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CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

Hasga APOOYKTY?
| Name of product:

O?Aﬁﬁi{c@ TabneTxu, Bxﬁia'&‘i IWIiBKOBOKO 060n10HKOKW 110 10 Mr
OZALEX®, film coated tablets, 10 mg

Cuna g

Po3ysacTaTH KanblUilo Y NepepaxyBaHsl Ha p03}’BaCTaTHH - 10,0 MF

| Registration Certificate No.:

UA/16949/01/01

_unhimited validity

Strength: Rosuvastatin calcium equivalent to rosuvastatin — 10.0 mg B .
Cepist Ne/ Batch No : SOF30135 Posmip ynakosku / Package size:  No28 (14x2)
Pecerp. Ne/ A.R.No.: ) FP/0§5‘2/25 - | I’i"un yrl&.’:‘lFKOB!;l:l / .Pnck.type: baictep / Blister
Poamip cepil/ Batch size: 620 000 Tab/tab | Jdava Burorosnennst / Mfg, date:  11.2023 :_ )
| Kin-1b yniakosox / I;io.iof packs: 22 142 Tepmin pupaTaocTi I/._.'Exp. date: 10,2025
- Kpaina / Market: | - UKR | | )
| Peectpauiitne nocsiguenna Ne; TepMin gl HeoBMexenui
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Ne n/n H%]BBH-HI-I#TJ‘IEB}’ Cnenudirauis Pe3yabTaTy asanisy
S1. No. Test name Specification Test result
Onue Tabnerxu, BKpHTI NAIBKOBOK 000JOHKOK paxkenoro | Bianosinae
KOJILOPY, KPYTH, ABOOTTYKI, ranki 3 000X CTOPIH
| Description Pink colored, film coated, round shaped, biconvex | Complies
tablets, plain on both sides
InenTrdixatis: | )
Jpenrndixkawis A posysactaruny | Y®-cnextpd. NOTAMHAHHA  OCHOBHOrO Niky Ha | Bianosinae
XpoMarorpaMax  BUNPoOOBYRAHMOI0  POYHRY |
CTAHJAPTHOTO  PO3UNHY  TMOBHHHI  DOKa3ysaTH
| MAKCHMYMH 1 MIHIMYMH NPH TUX K€ J0BXMHAX
Tnentudikawis B posysacratuny | Yac  yTpuMyBsawds  OCHOBHOIO  nika  pa | Bianosixae
- XpoMaTorpamax BHIpoBOBYBAHOrO Ta CTAHAAPTHOIO
PO3YMHIB, OTPUMAHUX NIPH KINBKICHOMY BU3HAYEHHI,
S MAarTh CNIBNALATH.
5 | ldentification: - I
{ Identification A of rosuvastatin | The UV absorption spectrum of the principal peak
-in the chromatogram obtained with the test solution
| exhibit maxima and minima at the same | ATl
| wavelengths as the UV gpectrum of the principal *’*L:J:“;igar/“éggnm |
peak in the chromatogram obtained with standard | L\ 1| S ]
1 solution. | "G\ CEPTMCJJIKATIB y
Ideniitication B of rosuvastatin | In Assay, the principal peak in the chromatogram A
obtained with the test solution has the same | Mg g W
retention time as the principal peak in the e
chromatogram obtained with the standard solution,
Po3snapanya He 6inpuie 30 xprmis | 0x85] cek
Disintegration NMT 30 minutes 1 Omin 51 sec
Po3uHHEeHH He menie 75 % (QQ) pozyﬁduawny sa 30 xunnn, | 98 %
Dissolution NLT 75 % (Q) of rosuy 1 B@Fm 1 98 %
S e * ML . . -
5 OaBOpIAHICTD A030BaHUX AV<L1 (L1=15 O) ;_;j:ji;?'i--'- | S 7.3
OAHHHLE |
Uniformity of dosage units AV<LI (L 1':1'.5..' RSl monw ™ 7.3
FP/0952/23
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No n/nt Haspa ananizy Crneumdixauis PesyawraTi aHajisy
| Sr. Ne, Test name Specification Test result
| CynpoBiini 1OMIUKH Rosuvastatin ketone: He dinsme 0,80 % 0,041 %

Rosuvastatin factone: He 6uibine 0,50 % 0,040 %
Rosuvastatin ethyl ester: e 6ipuie 0,50 % He susisneno
| byne-akui ‘HecrneuudikoBaHnii NPORAYKT
- posknasauns: He binsiwe 0,20 % 0,021 %
6 | Cyma nponykTip posknanayus: ue 6insiie 2,0 % 0,109 %
Related substances - Rosuvastatin ketone: NMT 0.80 % 0.041 %
i Rosuvastatin lactone; NMT 0.50 % -0.040 %
Rosuvastatin ethy! ester: NMT 0.50 % "ND
Any unspecified degradation product: NMT 0.20% | 0.021 %
Total degradation products: NMT 2.0 % 10.109 %
| KinbKicHe susHavesns Binx 95,0 % no 105,0 % posysacratvny B oniit | 101,7 %
TAONETIL BI 389BIEHOL KIBKOCT]
/ Assay 95.0 % to 105.0°% of rosuvastatin per tablet of the | 101.7 %
| label claim |
Mikpo6iosioriyba yucToTa JaranmbHe  YHeHo  aepoBHux  MiKpooprasiamin
(TAMC) - pe 6inpize 10 KVO/r - <50 KYO/r
JarajibHe WHCHO JPDKIKOBHX Ta NUiceHEBUX rpubis
(TYMC) ~ ne 6inkie 102 KYO/r < 50 KYO/r
- Bincytuicrs Escherichia coli B 1 T npenapary | Biacyras
8 Microbiological purity { Total aerobic mucrobial count (TAMC):
{ NMT 10°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:

TlponyxT purotossieno, ynaxosaHo Ta NpoaHaiizoBano 3rigHo 3 BUMOraMu peccTpaniHoro nocsigdeHus.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Binnosinae crannaptam ta BuMoramM GMP.

It complies-with GMP standards and requirentents.

Jlinen3in Ha BUPOOGHALTBO JHKAPCBKHX 3ac06is:

Licence for medical products production: N
@b"ﬁ% 0 FO a":i’,-

[IpM ninTBepkyro; Mo Bl BupobHuEMi u:ei cepii roTosoi

nactanos) 3 GMP, aarsepiokenii Minicrer r-;n“:- IWWMO@A%?H V"
. ) __ “‘F’-

[ hereby certify that all the manufacturingfdages of this Ygte
Ministry of health of Ukraine and with th y

%
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Yot

Ximik-an '1;' !
Analytical :

irements ofgl

Cepridikar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepisi AB Ne 568054
Batch AB No. 598054
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"uu OyaK SIICHERT B NOBHIM BIANOBIANOCT 3 BHMOrAMH, 323HAYCHIM!
W 3 BUMOTAMHE PEeCTPALANHOI0 IOChT KPATHY NPU3HAYCHHS.
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