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CEPTH®IKAT IKOQCTIL
CERTIFICATE OF QUALITY

Hassa npoRyrvy: ETCET®, 1a6neTiH, BRpHTI 060N0HKOI0, TI0 20 MI
Name of product: ATSAT®, film coated tablets, 20 mg
Cuaa pif ATOpBacTaTHH KAIBLI0 eKxBpiBanenTHO aTopsacTaTiHy — 20,0 MF
Strength: Atorvastatin calcium equivalent to atorvastatin — 20.0 mg
Cepis Mo / Batch No.: SACA4002 Poamip ynarosk / Package size: Ne84 (14x6)
Pecerp. Ne/ ARNo.: FP/0298/24, Tun ynarosku / Pack type: Baictep / Blister
Pomip cepii / Batch size: 1000 000 rad/tab | Jata BRrOTOBNCRHS / Mfp. date:  04.2024
Kin-Th ynarosox / No. of packs: 10 904 | Tepmin npuaartnocti/ Exp. date;  03.2027
Kpaina / Market: UKR
Peccrpauiiine nocsiguenns Ne: Y epmiH NiT neoGMexeHn i
Tpall i UA/9658/01/02 Tepuin Ui HEODMEMCHINE
Repistration Certificate No.: i unlimited validity
Ne n/n Haspa ananisy Cnennpixanist PesyanTaTi anaiisy
Sr. No. Test name Specification Test result
Omie Kpyri  ABOOIY kAl ‘rabneTiy, BKpHIL OBONOHKOIO Binoninae
POKEBOTO KONLOPY 3 HATHCOM «20» 3 ojuioro Goky.
] s . . . ~ . " .
Description Pink, circular, biconvex film coated tablets with 207 | Complics
embossed on one side.
LnenTndixaiia Ha xpomarorpamax BunpoGoBYBaHOrd posunHy Ta Bixnosinae
pozumiy TOPIBRSHHA, ~OAEpKaNMX B poazini
«IKinpKicHe — BHIHAMCHHA»,  UACH YTPIMYBAIIIS
OCHOBHMX ITiKiB MAIOTH CIIiBIAZATIL
2 dentificati ‘| o . . .
Identification In Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same retention,
time as the principal pealk in the chromatogram
obtained with reference solution.
OopiHicTh RO30BAHAX AV=L1 (Li=1 5,0). 4,9
2 OJUIHHLE i
Uniformity of dosage units AV=11 (L.1=15.0). 4.9
Po3nananns He Ginbiue 30 xB. 3xs 21 cex
4 . . ‘ . .
Disintegration NMT 30 minutes. 3 min 21 sec
Posunrnenns He senuie 75 % (Q) atopnactariiy 3a 30 xu. 102 %
i . . . 7
i Dissoluiion NLI75% (Q) of atorvastatin in 30 min. 102 %
CynpoBifi AOMILIKH AtoppactaTniy fie3duyopo — e Hinpe 0,3 %. 0,058 %
ATOpBacTaTHHY JAKTOk — HC Ginvue 0,3 %. Fhipkue pinns pu3payenns
Joninxka 3 RRT 6x13pK0 2,5 — ue Ginpine 0,3 %. He ppsisieno
Heinenrudixopana nomiika - ne Girpwe 0,2 Yo. 0,077 %
CyMa JIOMIlIOK — He Ginbie 1,5 %. 0311 %
6 Atorvastatin desfluoro: NMT 0.3 %. 0.058 %
Related substances Atorvastatin lacton: NMT 0.3 %. BDL
Tmpurity at RRT about 2.5: NMT 0.3 %. ND
Unidentified impurity: NMT 0.2 %. 0.077 %
Total impuritics: NMT 1.5 %. 0311 %
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Ne nfn Haasa ananisy Cnenndixanis PesyanraTn apanisy
Sr. No. Test name Specification Test result
KinbKicHe BH3HAUEHHA Bin 19 Mr a0 21 Mr 19,77 mrfvabi.
(95 %~ 105 % wip sasmneHol xinpxocti). (98.9 %)
7 Assay 19 mg to 21 mg 19.77 mg/tabl.
(95 % ~105% of labeled claim). (98.9 %)
MixpoBionoriyna UHcToTa JaraibHe  uMcno  aepoGmEx  Mikpoopramimin .
(TAMC) — e 6insue 10° KYO/r. <50 KYO/r
3aranbie 4HCNO" APIKLKOBUX i nuicenesnx rpubis
(TYMC) — e Ginsue 102 KYO/T. <50 KYO/ir
Bincyrnicts Escherichia coli 8 1 r npenapary. Biacyrus
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFUlg
Total combined yeasts and moulds count (TYMC):
NMT 102 CFUf/g. <50 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

TIPONYKT BUFOTOBACHO, YTAKOBAKO

The product is manufactured, packed and analyzed

Bimosinac cranaaprav ta snmoran GMP.

It complics with GMP standards and requirements.

Jlineusin na BUPOBHRUTBO NIKAPCHKHX sacodin:
Ticence for medical products production:

1M NEATEPAKYIO, WO BCH pipoBiii crani i

T4 TIPOAHANIZOBAHO 3TAHO 3 BUMOTAMA peectpauifiHOTO NOCBINUCHHS.

as per requirements of Registration Certificate.
Ceprudirar N 080/2023/GMP
Certificate No. 080/2023/GMP

Cepint AB N 598054
Bateh AB No. 598054

1% NicT cepit roToBol nposykuii Gyau 3nifReHi B NOBMIG REANOBLANOCTI 3 IIMATAMIL, INNAIEIHAN w il

nacranosi 3 GMP, sareeporeniil MiliCTepeTROM DX0POINS JHOPOR’S YRPAiHH, 13 BUMOTaMH PEECTPAITIHOIG AOCHC RPAIIIN NPHIIHHUCINIA.

1 hereby certify that
Ministry of health of Ukraine

all the manufactring siages of this batch
and with the requirements of the

of finished product have been carvied out in full compliznce with the GMP requivenients of the
Marketing Authorisation file of the destination country.

Ximix-ananiTH
Analytical Chemist

Vropsosaxena 0coda
Qualified Person

Hagaapuux BICT
QC Head

an. naGoparopieio BIKS
“QC Lab In-charge
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