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nyn. Cxpabina, 54, M. Cynu, 40020,
ren.: (0542) 77 92 30, daxc: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.lausum.ua

Kox €JIPTIOY 33525927

CEPTHMIKAT IKOCTI

CERTITICATE OF QUALITY

Hasea npogyrty: OBAJIEKC®, talnerxu, kpsiti nmisxopo1o odononkoio 110 20 air

Name of product: OZALEX®, film conted tablets, 20 mg

Crunna uii: PosypactaTin KanbWiio Y nepepaxysauni pa posynacratii — 20,0 mr
Strength: Rosuvastatin calcium equivalent to rosuvastatin — 20.0 mg

Cepist No f Batch No.: S0G4020 Posmip ynaronkn / Package size:  No2§ (14%2)
Teecp. Ne/ AR.No.: FP/O0T1/25 Trn ynaroen / Pack type: Buicrep / Blister
Poansip cepil / Bateh size: 10772 yn/packs | Jlora mirorosnenmn / Mig. dates 12,2024

Kpaina / Markef: UKR Tepmin npupatnocri/ Exp. dater  11.2026
Pecerpaniline nocnigyeinis No: ; TepMin Al HeolMexennit

Registration Cerfificate No.: UA716949/01/02 unlimited validity

N nin Hasna ananizy Crenpgixanis PesyunraTy apagisy
Sr, No. Test nane Specification Test result
Onue Tabnerion, srpari naiskoBoio ofonoHiolo pomesoro | Binonine
KOIMOpY, KpYTai, ABOONYKNI, FafKi 3 0Box cropin
! Description Pink colored, film coated, round shaped, biconvex Complies
: tablets, plain on both sides
Lneurndikauis:
Laenridiraiz A ViB-CIeRTPR NOFAHIAINS OCHOBHOrQ AiKy 1 xpoma- | Bianosigae
PO3YBRACTATHRY TOrpavMax sHNpofoBypaMoro posuuny i cramnapr-
HOFO POBMKHHY RORHHHT MOKIIYBATH MAKCHMYAM | Mi-
HIMYMH 1PH THX 8 AOBKHHAX XBHAD.
laearudikauis B Hac yTpusyBamIn OCHOBHOTO NiKa HA XpomaTorpa- | Biaobiae
PO3YBACTATHHY Max supofOBYBRHArO TA CTAHAAPTHOLO PO3utMim,
OTpHMAHNX NPk KiNbKicHoMY EBuawauenui, mMaoTh
cOiBnagaTH.
3 Identification:
Identification A of The UV absorption spectrum of the principal peak in | Complies
rosuvastatin the chromatogram obtained with the test solution ex-
hibit maxima and minima at the same wavelengths
as the UV spectrum of the principal peak in the chro-
matogram obtained with standard solution,
Identification B of In Assay, the principal peak in the chromatogram ob- Complies
rosnvastalin tained with the test solution has the same retention
time as-the principal peak in the chromatogram ob-
tained with the standard solution.
Poznaganns He Gimsiue 30 xnininn 1x815cex
3 Disintegralion NMT 30 niinutes I min 15 sec
Posunnenns He menme 73 % (Q) posysactatuny 3a 30 xpunun | 93 %
1 Dissolution NLT 75 % (Q) of rosuvastatin in 30 minutes N %
Qnuopianicts po308uHX AV<L] (L1=15,0) 14,7
5 OAMHNL / mﬁ
- Uniformity of dosage units AV=LI (LI=15.0) y &“‘\\& 14.7
¥/ HENOADM N
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Fiestern Pharin ryn. Cxpabiza, 54, m. Cynu, 40020,
Tel.: (0542) 77 92 30, daxc: (0542) 77 92 32,
e-mail: plant@lmsum.ua, web: www.kusum.ua

Kop €IPTIOY 33525927
No /o Hazea ananiay Cremstdrianin PeayabTaTy anamisy
Sr. No. Test name Speeification Test result
Cynposinui pomikn Rosuvastatin ketone: e Gimsine 0,80 % 0,068 %
Rosuvastatin lactone: ne Ginpe 0,50 % 0,056 %
Rosuvastatin ethyl ester: He 6inswe 0,50 % He punpneuo
Bysib-masi  uecheidikobanuil npoayKT pozina-
panta He Ginnige 0,20 % 0,023 %
6 Cyma nponyxTis posknmamgarus: He Ginuwe 2,0 % 0,161 %
Related substances Rosuvastatin ketone: NMT 0.80 % 0.068 %
Rosuvastatin lactone: NMT 0.50 % 0.056 %
Rosuvastatin ethyl ester: NMT 0.50 % ND
Any unspecified degradation product; NMT 0.20% | 0.023 %
Total degradation products: NMT 2.0 % 0.161 %
Kinoricue susnavenus Bin 95,0 % no 105,0 % posyracraruuy 1 onwill ab- | 96.8 %
nerui i sagBAeHO! KiNbKOCTI
7 Assay 95.0 % to 105.0 % of rosuvastatin per tablet of the la- | 96.8 %
bet claim
MikpoGionoriyua uncrora 3arankie  WRCAO  aepobunx  MikpoOpraHiiMin
(TAMC) - e 6imsine 10° KVO/ir <50 KYOfhr
3aranpue yrexo Apincurconny Ta IWicenenuy rpy6in
(TYMC) - e Gimsime 10 KY O < 50 KYQrr
Bincyruicrs Escherichia coli n 1 r npenapary Bincyrtua
§ Microbiclogical purity Total agrobic micrabial count (TAMC):
NMT 10°CFU/g <50 CFU/e
Total combined yeastsfmoulds count (TYWC):
NMT 10% CFU/g <50 CFU/g
Escherielia cofi must be absent per g Absent

BHCHOBOK: / CONCLUSION:

Ilpopuyxr siroropatiio, ynakosaHo Ta Mpoananiosato STIANO 3 RIMOTAMH peccTpauifinoro nocsinuents.

oTAEHBARM

The produet is manufacturcd, packed and analyzed as per requirements of Registration Certificate. Nl

. i I',';enm@ sEs
Bianoairae cranpapram ra sumoram GMP, Cepadricar Ne 080/2023/GMP vor 20075251
It comphies with (FMP standards and requirements. Certificate No, 080/2023/GMP CE"R-Imﬂmm
Jlingensin Ha mipoGriuTED RigapcLKEX 3acobis: Cepis AB Ne 598054

Licence for medical products pro Ratch AB No, 598054
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1 hereby certily that ait the manufheitinig 'stngesqofgifus batch of flightd produet lave been caried out in full complinnee with the GMP requirements of (he

Ministry of health of Ukraine and’ ‘ﬁl'(hc requireiy ~9f|lu‘:)%151,r ifls Autherisation file of the destination country.
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Kog €IPIIOY 33525927

CEPTH®IKAT SIKOCTT

CERTIFICATE QF QUALITY

| Hasza nponf:rry: '
Name of produect:

Q3ATIEKC®, Tabnerxy, BRPATI NITBKOBOIO 06ONOLK0IO 110 20 MT
OZALEX?®, film coated tablets, 20 mg

Registration Certilicate No.:

Cuna aiv; PO3YBACTATHH Kadlbitilo y nepepaxysauui ma posysacrathi - 20,0 mr

Strength: Rosuvastatin calcium eguivalent to rosuvastatin — 20.0 mg

Cepin Ne / Batch No.: 50G4021 Posatip ynawossn / Package size:  1e28 (14x2)
—.[;(:-E;r_[;—m}j\i]\;o FP/O072/25 Tun yraxoswn / Pack type: Baicrep / Blister

Poamip cepii / Bateh size: 10 894 yn/packs Hara surotonnenus / Mfg. date: 12,2024

Kpaiia / Marlet: UKR ‘Tepamin npimarnocti/ Bxp, date: 11,2026

Pecerpaniiine nocaiaernis Not UA/16949/01/02 TepMiH il Heobmeskeruii

unlimited validity

Ne /it Hazpa auanizy Cremsicanin PezynntaTy ananisy
Sr. No. Test name Specifieation Test result
Onne TaGneticn, Beprti IIBKOBOIO OGONONKOID powmenore | Bignosinge
KOALOPY, KPYIIT, ABOONYIOH, rRamki 3 0Box CTOpIH
! Description Pink colored, film coated, round shaped, biconves | Complies
tablets, plain on both sides
lnereudikanin:
[renrudikanis A Yd-cterTpY OFRMHANNA OCHOBHATO niky #a xpania- | Rijnoninae
polyBacTaTHNY Torpamax ennpoGosysanore posumuny i CTAHAAPT-
HOFG pO3UNHY NOBIILN NOKasypaTy MAKCHAMYMH 1 Mi-
HibEY'MIH TIPH THX 38 JIOBKHIAX XD,
laenTngixauis B Yac yrpHMyBanHI ocroBHOrO ik ua XpoMatoia- | Bianopinae
PO3YBACTATHILY Max BrnpoGoysailere T4 crapnapruory posuntin,
OTPHMAHEX TIPH KINGKICHOMY DBM3HAUCHMI, M@OTH
CHiBIanaTH,
2 Identification:
Identification A of The UV absorption spectup: of the principal peak in Complies
rosuvastatin the chromatogram obtained with e test solution ex-
hibit maxima and minima at the same wavelengths
as the UV spectrnm of the principal peak in the chro-
matogram obtained with standard solution.
Identification B of In Assay, the principal peak in the chromatogram ob- | Complies
rosuvastatin lained with the fest solution has the same retention
tithe as the principal peak in the thromatogram ob-
tained with the standard solution.
Posuapanns He Binbiwe 30 xpunun I X213 cer
> | Disintegration NMT 30 minutes 1 min 13 sec
Pozuunenny He menute 75 % (Q) posynacTaruiy 3a 30 xBuany 93 %
4 Dissolutton NLT 75 % (Q) of rosuvestatin in 30 minutes 93 %
Oumuopinuicry AoIopanmy AVELL (L1=15,0) 14.8
OAHHIUL ST,
5 Kym'nm s
Uniformity of dosage units AVELE (L1=15.0) & e ’,\\ 14.8
o Y \""4 R
S/ oLHEN®APY  \'e
o RTje
WRentipica i ma
o ap, 20075801
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@ TOBAPICTBO 3 OBMEIKEHOIO BIATOBILAILHICTIO
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Kusuze Phar

syn. Cxpabina, 54, M. Cymu, 40020,

Tes.: (0542) 77 92 30, daxc: (0542) 77 92 32,
e-mail: plant@kuswin.ua, web: www.kusum.ua

Kox €IPTIOY 33525927
Ne nfn Hasna ananiay Cremuhikanin PesyasTaTn ::il:fn_iﬁ)"
Sr. No. Test name Specification Test result
Cyrpouinni nomimin Rosuvagatin ketone: 11e Ginnme 0,80 % 0,006 %
Rosuvastatin lactone: ne Ginsie 0,50 % 0,060 %
Rosuvastatin ethyl ester: ye Ginpue 0,50 % He sustancuo
Byaw-sxnii  necnenugironanni npoxyKT po3kia-
naumg: He Simsie 0,20 % 0,026 %
6 Cynma mpoxykcrin posknagasns: we Gitswe 2,0 % 0,168 %
Related substances Rosuvastatin ketona: NMT 0.80 % 0.066 %
Rosuvastatin lactone: NMT 0.50 % 0.060 %
Rosuvastatin ethy] ester: NMT 0.50 % ND
Any unspecified depradation produet: NMT 0.20 % { 0.026 %
Total degradation products: NMT 2.0 % 0.168 %
—— Kinwicie e 37 Bin 95,0 % no 105,0 % po3ynactaruMy B oawil tab- | 102,3 %
netui sig sausnenol kirbxroeri
? Assay 95.0 % to 105.0 % of rosuvastatin per tablet of the la- | 102.3 %
bel ¢laim
MikpoSionoriuma unetora Saranene  uHCnO  acpoGuiux Mikpoopranissis
(TAMC) - e Sinpwe 103 KVO/r <50 KVO/r
3aransHe HUeIo ApiK/GKOBHY T0 NATCEIERIY Ipubin
(TYMC) ~ ve Sinsure 102 1KYV O/r <350 KVOir
Bincyrnicrs Escherichia coliz 1 ¢ npenapary Bincyrus
8 Wicrobiological purity Total aerobic micrabinl count {TAMC):
NMT 10°CTFU/g <50 CFU/g
"Fotal combined yeastsAmoulds count {TYMC):
NMT 102 CFU/g <50 CFU/g
Lscherichia coli must be absent per g Absent L
- FRLZN

BHCHOBOK: / CONCLUSION:

Fipoayxa mirotonieno, YTAKOBAHO TA NPOAHANIZ0BAKO IMifHO 3 BEMOTT
The product is inanufactured, packed and

Biznosinac crannapranm 14 sumorant GMP,
H comnplies with GMP standards and requirements.

analyzed as per requirentents of Registration Certificate.

Cepruhienr M 080/2023/GMP
Certificate No. 080/2023/GMP
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Licence for medical products pro o e an;);\. Batch AB No. 598054 \\:‘.:if_—;(i]:/
% 2

1lum nijeraepmucyro, mo sei nnpod
nacTanosi 3 GMP, sarnepixcnif

K, § 3 BUAIOTRMS PECCTPALLIHOND AoCLE EPAlEN APpU3HAYSIIN,
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praduct have been casried oul in full compliance with the GMP requirements of the
Authorisation file of the destination country.
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Kon €APIIOY 33525927 TR
CEPTHOIKAT SIKOCTI
CERTIFICATE QF QUALITY
Hasna nponyrry: OBATIEKC®, Tabnerin, nxpHTi N7isxoso1o 060r0HK010 110 20 Mr
Name of product: OZALEX®, film coated tablets, 20 mg
Crua pii: PoaypactaTun Kansuito y mepepaxysani na poaypacratua — 20,0 mMr
Strength: Rosuvastatin caleium equivalent to rosuvastatin —20.0 mg
Cepin Nu / Baich No.: S0G5001 Poamip ynawoukn / Packnge size:  No28 (14%2)
Pecerp. Mo/ ARNo.: FP/0223/25 Tun ynaxoswir / Pack type: Bricrep / Blister
Posarip eepii / Batch size: 10 901 yn/packs | Hara enrorenncuns / Mg, date: 03,2025
¥patua / Market: UKR Tepariy nppanioeri/ Exp. date:  02.2027
Peectpaniiine nocsiguenns No; TepMin 1iT HeoBMesxkenHii
Registration Certificate No.: UA/16949/01/02 unlimited validity
Ne nfor Haspa ananizy Cneunpikanin PesynanTaTil ananiy
Sr. No. Test name Specification Test result
Omme TaBnevxw, BKpHTI 1UTiBKOBOIO DGONONKCIO powenoro | Bianorinac
KOnbopy, kpyrai, Anconywni, raski 3 ofiox cropin
! Description Pink colored, {ilin coated, round shaped, biconvex | Complies
tablets, plain on both sides
InenTndirania:
IneiTrdrixanin A Yh-criekTpH NOrNAKaHHA OCHOBHOrD Nily Ha xpoMa- | Bianosinae
pozysacTaTny TOTPAMAX BUNPOOORYRAHOTO podinny | craugapr-
HOFO POIRAHY TOBHHHI NOKASYBATH MAKCHMYMH | Mi-
HIMYMH DPH THX JKe DOBXIHAX NDHb,
InenTiuchiranin B Hac yTpiMyDanHR OCHOBROTO mika Ha Xpomatorpa- | Bianosimae
PO3YBACTATHHY Max BRAPCCOBYRANOTD T2 CTAHRAPTHOrG POIUMHIB,
OTPHMAHNX 1pR KULKICHOMY BIBHAYEHH, MAIOTh
cniBmaaTh.
2 Identificarion:
Ydentificaiion A of The UV absorption spectrum of the principal peak in | Complies
rosuvastatin the chromatogram abtained with the test solution ex-
hibit maxima and minirna at the same wavelengths
as the UV specinun of the principal peak in the chro-
malogram obtained with standard solution.
Idenlification B of In Assay, the principal peak in the chromatogram ob- | Complies
rosuvastatin tained with the test solulion has the same retention
time as the principal peak in (he chromatogram ob-
tained with the standard solution.
Ponaganng He Ginviwe 30 xpunun 2xn 14 cex
3 Disintegration NMT 30 minules 2 min 14 scc
Pozumienna He menwe 75 % (Q) posysacratrny 3a 30 xmumsn | 94 %
? Dissolution NLT 75 % (Q) of rosuvastatin in 30 minutes 94 %
Onnopinniets nosonannx AV<LI (L1=15,0) 5,5
5 QAN
Uniformity of dosage units AVZL] (L1=15.0) 5.3
FP/Q223/25 Crop./Page Ne; | 3/of 2




o TOBAPHCTBO 3 OBMEKEHOI0 BUTIOBIIATHICTIO 0.,
K, ICYCYM DAPM> ot e
04 200 53;““

Kosienrn Phervm Byl. Cxpabina, 54, m. Cynmu, 40020,

) LE"‘HB»:AUB
ren.: (0542) 77 92 30, daxe: (0542) 77 92 32, \%,

e-mail: plant@kusum.ua, web: www.kusum.ua \\fi oA
Kon €EAPIIOY 33525927 T
Ne n/n Haspa ananisy Crewspixaitin PeaynwraTh ananisy
8r. No. Test name Specification Test result
Cynposinui nomimus Rosuvastatin ketone: ne Ginne 0,80 % 0,064 %
Rosuvastatin lactone: ne Gineiue 0,50 % 0,006 %
Rosuvasiatin ethyl ester: ne Ginbwe 0,50 % He puseneno
Byas-aknii  neenemsdiikosaniii npogyxt po3kna-
nansq; He 6insine 0,20 % 0,019 %
6 Cywma npopyxris pozknananns: we Ginswe 2,0 % 0,105 %
Related substances Rosuvastatin ketone: NMT 0.80 % 0.064 %
Rosuvastatin lactone: NMT 0.50 % 0.006 %
Rosuvastatin ethyl ester: NMT 0.50 % ND
Any unspecified degradation product: NMT 0.20% | 0.019%
Total degradation products: NMT 2.0 % 0.105 %
Kinuxicue nuanayenus Bin 95,0 % no 105,0 % pozynacratuny 5 oxwil Tab- | 97,6 %
seTui i 3asenenol kinbrecTi
o Assay 95.0 % 10 105.0 % of rosuvastatin per tablet of the la- | 97.6 %
bel claim
MixpoGionorinsa uncrora 3aransHe wncno  aepoGNRX  Mikpooprahiimis
{TAMC) — ne Oinvire 10° KYQ/r < 50 KYOIr
Saranpie YNCAQ APIIJLKOBEX Ta nnicenenny prGin
(TYMC) - ne 6insure 102 KYO/r < 30 KYOIr
Bineytnicrs Escherichia coli a 1 r npenapary Biacyrus
& Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g <50 CFU/g
Escherichia cofi must be absent per g Absent

BHCHOBOK: / CONCLIISION:

TlponykT BHrGTOBACHO, YNRKODANO TA MPOAHANIZ0BANO FIAHO 3 BHMOTAMM PECCTPAIHOFO NOCE AMEHNS.
The product is manufactured, packed end analyzed as per requirements of Registration Ceriificaie.

Bianosinag cranpapram ta urmorass GMP. CeprudixaT Ne 080/2023/GMP
1t complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinenzis na supoSunureo nixapcps Cepist AB No 593054

D %’f’@}ﬁgb

Licence for medical produets /) eff_ﬁc fom: _,‘,\ Batch AB No. 598054
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Fhereby certify that all the m.mu‘F ckunnu sl‘\gcs qf wis batch of finished product have been carried out in fisl] compliance with the GMP requirements of the
Ministry of health of Ukriine and wu it the requircineits ofthe}\l/& ng Authasisation file of the destination ¢country.
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