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CEPTHRIKAT AKOCT]
CERTIFICATE OF QUALITY

Haapa npojyxry: ATOBAKC®, rabnerki, BRpuTi NABKOBOI 000104K0W0 110 400 Mr
Name of product; ATOVAX®, film coated tablets 400 mg ,
Cyuta pit: Moxcndokeatutity riipoxnopul y nepepaxysani na smoxeudyuiorcaryn — 400,0 s
Strength: Moxifloxacin hydrochloride equivalent 1o moxifloxacin ~ 400.0 my _
Cepia Ne/ Batch No.; SAU2003 Posmip ynaxoska / Package size:  Ne5 (5% 1)
Pecerp. Ne/ AR No.: FP/0056/23 Tun ynarxonku / Pack type: baictep / Blister
Poamip cepii/ Bafch size: 100 0060 Tabitab Marta gurorosnenns / Mfg, date: 12,2022 |
Kin-1b ynaxosok / No, of packs:. 20 000 Tepain npupariioeri / Exp. date;  11.2024
Kpaiya / Market: UKR
Peeorpaniiitie nocsingenig Ne: e
. ' UA/18049/01/01 TepmMin AT po / valid to 23.04.2025
Registration Cerfificate No.: pMIH Al A
Ne ni/u Ha3pa auamizy Chnenudixanis Pesysanrarn anasizy
Sr. No. . Testname Specification i Test resuit
Onne Tabnetkn, axpuTi rwiskoroie ofonoKxome, pokesoro | Bianognixae:
KOALOpY, kancynosmptol dopmy, rapkt 2 ofox
I CTOPIH
Deseription Pink coloted, film coated, -capsule shaped tablet; | Complics
plain on both sides
Tnentudikanis: N -
Mokenpnoxcasy. riapoxnopia | A, Ha xpomatorpami sunpoQonysaroro posunxy, | Bignopinae
onepxaniit  y  punpolysamni  «Kimexicnue
BHIHAMCHHAY, YaAC YTPHMYBaAUHA OCHOBHOIO HIKa
MAE CINBNALATH 3 YacOM YIPHMYBanII OCHOBHOFG
1K Ha XPOMATOTPaMI pO3UNHY MOpPIBIANINA ) )
“Turaiy Joxenn B. Gapasy x 3"asngerpca 3afapBacas sia woprore | Binnosiiae
- HO.KOBTYBATO-HCPROHOTO KOALOPY
5 Baniza oKCHA MCPROHIEH C. 3’ aBNRcThcs TEMHO-UCPROHE 2a6apBaCIHg Binnorinae
| [deniiﬁcation: |
Moxifloxacin hydrochloride A, In Assay, the principal peak in the chromatogrant | Comiplies
' obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution
Tianium dioxide B, A yellow to yellowish r¢d colowr develops | Complies
| immediately
1 Iron oxide red C. A deep-red color develops Complies
Poanapany He 6inpimc 15 xBuann 9 x8 20 ccx
| Disintegration NMT 15 minntes 8 min 20 sec
Posurnenns He menmwe 80 % (Q) Bia sassuenoi xiswkoeri | 92 %
Moxcudnoxcannry 3a.30 Xxeuaun y
Dhgsolution "NLT 80 % (Q) of the labeled mmount of Moxifloxacin | 92 %
. in 30 mihutes _
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Ne n/n Haspan ananisy Cnempidixanin Pesynnrari ananizy
Sr. No. Test name Specification Test result
OnsHopiaHicTh AO30BAHMX AVS LI (L1=15,0) 5,4
g | onnHmD
1 Uniformity of dosage units AV LI (L1=150) 54
Cynpopiant oty Moxifloxacin related compound A -
' He Oinsie 0,20 % He auggnens
Dimethoxymoxifloxacin ~ ne Ginne 0,20 % -He sugeacno
- Ethoxymoxifloxacin ~ He Ginsiue 0,20 % 0,043 %
Isomoxifloxacin —ne 6inkwe 0,20 %% 0,005 %
| Hydroxymoxifloxacin — ne &insuie 0,20 % He pnapncuo
Byab-axa. itiwa-ognugna seeneitidixosasa "
noMika — ue Ginsine 0,20 % 0,062 %
6 Cyma nomimox — He Oinsuie 1,0 % 10,135 %
{ Related substances 1"Moxifloxacin related_c-i}mp{)undﬁlNM’I"'U’;Q{}' Yo ND
Dimethoxymoxifloxacin: NMT 0.20 % ND
Ethoxymoxifloxacin: NMT 0.20 % 10043 %
Isomoxifloxacin: NMT 0:20 % 1:0.005.%
| Hydroxymoxifloxacin: NMT 0.20 % 1 ND
1 Any other individual, unspecified impurity: o
1 NMT 0.20 % 10.062%
1 Total impurities: NMT 1.0 % | 0.135%.
Kinbkiche BH3naueuna Bix 95,0 % ne 105,0 % sig saspuenol ximpxoceti | 102,5 %
MOKcH(pnoxcauuny B oguiil rabaeral
7 Assay 95.0 % to 1050 % of the labeled amount of | 102.5%
Moxifloxacin per tablet
- MixpoGionoriuna uucrora 3aransHe  uncao  acpoGHHX  MiXpooprakisMis.
(TAMCY) - ne binpue 10° KYO/r < 1000 KYO/r -
JaranbHe YHCTO APIAAOBHX Ta Micenenny rpubis.
(TYMC) - yie Sinsmc 10 KYO/r <100 KYO/r 57
Bincyrnicts Escherichia colis | r npenapaty Bigcyrns
8 Microbiological purity Total acrobic microbial count {TAMC):
NMT 10 CFU/g < 1000 CEU/g
Total combined yeastf motilds -(TYMC) 4
NMT 102 CFU/g <100 CFU/g
Escherichia coli: must be absent per g Absent

BUCHOBOK: / CONCLUSION:

IlpopyxT BUrOTOBNCHO, YHAKOBAKO TA NPOARANIZOBAHO 3TiAN0 3 RHMOTAMH PeECTPalifiHOro NOCBIANCHHA.
“The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

‘Bignosizae cranpapras ta sunoras GMP.
It complies with GMP standards and requirements.

-Hinewsis wa BRPOGHHITEO HiKapCLKHX 3acobiB:
Licence for medical products production:

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

Cepin AB Ne 598054
Batch AB No. 598054
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Lone. reiarnepmsiyso, mo sei-mepoBiviyi-cTaali A08 niei cepii ro1onoi npoayxuil- Sy 3iiHcHCH] B NOvHIT BIIOBIANOCTT 3 BHUMOTaMIs, JA3HAUCINAIL I B
HacTanoBl 3 GMP, saTRcpRkenill MiHICTCPCTROM OXOPOHH 380p0B* A YEpaiing, I3 BHMOraMi peecTPanifinore A0che Kpailtn npiasateH iy,

1 heeeby cetiify that-al) the manufacturing stages of this baich of finished product-have been carded sut in full compliance with the GMP tequirements of th
Ministry ol heallh of Ukraing and with the requirements ef the Marketing. Authorisation file of the destination country.
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