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U
JEPKABHA CJIYJKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMMHA Y KHIBCHKIA OBJIACTI

npos. Ceitinunynoi Hanii, 3, Mm.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
PO SAIKIiCTH BBE3€HOI'0 B YKpaiHy JiKapcbKoro 3acody

26.10.2023 Ne 48021/23/10

MOKCETEPO

(naliMEHYBaHHA NIKapChKOro 3aco0y 3TiZHO 3 peecTparifHUM TOCBIAYSHHIM)
Ta0J1eTKH, BKPUTI ILIIBKOBOIO 00010HK010, 10 400 Mr; mo 10 Taéaerok y 6.aicrepi; mo 1
OJiicTepy y KapToHHiii KopoGui

(dopmMa BUITyCKy, JO3YBaHHA, BUJ| MAKYBaHHA JIIKaPCHKOro 3aco0y)

Homep peecrpauiiinoro nmocsiguenns UA/15685/01/01 crpox xii peectpauiittoro moceinuenns 01.01.2099
Cepis nikapcekoro 3aco0y Ne MXF23015D KinekicTh BBE3eHOTO sikapchkoro 3acoby 780

Bupo6HuK ['erepo JIa63 Jlimiren, Iumis

(HaliMeHyBaHHS BUPOOHMKA JTiIKapCHKOTO 3ac00y, KpaiHa IIOX0KEHHS )

Bsesero B VkpaiHy Tosapucreo 3 00MexkeHo10 BinnoBizaanHicTio "AMAPOKC
IOKPEUH JIIMITE/J", inent. xon: 43687709

(HalimenyBanHA Ta koA 3a €JIPIIOY 1opuauuHoi 0cobu aGo npissuie, imM's, o 6arekoBi QizHuHO]
ocobu - manpuemis, il Miclie MPOKMBAHHA Ta peecTpauiiinuii Homep 061ikoBoT KapTKU IUIATHHKA
MOAATKIB abo cepis Ta HOMEp MacmopTa)

Iporokon BisyansHoro kourpomo Bix 11.10.2023 Ne 3068/2.

JlabopaTopHuii aHami3 AKOCTI JTiKapCBKOTO 3ac00Y 3iHCHEHHMI:

HI1 "LlenTpansua naboparopis 3 aHani3y SKOCTi JiKapChKUX 3aco6iB i MEAUYHOT MpoayKiii”
(M.Kwuis, Byn. Kyapasceka 10r m.Kuis, Byn. Kyapseceka 8B Kuischbka o6macts, ¢. Hosi [etpiBi,
ByJ. IBana ®panka, 19)

(naiiMeHyBaHHS Ta MiCLIE3HaXO KEHHS JTabopaTopil, 1o Nposena nabopaTopHuii aHasi3 AKOCTi )

BHCHOBOK IOAO AKOCTI JiKapCHKOro 3acoby, Bumanuii nabopatopiero Bin 24.10.2023 Ne 1966

PesynbraTy nabopaTopHOro aHasizy AKOCTI JIiKapChKOro 3aco0y 3a NepeBipeHUMMH MOKa3HUKaMKu BIANOBIAAIOTH
BUMOTaM METOIB KOHTPOJIIO AKOCTI (aHAJITHYHO-HOPMATHUBHOI IOKYMEHTALLiT).

3a pesynpTaTaMH AEPKaBHOTO KOHTPOJIIO BCTAHOBIEHO, IO JIIKapChbKUi 3aci6 BBe3eHO B YKpainy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA LIOAO 3a0€3NMeYeHHs AKOCTI JIIKAPCHKHUX 3ac00iB.

Ipuna ITAJIAMAP

(ininiany Ta npissuine)




HETERO LABS LIMITED /%

{UNIT - V) SEZ [UNIT-}
“Hetero Corporate”, 7-2-A2, Industrial Estates,

H ETER Sanath Nagar, Hyderabad - 500 018, T.S, INDIA.

Tel: 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250,
e-mail : contact@hetero.com,

CERTIFICATE OF ANALYSIS

CEPTH®IKAT SIKOCTI
Certificate No.: Page 1 of 4
Ceprndixar Ne: S5FF23008513 Cropiaka 13 4
Product name: | MOXETERO Manufacturing country: | India
Hassa nponykuii: | MOKCETEPO Jepxapa-supodnnk; | Inpia

Pharmacentical form: | Film coated tablets
Jlikapcska dopma: | Tabmerxu, BxpATi NNIBKOBOIO 06 0JMOHKOIO

1 tablet contains: moxifloxacin hydrochloride equivalent to moxifloxacin 400 mg

Strength/potency: 3 . )
. I Tabnerxa micTiTh: MokcH)IOKCANMHY TiAPOXJOPHAY EKBIBANENTHO MOKCHNOKCAITHIY
Cuna pil/akTneicTs: 400 mr

Type and size of | 10 tablets in a blister; 1 blister in a carton bex with labelling in Ukrainian language
packaging:

Bun i posmip | Ilo 10 TaGnerox y Guicrepi; mo 1 6nicTepy y kapronniit Kopobui 3 MmapkyBanuam
YNAKOBKH: | YKPATHCBKOI MOBOI

Batch No.: MXF23015D Batch Size: 1000 packs
Cepin Ne: Poamip cepil; YNakoBoK
Mfg. Date: 06/2023 . ‘ Expiry Datu.::: 05/2026
Hata supoSnuuurea: JaTta 3akinsenns tepminy npuaaTHocti;
Rﬂglsttatmn Ce.rtlficate: UA/15685/01/01 Val:d upto: | Unlimited )
Peccrpaniiine noceinuenus: HiticHe ao: | Heofmexennit
) Manufacturer name: | Hetero Labs Ll'ml-ted L!ccns? No.: S0/MN/AP/2009/F/R
Haitmenysauna pupoéunka: | Ferepo Jla63 JlimiTen Jlinenzia Ne:

Location: | Unit-V, Block V and V-4, TSIIC - Formulation SEZ, S. Nos 439, 440, 441 & 458, Polepally
Village, Jadcherla Mandal, Telangana State, 509301, India
Micuesnaxomxenan: | ¥0nir-V, Baox Vi V-A, TCIIC - Qopmyaeiimn CE3, C. NeNe 439, 440, 441 i 458, Tloaenannai
Binemk, lxaguepna Maugan, Tenanrana Creiit, 509301, Innis

Conclusion on fronfirmatmn of GMP (‘jemficate No.: 024/2022/GMP Vi'l.lldli?': 08.02.2024
BuchoBok mono miaTeep poxenns ceprudixary HBII Ne: TepMin ain:

Analysis procedure results
PeiyabTaTH NpoBeAcHHs anaizy

Specification /
Sr.No Test / Honycrnmi mexi Result /
Ne 3/m | TloxkasHHK sKOCTi Release / Shelf-life / Pelyabrar
Ilpy Bunycky Ha Tepmin npupaTHoCTi
1 Description Pink coloured, capsule shaped, biconvex, film | Pink coloured, capsule shaped,
: coated tablets debossed with ‘80° on one side and | biconvex, film coated tablets debossed
‘I’ on the other side. with ‘80° on one side and ‘I* on the
Omic other side.
Tabnerkn, Bkputi nniskoBolo  ofononkolo, | Tabnerka, BKPHTI NJIIBKOBOIO
POXKEBOro  KOMbOpY, Kancynonozibuoi d¢opmu, | 000NORKOI0,  POXEBOTO  KONLOPY,
ABOOITYKA, 3 HanucoM «80» 3 oaroro Goxy Ta «I» — | kancynononi6uoi dopmu, ABoONYKNI, 3
3 iHIOTO. HanucoM «80» 3 oanoro Goky Ta «l» —
3 IHILOTO.
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Hetero Labs Ltd.
Factory : S.INo 439, 440, 441 & 458, TSIIC-Formulation SEZ, Polepally (

Jadcherla (M), Mahabubnagar {Dist) - 509301 INDIA www.hetero.com




HETER

HETERO LABS LIMITED

{UNIT - V) SEZ {UNIT-1)

"Hetero Corporate”, 7-2-A2, Industrial Estates,
Sanath Nagar, Hyderabad - 500 018, T.S, INDIA.

Tel: 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250,

e-mail : contact@hetero.com,

Certificate No.:
Ceprndixat Ne:

SSFP23008513

Page 2 of 4
Cropinka 23 4

2 | Identification
— HPLC method

—~ UV method

Inentndirkanin
—Mertox BEPX

— Metog YO

2.] The retention time of the
major  peak  in the
chromatogram of the sample
solution should correspond
to that in the chromatogram
of the standard solution, as
obtained in the Assay.

22The UV  absorption
spectirum of the sample
solution  should exhibit

maxima only at the same
wavelengths as that of a
standard solution.

2.1. Yac  yTpuMmyBaHH
OCHOBHOTQ nika H:l
XpomartorpaMmi BHNPoGOBYBa-
HOTO PpO3YHHHY BiANORINAC
yacy YTPUMYBaHH
OCHORHOI0 nixa H
XpOMAaTOrpaMi CTaAHRAPTHOr
PO3YHHY Yy BUOPOOYBaHHI
«KinbKicHe BU3HAUCHHAY,

2.2. Chnexrpu nNoOravHaHH4
BHNPOOOBYBAHOrO POIUUHY i
CTAHAAPTHOrO PO3UMHY
MAKTh  MaKCHUMYMH 33
ORHaKOBOI AOBKWHR XBUI].

2.1 The retention time of the major
peak in the chromatogram of the
sample solution should correspond to
that in the chromatogram of the
standard solution, as obtained in the
Assay,

2.2 The UV absorption spectrum of
the sample solution should exhibit
maxima only at the same wavelengths
as that of a standard solution.

2.1. Yac yTpuMyBaHHA OCHOBHOrO
nika Ha XpoMarorpaMi BRIIPoBORYRA-
HOTO  DO3YMHY BiJINOBimac uacy
YTPEMYBaHH® OCHOBHOFO [ika H4
XpOMaTOrpaMi CTaHAAPTHOTO PO3YHHY,
y BUIpo6yBanKi «KinbkicHe
BH3HAYECHA N,

2.2. Cnexrpy NOorn¥HaHHS
BHNPOOOBYBAHOr'O PO3UKHY i
CTaHAAPTHOTO PO3YHHY MAIOTh
MAKCUMYMH 33 OIHAKOBOI QOBXKUHH
XBHJI.

Poiunnenna

3 |Average weight 765.0mg+3 % 769.93 mg
_ (742.1 mg - 788.0 mg)
Cepenna maca 705.0Mrx3 % 769.93 mr
(742_1 mr — 788.0 mr)
4 [ Water content Not more than 6.0 % (w/w) | Not more than 7.0 % (wiw) | 4.5 Y%w/w
BmicT Boan He 6inbme 6.0 % (m/M) He 6inemie 7.0 % (M/M) 4.5 Y M/m
51 Uniformity Acceptance value (L1)
of dosage units not more than 15.0
4.6
OaHopigHicTL [Tputimanshe uncno (LL1)
N030BAHHX OAHHUIE He Dinslne 15,0
6 | Dissolution Not less than 75% (Q) of the labeled amount of
Moxifloxacin {Cy1H24FNsQy) is dissolved in 45 minutes | 97 %

He w™menme 75% (Q) Bim HOMiHambHOro BMicCTY

— Related compound-B
— Related compound-C
— Related compound-D
— Relaled compound-E
— Maximum single

mokcugnokeaunny  (CziH24FN3O4)  posunnsderbes
3a 45 xB 97 %
7 | Related compounds
— Related compound-A Not more than 0.20 % Not more than 0.20 % Not Detected

Not more than 0.20 %
Not more than 0.20 %
Not more than 0.20 %
Not more than 0.20 %

Not more than (.20 %
Not more than 0.20 %
Not more than 0.20 %
Not more than 0,20 %

0.03%m/m

Hetero Labs Ltd.

Factory : S.No 439, 440, 441 & 458, TSIIC-Formulation SEZ, Polepally (V),
Jadcherla (M}, Mahabubnagar (Dist) - 502301 INDIA




HETERO LABS LIMITED
(UNIT - V} SEZ (UNIT-1)
*Hetero Corporate”, 7-2-A2, Industrial Estates,

HETER Sanath Nagar, Hyderabad - 500 018, T.S, INDIA,

Tel : 91-40-23704923/24/25, Fax : 91-40-237049286, 23714250,
e-mail ; cantact@hetero.com,

Certificate No.; Page 3 of 4
Ceprudixar Ne: SSFP23008513 Cropinka 334
unspecified impurity Not more than 0.20 % Not more than 0.20 % Not Detected
— Total impurities Not more than 1.0 % Not more than 1.5 % 0.03%m/m
Cynposixni pominikn:
— cynposigna poMiwka-A | He 6inswe 0.2 % He binbiie 0.2 % He BusineHo
— cynposiana noMituka-B | He 6insie 0.2 % He 6inpiue 0.2 % 0.03
—cynpoeiana noMiwxa-C | He 6inbe 0.2 % He 6inswe 0.2 % He Bussneno
— CynpoBifaHa noMimka-D | He Ginbime 0.2 % He Ginnnie 0.2 % He Bussneno
— cynpoBigna goMimka-E | He Ginnuwe 0.2 % He 6inpme 0.2 % .| He BasBacuo
— OflHHHYHA
HecnenMbpikosana
AOMIILIKA He Binsme 0.2 % He 6inrme 0.2 % He BuaBaeno
— CyMa JIOMilllok He Ginpe 1.0 % He 6insie 1.5 % 0.03 %
8| Assay:

Each tablet contains:
moXifloxacin
hydrochloride equivalent
to moxifioxacin

- mg 380.00 — 420.00 390.35
— % Labeled amount 95.0-105.0 97.6

Kinbkicye BHIHAYCHNUH:
KoxkHA Tabnerka MICTHTS
MOKcHbnoKcayHRy
riApoxXIopHa,
€KBIBANICHTHO
MOKCH{pAOKcauuny
— MTI’ 380.00 —420.00 390.35
— % Bin HOMiRA/LHOTO 95.0 - 105.0 97.6
3HaYEeHH A
9 | Microbiclogical
examination
1. Microbial enumeration
{ests
—Total aerobic microbial
count (TAMC): Not more than 10* cfu/g Less than 10° cfuper g
— Total combined yeast
and molds count
{TYMC): Not more than 10° c¢fu/g Less than 10% cfu per g
2. Test for specified
Microorganisms;
Escherichia coli Should be absentin 1 g

Absent

MikpobGionoriuna
YHCTOTA

1. 3aranehe uncno
aepo0HUX MIKpOOPraHi3MiB
(TAMC): He Ginsme 10° KYO/r
3aranphe uncno
APDKIKOBHX Ta [J1iICEHEBUX
rpudis (TYMC): He 6inpuie 107 KV O/r
2. Bunpobyeanns
Ha OKpeMi Byau
MIKpOOpraHi3miB:
Escherichia coli MaroTs OyTn BiAcyTHiB 1 T Biacytui

Menmie 10° KYO/r

Menme 102 KYQO/r

Hetero Labs Ltd.
Factory : S.No 439, 440, 441 & 458, TSIIC-Formulation SEZ, Polepally {(V),
Jadcherla (M), Mahabubnagar {Dist) - 509301 INDIA www.hetero.com
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HETERO LABS LIMITED

(UNIT - V) SEZ (UNIT-I)

"Hetero Corporate”, 7-2-A2, Industrial Estates,
Sanath Nagar, Hyderabad - 500 018, T.5, INDIA.

Tel: 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250,

e-mail : contact@hetero.com,

Certificate No.:
Ceprudikar Ne:

SSKFP23008513

Page 4 of 4
Cropiuka 413 4

10

Identification
of colourant:
— titanium dioxide

A yellow-red to orange-red

A yellow-red to orange-red colour

colour should develop develops immediately
immediately
— iron oxide A red colour should A red colour develops which does

InenTudikanin

GapBHHKIB:
— THTAHY JIOKCUJ

develop which does not
disappear upon addition of
dilute hydrochloric acid

JabapBiieHHa Big KOBTO-
YEPBOHOIQ X0 OPAHKEBO-

not disappear upon addition of
dilute hydrochloric acid

3abapBieHHES Bil| )OBTO-YEPROHOTO
o OPaHXXEBO-YEPROHOTO

HEPROHOTD 1I0BHHHO NpoABNACTECA HETranHo.

— 3a1i3a OKCHA MPOSBUTHCE HETalHO.
[JoBunHo NPOSBUTHCH IlpoaBnserscesa ueproHe
YepBOHe 3aDapBICHHA, SKO 3a0apBNEHHY, AKE HE IHUKAE Nic/
He ©Oyae 3HHKATH MHichs JAOLABAHHSI PO3IBEILEHOT COJIAHOT
AONAaBAHHA PO3BEAEH O KMCJIOTH
COJIIHOT KMCNIOTH

Labeling Should correspond fo the requirements of MQC. Complies

MapkyBanus IloBuHHO BinmnoBigaTn BuMoram MK, Binrosinae

Packaging Should correspond to the requirements of MQC. Complies

HaxyBanHusn [loBuHHO BianoBigarn BuMoramM MK Bignosinae

1 hereby certify that the above information is authentic and gccurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the specification available in registration dossier. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Lum 2 3aceiouyro, wo nasedena suwye ingopmayin € docmoeipnoio ma mounoro. Lo cepilo npooyxyii byno eupobneno
(6KMONAIOYY NAKYEAHHA/MAPKYBAKNA) MA KOHMPOAb I AKOCMI HA GUIE3AZHAYEHTT euUPO6HUUiT OUIbHUYT NPOGedeHO y
nogHiu gionogionocmi 3 eumoeam GMP, scmarnosnenumu MiCyesum pezynamopHumM opzanom, a markosc €idnosiono 0o
crneyuikayii, wo micmumucs & peccmpayitinomy docve. Hpomoxonu BUPODHUYMBA, NAKYEAHHA ma aHanizia 6yno
nepezHymo ma scmanoaneHo gionogionicme GMP.

Name | Srikanth Reddy. V
Position of person authorising the batch release | AGM- Quality assurance

| Ilpizenute | Hlpikant Pepai. B
Hocapa ocofu, sixca Buaana fo3sia na sunyck cepii | AGM - I'apanTia sxecri

Signature of person authorising the batch release
" : BOL_— 00
A/?r’gf

Itipnuc ocobu, Axa BUAANA B03BIA HA BHOYCK cepii
07.09.2023

Date of signature
Hata ninnncannsa

Hetero Labs Ltd.

Factory : S.No 439, 440, 441 & 458, TSIC-Formulation SEZ, Polepally |

Jadcherla (M), Mahabubnagar (Dist) - 509301 INDIA www.hetero.com




