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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJINIA

| Name of Product Rabemac BAFPS 2 | Manufactarer ludia
Rabeprazole Sodium 24002818 Country
- enterie coated tablets [0 mg ) R —
Haitmenysanns Pagimaw Hepwasa-supobiie Iuain
DoAY KU PaGeapasony uarpi, Tab- Date/flaTa:
NeTRI, BRPUTE obononkoe, | 07,08.2024
KIILKEBOPOItHHE, no 10 pMr
37 Iiegistrmion Certificate ' 4 | Strength/potency of 10 mg
[ No the medicinal product :
Db i e GA/BL61/01/02 S _ e 5
i | Honep pecctpaniiinoro Crna it/ axrusrics 10w :
- ____'q_il_]__gf_:fill_‘leﬁiiﬂ , Jli:mpcbicomjacnﬁy : B 1
3 ' Dosape Form Enteric coated tablets 10 mg 6 | Pack Size N, 30 (18x2) in strips |
S in carton box :
i wlikapenra dopma Tatinerun, sepuri oboaonrois, Posmip i mun Ne 30 (15x2) v erpianax |
. ,[ I KHIKaBOpoivnkni no 10 mr YIAKOBRIL, ——__ 1 m “!.gn_p_‘_r_(_)ygj_ﬁ__ﬁ_'__{l:li«;nui ‘
TopPahNe e orsEa 8 | Date of Manufact 0672024
o Bemepeepit A e b T tpoBign | T .
o DeatnSize T T T 350600 Tablets (11 666 Packs) |9 [Dateof Expiry
; ! Possip cepif 350 000 Tadneror (11 666 Viuwosor) Aara saringenns 05/2026
e e TEpMiny NpHaTHOCT S
0 Nume, addvess and license numbers of Mfg unit Macleods Pharmaceuticals Limited )
Village Theds, Post Office Lodhimajra, Tehsil Baddi,
| District. Solan, Himachal Pradesh, 174101, India
e MNB /07/594, MB /07/593 R
,‘ Hafimenysannw, micnesuaxogmen g Ta nomepn aigensiii peix Mawieoae Mapyackreriranc Jlistiten |
| AlsiHow no BHPOBHIUTEY | KouTPOMo aKkocT] Bigeaw Txeaa, 10O Jloaximaiipa, Texein Banai,
: . : dierpixr Conan, Ximauan Hpanew, 174101, hunig
: e - B ___i MNB/07/394, MB /07/593. o i
11| GMP Certificales No / Date 007/2023/GMP Valid till £2.08,2024
: { Ceprivpivarn nianosianoeri GMP A Beix gingnox no sHpebnuaTey | 007/2023/GMP Tepmit aif 12.08,2024
| i 1K0NTPOAIO aK0CTI G0 (nipu HAARHOCTI) HOMEDA Nociaans, & Gasi
L {annx Eudra GMP e e
éw--gﬁwl sult of Analysis/ PesyanraTn HpoBCAeHHA AHAITI3Y, - S
! i Sr. Tests Specifications Resuits
i :' Noo | Mokuwsungn Creundicanin Pelyantary
AN -
‘ | Description Pink coloured, circular, biconvex, enferic Pink COID_III“LT(E circula l‘blcommn.cm_eﬁc N i
F o coated tablet plain on both the sides. coated tablet plain on both the sides, o
{ Ouee Kpyrai, apoonyieni TABAETKH, BRpPITI Kpyrai, asoonyini TabaeTriL, BpHTI
! ofioionkon, RHUIKOBGPOIUNINE, POKCBOro COON0H0010, KHMKOROPOITH I, PORCROIG
! R KOALOPY, riafenkri 3 ofiox Gokis. ROALOPY, riagensri 3 o6ox Gowie. ) o
, 2 Identification e
: Rabeprazole The retention time of the Rabeprazole peak - Complies
: in the chromatogram of sample preparation
should correspond to that of the Rabepra-~
zole peak in the chromategram of the standard
reparation as obtained in the “assay”,
Ao . [ Theuv absorption spectra of sample and
MACLEODS Regd. Oftice ; Phone :91-22-6676-2800
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LIMITED

Near Leela Hotel, Andheri-louita Rod,  Enmail
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standard preparation should be concordant.

Fervie Oxide

A light blue colour precipitate should be
observed on addition of freshly prepared
potasstum ferrocynnide solution.

Complies

Titanium Dioxide

Yellow coloured should develop on addition
of hydrogen peroxide 30% w/v.

Complies

Lacarndivanis
PaGienpazon

Yac yrpumypanun iy paGenpasoay ua
XpoMaTorpavax BipoGyRaNoTe | cTanaapTo-
0 POSUNHIE, OTPUMANNX B X0 KinbKicHoro
BH3IHAMCHIA IOBHANO 36iraTHCRA.

Bianosinace

Y ®-cuerrpu BHUpoGyRANOrG i
CTARAAPTIOO POIMIIHIB NOBUHKI 3GiraTies.

Biarosinac

3adiza oreng

-
Fyrrauy anoweny

YTBopenust ocany ¢8iTI0-cHHLOID KONLODY
npi Aoaasai moiine sUroTossenoro
PastIy Kanin depouianigy.

ITonisa swowTore sabaposaeni npy
Aopasanni 30% (maca / ob ‘em) posuuuy
NIepOKCINLY BOAHE),

Binnosigac

Bianosigne

_[osq On Drying

Not more than 6.0 % wiw

1.7 %,

Brpata B maci npu
BlCYIHyBa R

He Gianue 6,0 % {(m/m)

1,7 %

padenpazony naTpio 30 2 romimmu,

Cragis I y TpHexaopuanomy Gydepnomy
posunai pH 8,0,

He menme 75%, (Q) sia sanpacwov

Dissolution Stage I: in 0.1 N hyd:oci:lm ic acid solution.
Not more than 10% of the declared amount 3] 2y 6 3} 2
of rabeprazole sodium in 2 hours 4 0 5 35 6) 1
Stage I1: in Trvis-hydrochlorie acid buffer ‘ !
pH 8.0 |
Not less than 75%, (Q) of the labeled amount 12 2y 95 3y 102 f
e in 30 min 4) 100 3 100 6) L o l
Posumenna Cranis 11 y posunni 0,] M !
XEOPHCTOBOAHEROT KICAOTH. |
He Ginse 10% sin sasgnenof KijthKoeTi N o6 2 ¢ 3 2 ’
|

4 0 5 5 6 0

Ly 102 2y 96 3y 102

Uniformity of
dosage units

AVLI50

Onrutopiauicys
OIOBANX
CANH UM

AVY<15,0

At Release;

Pyridine- carboxylate derivative — Not more
than 0.5 %,

Benzimidazole — Not more than 1.2 %

Rabeprazole Sulphone - Not move than 0.5 %
Rabeprazale Sulphide — Not more than 0.2 %
Any other :mlnldml impurity — Not more
than 0.2 %

KijibKoCT paﬁcnpasony IERATPIG 34 30 xb, 4) 100 5) 1006y L e
1} 92 2y 92 3 102 4) 100 3 161‘
©) 103 7) 101 8) 106 9) 102 10) 103
Min  : 92,0 Max : 1064
Mean : 100,1 AV : 1.2 o
92 2y 92 3y 102 4 100 F 161
6) 103 7) 101 8) 106 9 102 10) 103
Min : 92,0 Mawe: 106.4

i - —{ Cepean: 1001 Cepean: t12

Rabeprazole N-oxide — Not move than 0.2 Y

Below limit of quantitation -

0,05 %
(.06 %%
Beiow limit of qusfpfif;

} (IR R e

Regd. Office :
Arcade, Church Road, Fax
Near Leelt Hotel, Andheri-Kurla Road,
Andhert(Ease), Mumbai<$00 (59, India,

Phone : 91-22-6676-280:
$91-22-2925-6599
Emait

CIN

f eustomercare@macleodspharma.com
Website; www.amacleodspharma.com
FL24239MTHIVBYPLCO52049

Tehsil Buckdi, Distt. Sokan
(HLE) 17101, India.
Phone: D1795-236137,38
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Total impurities — Not more than 2.0 %,

At the eadd of expiration dare:

Pyridine- carboxyiate derivative — Not more
than 1.0 %

Benzimidazole — Not more than 0.8 %
Rabeprazole N-oxide — Not more than 0.5 %
Rabeprazole Sulphone ~ Not more than 1.0 %
Rabeprazole Sulphide — Not more than 0.5 % .
Any other individual impurity - Not more
than 0.2 %,

Total impurities — Not maore than 4,0 %

Cynyrui gomixn

Hpu sunpexy:

Hipnann-wapdokennar noxiane - e Giasme
0,5%

Bensiminazon- ne Ginpwe 0,2%
PaGenpasony N-okeua nmoxinme — e binn e

0,2 %

leesinyannuov nesizomol Aomitxy - e
dinbue 0,2 %

Cyma nomimox — e Gistbine 2,0 %
Hanpuxinyi MEPMINY npudamHocmi:
Mipnann-kapSokcunat noxiaue - ne Dinkine
1,0%

Bensiminason- ne 6ianure 0,5%
PaGenpasony N-okewa noxine — ie Bivne
0.5 %

Paficnpasoay evandia noxigue — e binvute

021 %

Hikue mewi kiancienoro sissayenn
Huwwve mewi kinskicnoro BHINAYLHHSA

0,2 % 0,05%
PaGenpasoay eyandon noxiane — e Ginwme
0,5 %%, ' © 18,06 %

e mewi Kinbkicnoro BHIHAMCHLH

(1 B A
0,21 %

Padenpaiony cyandion novinse - ne Blirsure

L %
Pabenpazony cyandhin noximie - me Blnture
0,5%
IianBinyaanuof HeBinoMol nomiike — pe
Ginne 0,2 %
— 1 Cyma aomimox — we ditnme 4,0 % _
7 Residual Solvents Isopropyl aicohel - not more than 5600 ppm | Below limit of quantitation T
Methylene chloride - not mere than 600 ppm .| Below limif of quantitation
| _Methanal - not more than 3000 ppm 304 ppm o
Tamnukoni kine- Crpt isonponinosuii - ne Ginwiue 5000 ppm Humeae mewt xinnnicnoro ninaqers
! K0Tl opranivnnx Apxnopmeran - ue Sinwine 660 ppm Huraste meessi Rinbkicnoro sismasennsy
| __|_posunnnnkip Meranon — ne fiave 3000 ppm 304 ppm
8 Assay At Release: -
From 9.5 mg to 10.5 mg of rabeprazole 10,26 mg
sodium tablets (93,0-105.0% of the declared | 102.6 %,
amount) :
At the end of expiration date:
From 9.0 mg to 11.§ mg of 1rabeprazole
sodium tabliets (90.0-110.0% of the declared
e amount) e
Kitbkicne {Ipu sunyery:
L [ msumavenns Bia 9.5 sr o 10.5 mr padenpazony marpio v | 10,26 mr o
MACLEODS Regel. Office : Phone : 91-22:6676-2800 Works

PHARMACFUTICALS Atlanta Arcade, Churels Ros,
LIMITED Near Leel Hotel, Andher:-Kurk Road,
.<'§_mlhcl"r (Ense), Mumbai-i00 059, Indiz,

Fux  191-22292565% Village Theda, PO, Lodhimajra
Email : customercured mackedspharmacom  Tehsil Baddi, Disit. Solun
Website: wawanacleadsplarmaeom  AFRP) 17401, Indiia,

CIN 124230 HIOPLCOS2040 Phone: 01793236137, 38
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o TabaeTui (95.0-105.0 % nin sansaenol 102,6 %
; KiaprooTi)

Hanpurinyi HepMiny npudaninocmi:

Bin 9.0 mrno 11,0 mr pabenpasoeny narpio v
Tabaerui (90,0-110,0 % Bin taushenoi
KigbKooTi)

purity” Total aerobic microbial count
(TAMC) - Not more than 10° CFU/g; [ <10 CFUg ;
‘ Total combined molds and yeast
f ' (TYMC) = Not more than 10° CFU/g, | <10 CFU/g
Not allowed
S Eschericliia coli in 1g of the drug, Absent

MikpoBionoriuua B npenapari aonyckaernen:
| yuerora® 3aFallbBae UueIo acpobunx mikpoopraniitsin
D (TAMC) - ue innwe 10° KYO/ry <10 KYO/r.
j j FArANBIE YHCA0 APINEHREBUX TA OAICHEB X
rpubis (TYMC) — ve Siasnre 10° K¥O/r, <1 K¥Y Oy,
He ponyewaetoen Escherichia coli yir Biacyrui ;

!
O i e |_TIPCITAPATY.
P13 Comments (if any)

nts ¢ Test to be done on first three contmereial batches and subsequently first batch of the vear
Koasenrapi (npn Teer mac 6yrn nposeaeunii ma NEPUINX TPLOX KoMEPUITHIX Baniganiiinny cepiny, 3rogom ue
HAgBHOCTI) BHNPoBYBAHNT NpoRoANTHMETLEA NiL e BIRYCKRY KORHOT 10-1 cepif, npusnaiisiii opua
e mapTiR TeeTycThen mopiuno, . N e
B 1 A pplication for ol | Jierehy certify that the above information is true and accurate. This series of products have
Ceriilication been produced (including packaging /abeling) and conducted quality control on the above ;
mentioned stations in fuli com pliance with the reguirements of G P, set by the local 5
regulatory authority, and in secordance with the specifieations 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,
b Minutes of production, packaging and testing were reviewed and the correspondence GM",
3ansa npo ceprudikanio, «llum st minreepaskyio, mo nasenena Bite indopmauin ¢ AocTosipnoie i Tounoio, (Lo cepitn
Apoaykniv fyno supotneno (Bxnounioyn YuakoBry / maprysaung) i MPOBEACHO KOUTPMIL T |
{ ! AKOCT! Ha momwe 3aduavenii minsnui g Nopiilt  sianoBiinoeri 3 numeorasm GMP,
BCTRNOBACITUMIC  MicueBIM  peryasTopuim OPFAHOM, A TFAKOK Y  gianosianocti i
: | cueuspicauismie, uro MicraToes B pecerpanifinomy nocke 6o peecrpaniiinomy rocsizuenni
I Rpaiun-supofinuka ado kpaina-imnoprepa, w0 nHpoAYKLin iMIOpPYOBANA, Uu B oche
encundikaniii na BpenapaT aam poerimkysanoro atkapesroro sacoby. 1l poToKOIH
. BHPGSHULTEA, YAAKOBKI T ANANIE Gys10 nepernanyTo i seranosaens BiAIOBILICTE GMP », N
ue and position / title of the person issuing the permit issue series / : ‘
Hpiseuge 7a nocana / spanns ocofin, aka Busana aosBia Ha BUTIYCK cepil,

|
|
R E——
i
|

AR}

.. . _Prepared by Mliarotonmeno - Checked by/Mepenipeno_ | ™ Approved byf3araepameno

E .. Revieyrer Manager QC ' Manager QA

{.___ _ Sitaram Kumhar Sajag Pralash e e gyc_hﬁlwl K o
Fo 07.08.2024_ 17:07 ___08.082024  09:35

116 | This js electronically generated report, hence signature is not required,
e CHEKTROIHIN 38iT, ToMY mianne e nerpidern.

MACLEODS Regd, Office: Phone : 91-22-6676-2400

PHARMACEUTICALS Atanta Arcade, Church Reag), Fax ;912229256599 Village Theda, P.O. Lodhimajr
LIMITED Near Leeta Hotel, Andheri-Kurla Road,  Enail s customereard@macleodspharmacom  Fehsit Badeti, Distt. Solan
Anidheri (Eus[},_i\-wmbui«iﬂﬁ 059, Indiz,  Website: wvwamacleodspharmacom (H.P) 174100, Indin,

CIN  : G24239MITI989PLC 652049 Phone: H795-236137,38 -




JaGoparopin 3 KORTPONIO IKoCTi Nikapeniknx 3acobis

TOB "AOBPOBYT-JIIKAJAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKXYLAB"

Ykpalua 03153, M. Kuia, pyn, Hogropoa-Cisspcesa, Gya.3, naxurnos| NPUMILLEHHA 92, 097-0300797

Bucnosok mogo siveeri N 1699-24 Bin 21.11.2024
PABIMAK tadaerwu, BEPit 0BonoHkmo, KIFLHROBOPOIUHUNI 10 10 a1

Hasma npeaapary: - . . P .
peaapaty a0 15 Tabreror y Gnictepi: no 2 OAICTEDH B KAPTOHUIH yimkoRl)

Pecerpaniitnnii ilosep: 1699-24
Brpodusiurno; : Maxneonc ®apmacuiomiskane Aistiren, inais
Homep cepifs 142407554
Posstip napreii nin aroy BigiGpano 9615
Pasok: _
Tepmin npuaarnocri: 0572026
Tonapierso 3 obyewenoin slanoesiauibiicTio "MAIKJ] EQJIC
Biaifipano/onepucne sin: BAPMACKIOTIKANR JUMITEL", Arevnuii crnan Nel, s [nvs,
Byn.Q o6y g, 37
Hara onepucanns: 23.10.2024
Ban wonrpomo: Hanpasaenus TIC ya nalloparopunit anani (902)
AHJ (MK3L, eneundivaniy), MEKA no PO Ne UAS3 16170 1102
BiAROBIZRO /10 sikcof HROBOUANTLCH
anasis;
Norainurcn Brscocne AHT - - i Pesynvman
Laenmidikauis Yd-cnertpu pinpatonynanero | CRIBADTHOrO  po3uMAis  Bignosinae
IToBHHKE cnirnapaTy
Laewmidixanis - Hac  yrpustynanns fiiky paBenpasony wa Xposarorpamax  Bianosinac
PaGenpazon BHIpoGoBy BaHoro | CTRHEAPTHOO POIIHIB, OTPHMANKX B XOai
" KHIBKICHOro Brakaseis NOUHHHO cAisnaaaTh
One - Kpyrni, Msoopyrni - TaGreTry, BKDHTE  oBosoHkoK), Biaoninae
KHUIKOBOPOI4HINHI, powesoro KOMLOPY, raanki 3 ofox cropiy
Lrewmdiirauis - 3anisa YTBopenns ocany esitho-cluboro ROILOpY npi mogasauyi  Bianosinae
LINGE] CBIKONPHIOTOBIEHOTO postiny Kanio gepoulanigy .
Laewrudivanin - Turany MNosea  wosrors sabapanenus  npn poaspanni 30 %  Biunosinac
Alekenn : {maca/oG'em) POIUHHY BORIO iepokenay
Kiasricne mimkasenus Bin 9.0 mr sro 11,0 mr pabenpasony Hatpila & tadaeri 8.9 mr
(90,0 - 110,0 % sin ABACHOT Kisthioeri)
Yuaxonka 3rizno eusMor MICH Bianosinae
Mapxyranus Iriauno pumor TERCTY MAPKY BilHH st Bianorinar
BHCHOBKH: Hepepipenui apasok PABIMAK TADNCTRH, REPLITI oGornonko, RHUTKOROPOTIIIILT o

1O M1 o 15 radnerox ¥ Onierepi; nio 2 Suterepu 1 kaproiii YHAaKoBLI cepii
142490755A supotniurha Masneone dapsacsorusane Jistiren, dunin sianosinae
BuMoram MKA a0 PR N UA/3 161701702 B HABCRSHUMY BINNC TOKAIHHKAMY

T R i




