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TOBAPUCTBO 3 OBMEXXEHOIO BIJIIIOBIIATIBHICTIO

«JIEJIOAPM JITH»
pyx. Jlapunoscskoro [puropis, 54, M. Cymu, 40020

CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

Haspa npoayrTry: ETCET®, tabneriu, skpyti obononxoto, no 80 Mr
Name of product: ATSAT®, film coated tablets, 80 mg
Cuna gii: ATopBacTaTiH XaNbLiio eKBiBANEHTHO aTopsacTaTAny — 80,0 MY
Strength; Atorvastatin calcium equivalent to atorvastatin — 80.0 mg AT ey L ]
F . % Andd )Y H
Cepis Ne / Batch No.: AQ5001UA Posmip ynaopiit / Ne28 (14x2) el | 3 |}
Package size: wa 20075891 /.04
- e o
Pecerp: Mo/ AR No: GP/FP/0069/26 Tun ynaxosict / Baicrep / Blister /7
Pack type:
. it/ Batch size: Jata Bupobunursa /
Po3nmip cepii / Batch size 3 366 yn/packs Mg, date: 11.2025
Kpaina / Market: UKR Tepmin npunamioctt/ 4 5n9g
Exp. date:
Peecrpaniiine nocsinaenun Ne; : “TepMin Ail HeoOMexKeHUH
Registration Certificate No.: UA/9658/01/04 unlimited validity
Jineisis Ha BAPOGHHITBO JiKApCLKNX 3acobin: 6e3 nomepy, i 26.09.2023 poxy
Licenee for medical products production: withiout number, from 26.09.2023
Ne n/ni Hazsa ananizy Cuemudiranis PesynnTaTit ananizy
Sr. No. Test name: Specification _ Test result
Onuc Kpyrmi npoonyioni Tabnericn, BipuTi 0G0NOHKOIO Binnorinae
POXKEBOIO KOJILOPY, Mianesbki 3 06ox GOKis.
! Description Pink, round, biconvex film coated tablets, plain on | Complies
both sides.
Inenndixanis Ha xpomarorpamax BMAIPOGOBYBAHOIO POSHMLY T4 Binnosinae
pO34MHY HOPIBHAHHA, ONEPHAHHX B posnini
«KimpkicHe BHSHAUCHHA», YaCH YTPUMYBaHHA
OCHOBHHX THKIB MarOTh CHIBHANATA.
2 Identification In Assay, the principal peak in the chromatogram | Complies ‘
obtained with test solution has the same retention !
time as the principal peak in the clromatogram |
" obtained with reference solution. |
OnHopinHICTh JO30BAHKX AV<L] (L1=15,0). 3,8
3 OIMHHLb
‘Uniformity of dosage units AV< LI (L1=15.0). 3.8
Posrananis He 6Ginsure 30 xs. 6 xn 45 cex
4 Disintegration NMT 30 min. 6 min 45 sec
PogumHenss He menme 75 % (Q) aropsacraruHy 3a 30 Xs. 102 %
3 Dissolution NLT 75 % (Q) of atorvastatin in 30 min. 102 %
Cynposizri ZOMILIKH AtopsactaTiny ne3dryopo - e Ginbue 0,3 %. Huskue piBusg
BH3HAUEHHA
Atopsactatyy slaxToH — He Sinbe 0,3 %. Huacue pisns
6 BU3HAYEHHS
Homiuxa 3 RRT Grnssxo 2,5 - e Ginvwie 0,3 %. He sussneHo
Heinenruikopana fomimka — ve Oinsue 0,2 %. 0,116 %
Cyma iomiwox — ue Gisbie 1,5 %. 0,380 %
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TOBAPUCTBO 3 OEME}KEHO}O BIMTOBIJAJIBHICTIO
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Nen/n Haszga anasnisy Crnenndikanis PesynapraTn ananisy
Sr. No. Test name Specification Test result

Related substances Atorvaslatin desfluoro: NMT 0.3 %. BDL
Atorvastatin lacton: NMT 0.3 %, BDL
Impurity at RRT about 2.5: NMT 0.3 %. ND
Unidentified impurity: NMT 0.2 %. 0.116 %
Total impurities: NMT 1.5 %. 0.380 %

KinbkicHe BM3HayeHHA Bin 76 Mr/rabin. no 84 mr/rabu. 80,06 mr
(95 % — 105 % iz 3asBNCHOT KINBKOCTI) (100,1 %)

7 Assay 76 mg/tabl. to 84 mg/tabl. 80.06 mg

(95 % — 105 % of labeled claim) (100.1 %)

Mikpobionoriusa u4cToTa 3arambHe  uMCIO  aepoBHMX  MikpooprauisMin
(TAMC) —ue 6insure 10° KYO/r. <50 KYO/r
SaransHe YuCHo Aphkprosnx i nniceieBux rpubis
(TYMC) — re 6inpwe 10 KYO/T. <50 KYO/r
Bincyruicts Escherichia coli s 1 r npenapary. BincyTnst

8 Microbiological purity Total aerobic microbial count (TAMCY):

NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <50-CFU/g
Escherichia coli must be absent per 1 ¢. Absent

3ASBA TIPO CEPTHOIKALIIO:

Llim ninTsepikyio, wo Bei supoGuuyi crapil aia wiei cepii rotopoi npoaykuil Gyin sailicueni 8 nosHii sipnosignocTi 3
BHMOTAMH, 3a3HAYEHHMY B YMHATH HacTanosi 3 GMP, saTeepuxenill MinicrepeTom oXopoun 310pon’s Vipainy, i 3 BuMorami
peecTpauifiHoro A0che Kpainy npusHateHss.

I hereby certify that all the manufacturing stages of this batch of {inislied product have been carried out in full compliance with
the GMP requirements of the Ministry of bealth of Ukraine and with the requitements of the Marketing Authorisation file of the
destination country.
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Ximix-ananiruak {auassunx BKS Hauansryx B35 VrosHoBaxxeHa ocoda
Analytical Chemist #QC Head QA Ilead Qualified Person
3 Jame: =0 s 5 Py sy R ALY
OB /FullName: | 7o o | Cpsensrsca J loctstren L o
7 = ; /
Nipnue / Signature: . JF’;:/ P o CaasS %7
LT L J S Rt N -
Vi - f :
Jlara/ Date: 21 /0l S E /el @3/02(26 E3IDAAE
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