%

£0.2%

£1,0%

<RL (Reporting Limit) / Mexa
3BiTHOCTI

£01%

| <0,1%

Microbiological purity %%/
MikpoBionoriuHa 4uctoTa 22

Total number of aerobic
organisms (TAMC) /3araneHe
YUCNO0 aepobHUX opraHismie
(TAMC)

Total number of yeast and mald
fungi (TYMC)/ 3aransHe 4ncno
OPDRONKOBKUX | NNICHEBMX
rpubie(TYMC)

Escherichia coli

<1000 CFU/g/ < 1000 KYQ/r

<100 CFU/g /<100 KYO/r

Naot permitted in 1 g / He gonyckaetscas 11

* Iirove BHIAHHA

< 50 CFU/gl< 50 KYOIr

< 5 CFU/g/< 5 KYOIr

Absent/BigcyTHi

! Hydrochlorothiazide impurity A: 6-Chloro-2H-1,2.4-henzaothiadiazuine-7-sulfonamide 1,1-dioxide (¢hlorothiazide) /Tomika A
rijipoxcioprasuiy: 6-Chloro-2H-1,2 4-benzothiadiazuine-7-sulfonamide 1,1-dioxide (chlorothiazide)

* Hydrachlorothiazide impurity B: 4-Amino-6-chlorobenzene-1,3-disulfonamide (salamide) //lomimka B rigpoxiopraznay: 4-Amimo-
6-chlorobenzene-1 3-disulfonamide (salamide)

i Zofenopril impurity A: (25,45)-4-(phenylthio)pyrrolidine-2-carboxylic acid /Jlomimea A sodeuonpany: (25,45)-4-
(phenylthio)pyrrolidine-2-carboxylic acid

* Zofenopril impurity B: (5)-3-(benzoylthio)-2-methylpropanoic acid //lomiwka B sodenonpuny: (S)-3-{benzoylthio)-2-

methylpropanoic acid

* Zofenopril impurity C: Benzoic acid //lomimka C sodenonpuny: Benzoic acid

¢ Zofenopril impurity E: (25,48)-1-((S)-3-mercapto-2-methylpropanoyl)-4-(phenyithio)pyrrolidine-2-carboxylic acid (zofenoprilat)
/Mowmimka E sodenonpuny: (25,45)-1-((S)-3-mercapto-2-methylpropanovl)-4-(phenylthio)pyrrelidine-2-carboxylic acid (zofenoprilat)

Bluephorma Industria Farmacéutica, 5.A
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bluepharma

Certificate of Analysis / CepTudpikar ananisy '(’;g: "; *i': 2

Name of product: Zofenozide, film-coated tablets,30 mg/12,5mg N228 (14*2)/
Hassa npoaykty. 3otheHosua TabneTku, BKpUTi nniBkoBow o6onoHkow, no 30 mri2,5 mr Ne28({14*2)

Manufacturing date / Jata supoGunurea: 11.2025 Batch number / Cepisn: L252138
Expiry date / Tepmin npugaTHocTi: 11.2028 Batch size / Poamip cepii: 34 440

" Zofenapril additive F: (25.2'S,45.4'8)-1,1'-((28,2'8)-3,3'-disulfanediylbis(2-methylpropanoyl)bis(4-(phenylthio)pyrrolidine-2-
carboxylic acid) (zofenoprilat dimer) /Joudmka F zodienonpuny: (25,2'S,48 4'S)-1,1'-((28,2'S)-3, 3-disul fanediylbis( 2-
methylpropanoyl))bis(4-(phenylthio)pyrrolidine-2-carboxylic acid) (zofenopnlat dimer)

% Tests are conducted on validation series, an every 10th batch or at least once a year /BunpoGysaina MpoBoIAThL HA BATLIALTRHIX
cepitax, Ha kownii 10-i napi abo npuHaisi pas Ha pik.

* During accelerated stability studies (40 °C/75% relative humidity), the test is performed at T=6 M; During long-term stability

studies (25 °C/60% relative humidity), the test is performed at T=12 M, 24M, and 36M./ [1i1 7ac npHCKOPESHUY TOCTIHERD
cradinsrocri (40 °C/75 % sinnocrol Bonorocti) Teer nposoautbea 8T=0 M: I[Tin 9ac 10BrocTpokoRHX BHBHCHHB cTAGLTLHOCT (25

260 % BIAHOCHOT BOIODCTI) TECT MPOROTHTREA B 1=12 M, 24M i 36M.

Qualified Person / YnosBHoBaxeHa ocoba: Diva Maria Silva / [lisa Mapis Cinea Q’M e s 1 <
Date of release/ [lata penisy: 09.12.2025 #
Date of signature / [laTta nignucy: 10.12.2025
Signature / Miganuc: | ‘bu
oS0 (Mo 2eh

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. [ ¥ pasi Gyas-amux posGixHOCTER abo CyMHIBIE MK BepciaMy aHrNIACLKOK Ta YKPaAIHCLKOK MOEAMU, NEPEBANHY CUNY Mac Bepcia
AHFNIFCEROHD MOBOK.

040 3024

Bluegpharme Industria Formacéutico, 5.A el (=357 219800 300 » Fox (=351} 239 £



JEPXKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM YV KHIBCBHKI OBJIACTI

npos. Ceitnuranoi Hapnii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3eHOI'0 B YKpaiHy JiKapcbKoro 3acody

23.03.2026 Ne 13234/26/10

30®EHO3U ]
(naliMeHyBaHH NIKAPCHKOT0 3ac00y 3rifHO 3 PEECTPALHHAM IIOCBI TIEHHIM)
Tabd1eTKH, BKPHTI ILTIBKOBOI0 060.,10HK010, 10 30 Mr/12,5 Mr; no 14 Tabnerok y 6aicrepi; mo 2
OJyticTepu y KapTOHHIH mavmi
(hopma BHITyCKY, HO3YBAaHHS, BHJ MTAKyBaHH: ITIiKapchKOTo 3aco0y)

Homep peectpaniitnoro mocsigaenna UA/20921/01/01 crpox aii peectpauitinoro nocsiguenns 18.07.2030

Cepis nikapchkoro 3acoby Ne L.252138 KinbkicTs BBe3eHoro mikapchkoro 3acoby 13440

Bupo6auK bnydapma - Ingyctpia @apmacstorika, C.A., Iloptyranis

(naiiMeHyBaHHA BHPOOHHKA TiKapCEKOTO 3ac00y, KpaiHa MOX0/DKEHHS)

Beeseno B Ykpainy TosapucTeo 3 06Mexenoi0 BianosizaapnicTio "ACTHO YKPATHA",

inent. kon: 42274733
(natiMenyBanns Ta xof 3a €JIPITOY opumiranoi ocobn abo npiseume, iM'a, mo GaTeKoBi (iznanol

ocobu - mignpHemI, i Micie NpoXKHBAHHA Ta PeecTpalliiHuil HoMep 06miKoBOI KAPTKH MIaTHHKA
MoJATKiB abo cepis Ta HOMep MacropTa)

IIporoxoax Bizyansnoro kourpoaio ix 19.03.2026 Ne 0744/1.

3a pesynbTaTaMH JIEPKABHOTO KOHTPOII0 BCTAHOBJIEHO, WI0 JiKapckkWii 3aci6 BBeseHo B VYkpainy 3

JOTPHMAHHAM BUMOI 3aKOHO/IABCTBA 110/10 3a6€31eUeHHs SKOCTi JIikapChKkuX 3ac06iB.
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