KniBenka lIl:iJ‘liil.
TOB «Kycym Dapsy

JALABAPM
s

Ef{.ltmqsmmi AN
km;k 200745891
it

CEPTIKATIB

Vipaina, 02092, m.Kuis,
BYIL. AJMATHHACEKS, 38

TOB «Kycym Oapam

Yxparua, 40020, M.Cymu, syn. Cxpadiua, 54
Teum.: +38(0542) 77-46-10, paxc: 77-46-11

e-mail: plant@kusum.ua

Registration Cerfificate No.:

Ten.: +38(044) 495-82-88, cpar:c 495- %ﬂffz ? /zarm www.kusum,ua
CEPTUDIKAT AKOCT]
CERTIFICATE OF QUALITY
Hassa ﬁ.pnﬂylz"iy; ETCET®, ta6nerxy, sxpHT! 060/108K010, 110 10 MT
Name of product: ATSAT®, film coated tablets, 10 mg
Cana fif; ATOPBACTATHH KaNbI{lQ eXBIBANCHTHO aropnac-ra'mﬂy - 10,0 Mr
Strength: Aforvastatin calcium equivalent (o atorvastatin - 10.0mg
- Cepist Ne/ Batch No.: SAB3003 Posmip ynakosxs / Package size: }&28 (14x2)
| Peccrp. Mo/ AR.No.: | FPA737/23 Tun ynakosin / Pack type:' | Bricrep f B!xster )
Posmii: cepii / Batch size: 450 000 Tab/tab Mara suroropnienns / Mfg. date:  08.2023
Kin-tn ynaxaaox!ﬂo of packs 16 071 | Tepnin npuaaruocri / Exp, date: 0‘3’.2026
Kpa’l'ua ! Mar]cet* UKR
Peecrpauiiine nocsiguenna Ne: TepMix Ril HeobMexens

UA/9658/01/01

untimited validity

N n/ii Hassa 'a"ﬁaniay- Cnéundsiﬂa nis PesysibTavi asamizy
Sr. No, Test name Specification Test result
Onuc Kpyrni geoomyionl rabnerxs, sipuri 0BONOHKOIO Binnopigace
POMEBOFO KOABOPY 3 HanncoM «10» 3 opmoro Goxy.
E Description Pink, circular, biconvex film coatéd tablets with «10» | Complies
embossed o4 one side.
TnentHdiranis M Xpomatrorpamax Bunpoﬁunyaauom pozuuHy 1a | Bianorinae
PO3YMHY  NIOPIBHANHY, OACPXAHMX B po3ain |
«KinpricHe Bu3Bagensnss, 2acw YTPHMYBaHHs
OCHORHMX NIiKiB MAIOTH CHIBRAATH.
2 Identification In Assay, the principal peak in the chromatogram Complies
obtained with test solution hag the same. retention f
tine as the principal peak in the chromatogram
| obtained with reference solution.
OMHOPIAHICTE [030BANIK AV<LI (Li=150). 74,5
3 OAMHHLL |
- Uniformity of dosage units AV< L1 (L1=15.0). 145
Posnaﬂaﬂﬂa _'H"Iel 6lnswe 30 xs. + 2 x8 55 cex
4 Disintegration NMT 30 min. 1 2 min 59 sec
| Pounnerns “He menue 75 % (Q) aropsactatuHy 3a 30 xs. 1105 %
° | Dissolufion NLT 75 % (Q) of atorvastatin in 30 min, 105 %
Cynpbﬁinﬂi HOMIIUIKH - Aropsactatiny mesduyopo — He Gimeiue 0,3 %. 0,060 %%
ATopBacTaTHHY NAKTOH ~ He Binkine 0,3 %. - Hmxue pisus smuavenns
Homimxa 3 RRT 6mabko 2,5.— ne 6mame 0,3 %. He pugnneno
Hemcu'mq)menana HOMIILKA - He Birmme 0,2 Y%. Hipiue pisksg BH3HAYe HES
Cyma gomiliiox — we Ginsure 1,5 %. 0,060 %
: Related substances Atorvastatin desfleoro; NMT 0.3 %. - 0.060 %
A" Atorvastatin lacton: NMT 03 %. BDL
Impurity at RRT about 2.5: NMT 0.3 %. ND
Unidentified impurity: NMT 0.2 %. - BDL
Total impurities: NMT 1.5 %. - 0.080 %
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Ne n/n Hassa auanizy Cnewsidixauin PesynbraTu ananisy
Sr. Ne. Test name ; | Specification __ Test result
Kinrkiche Buanavenns Big 9,5 mr o 10,5 Mr 10,07 My

(95 % — 105 % Bin sansnesol kimskocTi), (100,7 %)
4 Assay 9.5 mg to 10.5 mg 10.07 mg
(95 % -105 % of labeled claim). (160.7 %)
| Mixpobionoriuua aucrota. JaranbHe  4MCHO  AepOCHUX  MIKpPOOPrari3Min
(TAMC) — ne¢ 6inbinte 103 KVO/r, <50 KVO/IT
3aranpHe WHCNO APDKIKOBHX § MiceHeBwX rpibin
{TYMC) - ve 6inpime 102 KYO/r. <50 KVO/r
Bincyrricts Escherichia coli p 1 r npenapary. Bigcyrus
g Microbiological purity Total acrobi¢ microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and moulds count {TYMC):
NMT 10*> CFU/g. <50 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

LIpoAyxT BHTOTORAEHO, YNAKOBAHO Ta NPORHANIZ0BAHO ITLIHO 3 BUMOrAMM peecTpariuiinoro noceinuexys.
The product is manufactired, packed and analyzed a% per requirements of Registration Centificate.

Binnosina¢ crangapranm Ta BuMoramM GMP.

It coimplies with GMP standards and requirements.

Jlinensis 4 BAPOGHNLTRO NiKapchknX 34c06is:
Licence for medical products production:

Llum nigisepmxyso, mo sei

Ceprudixar Ne 009/2020/GMP
Certificate No. §09/2020/GMP

Cepis AR Ne 593054
Batch AB No. 508054

sMpoGHul craail aus uiel cepii rotonol npomyxuii Gyan saificheni 5 moBHiN BiANORIMIOCT] 3 BUMOTAME, J03HAYEHIMY B AR

nacranosi 3 GMP, sateepmxenilt MinicrepcTaoM OXOPOHH 300POB’S YKpaiiy, | 3 BHMOTAMH PecCTPaIiMHOIO AGCLE KpaiiiH NPHIHAUEHHS,

I hereby certify that &ll tlie manufacturing
Ministry of health of Ukraine and with the

stages of this batch of finished product have been carried out in full ¢
requireinents of the Marketing Authorisation file of the destination country.

ompliance with the GMP requirements of the

Ximix-ananitax 3ap. nabopatopicto BIORN M3 H Lont L _ | ¥noruopaxeHa ocofa
Analytical Chemist i QC Lab In-charge ety 7 1. Qualified Person
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