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CEPTHUOIKAT IKOCTI
CERTIFICATE OF QUALITY
Hazsa npoayxry: O3AJIEKC®, Tabnerxu, BKpuTi NITiBKOBOIO 060NOHKOIO 110 20 Mr
Name of produet: OZALEX®, film coated tablets, 20 mg
Cua i Po3yBacTATHH KaILLIK Y repepaxyBanti na posysacraTii — 20,0 Mr
Strength: Rosuvastatin calcium equivalent to rosuvastatin — 20.0 mg
Cepis Ne / Batch No.: S0OG4016 Posmip ynarxoskn / Package size:  Ne28 (14x2)
Peeerp. Ne / AR.No.: FP/0657/24 Tun ynarosks / Pack type: Bnicrep / Blister
Po3mip cepii/ Batch size: 310 000 Ta6/tab Hara purorosnenns / Mfg, date:  08.2024
Kin-1b ynakosox / No. of packs: Tepmin npugarvocri/ Exp. date:  07.2026
Kpaina / Market: UKR
Peecrpaniline mocpimuenns Ne: TepMiH AiT BeobMexeHnH
Registration Certificate No.; UA/16949/01/02 unlimited validity
Ne n/ni Has3sga ananisy Cregndikaunis PesynnTaTH ananisy
Sr. No. Test name Specification Test result
Onue Tabnerky, BKkpu1i 11iBKOBOIO 060IOHKOIO poskeBoro | Binnosinae
KOJBOPY, Kpyrii, ABoonyki, miaxki 3 o6ox cropin
! Description Pink colored, film coated, round shaped, biconvex | Complies
tablets, plain on both sides
Inenrndixanis:
Tnenrudiranis A VO-criextpy NOrAMHaHHA OCHOBHOI'O JHKY Ha Xpoma- | Binnosizae
PO3yBacTaTHRY TOrpaMax BHIPOGOBYBAHOIO PO3YMHY | CTaHmapT-
HOTO PO3UHHY NOBMHHI NOKA3YBATH MAKCHMYMH i Mi~
HIMYM¥ TIpH THX K€ AOBKUHAX XBHIb.
Inenrndixauis B Yac yrpuMyBaxis OCHOBHOTO NTika Ha xpomatorpa- | Bianosinae
PO3yBacTaTHHY Max BUNPOGOBYBAHOrO T4 CTaHJ[@PTHOTC POFUHHIB,
OTPUMAHMX TPW KiUILKICHOMY BH3HAueHHi, MaiOTh
CHiBNAKATH.
2 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
rosuvastatin tained with the test solution has the same retention
time as the principal peak in the chromatogram ob-
tained with the standard solution.
Posnapauus He Sinbie 30 xsunmy 0 xB 57 cex
3 Disintegration NMT 30 minutes 0 min 57 sec
Posunmenns He mexine 75 % (Q) posysacrarniy 3a 30 xpuaun | 100 %
4 Dissolution NLT 75 % (Q) of rosuvastatin in 30 minutes 100 %
OpnopinnicTe K030BaHMX AV<LI (L1=15,0) 12,0
5 ONMHMUD
Uniformity of dosage units AV<LI (L1=15.0) 12.0
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Ne nifn Hasga ananisy Crneundixauin Pesynbrary ananisy
Sr. Ne. Test name i Specification Test result
Cynposiani noMimku Rosuvastatin ketone: ne Ginsine 0,80 % 0,197 %
Rosuvastatin lactone: re Ginswe 0,50 % 0,061 %
Rosuvastatin ethyl ester: e 6insrue 0,50 % 0,017 %
Byne-axuil HecnennhikoBaHuif NpouykT po3knia-
HaHHA: He 6inpue 0,20 % 0,023 %
6 Cyma nponykTiB poskiaziauns: He bissiue 2,0 % 0,316 %
Related substances Rosuvastatin ketone: NMT 0.80 % 0.197%
Rosuvastatin lactone: NMT 0.50 % 0.061 %
Rosuvastatin ethyl ester: NMT 0.50 % 0.017%
Any unspecified degradation product: NMT 0.20 % | 0.023 %
Total degradation products: NMT 2.0 % 0316%
KinbkicHe Bu3Hayenus Bin 95,0 % no 105,0 % posypacraTiHy B onHili Tab- | 102,0 %
AeTUi Bil 32sB8ICHOT KinbKOCTI
7 Assay 95.0 % to 105.0 % of rosuvastatin per tablet of the la- | 102.0 %
bel claim
MixpoGionoriana uncrora 3aranbue  yHCNO  aepobHEX  Mikpoopranismis
(TAMC) — e 6inbie 10° KYO/r <50 KYOIr
3aranpHe YHCI0 APDKIDKOBIX T4 NiCeHeRwx rpubin
(TYMC) ~ ne Ginbure 102 KYO/r <50 KYO/r
Bincyrnicte Escherichia coli s 1 r npenapary Bincyrns
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 CFU/g <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g <50 CFU/g
Escherichia coli must be absent per g Absent

BUCHOBOK: / CONCLUSION:

Bianosinae cranpapram Ta sumoram GMP,

It complies. with GMP standards and requirements.

Jlinensis pa BUPOGHAUTBO MiKapChKHUX 3ac06in:
Licence for medical products production:

Llum nizrepiokyio, mo Bei srpoGHUMI Cranii Ans wiel cepii rovorol npoaykuil Gyan 3atifcHeni b nonuift BIANOBIANOCTI 3 BHMOTAMIY
uacranosi 3 GMP, sateepuxeniit Minicreperaom oxopon# 320pos’s Yxpailin, | 3 BAMOTaMH PEECTPaILIIHONO I0CHE KPaiy NPU3HAUCHNA,

Ceprdixat Ne 080/2023/GMP
Certificate No, 080/2023/GMP

Cepin AB Ne 598054
Batch AB No. 598054

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

XiMiK—?HiUIiTHK . #338. naboparopieto BKSI ] jﬂaqanbnmc BKA Ynoguonamna ocoba
Analytical Chemist | QC Lab In-charge 7 QC Head Qualified Person
Iw’a/Name: Rovipnsa 0. Curompnbs #.. Fawen tavices 16, /%8/0.%@1 Ve
[Tinmae/Signature: i ‘C‘& i ~f C/""") N - —
Jara/Date: ﬂ:,,i:/w 5110 )a r;’)\ﬁ O AT770 [. 25/
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