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CEPT{‘ICDIKAT }IROCTI

Hassa NPOAYKTY: ATOBAKC®, TabneTin, BRPHTI NNBKOBOIO. OFGMOHK:
Name-of product: ATOVAX® film coated tablets
Cuana pif; Moxcu@mmcauuay TiZPOXAOPHE Y i¢pepaxyBaHKi Ha
Strength: Moxifloxacin hydroshloride equivalentto moxifloxacin — 39
Cepin Ne/ Batch No.: SAU1001 Po3mip ynakopkH / Package size: MS (5><1)
Peccrp. Ne/ A:R.No.: FP/0150/21 Tun ynakoskn / Pack type: Buaicrep / Blister
Po3mip cepii / Batch size: 100 000 Tab/tab HAate purotosnenns / Mig. date: 02,2021
Kin-Tb yliakorox / No. of packs: 20 000 Tepmin apunaTnoeri / Exp. date:  01.2023
Kpaiia / Market: UKR
Peeetpaniine nocpingenna Nt s 2l - vilid 1.23.04: 9
Registration Certificate No.: UA/18049/01/01 TepMin ail no:/ valid 10-23.04.2025
- Nen/n Ha3sa ananisy Crenudixanis PeayanTaTi ananizy
Sr. No._ _ Test name Speciﬁcaﬂnn _ Test result
Onuc. Ta0neTkH, BKpHT IUTBKOBOK 050I0HKQIO, Ppoxeporo | Binnosinae:
KONMBOPY; KanCyNOBHUAHOY q)quH,- rnazgki 3 ofox
I cTOpin:
Description Pk colored, film coated, capsule shaped tablet, | Complies
plain on:both sides
Iienthdixaitia:
Mokeupnoxcauuny rigpoxnopua | A. Ha XpoMaTorpami Bﬂnpoﬁasynauoro pozaudy, | Binnosinae
ofiepxxanii ¥y BHNpoOyBaHHi «Kinnkiche.
BUSHAYCHHID)Y, WaC YTPHMYBAHHS. OCHOBHOID IiKa
MEE CHIBIIANATH 3 MACOM YTPWMYBZHHS OCHOBHOTO
nika. Ha; xpoua'forpam POSUYHHY nOpmHﬂHHﬂ
Tarany pioxenn B. O,upa.ay 3.3 ADJIAEThCS. 3a6apnue:-ma Big sxoBTOoro | Binmosinae
) 710 FOBTYBATO-YEPBOHOTO, KONEOPY
3 3anisa oxcHA YepROHME C. 3'4BIR€THCA TEMHO-IEPBOHE 386apBICHHS Bimnogigae
Identification:
Moxifloxacin hydrochloride A. In Assay, the principal. peak in the chromatogram Complies
obtained with the test solutién'has the same retention
time a8 thé -principal peak in the chromatogram
dbtainied with the standard solution _
Titanium dioxide B. ‘A yellow to yellowish red colour develops | Complics
immediately
Iron oxide red C. A'degp-red color.develops -Comiplies
Posnananus He6inpe 15 xpwina 7 x830 cex R
3 | Disintegration NMT 15 minutes 7 in 30:sec
Posunnerin He memme 80 % (Q) sii sasmnenol innxoeri | 100 %
Moxcrxdmoxcaunny 3a 30 xsunun
2 Dissolution NLT 80 % (Q) of the labeled amounit of Moxifloxacin | 100 %
in30 minutes
FP/0150/21 Chop./Page Ne: 1 3/0f 3




Kniscoka ¢inia

TOB «Kycym ®apm»

Yxpaina, 02092, m.Kuis,

By AmviTHECERE, 58

Ten.: +38(044) 495-82-88; daxc: 495-82-87

k

TOB «Kyeym Dapm»

Vipaina, 40020, »r.Cyvs, syn. Cipabina, 54

Ne n/u Haspa-ananizy Crenudikanin
Sr. No. Test name Specification Mt
- Onnopinnicrs ngsoBammx. AVZ L1 (L1=15,0) T‘lﬁ‘é’;‘ S
5 OLHFHLE ‘ 73525910
Uniformity of dosage units AV<LI(L1=15.0) i
Cynposinui goMiuwiu -Moxifloxacin related compound A —
ue. Ginsine 0,20 % He BusEncHO
Dimethoxymoxifloxacin — ne.6imewe 0,20 % 0,003 %
Ethoxymoxifloxacin ~ ue:Ginsine 0,20 % He sussnero
Isomoxifloxacin — ne Sinsme 0,20 % He suasnenc
Hydroxymoxifloxicin— ne-Ginsiue 0,20 % He suagneno
Byns-sxa inua opasiryna gecnenndixopana:
poMilnxa — ue.Gimsme 0,20 % 0,064 %
6 Cyma AoMiuok — ve Gimnre-1,0 % 0,087 %
Related substances Moxifloxacin related compound A: NMT 0.20 % ND
Diméthoxymoxifloxacin: NMT 0:20 % 0:003 %
Ethoxymoxifloxacin: NMT 0.20% ND
Isomoxifloxacini: NMT 0.20 % ND
Hydroxymoxifloxacin: NMT 0.20 % ND
Any ‘other individual, unspécified impurity:
NMT0.20 % 0.064 %
Total impurities: NMT 1.0:% 0.087 %
- KinkkicHe BH3HBYSHNA Biz 95,0 % ao 1050 % ®min sasenenoi kKinbkocti | 100,1 %
MOXCH(DIOKCAIY B-OARiN TabneTHi
T | Assay 95.0 % to 1050 % of the labeléd amount of | 100.1 %
Moxifloxacin per tablet
Mixpobidriortuna unctoTa 3aranene wucio  aepofEMX  MiKpoOpTaHismis
(TAMC) — né 6insme 103 KYO/r ' < 1000 KYO/r
3aTasibHe YHCIO APIAKOBHX Ta TUTiceHeBHX. rpubis -
(TYMC) - se 6inpe 102 KYO/r < 100 KYO/r
Bincyrnicts Escherichia coli B 1 r npenapary Bincytus
8 | Microbiglogical purity Total aerobic microbial courit (TAMC):
' NMT 10° CFU/g < 1000'CFU/g
Total combined yeasts/moulds (TYMC):
NMT 10? GFU/g. ' ' <100 CFU/g
Escherichia coli must be-absent per g. Absent

BHCHOBOK: / CONCLUSION:

ITpogykr BHroToBNEHO,, YTAKORAHO Ta MPOARANI30BaHO 3Ti/IHO 3 BUMOTaMH PEECTPALIHHOrO NOCBIAYEHAA,
The product is manufactured; packed and analyzed as per requirements. of Registration Certificate.

Binnosinae crannapram ra Bumoram GMP.

It complies with GMP-standards and requirements.

Jlinengis Ha BUPOGRALITEO MiKAPCHKUX 3aC06iB:
Licence for medical products:production:

Ceprugirar Ne 009/2020/GMP
Certificate No, 009/2020/GMP
Cepia AB'Ne 598054

Bitch AB No. 598054

«TIENGAPM
JATHs
laeHmblkauiHI:
ko4 20075891

an

; q
CEPTU®IKATIE

EP/0150/21

Crop./Page Ne: 2:3/6f3.
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Kuisenka dinig K . TOB «Kycym ©aps»

TOB «Kycym ®apm» Vipaina, 40020, m.Cymu, syn. Cxpabina, 54
Yrpaina, 02092, v:Kuis, Ten.: +38(0542) 77-46-10, paxe: 77-46-11
By, ANIMATHACEKR, 58 g emp e-mail: info@kusumpharm.com
Tein.: +38(044) 495-82-88, tpaxc: 495-82-87 &ﬁm Fharm s

i’ 33c8ingyio, o Hasexena BHILE THQOpMatis € A0CTOBIPHOMTA TogROI. [liocepito NpoyxLil Gyno sipotneHo (eRrdeharcun’ ARHA/ MBPRPARIHA) T4
NPOBENEHD KOHTPOND 1T AKOCTE A Bmesa3faueHift Rimbmii y noBHijt pimmoBigEoct 3. sumoramn: GMP, sctancriicniis i :
‘rako- BiAnosigno Ao cncundikenid; wo micTaTea y peecrpamifivoMy Aok 260 Toprosil AiueRiH Kpalnn-B AR Al ity

NpoNyKIiG iMGpTOsaHD, 860y A0CKE crieundikauifi HA: NPeNpaT. 1% IOCTTKYRRHOFO MikapChkoro.sacaby. IpoTokoyfkpebemigaas A9 ARanizis
BYJ10 NEpergAKYTO TA BCTAROBEHO. BIANIOBiTHicTs GMP, ' : ' &

I'hereby confirm that the above mentioned information.is. authentic ind-aceprate, This batel of the:product wais maniufasty Rl e hakinig) and
its quality control was performed at the site mentioned above in full concordance with the requifemenits.of’ GMP imposed by 1' # o1l 43
according. iv' the spegifications -included in the' registration-dossier or the: trade licence: of g manufacturer country or-importing:
imporied, or in the dossicr of product specifications for ihe examined drug product, The protocols of manufachiring, packing and analyses
approved ifi complying with GMP.

the pro:duel was
cre reviewed -and'

JTHAEADAPM
_JlTIE»:u .

| AHH
m:rﬁlgogssm

e
CEPTOIKATIE

Ximix-ananitrg Aaz. mabopatopisio BKS | Hanansnwk BKS VnosHosakena ocoba
Analytical Chemist QC Lab In-charge .QC Head Qualified Person

Ty’ a/Name: Leenettero H 4. qu.:am@wm@ 794, Pﬁﬁ'r" l%\“\h z/%éfzwﬂg%&f&?/ "g,,/ |
Tianuc/Signature: (j&; : S Cpd Oﬂw (}éﬁlﬁf&fm{ﬁ% '

| Hera/Date 1/ 08 s vfe3’a, il 63l sfer T

FP/0150/21 . Crop./Page Ne: 3 3/of 3
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Binnosinae crannapram ra Bumoram GMP.

It complies with GMP-standards and requirements.

Jlinengis Ha BUPOGRALITEO MiKAPCHKUX 3aC06iB:
Licence for medical products:production:

Ceprugirar Ne 009/2020/GMP
Certificate No, 009/2020/GMP
Cepia AB'Ne 598054

Bitch AB No. 598054
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Kuisenka dinig K . TOB «Kycym ©aps»

TOB «Kycym ®apm» Vipaina, 40020, m.Cymu, syn. Cxpabina, 54
Yrpaina, 02092, v:Kuis, Ten.: +38(0542) 77-46-10, paxe: 77-46-11
By, ANIMATHACEKR, 58 g emp e-mail: info@kusumpharm.com
Tein.: +38(044) 495-82-88, tpaxc: 495-82-87 &ﬁm Fharm s

i’ 33c8ingyio, o Hasexena BHILE THQOpMatis € A0CTOBIPHOMTA TogROI. [liocepito NpoyxLil Gyno sipotneHo (eRrdeharcun’ ARHA/ MBPRPARIHA) T4
NPOBENEHD KOHTPOND 1T AKOCTE A Bmesa3faueHift Rimbmii y noBHijt pimmoBigEoct 3. sumoramn: GMP, sctancriicniis i :
‘rako- BiAnosigno Ao cncundikenid; wo micTaTea y peecrpamifivoMy Aok 260 Toprosil AiueRiH Kpalnn-B AR Al ity

NpoNyKIiG iMGpTOsaHD, 860y A0CKE crieundikauifi HA: NPeNpaT. 1% IOCTTKYRRHOFO MikapChkoro.sacaby. IpoTokoyfkpebemigaas A9 ARanizis
BYJ10 NEpergAKYTO TA BCTAROBEHO. BIANIOBiTHicTs GMP, ' : ' &

I'hereby confirm that the above mentioned information.is. authentic ind-aceprate, This batel of the:product wais maniufasty Rl e hakinig) and
its quality control was performed at the site mentioned above in full concordance with the requifemenits.of’ GMP imposed by 1' # o1l 43
according. iv' the spegifications -included in the' registration-dossier or the: trade licence: of g manufacturer country or-importing:
imporied, or in the dossicr of product specifications for ihe examined drug product, The protocols of manufachiring, packing and analyses
approved ifi complying with GMP.

the pro:duel was
cre reviewed -and'
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Ximix-ananitrg Aaz. mabopatopisio BKS | Hanansnwk BKS VnosHosakena ocoba
Analytical Chemist QC Lab In-charge .QC Head Qualified Person

Ty’ a/Name: Leenettero H 4. qu.:am@wm@ 794, Pﬁﬁ'r" l%\“\h z/%éfzwﬂg%&f&?/ "g,,/ |
Tianuc/Signature: (j&; : S Cpd Oﬂw (}éﬁlﬁf&fm{ﬁ% '

| Hera/Date 1/ 08 s vfe3’a, il 63l sfer T
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TOB «Kycys Papary

Yepaiua, 40020, s, Cymu, Byl ( spadina, 54
Ten.: +38(0542) 77-46-10, Quny; 77-46-11
e-mail: plant @kusum.ua

W wkusum.ua

CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

7

Registration Certificate No.:

TepMin-ail go / valid to 23,04.2025

Hazea nponyxry: ATOBAKCS, rabnerku, BKpHTI nRiBXOBOIO 060 10HKOM0 i
Naume of product: ATOVAX®, film coated tablets |
Cuna nii: Moxkcagrokcauuty riapoxnopua y nepepaxysaHHi Ha Mo KeHIoKCalMH — 400,0 Mr |
Strength: Moxifloxacin hvdrochloride equivalent to moxifloxacin — 400.0 mig _ I
Cepist Ne / Batch No.: SAUI002 Pum'ip_‘yrraxqskn / Package size:  NoS (5x1) }
Pecerp. Ne/ A.R.No.: FPI0217/21 Tun ynakosk / Pack type: Bnicrep / Blister 3
Poamip cepii / Batch size: 100.000 1a6/tab )_;{a'ijﬂpn_r‘_ofqm?unz / Mfg, date:  03.2021
Kin-16 ynaxonox / No. of packs: 20 000 ’I‘c}ph{iﬁ.npkﬂamocﬁ /Exp, date: 022023
KpaiHa / Market: UKR

: ™ . &
Peccrpaniiive nocsinuenna Ne: UA/18049/01/01

Ne /iy Ha3sna aHanizy 'Cueuuﬁxika_uiﬁ Peayianraru aﬁa.'::iay
Sr. No. Test name Specification Test result
Onuc Tabnerxy, BRPHTI, IWHBKOBOH 050N0HKO0, POXKEBOID Binnorinae
KOMBODY, KANCYNOBHAHO! apMy, rnamd 3 obox f
1 i ' !
Description Pink colored, film coated, capsule shaped tablet, | Complies ,
Plain on both sides i
Luewmdixagin: _ ' o N
Moxcmbmkcammy.rinpoxnopﬂn A. Ha xpomatorpami sunpoGoRysanoro Pa3urHy, | Bianosigac :
oncpxanif Yy punpoSymanmi  «Kinexicie
BHIHAYCHHSY, MAC YIPHMYBAHHA OCHOBHOPO Oika ;
Mae criBnapaTH 3 gacou YIpuMysasia OCHOBHOID
mika Ha XpOMaTOrpaMi pOSUHEY TOPIBHAHHA
Tutany nioxeng B. Onpasy x 3'saaserscs :3a6apenensn Big ®osToro | Bignosiaae
A0 KOBTYBATO-YEPROKONO KOILOPY )
2 3aiza okcHa YepBOHHIL C. 3'snnaeTsea TeMHO-yepBOlte 3a6apsenHs Biznosinae
Identification: o ) .
Moxifloxacin hydrochloride A.In Assay, the principal-peak:in the chromatogram | Complies
obtained with the fest solution has the same retention
ime as the: principal péak i the chromatogram
obtained with tiie‘d‘itﬁxidardéﬁlil@n
Titanium dioxide B. A yellow o yellowish réd colour develops | Complies
‘ imfnediately _ '
Iron oxide red C. A deep-red color develops Complies
Po3manauns He:Ginsme 15 xshann 6 xB 45 cex
3 | Disintegration NMT 15 mimutes 6 min 45 sec |
Posuvrenns He memme B0 % (Q) six sassnenoi ximexocd | 10] %
MOKCHIIOKCRIMHY 32 30 XBiunni
4 Dissolution NLT 80 % (Q) of the: labeled amount of Moxifloxacin 101 %
in 30 minutes . T
- 2
W 2y g s ) A
FP/0217/21 v // Crop/Page Me: | 3/of 3
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Ans

TOB «Kycys Dapst» \\1’

i . = CEPTH®IKATIR
Yrpaina, 02092, M. Kuig, \\/&/
BYA. AIMaTHHCBKE, 58 RN

Tea. +38(044) 495-82-88, draxc: 495-822
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TOB «Kycym ®apan

Ypaitia, 40020, a.Cymu, Byn. Ckpstina, 54
Ten.: +38(0542) 77-46-10, darc:77-46-11
e-mail: plant@kusim.ua

www.kusum.ua

[ n/n Haissa ananizy Crientudivcayin PeayanTati anatizy
Sr. No. Test name Specification Test result
OnsopiasicTs go3joranux AV< L1 (L1=15,0) 4,1 ‘
5 OAMHHLL
Uniformity of dosage units AV<LI (L1=15.0) 4.]
CynpoiTHi AoMillsy Moxifloxacin related compound A —
te Binsuie 0,20 % He sisinneno
Dimethoxymoxifloxacin — ue 6insie 0,20 % 0,003 %
Ethoxymoxifloxacin —He Ginsime 0,20 % 0,001 %
Isomoxifioxacin — ne Gimsme 0,20 % 0,009 %
Hydroxymoxifloxacin — xe Ginswe 0,20 % 0,005 %
Byne-sika inwa ommuusdsa necnenudixopana :
Aomimka — e Ginble 0,20 % 0,060 %
. Cyma Ziomiuox — ve 6inbie 1,0 % 0,094 %
Related substances Moxifloxacin related compound A: NMT 0.20 % ND
Dimethoxymoxifloxacin: NMT 0.20% 0.003 %
Ethoxymoxifloxacin: NMT 0.20 % 0.001 %
Isomoxifloxacin: NMT 0,20 % 0.009 %
Hydroxymoxifloxacin: NMT 0.20 % 0:005 %
Any other individual, unspecified impurity:
NMT 0.20 % 0.060 %
Total impurities: NMT 1.0 % £.094 %
KinbkicHe Bu3Haucnis Bix 95,0 % s0 1050 % »ia sasenetioi xinskocti | 99,2 %
MoxcHdnoKcawy & opHil TabneTui
L Assay 950 % to 1050 % of the labeled amount of | 99.2 %
Moxifloxacin per tablet
Mikpobionorigna wictots 3aramede  uHCnO  AcpoBHmx MikpoopraHisMis
(TAMC) — ue 6insume 108 KVO/r < 50KVO/r.
3aranmbHe 4HCNO JPiH/DKOBIX Ta MniceHeBux rpubis ,
(TYMC) - ke Ginsme 102 KYO/r < 10 KYOir
Bincyruicts Escherichia coli s 1 uperiapary Bincyras
8 Microbiological purity Total aerobic microbial count (TAMC): S
NMT 10° CFU/g _ <50 CFUlg . -
Total combined yeasts/moulds (TYMC): 2
NMT 10? CFU/g, <10 CFU/g
Escherichia coli must be absent per g. Absent

BHCHGOBOK: /CONCLUSION:

IponyxT BATOTOREEHD, YaxosaH0 Ta NPOAHANIIOBAHO 31

AHO. 3 BUMOTaMH PEeecTpatifiHOro NOCBIAYCHHA.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Bianosinae.crainaptam Ta Bimoram GMP,

It complies with GMP standards and requirements.
Jlinensia na BupOGHHUTRO NiKaPChKIHX: 33COBIR:
Licence for medical products production:

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

Cepin AB Ne 598054
Batch AB No. 598054

FPr0217/21
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Kitiscora dinis

TOB «Kycys dapyy

Yxpaiua, 02092, m.Kuis,

BY, AAMATHHCHKAE, 5§

Ten.: +38(044) 495-82-8%. daxc: 495-82-87

TOB «Kycynt @apmy

Ykpaina, 40020, M.Cymy, vyn. Cxpadina, 54
Tean.: +38(0342) 77-46-10, thaxc: 77-46-11
e-mail: plant@kusum.ua

www.kusum.ua

Kousure Phari

Llm 2 3acaiauyio, mo raneacks anuc inpopMallia € AOCIORIPHOIO Ta ToNHOK:. 110 cepio npoliykuil Gyne BapabiicHo (BRNHOHRIONH NAKYBE HHA/MAPKYRARHA) T3
TpoBeselo KOHTPOM 1T AKOCT] 1a BHICIAANASHTH INCHHULLY MORKIN BIAMOBIAHOCT 3 BHMOIAMI GMP, scranoBnerHMs MICHCEHM PETYIITOPREM OPraso, o
TEKOK BUAMOBIAMO Mo cReusikamii, Wwo MicTaTcs ¥ peccTpaniitnosy nocke aBo Toprowiii ninewsil kpaiHi-sHpoBinka AGo KpaiHA-iMIopTepa, KL
UPOAYKUIR IMIAOPTOBAHY, 800,y NOCKE CHELHPIKAA Ha HipsiapaT A ADCAIDKYBIKOrO Nixaperkoro 3acoby. Mpotoxomu BupobARLITES, Nakysanas T3 amanilia
Syno neperasityto 1a setanonnexo BianoBinicTs GMP.:

[ hereby confirm that the above mentioned information i5:authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality control was performed at the site mentioned abovéin full concordance with the requirements-of GMP imposed by local reguiatory suthority as well as
according 10 the specifications included in the -registration dossier or the trace licence of a manufacturer country or importing; eountry i the product was
imported, or in' the dassier of product specifications for the éXamined drug product. The protocols of manufacturing, packing and-analyses were revicwed and
approved in complying with GMP,
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CEPTH®DIKAT AKOCTI

CERTIFICATE

OF QUALITY

renTHGIE
KO

AT
1 oA

i Hasma npoaykry:
i Name of product:

ATOBAKCS®, rabnerkn, Bk

PUTI MNIBKOBORK 0BONOHKOIO

ATOVAX®, film coated tablets

¢ Cunna ait:
~ Strength;

Mokcudnokcaunsy rinpoXopHa y nepepaxyBaHHi Ha MOKcH{uokcaurH — 400,0 Mr
Moxifloxacin hydrochloride equivalent to moxifloxacin — 400.0 mg

Cepist Ne / Batch No.: SAUI003 Posmip ynakoskn / Package size:  Ne5 (5x1) r
. Peecrp. Ne/ A.R.No.: FP/0417/21 Tun ynakoskn / Pack type: Bnicrep / Blister |
Posaip cepii/ Batch size: 100 000 rab/tab Hata eiurotosnenus / Mfg. date:  05.2021
. Kin-te ynaxosok / No. of packs: 20 000 Tepmin npupatuocti / Exp. date:  04.2023
I » f
‘F Kpaina / Market: UKR |
- Peectpauifine nocsityenus No: Ry o .
1 s : R A/18049/01/ N va 104,202
| Repistration Certificite No.: UA/18049/01/01 TepMiH Aii fo / valid to 23.04.2025
Ne n/n Hasga aunanisy Cneundirauin PesyanTaTn ananisy
Sr. No. Test name Specification Test result
Onic Tabnetxy, BxpiTi WIiBKOEOIO 060NCHKOIO, poxkeBoro | Bimnorinae
KONeOpy, Kancynosuauoi Qopan, rmanki 3 oBox
| CTOPIH
Description Pink colored, film coated, capsule shaped tablet, | Complies
plain on both sides
[ [nentudikaiis:
I Mokcudnokcawsny rinpoxaopun | A, Ha xpomatorpami sunpoGosyBaHoro posunny, | Binnosinac
; ofepaaHiii y BunpofyBaHHi «Kinekicre
BU3HAYEHHA», Hac YTPHMYBAHHS OCHOBHOIO Nika
Ma€ CriBnaZaTH 3 4acoM YTPHMYBAHHS OCHOBHOTO
Mika Ha XpOMaTorpaMi po3uMHY NOpiBHAHHS
Trurany aiokcua B. Onpasy w 3'senserbes 3abapsnenys 8ix sxosToro | Bianosizac
A0 KOBTYBATO-4YEPEOHOTO KOJEOPY !
5 3aniza OKCILA YepRoHil C. 3’4BAETHCS TeMHO-4epBOHE 3a6apBIICHHS Binnosinae
Identification:
Moxiflexacin hydrochloride A. In Assay, the principal peak in the chromatogram | Complies
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution
Titanium dioxide B. A yellow to yellowish red colour develops | Complies
immediately
Iron oxide red C. A deep-red color develops Complies
Poznananns He Ginsuie 15 xpunusg G xB 32 cek
| -
| # Disintegration NMT 15 minutes 6 min 32 sec
PozunHerus He wmenwe 80 % (Q) sim 3ammnenol kinbkocti | 100 %
MokcHokcalliHy 3a 30 XBunun
4 . . . .
Dissolution NLT 80 % (Q) of the labeled amount of Moxifloxacin | 100 %
in 30 minutes
— ﬂ
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TOB «Kycym Dapa»
Yipaiwa, 02092, y. Kuis,
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© Mo r/n Hassa anamisy Creundgirauin WHHMB\
J Sr. No. Test name Specification est result
ONHOPIOHICTS NO30BAHHX AV<LI (L1=15,0) 1,1
| 5 0NN HULDL
Uniformity of dosage units AV<LI (L1=15,0) Ll
| Cynposiani nomimky Moxifloxacin related compound A —
He Ginbe 0,20 % He susBneno
? Dimethoxymoxifloxacin - ne Sinsuze 0,20 % 0,003 % |
Ethoxymoxifioxacin — e Sinbue 0,20 % He Buasneno !
Isomoxiflexacin — He Binsine 0,20 % He Bussneno |
Hydroxymoxifloxacin — ne 6insime 0,20 % He Buseaeno |
Byne-sika inma onsuuyna Hecneungikopana
AoMimka — He Binsiue 0,20 % 0,038 %
6 Cyma nomimok ~ ne Gimbiue 1,0 % 0,066 %
Related substances Moxifloxacin related compound A: NMT 0.20 % ND |
Dimethoxymoxifloxacin: NMT 0.20 % 0.003 % |
Ethoxymoxifloxacin: NMT 0.20 % ND ! I
Isomoxifloxacin: NMT 0.20 % ND !
Hydroxymoxifloxacin: NMT 0.20 % ND |
Any other individual, unspecified i impurity: 5 |
NMT 0.20 % 0.038 % ;
Total impurities: NMT 1.0 % 0.066 % "
Kintxicne Bu3nauenns Bin 95,0 % 1o 105,0 % iz sassnenol xinbroct] 99,4 % ‘
MOKCHGNOKCAlMHY B OAHIH TabneTi]
! Assay 950 % to 1050 % of the labeled amount of 99.4 %
Moxifloxacin per tablet
Mirpobionoriuna uncrora 3aranbHe  umcno  aepofhux MiKpoopraHizmie
(TAMC) - ne 6inswe 103 KYO/r < 1000 KYO/r
Jaranphe wHCAO APIKIKOBILX Ta NAICCHEBIX rpudis
(TYMC) — ne 6inswe 10?2 KYOQ/r 100 KYO/r
Bincytuicrs Escherichia coliv | r npemapary Bincytns
5 Microbiclogical purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g <1000 CFU/g
Total combmed yeast/moulds (TYMC):
NMT 10° CFU/g <100 CFU/g
Escherichia coli: must be absent per g Absent

BHCHOBOK: / CONCLUSION:

Hponykr surorosneno, viakosano Ta NpOAHAMI30BAHO 3riAHO 3 BHMOTaMH PEECTPaLLiifHOTO OCEiAue A,
manufactured, packed and analyzed as per requirements of Registration Certificate.

The product is

Bianosinac craunapras ta pusoram GMP,

[t complies with GMP standards and requirements.

Jlivensia va BUPOGHHUTBO NikapceKiX 3ac06is:

Licence for medical products production:

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

Cepin AB Ne 598054
Batch AB No. 598054

FP0417/21

Crop./Page Ne: 2 3/0f 3
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NPOBCACHO KONTPOIE i SKOCTI Ha BHLIE3A3INAYLHITT ZiabHHUI Vv NOBHIT BIANOBIMIOCT 3 BIAMOrAMI GMP, peranosachsnil MiCles It peryARTOPHIM 0Prakoss, 4
TAKOX BIANOBIANO 1O cneundixauill, wo MicTamues y peectpauiiinomy 1ocee abo Toprosifi niuewsii kpaiun-BupoSHIKa ado Kpaiin-Isnoprepy, KO
POAYRUIK IMAOPTOBANO, 00 ¥ 10cke cneundikauiil na NpenapaT A4 J0CLTEYBAHOTO Nikapeekoro 3acofy. paTokonn supodiiiuTsa, NEKYBAHHA TiL a3k

[l 5 3aceingyio, mo naseaeHa eiine indopMaiis © NOCTOBipHOK Ta TouHoH. Lo cepito npoaykuii 6y10 siposaeHo (Bxaouatd AINAPKYBUITIA) T / i
i
I

GyI10 NEPEriLHyYTO 1a BCTAHOBACHO BIANORINICTH GMP. !

I hereby confimn that the above mentioned information is awthentic and accurate. This batch of the product was manufactured (including packing/marking) and il
its quality control was performed al the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory authority as well as
dccording 10 the specifications included in the registration dossier or the trade licence of a manufaclurer country or importing country if the product was
imported. or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP,
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i Ximik-ananitik /3aB. maboparopieto BKA | Hayanshik BKS {YnosHoBawena ocoda i
Analytical Chemist T QC Lab In-charge QC Head Qualified Person A
In’a/Name: Chen o p Croreans 7.3, Paf]’“ \E.t)’“c‘h /%Eﬁ/wfﬁ: S 20|
: B
Mianuc/Signature: A = /(_—}MI l/\«\\v = |
5 g - . ) j
Jata/Date; oslee/ R/ of {"‘DG;'I;EJ C‘S\ Q Q |Q] 08/05/27 .
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