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CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

Hasoa nponykry:
Name of product;

ETCET?, tabaeTxy, BKPHT] 08oa0uK0i0, 10 20 Mr

ATSAT®, filn coated tablets, 20 me

Registration Certificate No.:

Cuaa giv: ATOpBACTATIH KANLHIIO CKBIBANEHTIO ATOPBACTATINY — 20,0 ar

Strength: Atorvastatin calcium equivalent to atorvastatin — 20.0 me

Cepin Mo/ Batch No.: SAC4004 Posnmip ynarconicn / Package size;  Mo2§ (14x2)
Pecerp. Ne / A R.Neo.: FP/526/24 Tun ynaxonkw / Pack type: Bunicrep / Blister
Posmip cepit/ Bateh size: 1 000 000 Tab/tab | Hara purorosnemus / Mfg. date:  07.2024

Kin-1b ynakopore/ No. of packs: 35 714 Tepatin npunaruocri/ Exp. date:  06.2027

Kpaina / Market: UKR

Pecerpaniiiie noenigyenst Ne; UA/9G658/01/02 TepMin ait Heobmemenitii

unlimited validity

e n/n Hazsa ananisy Crnenndiranis PeayarTam annnisy
Sr. No. Test name Specification Test result
Omuc Kpyrni nooonysni mabnerki, Brpati ofonouxor | Biatoninae
POIKEBOTO KORBOPY 3 HancoM «20n 3 ogHoro Goky.
. Description Pink, circular, biconvex film coated tablets with “20” Complies
embossed on one side.
Inerrrudixauia Ha xpomarorpamax nrupoGoByDanoro poxuny Ta [ Bianosisae
DOFIHHY TIODIBHINMA, OAGDWAMMX B po3aiai
«kinsxicne BUSHBYEHHNN, “acH  YTPHMYBABHA
QCHOBHHX IHKIB MaI0TL €RIBTADATH.
5 i
- Idemtification In Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same retention .
time as the principal peak in the chromatogram * AT
oblained with reference solution. 2 taerTugiien,
0 kop 2007480
s = E 5
Ouanopiamicrs xosopamm AVs LI (L1=15,0). 6,3 A CEPT%,K
3 CHHRMLD ﬁé;.
Uniformity of dosage bnits AV=L] (L1=15.0). 6.3 ‘?Oalﬁg ol
Posrnagaims He Ginbime 30 xb. 3 xn 54 cex
. Disintegration NMT 30 minutes. 3 min 54 sec
PosunHennn He menwe 75 % (Q) atopsactatHy 34 30 xB, 104 %
* | Dissolution NLT 75 % (Q) of atorvastatin in 30 min, 104 %
Cynponiani ponimwsn ATopsacTaTiiy Aeadiryopo — ne Ginewe 0,3 %, Hinroue plsua suznauchns
ATOpBACTATIHY JIAKTOH ~ He Binnie 0,3 %, 0,052 %
Homimxa 3 RRT 8ni3px0 2,5 — He Oinsie 0,3 %. He nuasneno
Heinenrhibixosana aomilka — ne 6imiue 0,2 %, 0,059 %
Cyma noMimox — 1e Ginsie 1,5 %, 0.219%
6 Atorvastatin desfluoro: NMT 0.3 %. BDIL
Related substances Altorvastatin lacton: NMT 0.3 %. 0.052 %
Impurity at RRT about 2.5: NMT 0.3 %. ND
Unidentified impurity: NMT 0.2 %. 0.059 %
Total impurities: NMT 1.5 %. 0.219 %
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e nfn Haszga ananky Crewpivania PesynanTarn amaizy
Sr. No. Test name Specification Test result
Kinvxicue sr3nancuua Big 19 Mr o 21 mr 20,19 Mrfraba.
(95 % -- 105 % bir 3as8neH0T KimbKOCTI), {101,0 %)
7 Assay 19 g to 21 mg 20.19 mghabl.
(95 % -105% of Inbeled claim). (101.0 %)
Mikpoionorivma ynctora 3arane  wucno  aepoBumx  MikpoopraHiamin
{TAMC) - ne Ginswe 10° KYOrr. <50 KYOrr
3aranLie WHCNO APLKIKOBHX | nAicenenmx rpubis
(TYMC) - ne 6inrme 102 KYO/T. <50 KYO/Ir
Bincyruicts Escherichia colin 1 r npenaparty. Bineyrns
8 Microbiological purity Total acrobic microbial count {TAMC):
NMT 10° CFl¥g. <50 CFU/g
Total combined yeasts and moulds count (TYMC);
NMT 10% CFU/g. <50 CFuU/g
Escherichia coli must be absent per 1 g. Absent

BACHOBOI: / CONCLUSION:

FIpoayxr ssroronneno, yrnakosano ta NPOAHANIZ0BAHO 3M IO 3 RIMOraMI peecTpanifiioro nociguenn.
The product {s manvfactured, packed and analyzed as per requirements of Registration Certificate.

Bianoninae cragapram ta smoray GMP. Ceprudikar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate MNo. 080/2023/GMP
Jlivensia a BHPOGHBUTDO MIKAPCHRHX 38COGIn: Cepist AB Ne 593054

Licence for medical products production: Bateh AB No. 598054

Ly niimepmigno, wo sci oupoGanui erany o uied cepii rotonoi npoayruii Gyam ynificncii o nonmiA sixnosianocti 3 BIMOTAM IS, 3AIHATCHRMIL § YIHRET
Hactinoni 3 GMP, amucpuseniii Minicreperuos OXOPOHA IAOPOE"E YKpaThi, | 3 81HMOs ar PEECTPAGHIHOTY AOCLE KPATIH npIaHakeHIt,

1 hereby centify that all the manufacturing stages of Usis butch of finjshed product have been earried out in full complioce with the GMP requirements of the
Minisiry of health of Ukmine and with the requirements af the Marketing Autharisation file of the destination country,
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Ximix-'ananimx ] /3aB. naGoparopicio BICST ]C};Ia‘lilﬂbl-lli}( BKA Ynos-:—muamena ocoBa
Analytical Chemist | QC Lab In-charge QC Ilcad Qtfahﬁed Person -
1’ s/Name: Srwctwitco £ /3, G—L{Cnyt & W |Erusaeaas T %?ﬁ-ctc'fé’-&%@’.. f : /.
Iinnue/Signatre: A Eeeeer 1"|C:"/u_.j\ ? ,Egc'g‘é’é’ft?ﬁ?a/
Horas et | enge, | el | dehels
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