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HIBHHIT T

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANNZA
1. | Name of Product Mucogen AR NO: 2. | Manufacturer | India
{Rebamipide film coated FP-0115/24 Country
tablets
100 mg) -
HaltmenyBanua | Mykoren Date: Nepxana- [ 5
npogyxuii PebGawinig, TabneTku, 15107/24 BHPOGHMK ;
BXpUTI 0B0N0HKOI0, No Hara: i
| ) 100 mr 15/07/24 f
3 Registration 4. | Strength/poten [ 100 mg
Certificate No cy of the
medicinal
e . _preduct -
Homap UA/5547/01/01 "Cona i/ 100 M
] peccTpauif-Horo aAKTHEHICTD Co
i HocaigueHnn nixapckLKero
. e 3acoBy |
. Dosage For . . a ize o i
5 8 d m Film coated tablets 100 mg 6 | Pack Siz g'lt risg 5(': g;{gg;;nbox
;' Tixapcbka : Poawmip i Tun Ne 30 (10X3) y
I dhropma TaBneTsn, Brpuri oBonorko, 16 100 mr YNaKoBKH, CTpYNax 8
] | KApTOHHIA ynakoswy
| 7. Batch No 8. | Date of
) T ‘ Manufacturing j oo
i Homep cepii 142412854 Hara
o _ aupobriyTsa
Batch Size 700000 Tablets 8. | Date of Expiry
Poamip cepii 700000 Tabnetok ' HaTa 3akiHyeHns 08/2027
TepmiHy
_________ _ NpraaTHOCTI ! . i
10. | Name, address and license numbers of Mfg. unit Macleods Pharmaceuticals Limited |
Village Theda, PO Lodhimajra, Tehsit
Baddi, Mstrict Solan, Himachal Pradesh-
174101, India {Block Ne1)
b MNB G7/511
Halimenyesannun, MICLEIHAXOMKRHHS Ta HoMepy fitensin | Maxneoac PapmaceoTekanc fiviten
BGiX JINAHGK Mo BUPOGHUUTEY i KOHTpOnH akeeTi Bine,gm Txena, NO Nouximaipa, Texcin
‘ . Banni, Hictpixr Conan, Ximayar [paget-
174101, IHain (Bnok Ne 1)
|1 MNB 07/511 o
1. | GMP Centificates No / Date 038/2023/GMP  Valid till 23.01.2025
i CeptvthikaTu sBignosiguocyi GMP ANA aeix ginAnok no | 039/2023/GMP Tepmin git 23.01.2025
i BUPOBHUUTRY | KOHTPONIO RKOCTI abo {npu naasHocTi)
L Homepa nocurlade g Gasi ganux Eudra GMP N

12. ¢ Result of Analysis/ PoaynuTatu npopegenns aHaniay.

Lte
Sr. | Tesls Specifications Results
No. | Tokasnukwm Creundikaliis PeayreTaTi
! Ne
N 141 N —_—
- R o i .
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LIMITED

Andheri (East), Mumbai-400 059, Indfia,

Website wysvimadeadspharma.com,

Ciby

¢ UA239MH | 989PLCNS 3649

(H.2Y 174100, 1edia,
Fhone : 05795 - 23613705

Pix. aumooo%do 0542 e % i




MACLEODY
TN

R kFDESCRIPTiON Round, biconvex, coated tablets of Round, biconvex, coated tablets
white or almost white color, smooth of white color, smooth from both
from both sides. sides,

Onuc Kpyrni, asoonykni taBnetiu, BKpMTI Kpyrani, asoonykni Tabnerku,
ofonoukoo, Binoro abo Maitie 8KpUTI oBuronKo, Ginoro
Binoro KONbOpY, rnafeHeki 3 oBox Konbopy, rnafeHski 3 06aox Bogis,
Bokis.
2. IDENTIFICATION Rebamipide. Complies

The retention time of the Rebamipide j
peak in the chromatogram of sample ;
preparation shouid ¢orrespond to the E
Rebamipide peak in the
chromatogram of the standard
preparation as obtained in the
“Assay”.

If Titanium Dioxide Complies

; Yellow colour should develop on a
addition of Hydrogen peroxide 30%
(wiv),

i3 lnenTudikauin PeGaminig, Bianosigae

] Hac yrpumysanHa iy peBaminiga

j I Ha XpoMaTorpamax BUNpoByBaHoro i
CTEHAAPTHEIO PO3YUHIB, OTPUMANIX

l B XOAi KINbKICHOT® BU3HAYEHH

i NoauHHO abiraTucs. ] .

Turany giokema, Bignosigae !
MosBa MosToro 3abapsnens oy !

i ! Aonasatni 30% (maca / ob'em} :

’ f‘{_____ﬁ O34UHY NEPOKCUAY BOLHIC. E N ;

! 4 AVERAGE WEIGHT 2450 mg+ 2.5 % 247.35 mg __7

I ! ’ OFTABLEY | T " e

I : Cepegns maca 2450 M8 +25Y% 247 35 mr !

f ’_ﬂ TabneTiu N L

} [ UNIFORMITY OF Less than or equal to 15.0 % 2.6%

i ’ = DOSAGE UNITS . . L

, l OnHoplakicTs Bignosigae Bumoram 28% -

i I AQ30BAHNX OOUHUL|E _ Y

| i 5 PRISINTEGRATION Not more than 30 minutes 05 min

i . TIME

| {“ PacnagaemocTs He 6inblie 30 Xeunun 05 XBuAMH T

| f? DISSOLUTION T Not less than 75 % (0) ) of the 1868 2)100 3)99 T

| I labeled amount in 45 minutes 4)97 _5)98  6)98 o

’ , Po3vyurenHn He menwe 75 % {QY) 3a 45 xBunur 1)96 2) 100 3) 89

4)97 5)98  &)gs L
8. LOSS IN WEIGHT OF Not more than 6.0 % (wihw) 2.4%
i ’ DRYING . o . i
' Brpata & maci He Ginswwe 8,0 % (t/m) 2,4 % I
L. 1PY BUCYWwyBanHi . . |
9. RELATED Individual Unknown Impurity-not 052 %
i : SUBSTANCES more than 1.0 % H_ _%___J
L J Total Impurities - not more than 2.0 0.64 % _
_____ X % B
MACLEODS Regd Qlce: o Phone 9122 - 6676 2800 T e
: 4nta Arcade, Churgl ad, Fax S 20- 2925 6599 f s . imajra
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CynyThi gomiwxu IHAMBIAYaNLHOT HEBIQOMOT LOMILLKY — 0,52 %
He Ginswe 1,0 %
Cyma AoMiLLOK — He Binble 20% 0,64 %
10. ! RESIDUAL SOLVENTS Isapropyl alcohol - not more than 525 ppm
5000 ppm :
Dichloromethane - nof more than 500 | 26 ppm
_ppm e
3armwkoni KinkKooTi Crmpr izonponinesuil — re Binblue 525 ppm
OpraHiuHux 5000 ppm
POIYHHHMKIE [luxnopmetan ~ ve Ginotwie 500 ppm | 26 ppm
11, { ASSAY At refease:
Not less than 95.0 mg and not more 98.26 mg
than 105.0 mg
Not less than 95.0 % and not mora 898.3 %
than 105.0 %
For shelf iifs:

Not less than 80.6 mg and not more
than 105.0 mg Not less than 80,6 %
and not more than 105.0 % _
Kinbkicne suzrzuennn lpu eunycxy: i
B 95,0 mr 5o'105,0 mr peGaminiay y | 58,26 mr
rabneTui (95,0-105,0 % sin 98,3 %

| 3assneHol kinekocri) ]
Hanpuxinui mepminy npudampoomi-
Bia 90,0 mr o 105,0 mr pelawminigy y
TabneTui (90,0-105,0 % big

|
7§:+NIICRO§®T@"G?EKL_“ﬁ_TOtaI aerobic microbial count (TAMG) | Less than 10 CFUJ g

i
i} 329BNEHOT KinuKooti) ]
1

f ' PURITY — ot more than 10° CFL/ g ]
! l Totat combined molds and yeast . ¢ Less than 10 CFU/ g i
il i (TYMC) — not more than 10°CFU/ g _ _ !
! ! Escherichia colifg - should be ’ Absant i

I absent ]
/ MixpoBionoriuna He Ginswe 10" KYOJr Gaxrepiii y 1 r | He Ginbiwe 10 KYGir

‘ YHCTOTA npenapata. -
| j He Ginewe 107 KYOR rpubia y 11 | He Binwiie 10 KYO/:
f | apenaparta.
i ‘ He ponycxaersen Escherichia coli BigcyThi i
f | l y1r npenapary. i
F [ Cemments (if any) ’ . *'
13, f Komewtapi (npn ]
HBSBHOCTI). . i ' o o ]
"l hereby certify that the above Information is true and accurate. This seres of

products have been produced (including packaging / labeling) and conducted
quaiity control on the above mentioned stat

fons in full compliance with the

- |
‘ . - - ’ . {
, 14, | Application for requirements of GMP, set by the local regulatory authority, and in accordance f
| Certification 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 i
specifications in preparation for the investigational product. Mihutes of production,
) N packaging and testing were reviewed and the correspondence GMPy. .
[ R —””ry‘-——:".:h_.
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At Arcade, Church Rpad, Fax P91 -22 1925 6599 Village Tleda, i imaj
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3asisa fipo
CRPTHDIKELLH.

«Uum n nigreepaxylo, Wo HaBefleHa Buile iHdopmalin € BOCTOBIPHOIO | TOYHOWG,
Lo cepitr npogykuit Byno BupoGneHo (aknoyaroun ynakosky / mapkysaHms) i
NPOBEAEHO KOHTPOND i KKOCTI Ha BULLE 3a3HaYeHili AinsHul B NoBHii
BINNOBIAHOLTI 3 BUMOraMY GMP, scranosneHuMu MicLenum PErynaTopHmm
ODraHOM, @ TaKoX y BignosinHocTi 3i cneurdikaiamu, Wo MicTaTocs 8
peecTpauiinomMy focke abo peecTpauiiHoMy nocsigyenHi KpaiHu-supoBiHuka abo
KpalHu-iMnoprepa, skwo npoAyKyist iMnopToBaHa, Ju 5 ACChe cneurdikayin Ha
fipenapar gns ACCRiANY8aHOro nikapckekoro 3acoby. MpoTokony BHpoBHuyTea,

HYTG | BETAHOBREHD BIANOBIAHICTE GMP 5

Name and position 7 titie o

e series /
aHHA 0cobw, sika augana A103BiN Ha BunycK cepil,

Mpissuwe Ta nocaga/ as
Prepared b
Rashad

Approved by
Himanshu Kumar

| Checked by
Naveen Singh Bhandar]
Executive - QC

Cficer - QC

Signature of the person issuin the permit issue skries. / Nignve ocobu, sxa

R T

e Qaed I\
17 iDateofSégningl
: ] Lava ninpucanug,

_Emul%-___ﬁ_h
BUAANA LO3BIN H BUMYCK cepi,

rﬂﬂ)u!

-
o
T —————
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LIMITED Andheri (East), Murthai-460 059, Indfia.  Websile wwsemacieodspharmi.com HEV 179101, India,
CiN U24239MH1989PLCO5 2049 Phone : Gi 795 - 236137,38




JlaGopartopis 3 KOHTPOTK0 STROCTI JIIKapCLKHY 3acobin
TOB "1OBPOBYT-NIKHUJIAE"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAR”

Yepaina , 03153, m. Kuig, pyn. Hosropog-Cisepceka, OyA.3, hexwTaosi npusMilesHa 92, 057-0300797

Buchopox mono sxocri Ne 1328-24 eig 09.09.2024

MYKOI'EH Tabnerkn, srpuri ofononKGIo, 110 100 Mr, 16 10 rabaerox

Iasna Hpenapary: . Y CTpHnl; 0o 3 crpany » KAPTOHHIR Yraxop i
Pecerpauitinmi HoMep; 1328-29
Bupobunirrso; Mawsieoitc Dapmaciorixanc Hisiven, Ingin
Homen cepin: 142412054
Poamip rtaprii six scor Bigifpano 480
3pazou:
Tepsmin upuparnocri: (52027
TosapscTsa 3 o6meenoo giamosinanLuictio "MAKJEOQ/IC
Biuiﬁpam/o,uepmaﬂe Bin: G)APMACBIOTIKAHB JIMITE[", Anveunui Crnan Nol, s ipig,
8YA.0. Jos6ya, 37

Aata opepmanuy: : ‘ 27.08.2024
Bun kowrposo: ‘ Hanpanytenns TIC wa nabopatopumit asani (942)
AHI (MKCH, cneunpivaui), MICS po PTT Ne UA/5547/61/0]
BIANGBIGHO g0 gxof NpOBOAHTREH
]HanI3:
Horazreurey Brestozn A Hi LPetyismam
Ortie Kpyrai, ABoONYKN TabneTky, NOKPUTI miBkooIo Binnosigae

0f0noHKO, Ginorg abo maibie Giorg Kansopy, rnangi 3 ofox

CTopiH ~
Laenrudixauis - BEPX - Hae y1pumysanmy OCHOBHOIO Miky peSaminigy va Bianosigae
Pebaminig XpoMaTOrpaMax BHApoborypayore | CTAHAADTHOTO pOIyUHis,

OTPHMAHMX npu KinnKiciomy BH3HAYMEHHS, noBKIEN

CITIBOaNaTH
Inewrudiranis - Tpray Tloara xosrorg 3a0apenenny npu nopasann; 30 % Bianopinze
RiOKCHL (Maca/o6'cu) PO3UHHY BOHIO nepoxcHny
Cepessin Maca 2450 Mr4 2.5 %, 246.8 mp
Posnmananig He 6insue 30 xauypn 7 xe
Kinbxicne misnavenpg . Ha tepmin npumarnocri: 90.0 - 105.0 mr peGanininy p 100.0 mr
BEPX - PeGantiniy Tabnern; . .
Mapkypanyy . 3riEno 3 BuMoramy TEKCTY MApKyBaus Bignorinue
Yniakonka 3PUHO 3 BuMoran MICs Binnosipae
BUCHOBKH: Mepesipenuis 3pasox MYKOTEH Tabnevic, nxpiTi obostonkoo, 1o 100 M, no 10

30, PIY Mo UA/5547/01/0) 33 RABCACIHMH BULIE HOKASHEKAMM
STLou I"‘ff‘.l':'f'!o %, P
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