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T

CERTIFICATE OF ANALYSIS
CEPTH®GIKAT AHAJIZY

Name of Product Mucitus DNEPS- 2 India
Erdosteine 300 mg) | 24000746

Haiimenysanug Myusnrye Date: 06/04/2024 Aepmara-eupobumn Tuais
TPOaY Kt E Teh) Aara: 06.04.2024
Registration 4 1S

trength/potency of 300 mg

the medicinal roduct
Hoaep pecerpanii- Cuaa niv/ AKTHBHICTL | 300 Mp
HOTO nocBiguenny

Jikapeskoro sacof
Dosage Form . . ) G NE 12 (6x2) in strips
; . - N ——
Jirapenien thopma Kancym no 300 mr Ne 1z (6.\:2?“)' (:Tpuna.\_
NaKOBKH, RApTOHNHIA ymaconui
8

g 03/2024
LES24010A Hara enpobuuurog

Certificate No

UA/5589/01/02

Packing Bateh No

Hoarep ynaroraroy
cepit
_Pacldng Batch Size
Posmip ynarosanoy
cepii

Name, address and license numbers of Mg unit

750 800 capsules (62 500 acks) 9
750 600 Kaneyn (62 500 YNaKoBoK)

Date of Expir
Hava saxinuenng
TePMiny NpuATHOCT]
Maclcods Pharmaceuticals Limited
Unit-11, Plot 12, 15,21, 23, 24, 25,26,27,28 &
30, Survey No, 360, Premier Industrial Estate,
Kachigam, Daman, 3962190, India.

Mfg. Lic. \o DD/375, Nz DD/376,
H:n‘imeuyn:tmm, MicHesHaxomKeHny 17 HOMepH ninensil peiy Marncoae PapmacnioTHcaNe Jlintiten

Aintnok no sBupobunuray | KOHTDOMIO SiKoeT] Daza I, Mnor N 12, 15, 21, 23, 24, 25,26,27,28
F30, Ciopseii Mo 366, IMpes’ep Inaacrpian feretir,

Kaunran, Haman, 396218, liais,
. Bupofuuua. sinemsin e DD/375, \e DD/376
GMP Certificates No / Date 069202 1/GMP  Valig il 13.07,2013
Ceprudirarn Bignosiguocri GMp IR BCIX Aok no BHpPoOG- 06%/202 1/GMP

Crpox 4 no: 13.07.2023
Hiursy i kontposmo AKkoeeti abo (npu HAABHOCTI) Homepa

HOTHITaNHY, B 6asi aannx Endrs GMP

Result of Analysis/ PeayantaTy IPOBeACHHS aAHaRizy,

02/2026

Tests/
Howazniwy

Specifications/

Results/
Crnenndirauia

Pesynvrary

Description

Hard gelatinous capsules with cap of bing colour and

body of white colour containing powder of white or
almost white colour,

Hard gelatinous capsules with cap of
blue colour ang body  of whife
colour containing powder of almost
white colour.
Taepai wenarunon Kancynn 3
RPHIDCU KO0 Gnakirroro KOmbopy i
Kopnycom  Binoro KoaLopy, o
MICTHTEL nopowmoi Sigoro ronnopy,
Complies

Teepai HEAATHHOBI Kateyan 3 KpHed Ko
SaakuTHORO KORLOpY i Kopnycos Giaoro Kosrnopy, mo
MECTATL nopomroi Ginoro abo maitme Glntoro HOJIhopy.

Retention time of main peak on the chromatogram of
sample preparation and standard preparstion
obtained during the analysis of Assay should match
y . i Bt
fac y'rpu.uyu‘uflm OCHOBHOTG MiKky Ha Xpoma‘rorpamax B qugf}ﬂ\{‘\\\\
SHiipedyeanczo | cognoq MO0 pOTHHHIE oTpHMANY AR K

A
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Macleods Pharmaceuticals Limited ;/: uﬁ'.}:}‘,/é‘ "” =y
Unit-I1, Plot 12, 15, 21, 23, 24, 25, 26, 27, 28 3 , -
30, Survey No. 366, Premier Industeial Esta ‘?‘.f» e % ":}/
Kachigam, Daman, 396210, Indis, Y e, "'f%}
S
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MACLEODY
T

po3aini «Kinnxicre BUIHAYEHHSY, Mac 36iraTicn,

Average weight | 545.0 mg:t 2509
of capsule
Cepeans mMaca 545,0 mr + 2,5

Uniformity in
weight of cap-
sule confents
Onuopianicrs
MacH smicry
raneya

Uniformity of Com
dosage unit

Oanopinnicrs Binnosinac Bimoram
A030BANNX
GARHNE

Disintegration Not more than 30 minutes

time .
Loss in weight Not more than 5.0 6

%

plies to requirements

ﬁ

He 6istnne 5,0

Not less than 75 o4 {Q) in 45 minutes

He arene 75 o (Q)aa 45 xp

Iudividual unknown impurities - not more than 1,0 %,
Total impurities - not more than 2.0 %

Ium-minyam.:-loi' HeBixOMoT nomMimrn -He Biabiue 1,0

Cynyrni Yo
AoMiwkny

Cyma aostimok-ne Ginbwe 2,0 9;

At release:
From 285.0 mg to 315.0 mg of Erdos
(95.0 % - 105.0 % of Iabel claim)

Al regutatory;

Fram 270.0 g to 315.0 mg of Erdosteine in a capsule
90.0 % - 105.0 o, of label claim
{Ipu gunyery:

Big 2850 MrI a0 318,0 mr epaocreiny y Karneysi
(95,0 - 105,0 °; Bil 3anBennof KifnxocTi)
Hanpuninug mepstiny npudamuocni;

Bin 270,0 mr po 315,0 mr epaoeTetuy y kancyaj
00,0 - 105,60 v, BiA 3annacmzo; Kiakkocri)
Total number of acrobic microbial count (TAMC) —
not more than 10° CFy/g

Total nomber of yeast and mouly count (TYMC) ..
not more than 107 CFU/g

Escherichia coli should pe absent in 1 g of the drugs
B npenapari AONMYCRAETLCR:

3araapue yegg aepobiimx Mixpoopranissis {TAMCQO)
— we Binnwe 10° Ky Q/r;

3aranLae wneno apismresny TA nnleHesnx rpnGip
TYMC) — ne Ginvwe 10* Kyo/r,

Assay
teiie in a capsule

Kinkxicne
BH3HAYeNHY

Microbiolo-
gical purity

Mixpodiono-
rivna yiergry

Macleods Pharmaceuticals Limited
Unit-I1, Piot 12,15, 21, 23, 24, 25, 26, 27,28 &
30, Survey No. 366, Premier Todustriai Estate,

Kachigam, Daman, 396210, India.

549.10 mg

549,10 mr

Min : -3.02 9 (1]
Max : +2,95 v

Min: .3,02 9
Maice: 42,05 0y,

—_—

Complies

Biznosigae

8 minutes 46 seconds

8 XBHAH 46 cor HI
2.0 %

2,0 %

(H) 101 2y 99 (3104
{4) 102 (5) 98 (6)104
(1) 101 {2) 99 (3) 104
(4) 102 (5) 98 {(6) 104
Below Disregard Limijt
Befow Disregard Limit
Husmde pmewi KinekicHoro
BH3HAYCHHS

Hutacue memi KifAbKicnoro
BU3UAYCHHY

/

300.26 mg
100.1 %

300,26 mr
100,19,

<10 CFU/g

<1t CFU/g
Absent
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Note: This document has b
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Comments (if an )
Komerrrapi (npu
HASBHOCTI),
Application for
Certification

"I hereby certify that the above inform
been produced (including packaging /
mentioned stations fn ful] com
authority, and in accordance
frade license of the country of
or file specifieations iy prep
ackaging and testing
«lan 5 narnepxyIo, wo Hagen
npoaykuii 6ynoe nupobaeno (Blcoyaouy
RKOCTI  HMa  Bume 3asMavenilt  ginanni
BETAHOBIRIIME  Micuerim PerynsiTopun
coeusdirauinnm, o MiCTATLCH B
KpaluM-sHpoGanka a6o Kpa)'ml-imnop'repa,
eneunpivauiii  ua Npenapar  gan  poenig
BHPOSINUTRA, ynaiconen Ta aHARI3B Bymo nep
of the person issuing the permit jssue series /
Lpizsnmge Ta nocagza / 3ganuy ocodl, tka BHgara A0IBIN BA BunYyek co
Prepared b { MizroTosaeno
Reviewer/H010894
Sachin Dnyandey Dhumal
06/04/2024
'KoBano: Sachin Dnyandey DJy umsl
cen generated electronicali

3anra mpo
cepraginatiio,

B
M

Name and position / titie

Manager QC/HO01422

:

06/04/2024
Printed on / Posn
with E-Signature,

I

nted by/Posap

Hstiticn: Cepry

Macleods Pliarmacey ticals Limited
Unit-11, Plot 12, 15, 21, 23, 24, 28, 26,27,
30, Survey No,

Kachigam, Daman, 39621 0, India.

ation is true and accuraf
labeling) an
pliance with the requirements of GMP,
with the specificatio)
the manufacturer or
aration for the inves
were reviewed and the corres
exa piwe inopaauis o Hocrosi
Ynawkosxy / ma

peecrpaniiinon

HYBAHOTO  JTiKkapenkoro 3acofy. Mpor

Checked by/ ITe esipeno

Jignesh Kumar Ramesh Chandra Patel

366, Premier Indusirial Estate,

He aonycicaetoen Eseltericlia coli 1 r npeaapary. He 3natigeno
e ced y 1 v npeaapary - J_ —_—

e. This series of products have
d conducted quality contro! on the above
set by the loeal regulatory
18 contained in the registration dossier or
importing country if the products imported
tigational produet, Minutes of production,
pondence GMPy,
Pow 1 Tounore, o cepiio
PryBauus) i mponegeno KOHTROIL 1Y
NOBHIN  BianoBignocri 3 Bumoramn  GMP,
OPranos, a Taxom Y Bianosianocri i
¥ zocke afio peecTpaniitnomy nocsigvenni
AKING  npoAyKNis iMnoprosana, wn g HOChC
0Koan
CTJITHYTO | BeTaHoBNeno slanosigidicrs GMP »,
ii.
Approved by/ 3aTnepmrens

Marmger QA/HO16783 o

Snehal Jayantibhai Thakosr

06/04/2024
auo: 06/04/2024
—
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Jadoparepin 3 ROUTPOMIO SROCTT JHRAPCLKIX 3ac00is
TOB "J1OBPOBYT-TIKHJIAR"

Medicines Quality Control Laborato ry
LLC “DOBROB UT-LIKYLARB”

Yepaikg | 03153, . Kuiig, ayn. Hosropoa-Ciaepenka. Bya. A, uesuraoe) npUMienns 82, 097.0300797

Bnenoror inono sicoeri Ne 747-24 nin 10.05.2024
MY LT ranevin: no 300 a0 6 RUDLYZ Y erpuads no 2 capinn

s upony Py f
KAPTronuil ynakoi

Beecrpaniiinni HOMEe: M7

Bupoduuntso; Makacoue Gapsachiorice Aintires, s

Husep cepii: ELES24010A

Peip wapriv sig swoi BLibpano (0600

TEHETIIN:

Tepmitn upia rnoeris (2/2026
Torapucrao OOMEIREH MO BIARORIBALT i CTIO "MAKNEOC

Bi.‘riﬁpzeum’n;mp;t;:mu By PAPMACKIOTIKAJIR HIMITEH®, Arreunng Crrind Nel, s, Kuis,
ByA.Q  ouGyiaa, 37

v o peran g 24.04.202.

Baa wors posg Manpamrenns TAC 1 HABUPATOPUH Ana s (9023

APLMRS, clrewndiraniy), MICH a0 PIT Ne UiA/S589:0 1702

BlnGnEnn 10 ot HPOBOLITILE

AITERISH

o Biosrosu 4 AT ety
G Tsepai wenarina; RANCYIE 3 KPHIWCROIO S350 Moo Binauinac

KCALOPY [ Kopriveow Jitore ROABOPY, WO NICTATL Hopolior
Oisaro koawopy ala maibse Ginoro KoAkupy
Bwirndikauis - BIEPX Hae Y tpiniysanmg ocnomioro Hixy na NPOMITOT AN K Bianosinge
BIHIPOGY BHOIO Ta CTAAPTRONS pO3UHHID SIPHMANHY 1
posiini "Kisnkicue DHIHANCEHA", HOBNHIO cniBnwty

Cepaang vaca kaneya 345.0 %259 M VT
Oanopizsiicr vacy +7.5% Bizrontae
BXHCTY ey

Posnuaamg e Sianime 30 s Biinoniime
Komhicione sy - 2700 3150 e (90.0% - 1050 %) 2930w

BIX

¥il 3rinno minior MK Binnoniae
Muapgysianss 3rizo suNMOr Tekery MEDRY B9 Bioniae
BHCHOBEN: " Nepenipenaii pasox MY LUATY C kur a0 300 w5 10 6 RANCY v cmping; o 2

CTPRUIL Y KapTONHIT yriasony] cepit 240104 supodisirsa Macteone
Dapyaciotesane lisrires nais sinnoniaue aasorast MICH 5o PE N LIASS3800) G2
I HUBCIACHHMTT BIE ORIH K Ty

e




