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CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

Hazsa npoaykTy:
Name of product:

O3AJIEKCE, rafnerky, BxpuTi naiskoroio o6onoukoio no 10 mr
OZALEX®, film coated tablets, 10 mg

Cuna pils

PosyBacTaTHH KansLilo y nepepaxysanni na posysacrarug — 10,0 mr

Registration Certificate No.:

Strength: Rosuvastatin calcium equivalent to rosuvastatin — 10.0 mg

Cepist Ne/ Batch No.: SOF4004 Posmip ynaxosxn / Package size:  Ne28 (14x2)
Peecrp. Ne/ ARNo.: FP/0654/24 Tun ynaxonin / Pack type: Baicrep / Blister
Posmip cepii/ Batch size: 620 000 Tab6/tab Hara arorosnennst / Mfg, date:  08.2024

Kin-Tb ynawosoi / No. of packs: . 22 142 Tepmin npraarnoeri/ Exp. date:  07.2026

Kpaina / Market: UKR .

Pecetpauiiine nocsinuenns Ne: UA/16949/01/01 " Tepmin aif HeoOMexerui

unlimited validity

Ne n/wx Hasnarananisy Crneundiranist PesynsTaTi ananisy
Sr. No. Test name Specification Test result
Onc TaGnerin, BKpuTi WIBKOBOI OGONOHKOIO POXEBOTO Bianosinae
KONBOPY, KPYIHH, ABOOMYKIH, ¥uranxi 3 o6ox cropi
! Description Pink colored, film coated, round shaped, biconvex | Complies
tablets, plain on both sides
Tnevrrudixanis:
Inentnixauin A posysactariiry | YO-CIekTpd UODNHHAHHA OCHOBHOIO Wiky 12 Binnoeinac
XpoMaTorpaMax  BHOpPOGOBYBAHOro  posummy i
CTAHEAPTHOrO  po3wmdy nosanni  nokasysarH
MAXCHMYMH 1 MIHIMYMH TpH THX OKe JIOBKHDax
XBUIb.
Inekrugikanis B posysactatuny | Yac  ytpumysamus  0cHOBHOTO.  Tiika - Ha Binnosinac
XPOMaTOrpaMax BUTpOGORYBAHOTO TA CTAHNAPTHOIO
PO3uNHIB, OTPHMAHBX MPH KiNLKICHOMY BH3HAYeHH,
MaloTE CTHBIAATH.
2 Identification: .
Identification A of rosuvastatin The UV absorption spectrum of the principal peak | Complies
' in the chromatogram obtained with the test solution
exhibit maxima and minima at the same
wavelengths as the UV spectrum of the principal
peak in the chromatogram obtained with standard
solution.
Identification B of rosuvastatin In Assay, the principal peak in the chromatogram | Complies
obtained with the test solution has the same
retention time as the principal peak in the
| chromatogram obtained with the standard solution.
PosnapanHs He Ginvwe 30 xeunun 1 xB 5 cex
3 Disintegration NMT 30 minutes 1 min 5 sec
Po3unHenHs He menme 75 % (Q) posysacraruny 3a 30 xspummr. | 101 %
4 Dissolution NLT 75 % (Q) of rosuvastatin in 30 minutes. 101 %
5 Onuopi KHICTH AO30BAHNX. AVELL (L1=15,0) 14,9
OAHMHLD
Uniformity of dosage units AV<LI (L1=15.0) 14.9
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Ne n/n Hazpa ananizy Crenndirauis PesysibTatn ayanisy
Sr. No. Test name Specification Test result
Cynpoinni KoMiwky Rosuvastatin ketone: we Oinsiue 0,80 % 0,188 %
Rosuvastatin lactone: ne Gimswe 0,50 % 0,061 %
Rosuvastatin ethyl ester: ue Ginpine 0,50 % 0,018 %
By b~ skt Hecreundikopauuit DPOJLYKT
poswrapanns: ne Ginewe 0,20 % 0,023 %
6 Cyma nponyxris posknagansa: ve Oinsiue 2,0 % 0,313 %
Related substances Rosuvastatin ketone: NMT 0.80 % 0.188 %
Rosuvastatin lactone: NMT 0.50 % 0.061 %
Rosuvastalin ethyl ester: NMT 0.50 % 0.018 %
Any unspecified degradation product: NMT 0.20 % 0.023 %
Total degradation products: NMT 2.0 % 0.313 %
KinpxicHe BH3HAYECHHSA Bix 95,0 % no 1050 % posysacraruy B onmili [ 100,5 %
TabneTui pin 3asBneHol KinkkocTi
’ Assay 95.0 % to 105.0 % of rosuvastatin per tablet of the | 100.5 %
label claim
MikpoGionorivna YHCTOTA BaraneHe uMcno  aepoGHuX  Mikpoopramizmin
(TAMC) - ne Ginsuie 10° KYO/r <S50 KYO/r
3arajgbHe WMCIO APIKICKOBAX T NNiCCHEBHX IPHBiB
{(T'YMC) — ne Ginsie 102 KYO/r <50 KYO/r
Bincyrsicts Escherichia coli s | r npenapary BincyThs
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g <50 C¥U/g
Total combined yeasts/moulds count (TYMC).
NMT 10 CFU/g <50 CFU/g
Escherichia coli must be absent per g Absent
BHCHOBOK: / CONCLUSION: L
s ZR0KC,

TIpoAyKT BUFOTORAEHO, YIAKOBAHO T4 DPOAHAII30OBAHO 3TINHO 3 BHMOTaMH PeccTpatifioro nocmmlum /?")/
The product is mannfactured, packed and analyzed as per requirements of Registration Certificate.
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Binnosinac craunapram ra puMoram GMP. Cepragixar Ne 080/2023/GMFP | { ;,‘)’,._‘ W 4 5
1t complies with GMP standards and requirements. Certificate No. 080/2023/GMP '| ,‘Ew’ i W/
Jineusis na BHpoGHMITBO AKAPCLKHX 3ac0Bin: Cepin AB N 598054 & v
Licence for medical products production: Batch AB No. 598054 W@ NG T
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[luM mixTBepmKyIo, o sei Bnpoonwn craaii i niel cepii rotosoi npo;xy}\uu Gynu 3pificueni s opHiR sianosianoct 3 B}lMor’lm?“ﬁmllm {mzéb%
nacranosi 3 GMP, saraepureniin MIinicTepeTnoM OXOpOHH 350p0oB™s VKpaitin, | 3 BHMOramMu JCECTpaniiioro A0che Kpain NPU3HAICHIS. "

| 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.
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