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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
1 | Name of Product LEVOMAC DNFPS 2 { Manufacturer Counfry | India
(Levofloxacin 500 mg) 24000753
Hafimenynauns JEBOMAK Date: Jep:xaBa-sHpoOHHKR Tngis
npoayruif (JeBoduoeannny 06/04/2024
remirizpaTy exsis. Hara:
gepoduioreaynny S00.mr) | 06.04.2024
3 | Registration 4 | Strength/potency of the | 500 mg
C’erfiﬁcate No _ UA/8637/01/02 medicixfill product'
Hontep pecerpaitiii- Cuaa ait / akrasniers | 500mr
11010 NOCBiATCHHS JiKapenKoro 3acody
5 | Dosage Form film coated tablets 500 mg 6 | Pack Size Na 5 (5x1) in blister
in carton box
Jlikapenka dopma TafaeTku, BKpUTI N1iBKoBo10 060101K0I0, Poamip i Tun Xo3 (5x1) y Gaicrepi
1o 500 mr YHAKOBKH, B Kapronuiil ynaosui
7 | Packing Batch No 8 | Date of Manufacturing
Howep ynawosanoi | ELN24001A Jara supoGHiuTaa 02/2024
cepii
Packing Bateh Size | 750 000 Tablets (150 000 packs) 9 | Date of Expiry
Posmip ynakosauoi | 750 000 TaBaerox (150 000 ynaxosok) Jara zaxinvenns 0172027
cepil TepMiHY NPHAATHOCTI
10 | Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited
Unit-I1, Plot 12, 15, 21, 23, 24, 25, 26, 27,28 &
30, Survey No. 366, Premier Industrial Estate,
Kachigam, Daman, 396210, India.
Mfg, Lic, Nu DD/375, Ne DD/376.
Haiimenysaniis, picuesnaXofaenss Ta HoMepn aiuensiii seix Maxaeonc MapmackroTuranc JlisiTea
ALINAOKR N0 BHPOGHHUTBY | KOHTPOIO AIKOCTI ®Pasza I, Naor Ne 12, 15, 21, 23, 24, 25, 26, 27, 28
i 30, Ciopseit Ne 3606, ITpes’ep Iunacrpian Icreiir,
Kaunran, Haman, 396210, Inain.
BupoGnuua, aineusis Ne DD/375, Ne DD/376
11 | GMP Certificates No / Date 069/2021/GMP_ Valid till 13.07.2023
Ceprupivary signosignoeri GMP pan peix aisstnor no 069/2021/GMP  Tepsrin xit 13.07.2023
srpodunuTey | KOrpomo sikoeri abo (npu HasnnocTi) neyepa
nocniaane B 6431 NaBuX
Eudra GMP
12 | Result of Analysis/ Pe3sybTaTH IPOBEAEHHST AHANIZY,

Sr. Tests/ Specifications/ Results/
No. Mowrazmakn Crneundixauis PesyasTaTu
No
1/n
1 Deseription Capsule shaped biconvex tablets, film-coated, red- | Capsule shaped biconvex tablets,
brown color, smaoth on both sides. film-coated, red-brown color, smooth
on both sides.
Onmne KancysomogiGui asconyropi rabaerks, sipuri | Kaneyaononioui asoonyrosi tadaer-

1iBIOBOI0  00OJOHKOI0, KOPHYHEBO-4EPBOHOIO
KOILOPY, riaaki 3 oGox cropin.

KH, BRPHTI MAIBKOBOIC 060J0HKOI0,
K’OPH‘IHCBO-‘{OPBOHOFO KOJBOPY,

raafKi 3 000X CIOpill.,

Macleods Pharmaceuticals Limited
Unit-11, Plot 12, 15, 21, 23, 24,25,26,27,28 &
30, Survey No. 366, Premier Ind ustrial Estate,

Kachigam, Daman, 396210, India.
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Identification Levofloxacin
Retention time of levofloxacin  on  the | Complies
chiromatogram of test and standard solutions
obtained during the Assay for Levofloxacin niust
match.
UV spectrum of analyzing and standard solutions | Complies
should indicate maximum and minimum at one
and the same wavelength.
Titanium Dioxide
Appearance of yellow colouration Complies
Iron Oxide
Formation of dark blue residue. Complics
Inenrndivania JleBodaoreanin,
Yac yTpHMYBAHHS OCHOBHOTO NiKy na Binnosinae
XpPOMATOrpaMAaX BHNPOGYBANOro i CTAHAANTHONO
po3uHiB, OTPHMAHNX B Xoai KinbKicHoro
BHINAYEH S NOBHIHO 30iraTHes,
Y®-coerrp BROPOSYBAHOro i cTangapTHOTO Bignoginae
pozuHRiB NOBHUN TOKASYBATH MAKCHMYM i
Minivyn ua ouiil goswmnni xpuJi
Turany aioweis.
Honpa swoproro 3adappienHs Binmosigae
3aaiza oxcHi.
YTBopents ocafy cHIbLOT0 KOJALOPY Bianosinac
3 Average weight 693.6 mg+=5 % 688.20 mg
Cepeanst maca 693,6 mr S5 % 688,20 mr
4 Uniformity in Not more than 2 of 20 tablets can have deviation of | Min : -2.93 %
weight more than £ 5 % from the average mass and not a | Max : 227 %
single tablet of 20 tablets should have deviation of
more than = 10 % from the average weight,
Onuopinuicte macu | He Gianie 2 3 20 TaBieror MORYThH MATIH My -2,93 %
BigxIIenHs Bil cepeXnnol Macu Ginb Him Ha & Maxe: 2,27 %
5%, i JROAHA 3 HHX HE MOBIHHA MATH BiAXIJIEHHS
i cepemubol mach, Sisbiu Hik £10%.
5 Loss in weight Not more than 4 % (w/w) 1.2 %
on drying
Brpata macn He Ginnme 4% (m/m) 1,2 %
npi eyuinni
6 Dissolution Not less than 75 % (Q) of labeled amount of (1) 99 (2) 98 (3) 98
levofloxacin in 30 minutes 4) 99 (5) 99 (6) 98
Po3qHHICTE He menwe 75 % (Q) pin sasisienol winskoeri (1 99 (2) 98 (3) 98
nesoduoxeany 3a 30 xp (4) 99 (5 99 (6) 98
7 Related substances | Individual Impurity - not more than 0,20 % 0.029 %
Total Impurities - not more than 1,0 % 0.08 %
Cynyrni qoMilIkn Inausinyansuol nesinoyol goMituk: ne Sinbie 0.2 % | 0,029 %
Cyma nomimok: He Giisuse 1,0 % 0,08 %
8 Residual quantity Isapropy! aleohol - not niore than 3600 ppm 144 ppm
of organic solvents Dichloremethane - not more than 500 ppm Below the limit of quantification
JannmKosi | Kiie- | CoupT isonponinosuii — ne Ginsuwe 3000 ppm 144 ppm
gocti  opraniwmnx | Juxsopmeran.— we dlabine 500 ppm Huskae memxi kiabkicHoro
PO3UHHHIKIB

Macleods Pharmaceuticals Limited
Unit-11, Plot 12, 15, 21, 23, 24, 25, 26,27,28 &
30, Survey No. 366, Premicr Industrial Estate,

Kachigam, Daman, 396210, India,
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i1 Assay

For Release:
From 475.0 to 525.0 mg of the stated amount of 497.15 mg
Levofloxacin (95,0-105,0% of the declared 99.4 %
amount)

For Shelf Life:

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

Kiabricue
BH3HAUCHHS

Hpr eunycery:
Bin 4750 mr go 525,0 mr sesoduokcaunny y | 497,15 mr
Tabaerui (95,0 - 105,0 % sin 3asBaennol KiILK.) 99,4 %
Hanpuringi mepatity npudemnocmi:

Big 450,0 mr go 525,0 mMr aesoduiokcamiiny y
adserui (90,0 - 105,0 % sia 3ansnenuol winnK.)

purity

2 Microbiological The preparation is allowed:

Total number of acrobic microorganisms (TAMC)
not more then 10° CFU/ g <100 CFU/g
Total number of yeast and mold fungi (TYMC)
not move than 10* CFU/ g <100 CFU/g
Escherichia coli is not allowed in 1 gm of drug. Absent

YHCTOTAR

MikpoGiosorima B npenapaTti A0NYyCKacThC:

sarafesie drcio aepobunx Mikpoopraniamin
(TAMC) — ne isnme 10° KYO/r; <100 KOE/r
3aradabHe YHC0 APIKAKEBHX Ta nJicHesnX rpubis
(TYMC) — ne Hinbiie 17 KYO/r. <100 KOE/r
He gonyexaersen Escherichia coli y1 r npenapary. | He naiiaeno

{3 | Comments (if any) -
Komenrapi (npu
HASIBHOCTI). )
14 "] 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
Application for tnentiO}led stati’ons in full comp}iance with. the x.'equiremex‘\ts of GMP, se.t by fhe locnl. regulatory
Certification authority, and in accordance with the specifications contained in the registration dossier 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 GMP»,
3asiBa npo «IliuM # miATBEpAUKYI0, LMo HaBeaeHa BHuIC inopMALIT € AOCTOBIpHOIO i rounoro. o cepio
ceprudirauin. npoayxuil 6yno BHPOBACHO (BIIIOUAIOUH YNAKOBKY / MapryBasHs1) | NPOBCIEHO KOHTPONEL iV
AKOCTI Ha BHINe 3a3uaueniii gixsuni B nosuili Bianosinnocti 3 BEMoOraMi GMP, seranosiieHnimn
MiCLEBHM DPErYJIATOPHHM OPrafoM, a TAKOK Y sigrosiguocTi 3i cneundicaninmu, mo MicTaTLCN B
peectpauiitnopy Rocke abo peecrpaniiinomy wocsiguenni KpaiHU-BHPOOHHKA abo  kpaiun-
iMnoprepa, SIKWO NPOAYKUisn imnoprosama, “H B J0CLE cnenudikauiii Ha npenapart aan
pochipmysanoro jixapesrore sacofy. Ilpororean BupobHIUTBa, YHAaKoBKU Ta auaaizis Gyno
FepervIstHyTO | BCTAOBJIERO BiANOBIICTE GMP »,
15 | Name aund position / title of the person issuing the permit issue series /
[pizBauie Ta nocaaa / 3aHust 0coGu, sIKA BHAANA A03BiJ HA BHIOYCK cepil.
Prepared by/ TliarotoBiaeHo Checked by/ ITepepipeno Approved by/ 3aTsepiireno
Reviewer/H010894 Manager QC/H001422 Manager QA/FI016783
Sachin Dnyandev Dhumal Jigniesh Kumar Ramesh Chandra Patel Snehal Jayantibhai Thakor
06/04/2024 06/04/2024 06/04/2024
Printed by/Posupyxosano: Sachin Dnyandev Dhumal [ Printed on / Posapyrosano: 06/04/2024

Note: This document has been generated electronically with E-Signature.
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Unit-11, Plot 12, 15, 21, 23, 24,25, 26, 27, 28 &
30, Survey No. 366, Premier Industrial Estate,

Kachigam, Daman, 396210, India.
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