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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHATIGY N 21CP24100325
Product name / Haaea npogytuii: [llOVOX@-SUD THOBOKC®-500 : I
Pharmaceutical form / Rixapetxa thapma: l_ﬁlm coaled tablels / vaBnerxw, Bxpwsi nnisxosoio oGonorkcH j

Strenghipotency / Cuna alllaxmusnloms; [_500 mg {mr)
Type and size of packaglng / Big | poanip yn'auosmi & lablels In biister; 1 blister in a cardboard pack / no 5 vaBineton y Gricrepl; no 1 GricYeRy ¥ KepTOHHIA yrakcany]

. . . | 1tabletcontain; Levolioxacin hemihydrate Is equivalent to Levalloxacin 500 mg
Active substances / fiosl pesopiin: 1 vabnema Mictwms: Neaodnorcagn realrinpar exsisanexyHo neaprokcauumy 500 wr

Manufacturer / BupaBHix: Everfogen Life Sclences Limited / Eaepropet laiith Cacucua Nimiren
p

PlotNo: $-8, §-9, S-13/P & S-14IP TSIIC, Pharma SEZ, Green Industrial Park, Palepally {v), Jadcherla (M),
Address { Agpeca: Mahabubnagar, Telangana, IN- 508 301, indja

peca: MnoT He Ec-8, Ec-9, Ec-13M ra B4 Ti Ec Afi Adi Cl, dapua Ec | Jer, [k Ingactpian Iape, NMonenanni (Bi),
€iepna {Ew), Maxaty6uarap, Tenanrara, IH-509 34, IHgis

Registration cerdifiate / Peectpauiise noceiguenns: | UASI2673/01/01 —l Valid upto / Mificke go: | Unlimiled tenn!ueoﬁus;);éu-n_x‘; ) ]
Llcense No./ figensin Ne: | 70NITSI20147F/G |
Batthie/CeplaNe: | EDKz4104At | Baich 22 / Poswp cepit: | 10000 packs/ynax, |
Dale of manufacture / Jata supoSiinTea; L 052024 l Expiry date'/ Tepuin npugamos; LUSI?.GZS ]
Test Acceptable eriteria (atbatch realize) Result
HaiimeHyBanks noxasuasa Hpiiepil npuikATHOGT { Ha BHIYCK) Peaynbrar
Light pink to pnk wbued,hhvexml&sshaped,ﬁmmafed!abbtsmﬂrbred(mm ona sida
- and pein on fha oher side.
Bescription / Oy QaaneHi, geoonyknl TaSnarm, BRDIY nniskeatio ofonoukor Big CRITNO-NOKEEOM fio Compfies (Blanceiac)
[OXEBOLO KONLOPY, 3 NHIEK poanomy 3 ogHoro Goxy Ta rnagensil 3 iHworo Goxy
Identification / lnewmublvaniz )
The retention lime of the main peak in the chromatogeam oblalned with the sample
solufion shoud comespond to the refention time of levofloxacin pesk i the
- chromatogram obtained wilh standart solutian, -
L /Mesodnokcay Yac yTpuMysaHHA ocHoBHOMD nixy H2 xpowarorpamml BUNpoGYBAHORG posKHY Mac Complies (Bianoeiac)
CrIBN3AATH 3 YALOM YIPUMYEGHIA iy NEBAGNAKTAUMHY HA XPaMaTCrpamwi POMEy
ROPIBHAHHA,
Oddecfion/Owrgsarisa A red colour develops / Safiapanelsn poaviy B UEPBOHAR Konip Complies (Bianosiaac)
Tanfum dioxide/ Tvresy giowovn A orange-red colour develops / 3aGapenexns Do3HHy B NOMapaH-enc-4epsokui konip Complies (Bianoslgac)
Average welght / Cepennn Maca T450mg () +50% 73873 mg{mr)
Disintegration time / Poanananss Notmore than 20 min. He Ginbuwe 20 xa. 08 min. (xe.) 48 sec {cak)
gzgzgﬁz f;dzgsag: al’mso . According 1o the Phamacopoeia requirements / Bi,qnuél,uno A0 Braror dzpraronel 53
Dissolution f PosuHern Notless ihan 80 %(Q) in 30 minuies / He merwe 80 24(Q) 3 30 xaumay 97 %
Relaled substances / Cynposigei F.GEINITT
Individual unidentifieg impurity
IHnysiayankha kelneshivapana goxlig Not mate than 0.2 3/ He Ginwiwe 0.2 % 0.02%
Tolal Impurilies / Cyrsa gomiox Mot mare than 1.0 %/ He Binswe 1.0 % 0.06 %
. 480.0-520,0 mgitabl. (95,0 - 104.0% from the declared quantity}
Assay I KinekicHe Bisr et 480.0 ~ 520.0 nr/rabn. (96,0 - 104.0% 8i4 3aABneRoT KinakocTi} §15.1 myheb. {mrtrats)
Microbial contamination test/ MixpoGioncriytia wicTora
Tolal arobic mitroblal count/ 3aransHe uncng aepoBHKX Mikpoopranlizmia
Not more than 10 CFUfg / He Ginewe 109 KYOIr - <10 CFU/g (KYOrr)
HOVOXE-560, fim coated tablets 500 mghe 5 batch Ne EDK2400441 1off22
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HOBOHCE-500, Tabnary, axpuri nfo, no 540 Mrikh cepln Ne EDK24004A1
“1_'31::1! yeast and moulds fungi count /3aranere wicro Apixexosiy F nnicenssuy ke
Not mare than 102 CFUJ / He 6lmswe 102KY0) <10 CFU/g {KyOfr)
Escherichla coll Should be absent per { g { He ponycxaethe HareHlcs 8 11 npenapaty Absent (BiacyH)
CONCLUSION / BUCHOBOK .

Tha lesls are performed In acconfance with MGG of the manufacturer that approved by MoH of Ukralne.

In the cpinion &f the undersigned the sample raferred to above s of standard qualilyis defined In the MOC.

| hereby oartify that the above informalicn Is autients and aceurals. This balch of product has been manwaciured, Including packagingfiabeling and qualily control at the above-mentionad
slte in full compliance with the GMP requirsments of e local Regulalory Autharily and vith the specifization availzble In feglslration dossier. Production, packaging and analysfs prolocols
were teviewed and GMP compliance was confirmed,

BunpoGysanus npasepent slanosiguo R0 MKF supoBrika, o aaTeepprek Haxazem MO3 YipaTuy,

Jrigyo eucaosiy HIHMENTANHGEHOND, BHILESX3IaHMi 3230 MAE CTaHRApTHI RoxAIHKKY AvocT, nepenBavieni MKS.

Uunt R 3aceiguy, o Hacegena BUWS Judopnania & RocToslphom T Towo, Llio cepin nponyayT Gyno avpaGineso (BKMOVZI0W NakyBaHHAMAPkysasit) T2 ¥OHTPONb 1T RX0CTI Ka
BHLYER3HAMEHIA BupoBruin ainbiswl nposepeno ¥ NOBHI BIRR0BINAGCTE 3 BMoram GMP, BoTaroeneHMm MICUSEWM PEYIATOPHHM Oprano, 4 Taxok plaacsiaro #o cneyudikayl, o
MicTHTECA b peecTpayiinomy A0cse, Fipotokeny supabimLiTes, Aaryeakks Ta ananials Gyni neperniaHyTi - ecranopneso eignoslgHicTs GMP.

[ Pesson, authorizing the batch release/ Ocoba, Bignosigansaa aa BITYCK cepi ) l
P -
: | G. Srinivasa Rao ‘] [ Manager QA _l I | '%/ ] L 14-06-2024 —I
Name ! Mipiasnya Position { Mocana SlgAoturg [ Tilgms Dale of slgnatwre / Java mgnucaver
HOVOX®-500, film coaled tablets 500 mghe 5 baich Ne EDK2400441 2oll32
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