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. - BHCHOBOK o
PO SIKICTL BBE3EHOTO B Yepainy mxm;)cmm: o 3acoly
15,12.2029 Nu 098477/20/2¢
JEBOMAK
ficc - (nai‘z\lwysmmsr }ll[(ﬂ}}CBEc{}I“O jacoly erﬁﬂ 3 poeeTpariiiguM ITDCHLI.’{‘IL‘HKS]\'!) - i
Taoneum, m;plm MIHBKOE 010 -060/10HKe10; 110 500 MT, 110 S TabxercK y Gmcrepx, no 1
o - Gaicrepy B rewpronuiif yiawonui :

(hopma BHITYCKY, AOIYBEHHA, BHL TAKYRAMIA TiKapoLKoro 3a508y)

Homep peectpauiitoro nocsinsenns UA/8637/01/02 crpox uit peecrpawdifiioro nocsinyenis HeoOMemKH i

Lapm rixapeskoro sacedy No. EKLN2003A Ki]!l»i(i(:’i‘b BRE3EHOrO Nixapeskoro sacoby 144800

BupoGemk - Malmwac @apwawmrmam Jhisriten, Jumis o
- ) @ “{naliMenysanun wrpoBHiKd HKLpERKOF0 acoBy, KpaiHa NOXOAKCHILR)

Boeseto B Yrpainy ‘Topaprcerso 3 ofvemenow simrosipansnicro "MAKIEOIC

DAPMACBIOTIKAJLS JIIMITE", inewr. xon: 37554108

{(naiisenypanug ta xog sa EJIPIIOY wpnanuno ocabu afo npissnne, hi's, no Gareroni Glanunol

0COBH ~ MiARPHEMUE, 1T MICUE NpOARBAHHI TA peee pauiEnai nomep o0HEeROT KAPTIH ITHHRA
‘ nu,zm'fms a0 wpm T unmep rmcn(}pm)
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ﬂpoq oicon uis} ABHORO ROHTPOAI0 nin 09. 12, 202{13& 4011;’1 L - g _ e B o

JTaoopa"iopn:m anajily AkoeTi Nikapcbxoro sacoby siicHeHI:

TOB "Texnomad” (m.JInBis, By, Hanmna Anocrona, 2)
(sadimerypann 1a Mlcueskaxomments mdoparopit, 1o nposeaa saloparoprwit anaals skoerd)

Buchosox uiopo sxoeti nikapeskoro sacaby, srnanmli xaGoparopieio sin 15.12.2020 Ne 1517
Pesyaprars 1aGopaTopHOFo anaulisy AKQeTi MKApeLKero sacoy sa TIEPCBIPCHNMA TIOKA3HHKAMN m;mom, @RTh
~BUMOI (il ME—!O}I]E F\QHI]JOJHG ﬁI(OGTl-{'l‘ITﬂJ]]TK‘IHO’EOP‘U&T 1B EO] pile] K)’MEI{TﬂH”‘) B o T T RS e o

woma cewee

38 pesyNLTETAMYE mpmaﬁxo: KOHYTPOAY  BOTAHEBNEHD, Mo aikapehkAH  3acif  smeseHo B VEpalny 3
ao I})HMQIIHE!M Jg an@ﬁﬁéu“}}%‘sqgna wopo sabestienentia axocTi Aikapghiux 3aco0in. -

}:ﬁiﬁw ¥

/;( .;WKO;I&%OHO}IEHI{O

it “f/ o
{urtamse) 5 /r , {mmi b

-"J




BLEEHL

t

MACLEODD
T

CERTIFICATE OF ANALYSIS

't

b

red-brown celor, snzooth on both sides,

CEPTHOUKAT AHAJIM3A
I | Name of Product LEVOMAC FT-1191/20 2 | Manufacturer Country India
(Levofloxacin , film coated
tablets, 500 mg)
HaumerioBaHue JEBOMAK Date: 29/11/2020 locymapeTeo- WUnams
NPOAYKUMM. Nesodnoxcauur, 1abaerks, | Dava: 29/11/2020 NpoK3BoAKTENL
NOKPBITEIE ASHOUYHOH
ofionoukoi, no S00 mr )
3 | Registration Certiflcate 4 } Strength/potency of the 500 mg
No medicinal product
Haomep UA/R637/01/02 Cuna peticrous / 500mr
PErUCTPAUUOHKHOTO BKTUBHOCTb
YAOCTOBEPEHUA NEK3aPCTBEHHOID CPRACTBA
5 | Dosage Form film coated tablets 6 | Pack Size Ne 5 {5x1} in
blister in carton
box
NexapcreeHHas TaBNETKY, NOKPLITBIE NNEHOYHO N 0B0A0UKOR Pasmepn v TUN yNakoBku. Ne5 {Sx1) 8
dopma. Gaucrepe o
KaPTOHHON
yraKoBKe
7 | Packing Batch No & | Date of Manufacturing
Homep ynakosatHoli ELN2003A Jlata nponssoacTea 1072020
CEpHY
Packed Batch Size 724400 Tablets (144880 pacis) 9 | Date of Expiry :
Paamep ynakoBaHHo#H 724400 Tabnerox (144880 ynaxosok) Oata OKoHUEHWA CpOKA 09/2023
CEPMM. FOAHOCTH
10 | Name, address and license numbers of Mfg unit Macleods Pharinaceuticals Limited T
Plot No. 25-27, Survey No. 366, Premier Industrial
Estate Kachigam, Daman - 396210 (Phase [1),
India.
Mfiz. Lie, Ne DD/375, Ne DD/376,
HanMeHoBaHue, MECTOHAXOMABHKE W HOMEPE NULIEH3MH BCeX YHaCTKOE No Mukneosc dapmachioTskanc JInMurel,
NPOU3BOACTBY U KOHTPOAIO KaUecTea Mot Ne 25-27, Cropne#t Ne366, Tpemsep
Hugacrpuwr Hereitr, Kaunram, Jaman— 396210
(Pasa 11), Huaus.
[pousn. anensus Ne DD/375, Ne DD/376
11 | GMP Certificates No / Date 131/2020/C-344 Valid till 30.06,2021
CeprviduKarel cooTaeTcTBKA GMP ANA BCEX YYACTKOB NO NPOMIBOACTRY W 131/2020/C-344 Cpox peiicTans 30,06.2021
KOHTPONIO KauecTsa Ak (NP HaAMYMK) HOMEPa CChINOK 8 Baze AalHbIX
Eudra GMP
12 | Result of Analysis/ Pesayabratnl nposeaenun aHanuaa.
Sr.No, | Tests Specifications Results
Ne ni/n Mokasarenu Cneurduratma Peaynbrars!
1 Dcsc:ip{iuu Capsule shaped biconvex tablets, film-coated, | Capsulc shaped biconvex tablets, filin-coated,

red-brown color, smooth on both sxdcq

- -Ormcsume

Kancynosuaneie HABOAKOBBHIYKRIC
TAGHETICH, TOKPLITHE TIAEHOMHOH
000n0MKoiH, KepUHHeBO- KpacHore wusera,
raaikue ¢ o0eHx cTOpoH,

I(arscynommumc nnmmommywluc
TabNeTH, MOKPLITSIE  DJIEHOSHON
ofonoukol, xopruicno- KpacHoI'o UBeTa,
TNAAKHE C O0CHX CTOPOH,

Page 1 of 4

MACLEODS
PHARMACEUTICALS
LIMITED
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2 Identification Levotloxacin
Retention time of levoloxacin on the Complies
chromatogram of test end standard solutions
obtained during the Assay for Levofloxacin
must match
UV spectrum of analyzing and standard Complies
solutions should indicete maximum and
minimum at one and the same wavelength,
Titanium Dicxide
Appearance of yellow colouration Complies
fron Oxide
Formation of dark blue residue. Complies
Haewrnuxanus A, Jlesodnoxkcannn,
Bpema ynepkupanys ocHopHOTO NuKa pa | CooTsercrnyer
XPOMOTOrpaMmax HCTBITYEMOTO
W CTAHAAPTHOUG PACTBOPOR,
MONYUCHHLIX NPH  KOJHYCCTBCHHOM
OTIPEAEIIEHHH, NOKHO CORMANATS.
V@ - crierTp HCIBITYEMOrO | Coorserersyer
CTAHAAPTHOTO PACTLROPE HOTKEH
NOKA3HI0ATE MAKCHMYM H MUHHMYM NpH
OIHOH W TOMH K& JIHHE BOJHSI
Turana AHOKCHA,
O6pasosanye IKONTOTO  OKPAUTHBAHHA CooTeTeTRYST
Owenj smenesa,
OGpasosadie CHHErO OCAAKE. CoorBeTcTBYeT
3 Average weight 693,6 mg+£5% 688,79 mg
Cpeansist Macca 093,6T:5% 688,79 mr
4 Uniformity in | Not more than 2 of 20 tablets can have | Min:-146 %
weight deviation of more than £ § % from the average | Max: 1,97 %
mass and not a single tablet of 20 tablets
should have deviation of more than % 10 %
from the average weight, ]
Oanopoxuoers He Gonee 2-x w3 20 Tabnerok Moryt Mun: -1,46 %
SEECHS HMOTDh OTKAOHEHHE OT CPEIHEH MACCHl Maxc: 1,97 %
Gonee, vem Ha & 5 %, B HIK OfHA A3 HUX
HE JI0MKHA HMETh OTKIIOHCHHE OT
cpe/ieli maccel, Goace uem na £10 %.
5 Loss In welght of | Not more than 4 % (w/w} 245 %
drying
Horepn o macee e Gonee 4% (mim) 245 % -
npiy
o BLICY LM BRHIY
6 Dissobution Not ess than 75 % (Q) of tabeled amount of (1) 97 (2) 101 (3) 100
levofloxacin in 30 minutes () 101 (5) 95 " (6) 100
Pacroopenue He menee 75 % (Q) or sassiieHHOro (1Y 97 (2) 101 (3) 100
xonguecrna sesodroxeayna 3a 30 Muu (4) 161 (5) 95 (8) 100
; 7
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MACLEODD
I

Relnted substances Individual Impurity - not more than 0,20 % 0,041 %
Total mpurities - not more than 1,0 % 0,07 %
Conyrersyiogme Hiansuiyans ol HeR3secTHOR NPUMECH - He :
IpHAecH Gosiee 0,20 % 0,041 %
Cymma npusecedi - ue Gonice 1,0 %. 0,07 %
Restdual quantity of | Isopropyl alcohol « not more than 3000 ppm 85 ppm
organic solvents Dichloromethane - not more than 500 ppin 5 ppi
Qeraronnie Criupr Uzonponunonutit — ne Gonee 3000 ppm 85 ppm
KOJAHUeCTBA Juxnopmerau — He 6enes 500 ppm S ppm
OPTAHHYMECKHX :
paevoopureaci
Assay For Release:

From 475.0 to 525.0irg of the stated amount of | 497,62 mg
Levofloxacin (95,0-105,0% of the declared 995 %
amount)

For Shelf Life

From 450.0 to 525.0% of the stated amount of
Levofloxacin (90,0-105,0% of the declared
amount)

ICosmseeTaenoe
onpene/Icisne

[pu primycke:
O 4750 Mr a0 525,0 Mr neeodroxcandna b | 497,62 Mr
tabaerke  (95,0-1050 % or zasusnennoro | 99,5 %
KOBUMICCTRE)

Jind cpoKa FOAHOCTH;

Or 450,0 mr 10 525,0 Mr nesoduiokcannsa B
tabnerke (90,0-105,9 % ot zassnexuoro
KCOAHYECTDA)

Microbtelogical purity

The preparation is allowed:

Total number of aerobic microorganisms <100 CFU/g
(TAMC) not more then 10° CFU/ g

Total number of g'easi and mold fungi (TYMC) <100 CFU/g
not more than 10° CFU/ g
Escherichia coli is not allowed in 1 gm of drug. Absent

Murpouosoruticera
A HUHCTOTS

B npenapare fonycxaeres;
obuiee yueno aspolinsx MHKPOOPTAHIMOB

(TAMO) ne Gonee 10° KOE/r <100 KOE/r
O0uiee 4HCR0 APOKHEBLIX 1 [ICCHEBLIX

rpuGon (TYMC) - ne Gonee 10° KOE/, <100 KOE/r

He jonyekacres Escherichia colin 1 r

ITPEITAPATA, He oGnapy»xeno

Comments (if nny) -~

HommenTapuu {npu | -

HanU4Ku),

Application for
Certification

"I hereby certify that the above information is true and accurate. This series of products have been
produced (including packaging / labeling) and conducted quality control on the above mentioned stations
in full compliance with the requirements of GMP, set by the local regulatory suthority, and in

accordance with the specificazions contained in the registration dossier or trade license of the country of

the manufacturer or importing country if the products inported or file specifications in preparation for
the investigational product, Minutes of production, packaging and testing were reviewed and the
correspondence GMPy.,

4
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t [ 3anorenme o «3THM A NDATHEPHARK, UTQ npwsegen»inan BLIWE MHGOPMEUMA ABARETCA AOCTOBEPHON M TORKOM. DTy
cepTadMRaLAH. CEPHIO NPOAYKILMM BBIA0 NPOMIBEAEHO (BHAIONAR YNaROBRY / MapUPOBKY) W NPOBEAEH KOHTPOMb e
HaueCTB3 Ha Bbllie YKAIa-“HOM YuHacTKe & MONKOM COOTBeTCTBWM € TpebomaHuamu GMP,
YCTaHOBNBHHLIMY MECTHRIM PEIYARTODHLIM OPraHOM, @ TEKHE B COOTBETCTEMM (O CIRUUGUKALMAMY,
COAEPHAUMMNCA B PErUCTPALKOHHOM AOCHE WAK TOPTOBOR AMLEH3WK CTPAHbI-MPOU3BOAHTENA AN
CTPaHBI-UMTICPTEDE, BCAM NIPOAYKLMA UMIIOPTHPOBAHA, WAW B 0CkE Creuuduraumit Ha Apenapar AnA
WCC/IEAYEMOTD NEXKaPCTBEHHCTO cpeficTaa. IpOTOKO/bI NPOM3BOACTEA, YNAKOBKM K 3HBNU308 Oblaw
TIEPECMOTPEHDI U YCTAHOB/IRHS! B COOTRETTTRUE ¢ GIVIPY.
15 | Name and position / title of the person issuing the permit issue series / QapHIgg B AOMKHOCTL / SBARKE BUURBCTY PA3PCLICHHT
Ha BbIMYCK CEPUH.
Prepared by Checked by Approved by
Kamal Patel Vimal Patel Snehal Thakor
Executive - QC Dy. Manager - QC Sr. Officer I - QA
16 | Signature of the person issuing the permit issue series./ [ OANHCH JULA, BLIABIIETO PASPELIEn e Ha BLITTYCK Cephl,
s :}/ r\
17 | Date of Signing/ Jlava - ’ }
NOZITHCATIHS, -5 o{ll]20
S——
Page 4 of 4
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Topapucrso 3 0GMeRCUOI0
siznosimaapuicrno "TEXHOJABR"
JaGoparopin punpofysainsua

s Jnsis, sya, Hannna Anocroi, 2, ves /baie:

(032) 292-25-79, email: texnolab@gmail.com

Brenonpor moxo sroeri Ne 1517 Bin 15.12.2020

Haspa npenapary:

Pecerpauiitmaii ndsrep:
Bupoduuireso:

Homep cepil:
Busiyaeno

OrrepoRsino wine

Cynposlignii gorysen:

HaTe oagpwanug;
Bus RONTpoIno:

HAH, sinponiguo o axol
upoesoaAnBea 'aiiﬁ;ﬂ:h:

JIEBOMAK rabaergit, sprrl HAiskosoio 050I01K0I0, 11D 500 s ne 5 ralseror y
Gsrierepd; no 1 Gaictepy B kapronnill ynakosui

1511

Mawicose Gapmacsiomarane Sisiren, luais

L1L.NZ003A

T3O0 "MAKIEOAC APMACHIOTIKAS JUMITEJL, s Kuie, sya. Onercn
Jonbya, 37, Arresundt ciknan Nel, a, Kuis, syn. Osexen HonGywal?
Jlepianta cuyxba Y kpaiin 3 AIKapehrix 3aC00i T KOWIPOAIO 58 HapKOTHrBa
Jhwer Ne 10242-002.0.4/002.0/2-20 sin 10.12.2020 p;
10.12.2020 p.

11,12:2020

38 POITOPAKCHHIAN Jepusatineiyin (:s‘umn paxasy MOB Vepaing sin 29,0014 Ne
677 3 000 H3KOBHM TTPOREACHIAM anwiizy 3a noxastmsany "Denrudiranis”,
URinekicke susnasieHtn™)

MIG o PTT Ne UAMG3 740 1702, aating

Awrt sindopy apasxis pi

KinNbKicHa BUIRAMEHHS

[ToKkasHuKK Bumory HI | Peaynerats |
Onue Karicynonoaibii gsosxosunykni TaBneTen, BRpUTE NNIEKOBOIO Bignosinae
OBONOHKSI, KOPHHHEBD-1OPBOHOD KONBOPY, TNAAK 3 430X CTORIH.
LnedTidikauis 1. Nesodniokcaui: Yac yTpuMyBaKHA CCHOBHOTO DKy Ha Bignoeinas
XpomaTorpamax BunpoBonyseHoro | CTanaapTHOo posumus
OTPUMAHUX NPKU KINBKICHOMY BASHAMSHHI, NOBUHKI ChiBnagaTi.
2. Yd-cnekrp Bnﬂpoﬁoayaaﬂcro | CTARABPTHOTO PO3UNHY mMas Binnoaigas
NOKASYBSTH MAKCHMYM | MIHIMYM NPw OARIA | Y14 e [oBXIHE xBUNi.
3. Tutasy glokens: YTBoploeTscs wosTe 3alupeneHHa. Bignosinae
4, 3aniaa okeug, YTooplosThcs CHiA ocaa. Bignosigae
CepenHi Maca 893 6M 5% Binnosinae
688, 1 mr
OHHOPIRHICTL MBCH He Ginbiue 2-x i3 20 TalneTor MOXYyT> MaTh BifMneHHs BilX Binnosias

cepenHbol Macy Binswe, Kbk Ha 5 %, 1 WOAHE 8 HUX He NOBWHHE MaTH L2~ 15%

BiAXMNERHR BIA cepeanbol Maty Binbuie, Hix Ha 10 Y%

Nesodrnokcauuny: (80,0 % - 105,0 % eig sanpnetol kinekocti): 450,0 4981 mr/vadn

- 25,0 mrfrabn. 99,6 %
Ynakoska 3rigHo suMor MKH Bignosinae
MapryBasHR 3ripsio sumor MKA Bignosigae
BUCHOBIH:  Flepenipeusd apasor npenapary JIEBOMAIC wabneriy, BRPH ri risroRo ofosonkern, no 300 s no

5 rabnerok y Gaicrepi; no 1 Gnicrepy B KaprouHiif ynahcmu.:, Nu cepi BELNZO03A, nupolumuino
Marseose: apmacuiotaranc Jimiten, Tnaia ninsosizae susvoran MICH g6 PIT Mo UARGIT01:02,

SMEHE 38 NABCASHEMT BRING HOKA3HIKAMH,

”J [anuit Buenonok moga-skoeti mowe Syt piarsopenit 1imbKm rwmgiﬁ rfé. Byn :-
BENTHOPEHES BMICTY MORSIHRT TIABKI 33 NUCLMOBOT 3T0NHA Ta0B f&&}hmm{‘

fren i He aittcruli

Husamasnnk aafoparopil srapobdysansrol

P s RVor 1312 ﬂp/

L\e

yer




T
JEPHIIKCITYXXBA
AEPKABHA CJIYXBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

Byn. bepesnakiscbka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koa €JJPTIOY 37079055

BHUCHOBOK
npo AKICTh BBe3eHOro B YKkpalny Jikapcbkoroe 3acody
27.04.2022 Ne 16932/22/2611
JEBOMAK

(1alimenypanng nikapcekoro 3acofy ariiHo 3 peecTpawifiHuM NocBigHElAM)
TabneTkn, BRKPUTI MIiBKkosoi0 0600HK010, o 500 mr, no 5 taGaerok y 6aicrepi, no 1
bnicTepy B kapTonHiil ynakosui

(thopma BUTTYCKY, RO3YBAHHA, BHI NAKYBAHHA NEKAPCEKOTO 3ac0ofy)
Howmep peecrpauiitnoro nocsinuenus UA/8637/01/02 crpok mii peectpauiitnoro nocsiauenns HeobMexern
Cepin nikapcrkoro 3aco6y Ne ELN21003D Kinskicts BBe3eHoro aikapcskoro sacoby 111200

Bupo6Huk Makneoac ®apmaceroturanc Jlimiten, Inais

(HafiMenyBailis BHpobuuka nikapcekoro 3acofy, Kpaita noxoaXeHHa)

Beeseuo 8 Ykpaiuy Tosapucrseo 3 obmexenoro Bianosinansuicro "MAKJIEQIC
DAPMACBIOTIKAJIZ JIMITEX", izent. kox: 37554108

(1atmenysating Ta koa 3a CAPIMOY wpnanunol acobu-aGo npizpmue. iM'a. no Gaterosi giznunet
ocoby - nianpueMug, i Micue npoxuBaHEA Ta peccTpauilinui nomen o61iKoBOT KAPTKH NAATIIMKA
noaatkie abo cepia Ta lomep nacnopTa)

3a pesyNsTaTaMH  IEPXKABHOTO KOHTPONMIO BCTAHOBEHO, LU0 NikapchkWii  3aci6 BBesemo B Vkpainy 3

AOTPHMAHHAM sMMOr 3aKOHOIABCTRA WIOAC 3aGe3neyeHHs SKOCTI Nikapchkux 3acobis.

-55005"?, E‘ ’:‘Oﬁrp X

Y. o]

Havamernk /&0 2ol Muxona XOJIOJEHKO
it

{nocanopa oco ) {niamuc) (iiuiaan Ta npizeMiLe)
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. CERTIFICATE OF ANALYSIS

. CEPTHOHKAT AHAJTH3A

,:; I 1 Name of Product LEVOM A(’_: ; FT-1576/21 2 | Manufacturer Country | India

) N (Levofloxacin 500 mg) B
3 Hadisenvaaunn JEBOMAK Date: | Aepmasa-supodung Inain
;a HpoAYRIT (Jlenodurorcaunny 31/12/2021 '

f‘” FeMiTiapaTy exnin. Aara:

aenogaoreaunny 500 wr)

3 1 Registration

S0z

- 4 ;S:'r\;eugm/potcné}' of the | 500 ;ng
[ Certificate No — UA/8637/01/02 ; n}edicilfjll product. ;
E Homep pecerpauiii- Cuaa aii / axrasuicrs NHUST
- HOro noeBiguenis HKAPCLKOTD 33000y e
!‘ " S 1 Dosage Form film coated (ablets 500 mg 6 Pack Size Ne 8 (5x1) in blister
L ¢ @ e e . . .. T [ — SRp— ‘r' "}“t‘)" ]’)l)\
lu\apu,l\a Qmp\m TABACTIN, RKPHTE HATBKOBOIO 060AOH K010, Poswip i tun Nos (s\I} v Gaic u-p:
E o 300 M Lpoynagesgw, |y RAPTOUHid yuakonui
' 7 Packing Bateh No 8 Date of \lanumclurmg,
Homep ynaxosanoi | ELN21003D Jlara BRPOOHIITBA 1172021
cepii o
o _P;wmn" ‘ "f{ﬁf 3*0 l‘.xblus (117470 packs) 9| Date of Expiry
g i Poswmip \u.nmn woi | S87 350 Tabaerox (117470 ynakosok) lara ';mdlmeuml 1072024
eepit | e
100 Name,address and license nunhers of M fg unit “d(’i(‘()(]\ Ph.n'mm'cuuc.\ls Limited

r(:

Halisenysanns, micnesna
AASHOR N0 BUpodurey i KOWFPOIIO HKROCTI

Unit-T1, Plot 12, 15, 21, 23, 24, 258,26, 27. 28 &
30, Survey No, 366, Premier lndustrial Estate,
Kachigam, Daman, 396210, India.
Mfg. Lic. N0 DD/375, No DD/376,
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@asa 11, Haor Ne 12, 18,21, 23,24, 25, 26, 27, 28

i 30, Ciopseii N 366, pes’ep Inaacrpian leveiir,

Rauuras, Jlaman, 396210, tuain.

ensin Ne DD/37S, Ne DD/376
alut |
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( vzmubu.mn sianosinoen GMP aas seix atmuow uo
BHPOGHIIIBY L WOH PN SIkoCTi 460 (pw wausnoc i) sosepa

0692021°GME Tepatin ain 13,07 h)‘g

12 . Result of Analysis/ Pesyanrary HPOBEACHNS AHANITY

- DS Tests/ Specifications/ Results/
- ! No. Howasmnwn Crenndiwanin Pesyvanrarn
o N
{ l:)e"sxrl'ir)t'ir)rx Capsule slmpe(l biconvex Iﬂh]ﬂs. film- umtui, red- Cap;ﬁl‘é shaped biconvex tablets, |
hrown color, smooth on both sides. film-coated, red-browa color. smaoath ;
. , onbothsides,
f Ouite Rancyaonoaioni  asoonywosi radacrin, srpuTi | Kancynonogibsi asoonywkoni radic
! ILHRKOBOI0O  000J40HKOI0,  KOPHUREBO-4ePBONOTrO | 1o, BRPUTE BAIBKOBOI0 0D0A0HK0I0.
i KOABLOPY, raaaxi 3 obox cropin, ROPHUTIEBO-4epBOHGIo KOABOPY.
. —— LA 3 oboxeropin.
MACLEODS . RE 4 Ukraine Yicpainn
PHARMACEUT!CALS Kiev Kirin
LIMWED Zdolbunivska str,, 7-D By 3 fm.fxﬁyl
: 02081 ()2()81

=y

Tel/fax: +38 044 874 42 94
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f 2 [ Ldentification Levofloxacin
f ¢ Retention  time  of  levofloxacin  on the | Complies
{ chromatogram of test and standard solutions
o obtained during the Assay for Levolloxacin must
match.
LV spectrum of analyzing and standard solutions Complies
B ; should indicate maximum and minimum at one
" and the same wavelength,
= Titanium Dioxide
‘ Appearance of yellow colouration Complies
tran Oxide
o L Formation of dark blue residue. Complies
Lacwrudivanin Jlesoprokcaunn,
; Hac yrpamysanus ocnosnors niRy na Bianosiaac
XPOMATOrpaMAX BHUPODYBAHOrO | cTANAAPTHOFO
POIMRNIB, OTPHMANKN B XAl KIALKICHOTO
BIHAYen s nosmio 30iraTies.
Yih-cuerp sunpobysanoro i cran AAPTHOTO Bianosinac
PO HOBHINI HORAIYBATH MARCHMYM i
MIHIMYM B30I Aobwu XBusi
Turauy aiokcua.
- Hosna swosroro 1adapeaenns Bisnoniaac
: C adaiza onen
; { Yrnopenust ocany ennnoro KOALOpY Bianosinac
3 Aver lvc weight f 693.6 mg 5% 6‘)0 8~ mg
Cepeans saca 693.6 mr + S % 6‘)0 85 o
4 Unnlmnnﬁ in I 'Not more than 2 of 20 tablets can have deviation of | Min © 133 Y
weight more than £ § % from the average mass and not a | Max 2,11 %
single tablet of 20 tablets should have deviation of
‘ , more than + 10 % from the average weight. S
X | Onuopiiicrs saen | He diannse 2 3 20 146: aeTok MOKYTH MATH Muue: -1,53 %
. : BIAXISICHAS B COPeaNLOT Mach Biabin sk un -4 Mawe: 2,11 %
§%. i woana 3 nux e nosuHBa MaThH giaxmaeuun |
N Bia Cepesnioi maci, 8ianim nin +10%. e e
) Loss in weight Not more than 4 ¥, (w/w) l 03 Yo
X Blp.n.l n.nu I He Biavie 4% (M/ M) 103 %
. 6 solution Not less than 75 % (Q) of Iabeled amount of () 100 (2) 100 (3) 97
" o Jevolloxacin in 30 minutes (4) 101 (5) 100 (6) 100
E ; Poswnunicrs He meunue 78 %%, (Q) B msmzwnol AbKROCTI (1) 100 (2) 100 (3) 97
4 uc!sm}) AORCANY 3.1}() X8 AL ml {(5) 100 (6) !(}0
‘Related substances | Individual hmpurity - not more than 0,20 % 0.036 Y
g : » o _.Tatal Impurities - not more than 1,0 % B 1007y o
| Cynyrai aomimgn tussiayans ol uenizonol gostiumn: ne Bianme 0,036 Y
0,2 % 0,07 %%
] 2 Cyma gomimow: e dlasuie 1,0 % N
8 Residunl quantity ls()pmpvl alcoliol - not more than 3000 ppm 97 ppm
of organic salvents i Dichloromethane - not more than 500 ppm ___|_Below limit of detection
Iaamuroni  wian- | € HUPT isouponiaesnil - ye dianine 3000 ppm 97 ppm
xi__ opravivunx Anxaopyeran — ne Gianwe 500 ppm Huwie sewi
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For Release:

From 475.0 to 325.0 mg of the stated amouni of
Levofloxacin (95,0-105,0% of the declared
amount)

For Shelf Life:

From 450.0 to S25.0% of the stated amount of
Levofloxacin (90,0-105,0% of the declared
amount)

492.50 mg
98.5 %

Kinnricne Hpu gunyery:

BIFHAMCHII Bia 4750 mr a0 5250 mr Aepodaoreauniry v | 492.50 mr
Taldaerni (95,0 - 1050 % sia sansaennof RIBK.) 98,5 %%
Hanpuringi mepating npudamnocmi;
Bia 450,0 1 no 525,0 mir aesodaorcannny y

N Tabaerni (90,0 - 105,0 % six sausienol Kijing,) :
12 Microbiological The preparvation is allowed:
| L opurity Total number of aerobic microorganisms (FAMCQ)

not more then 10° CFU/ ¢
‘Total number of yeast and mold fungi (TYMC)
not more than 102 CFlU/ g
Escherichin coli is not allowed in 1 gm of drug,

<100 CFli/g

<100 CFlig
Absent

L HICTOTA

Mikpodiosorivua

m (if any)y |

B npenapari sonyexacruen:
JATAALUE AHCN0 AepobrnX Mikpoopraniimin
(TAMCQ) — ue Bisvwe 10° KYO/r,

BFAALIC NHEA0 APIRIKEBUX TR AICHEBHX 1pudin
(TYMC) - ne Giavwe 1P KYO/r, <100 KOE/N
i He aonyexaernen £ “herichia coli y1 v npenapavy. | He suaiieno

<100 KOE/r

Komewrapi (npsn
Hansuacri),

Application for
- Certification

§

"l hereby certify that the above information is true and accurate. This series of products have |

been produced (including packaging / labeling) and conducted quality control on the above
mentioned stations in full compliance with the vequirements of GMP, set by the local regulatory
authority, and in accordance with the specifications contained in the registration dossicr or trade
license of the country of the manufacturer or importing country if the products imported or file
specifications in preparation for the investigational product. Minutes of production, packaging
and testing were reviewed and the correspondence GM Py,

Jansa npo
ceprudikauio,

«llny s nmiarsepasyio, mo uaseaena Bunle ingopmanist ¢ aocroBipuoio i Tounow. tho cepim

npoaykuit Gyno supodaeno (Brawuaoun YURKOBKY / mMaprynanus) i nponeaenc ROHTPOIL iV
SIROCT A BHINC 3a30aveniil Aiasnui B HosHiil sianosianoeti 3 sumoramn GMP, seranonacionsg
MICHEBIIM DErYASITOPIHM OPratoM, a TaKow ¥ BIANOBIAROCTI 31 cnewnPikaiomm, 16 MicTRTLCS #
pecerpaniiinosmy  aocse  abo peecrpauiiinomy  nocuiguenni
IvBOpTEPa, WKMo NpoAY KN iMnoprosana, un
HOCHARYBANOTO JIRAPCHLKOFO sacoby. Ipovoxoan nupoduunrsa, YRAKOBKH 1A anaiisis Hvao
HEPLrasiny To i BeTanosseno sianosinnicy, GMP ».

”[)Hlilllllc Ta nocana /'.IB}IIA!IISI ()('()6“, SINA BUH/AASQ {H)!BIJI Hi BINYCK L'L‘])i" o

¢ of the person issuing the permit issue series /

Ceprudivar sreneposano asromarn g 1a niaumce He noTpibunii,

_Prepared by/lliaroronaeno Prepared by/Tlepesipeno l’repm‘:g(j Bylfhrq}sepzxmcno N
1001429 ) H020538 i _Hoe78y

e Jamal Kumar Patel d Kamlakar Nikam o  Snehal J Thakor
3171272021 18:53:04 i 31712/2021 18:54:45 3 31/12/2021 18:56:21
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wpatmi-supobunka  abo Kpatun-
A0CKC cneundikaniii na upenapar aan
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