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TOB «Kyeym Dapins.
TOB «Kycym Qapmy Yipaina, 40020, m.Cymu, Bys. Cxpabina, 54
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By AmMarurHcska, 58 - o e-mail: plant@kusum.na.
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CEPTURIKAT SIKOCTI
‘CERTIFICATE OF QUALITY
Hass'.é'ﬁpmyh'y ' T ETCET“"; Ta0NeTKHY, BKPHTI nﬁmluﬂxnio, o 40Mr \\ \ Ko ﬁ’%’iﬂg‘
Name of product: __ATSAT®, film coated tablets, 40 mg CEPTHONATIE /o
Cuna xils ATOPBACTATHH KA/IBLIO €KBIBAIIEHTHO aTOPBACTATHHY — ~40 0 mr \ y/
Strength: Alorvastatin calcjum equivalent to atorvastatin — 40.0 mig ‘?Omrm mqu”ﬂ _'
Cepia Ne / Batch No.: SAP3002 Posmip ynaxonkn / Package size:  Ne28 ( l4><2) |
Peecrp. Ne / A.R.No.: FP/0632/23 Tun ynaxonwxn / Pack type: Baicrep / Blister
Posmip cepil / Batch size: 450.000 rab/tab AaTa suroTossenns / Mig. date:  07.2023
1 Kin-1s ynaxosox / No. of packs: 13 556 Tepmin npuparaocri/ Exp, date:  06.2026
-Kpalina / Market: UKR |
| PeecTpaniiive nocsiguens Ne: : TepMiH 41T HeoOMeXeHI
|_Registration Certificate No.: _ _UA'J%S_BIOL’GS unlimited validity
Ne n/n. Haapa ananizy Crnenutpikauin ~ | PesyasraTit aHanisy
Sr. No. | _ Test name | Specification ) B Test yesult
Onuc Kpyrni asoomykni taBmerxy, expuri oBonomskoio Bw,nomnac
POXEBOT0 KONBOPY, IHaZenski 3 060x Goxis.
! Description Pink, round, biconvex film coated tablets, plain on | Complies
| both sides.
lheu‘m{pixaui}r | 1 Ha xpomamrpamax BHIPOOOBYBAHOI® POIUHHY. Ta Biﬁﬁﬁainae -
PO3TMHY IOPIBHAHHA, OfepXKaWuX B po3mini
«KINbKICHE  BH3HAYEHHA», YacH yTpm.fyBaHHsr
OCHOBNHX HIKIB MEIOTEH CRIBHALATH.
2 Identification In Assay, the principal peak in the chromatogram Cémplies-
obtained with test solution has the same retention |
time as the principal peak in the chromatogram |
obtained with reference solution.
b Oﬂﬁﬁiﬁiﬂﬂimb [030BARUX AVZLI {L1=15,0). | o ) 3,9 B
g | OMHMIL |
Uniformity of dosage units AVLLI (LI=15.0). 13.9
Posnananns T He Ginpwme 30 xB. | 5xs 16 cex
4 Dlsmtcgratmn NMT 30 min. 5min 16 sec
PoaqHHeHHa T | He menure 75 % (Q) aropsacratany 3a 30 xB, 103 %
3 Dissolution NLT 75 % (Q) of atorvastatin ia 30 min. {1 103%
| Cynporiri ZoMIIKE ATOpBRACTATHHY 1€3dTYy0Opo — He Ginsine 0,3 %. - Hmiue pisug BUHAYEHHA
- ATOpPBacTaTHHY FAKTOH — He 6inbmre 0,3 %. Hmxue pipss psHaveHHy
- Dowmitmka 3 RRT 6nuapko 2,5 ~ we Ginsine 0.3 %: | He susaneso
Heigenradikosana noMimmka ~ Ke 6insime 0,2 %. 10,091 %
| Cyma gomimok — He Ginkie 1,5 %. 10,303 %
Atorvastatin desfluoro: NMT 0.3 %. 1 BDL
Atorvastatin lacton; NMT (.3 %. 1 BDL
Impurity at RRT about 2.5: NMT 0.3 %, ND
Unidentified impurity: NMT 0.2 %. 0,091 %
Total impurities; NMT 1.5 %. 0.303 %
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TOB «Xycym Dapm»
Vipatua, 02092, s Kuin,
By, AIIMaTHHCHKA, 38

Tesr.: +38(044) 495-82-88, daxc: 495-82-87
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TOB «Kycys Dapm»

‘Vipaina, 40020, m.Cymu, syn, Cxpalina, 54
Tem.: +38(0542) 77-46-10, daxc: 77-46-11

e-mail: plant@kusum.ua
www.Kusum.ua

1 N n/n Ha3zga anayisy Crrennikauin PesyabraTh aHanizy
Sr. No. Test name Specification Test result
| - KinskicHe BU3HaueHHA Bin 38 mr/rabn. no 42 mr/tabn. 40,13 mr/rabun.
(95 % — 105 % Bin 3ag8n€R0] KiNBKOCTI) (100,3 %)
7| Assay 38 mp/tabl. to 42 mg/tabl. 40.13 m/iabl. |
| (95 % — 105 % of labeled claim) (100.3 %)
Mikpo6ionoriuna 4rcTOTA { 3aranbHe uscno  aepofHMX  MiKpooprauiaMis
" (TAMC) ~ ne imsme 10° KVO/r. | <50 KYO/r
3aranepre ¥HCNO APIXIKOBMX 1 TticeHeBMx. rpubis |
1 {TYMC) — ne 6insine 102 KVO/T. | <S0KYO/r
| Bincyruicts Escherichia coli B 1 T npenapary. Bixcyras
3 ‘Microbiological purity Tolal aerobic microbial count (TAMC): ~
| NMT 103CFU/g. | <50-CFUg
{ Total combined yeasts and moulds count (TYMC):
| NMT 10? CFU/g, . | <50 CFU/g
Escherichia coli must be absent per 1 g.. -Absent

BHCHOBOK: / CONCLUSION:

TIPOAYXT BATOTOBIIEHO, YNIAKOBAHO TA TIPOAHATIZ0BAHO 3FiHO 3 BUMOTaM peccTpantiifioro nocsiRueHna.
The product is manufactured, packed and analyzed as per requirements of Registration Certificats.

‘Bizmosigae cTanmapram 1a BuMoram GMP.

It complies with GMP standards and requirements.

Jlitensis #a BHPOGHRUTEO AiKapeLKUX 3ac06is:

Licence for medical products production:

Ceprudikar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepin AB N2 598054
Batch AB No. 598054

Lan NimeepKyIo; MO Bel BUpOGHHYT CTaniT And niet Sepli roT086f mpouyxuii Gyu aaificneni s nOBHIN BUINOBILHOGT 3 BAMOrakH, 3A3HAISHAMY § Tiniid
Hacranosi 3 GMP, sareepioieniit MinicrepcrsoM oxoporu 340pOR’A YEpalny, | 3 BHMOFaMH PeecTPALEREOYO A0CHE KpafHi NPHIHAEHHS.

1 hereby ceitify that ali the manufacturing stages of this batch of firished product have been carmried out in filll compliance with the GMP requirements of the.
Mimistry of health of Ukraine and with the requirements of the Marketing Autherisation file of the destination country.
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