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CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIN3A

Page 1 of 6 /Crp. 1 m3 6

Product : Razo, Enteric-coated tablets 10 mg
Ipoayxr: Pazo®, TabaeTkn, NOKPbITbIE KHIIEYHOPACTBOPUMOi 06010uK0i, 10 Mr

Batch No. / Cepust Ne : C2316455

Batch Quantity /
O6bem cepun:

700000 Tablets
700000 rabnerok

Analytical Report No / Anaautuuecknii oruer Ne : 890001709295

Date of Analysis / JlaTa anasnmsa: 31/12/2023

Date of Manufacture / lata npon3soacrsa : 11/2023

Date of Expiry / Cpok rognocrsn : 10/2025

Analysis performed according ND / Ananns nposenen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
nam. Ne 1 or 29.06.2023

Ne

Test / HHoxazarean

Result / Pe3yabraThl

Specification / Hopma

1

Description / Onucanue

Round, biconvex, pink coated tablets
imprinted "RB10" with black ink on
the one side. The cross section is the
core white. / Kpyruneie,
JBOSIKOBBIMYKJIbIE TaOJIETKH,
MOKPBITbIE 000JIOUKOM PO30BOroO
1[BETa, C MAPKUPOBKOM YEPHOTO LiBETa
«RB10» Ha ognoi ctopone. Ha
NOTepeyHoM paspese aapo 6esoro
uBeTa.

Round, biconvex, pink to brownish-pink
coated tablets with black ink imprinted
«RB10» on the one side. The cross section
is the core from white to off-white. /
Kpyriple, aBOSKOBBINYKJIBIE TabJaETKH,
MIOKPBITBIE 00ONOUKOH OT pPO30BOro Io
KOPHUYHEBATO-PO30BOTO LBETA c
MapkupoBKoi uepHoro uesera «RB10» na
omHo# ctopone. Ha rionepeuHom paspese
Apo ot 6esoro Ao noutH 6e10ro npera.

Identification By HPLC /

2 Complies as prescribed/ The retention time of major peak in the
TToanuuuocrs BIXKX CooTBeTcTBYET chromatogram of test solution should
correspond to the retention time of major
peak in the chromatogram of Rabeprazole
sodium reference standard solution (section
Assay).
Bpems yaepiuBaHus OCHOBHOTO MHKa Ha
XpoMarorpaMMme MCIBITYEMOro  pacTBopa
JIOJIKHO COOTBETCTBOBATD BpPEMCHH
yIEpXKMBaHUss ~ OCHOBHOrO  NHMKa  Ha
XpoMarorpaMme pacTBopa CTaHAAPTHOTIO.
obpasua pabenpasona Harpus (paspen
«KonnuecTBeHHOE ONpesieieHUEY).

3 | Average weight of coated 108.94 mg /108,94 mr 109.30 mg+ 7.5 % (101.10 - 117.50 mg) /
tablets / Cpeansist macca 109,30 Mmr £ 7,5 % (ot 101,10 mr no
TA6JEeTOK 117,50 mr)

4 |Dissolution / PacTBopenne Unit-1/Enunnua-1 0% In 0.1 M hydrochloric acid solution — not

Unit-2/Ennmmial 0% more than 10 % of CisH20N303;5Na
Remarks : The Product confirms to ND/ Opinion : APPROVED
I pumeuanue: [Tpoaykt coorsercrght Tpebosanuam HJT Saxmouenune: OJJOBPEHO
Prepared by/ / “Checked by Approved by: Manager
HonrOTOBneHOW [TposepeHo: LQQ\B Metemkep 110 obecneHeHnIo KayecTra
Date/ [lara: 13-/ Q024 Date/ Hdara: |73-0)e~20T M Date/ Jlara: 13- 0y-aenly
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page2 of 6/ Ctp.2 3 6

Product : Razo, Enteric-coated tablets 10 mg
Mpoayxr: Pazo®, tadseTku, NOKPbITbIe KHIIEMHOPACTBOPHUMOii 000J10uK0i, 10 mr

Batch No. / Cepusi Ne : C2316455

Batch Quantity /
O0bem cepun:

700000 Tablets
700000 Tadaerox

Analytical Report No / Anannruuecknii oruer Ne : 890001709295

Date of Analysis / JlaTa anaansza: 31/12/2023

Date of Manufacture / lata npoussoacrsa : 11/2023

Date of Expiry / Cpox roanocrn : 10/2025

n3M. Ne 1 o1 29.06.2023

Analysis performed according ND / Ananus nposenen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

Unit-3/Epunnua-3 5% (Rabeprazole sodium) label claim in 2 h.
Unit-4/E nuauna-4 2% / .
B 0,1 M pacreope XJIOpPUCTOBONOPOIHOM
Unit-5/Enpnnuna-5 3% KMcaoTel — He Oomee  10% ot
. . HOMUWHAJILHOIO coJieprKaHus
Unit-6/E qnuna-6 0% CisH2oN3O3SNa  (paGenpazon  HaTpus)
Average / Cpenn. 3nauenue: 2% Hepes 2 u.
Unit-1/Enununa-1 79% In buffer solution pH 8.0 — not less than 75
_ - % (Q) of CisH20N303SNa (Rabeprazole
Unit-2/Epmnnua-2 75% sodium) label claim in 60 min.
- / B 6ydepHom pacreope pH 8,0 — ne menee
_ - [1)
Unit-3/Enmnuna-3 79% 75 % (Q) OT HOMHMHANILHOIO COJEPIKAHUS
Unit-4/Enpnuna-4 79%, CigH20N3O3SNa  (pabenpazon  Hatpus)
i uyepes 60 MuH.
Unit-5/Emanna-5 70%
Unit-6/Enunuia-6 82%
Unit-7/Epunnua-7 91%
Unit-8/Eqmuuua-8 80%
Unit-9/E nunuua-9 92%
Unit-10/Enunanua-10 81%
Unit-11/Enunnua-11 79%
Unit-12/Epununa-12 86%

Average / CpenH. 3nauenue: 81%

Related substances by HPLC

/ PopcrBennnie npumecn, BOKX

Rabeprazole N-oxide/
Pabernpazona N-okeuj

Below LOQ (LOQ = 0.022%) / Hwxe
npenena  KOJMYCCTBEHHOTO  ONpeJlesicHus

(I1KO = 0,022 %)

not more than 0.5% / e 6onee 0,5%

Remarks : The Product confirms to ND/
ITpumeuanne: [poaykr cootBepeTBYET Tpebosanusam HJJ

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by/

£

+ Checked by

Approved by: Manager

IMoarorosnen ITpoeepeHo: Menemkep 1o obecrneyeHuio KayecTsa
y
Date/ [ara: 1.3-0 ~209 4 Date/ [ata: |y r~20 244 Date/ JlaTa: 13 o0 ARy
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page3 of 6/ Ctp. 3 u3 6

Product : Razo, Enteric-coated tablets 10 mg
Ipoaykr: Pazo®, TadeTk, NOKPHITHIE KHIIEYHOPACTBOPHMOii 060s10uKkoi, 10 mr

Batch No. / Cepus Ne : C2316455 Batch Quantity / 760000 Tablets
O6bem cepuu: 700000 Tadaerok

Analytical Report No / Anasmruuecknii oruer Ne : 890001709295 |Date of Analysis / lata ananuza: 31/12/2023

Date of Manufacture / laTa nponssoacrsa : 11/2023 Date of Expiry / Cpok rognoctu : 10/2025

Analysis performed according ND / Auanns nposeaes no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3M. Ne 1 o1 29.06.2023

Rabeprazole Sulfone/ not more than 0.5% / ne Gonee 0,5%
Pabenpazona cynsgon 0.09%6/0,09%

Rabeprazole Methoxy analog/ not more than 0.5% / ne Sonee 0,5%
Pabernpasona MeTOKCH aHATIOT Not detected / He oOHapy»xeHa

Rabeprazole Chloro analog/ not more than 0.5% / He 6onee 0,5%
PaGenpazona xsiopo ananor | Not detected / ne obnapyena

Rabeprazole Sulphide/ Below LOQ (LOQ = 0.027%) / Huxe|not more than 0.5% / ne 6onee 0,5%
PaGenpazona cynbedun npejena  KOJNHYECTBEHHOTO  OMNpeselIeHUs

(JIKO = 0,027 %)

Rabeprazole Related not more than 0.5% / ne Gonee 0,5%
compound A/

Not detected / ne oGHapyxeHa
Pabenpazona poncTBEHHAs

NpUMeCh A

Rabeprazole Related Below LOD (LOD = 0.02%) / Huxe not more than 0.5% / ne 6onee 0,5%
compound C/ npenena obnapyxenus (110 = 0,02%) ‘

PabGenpazona poncreeHHas

npumecs C

Specified Impurity at not more than 0.5% / ne 6onee 0,5%

about RRT 1.37

(Mass m/z=310
Imidazole) / Ilpumecs npu
RRT 1,37 (macca m/z=310
UMUJA30J1)

0.02%/0,02%

Specified Impurity at not more than 0.5% / ne 6onee 0,5%

about RRT 1.51 Not detected / He oGHapy>keHa
(Mass m/z=458 Benzo

imidazole adduct) / Ilpumecs
npu RRT 1,51 (Macca
m/z=458

OeHzuMua3ona aayKr)

Remarks : The Product confirms to ND/ Opinion : APPROVED
Hpumeuyanue: [lponykr coorsercrpyet Tpebosanusm HJI 3axmouenne: OJOBPEHO

Prepared by/ ;Checked by Approved by: Manager

/@CZ/G’V
[Toarorosneno: ﬁ/ I[TposepeHo: MeHemKep 10 0GeCeueH o KauecTra

Date/ Jlata: | 3.0)_0p Date/ Jlata: ] «) 2000 Date/ Jlata: U Oy N
Q el Y 1D -0y Ao
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJHN3A

Page40of6/Crp. 4136

Product : Razo, Enteric-coated tablets 10 mg
IIpoaykr: Pazo®, TabieTKH, HOKPHIThHIE KHILIEYHOPACTBOPUMOIi 000s10uK0ii, 10 Mr

Batch No. / Cepusa Ne : C2316455 Batch Quantity / 700000 Tablets
Oo0bem cepun: 700000 Tabserox

Analytical Report No / Ananntudeckuii oruer Ne : 890001709295 |Date of Analysis / [lara anannsza: 31/12/2023

Date of Manufacture / lata npousBoactsa : 11/2023 Date of Expiry / Cpox roqnoctn : 10/2025

Analysis performed according ND / Anasmus nposegen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
uzm. Ne 1 o1 29.06.2023

Individual unidentified not more than 0.2% / ve 6onee 0,2%

impurity / Epununas Below BDL (BDL= 0.1%) / Huke

HEMJICHTHUIMPOBAHHAS nopora peructpaumu (ITP =0,1%)
PUMECH

Total impurities / Cymma 0.1%/0,1% not more than 2.0% / e Gonee 2,0%
npumecei

6 |Residual Solvents content / 973 pg/tab / 973 mxr nHa Tabnerky  |Isopropanol — not more than 1379 pg per

OcraroyHbie oprannyeckne tablet / Usonponanosn — He Gonee
PACTBOpPHTEIH 1379 Mxr Ha Tabnerky

7 |Uniformity of dosage units / 9.2/9,2 Aceptance value (AV) should be not more
Oanopoanocrs than 15.0. / Tlokasatens npuemIeMOCTH
03U POBAHMS (AV) nomxen 6biTh He Oonee 15,0.

8 |Microbial purity / Mukpo6nosorudeckas YucTora

a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / OGiee yucio Memnee 10 KOE/r He 6osiee 1000 KOE/r
aspoOHBIX MUKPOOPIaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obuee uucio Meunee 10 KOE/r He 6onee 100 KOE/r
JIPOMIKEBBIX U TUIECHEBbBIX
rpruboR
¢) E.coli Absentin Ig/ Shall be absent in 1g/
OtcyreTByeT B 1T JomxHb! oTcyTcTBOBaTL B 1 T
9 |Assay / KoanuecTBeHHOE 10.0 mg / 10,0 mr 9.0mg to 11.0mg of C;sH2N303SNa
onpeaeseHHe (Rabeprazole sodium) (90 to 110 % of the

labeled amount) per  tablet /
Ot 9,0 mMr go 11,0 mr CisHaoN3O3SNa
(pabenpazon Hatpus) (o1 90 go 110 % or
HOMHHAJILHOTO cojlepikatust) B TabneTKe.

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanne: Ilpoaykr coorsercrpyer TpedoaHusm HJI Zakmwouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager
ﬂoaromsnemﬁ/ IIporepeno: m Menepkep 110 o6ecne§§5ﬂo KauecTBa

Date/ Jlara: 3o l-9024 Date/ [Jlata: ) 3 el ~2LOM Date/ Jlara: PN e
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Page50f6/Ctp.5n3 6

Product : Razo, Enteric-coated tablets 10 mg
IMpoayxr: Pazo®, TabyieTku, NOKPbITHIE KILIEYHOPAcTBOPUMOI 060./104K0ii, 10 Mr

Batch No. / Cepusi Ne : C2316455

Batch Quantity /
O06Bem cepum:

700000 Tablets
700000 rTadaerok

Analytical Report No / Anannrudecknii oruer Ne : 890001709295

Date of Analysis / lata anaymsa: 31/12/2023

Date of Manufacture / Jlata npousBoactsa : 11/2023

Date of Expiry / Cpox roanocrn : 10/2025

Analysis performed according ND / Ananns nposeaen no HJL: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

n3M. Ne 1 ot 29.06.2023

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister and
patient information leaflet in a carton

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.

pack. / Tlo 15 tabneroxk B Guucrepe|/ Ilo 15 rabnerok B OGnucrepe M3
w3 (TIBX/AJI/TIA)  donaern /| (TIBX/AJVTIA) doneru / amoMuHHEBOM
ATIOMHWHUEBOH onbru. [To} ¢ponwru. Ilo 1 unu 2 Gnucrepa BMecTe ¢
1 6mcrepy BMecTe ¢ WHCTPYKLMEH| MHCTPYKLUHEH MO IPUMEHEHWIO B IavKy
1o NPUMEHEHHIO B NayuKy | KAPTOHHYIO.
KapTOHHYO.

11 |Labeling / MapkupoBxa Complies as prescribed / According to ND /
CooTBeTCTBYET TPeOOBAHUIM B cootrercTeuun ¢ HJ|

12 |Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Bbiwe 25 °C.

Xpanenne
13 |Shelf life / Cpox rognoctn 2 years /2 roga

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykr COOTBeTarE/@r Tpeboranusm HJ|

Opinion : APPROVED
3akarwuenne: QJOBPEHO

Prepared by/ +Checked by . Approved by: Manager
HO}lFOTOBHCHOZKQ I1posepeno: l@ Menejpkep 1o obecneueHnIo KauecTpa
Date/ Jlara: (Z-cl-9 094 Date/ Hata: | el -LOVY Date/ [lara: 13 01—y
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 6 of 6 / CTp. 6 13 6

Product : Razo, Enteric-coated tablets 10 mg

ITpoaykr: Pa3o®, Ta6ieTKH, HOKPbITbIe KHIIEUHOPACTBOPHMOH 000109K0#, 10 Mr

Batch No. / Cepusa Ne: C2316455

Batch Quantity / 700000 Tablets
O6bem cepun: 700000 Tabaerox

Analytical Report No / Ananutuuecknii order Ne : §90001709295

Date of Analysis / JlaTta ananusa: 31/12/2023

Date of Manufacture / JJlata nponspoacrsa : 11/2023

Date of Expiry / Cpox rognoctu : 10/2025

Analysis performed according ND / Auanu3 uposenen no HJL: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

wsM. Ne 1 o1 29.06.2023

API name / nanmenosanue ADC:

Rabeprazole sodium / PabGenpa3zon narpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponspgoaurtens APC:

ACQH000023, ACQH000025

FP Manufacturer API Batch number /
Homep cepun cyocranuun npoussopuress I'JID:

FCQAO00239, FCQA00240

API Manufactured by & country /
IIpoussoaurenn A®C, crpana:

Dr. Reddy's Laboratories Ltd., India
JI-p Pennn’c JlaGoparopuc Jita., Unaus.

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykr cooTBeTcrByRT TpeboBaHusm HJL

Opinion : APPROVED
3axmouenue: QJJOBPEHO

Prepared by/ ¥ Checked by

ITOHFOTOBHGHOW [TpoeepeHo:

Approved by: Manager
Meneprep 110 06ecneueHHIo KauecTna

S

Date/ Jlata: | Z.f - Q 94, | Date/ Jlara: 13~01-202Y

Date/ JlaTa: 173~ 0 -aon






