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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page10of6/Crp. 1 136

Product : Razo, Enteric-coated tablets 10 mg
Hpoayxr: Pazo®, TabsieTKH, NOKPbITbIE KHIIEYHOPACTBOPUMOIi 000/10uKo0l, 10 MI

Batch No. / Cepus Ne : C2316456

Batch Quantity / 700000 Tablets
O0nem cepun: 700000 Tabuaerok

Analytical Report No / Anaautnyecknii oruer Ne : 890001709296

Date of Analysis / laTa anannza: 31/12/2023

Date of Manufacture / Jlara nponzsoacrsa : 11/2023

Date of Expiry / Cpox roanoctn : 10/2025

Analysis performed according ND / Ananns nposenen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
M. Ne 1 0129.06.2023

Ne

Test / ITokazaTenan

Result / PesyabTaThl

Specification / Hopma

1

Description / Onncanue

Round, biconvex, pink coated tablets
imprinted "RB10" with black ink on
the one side. The cross section is the
core white. / Kpyrisie,
JBOSIKOBBIITYKJIbIE TaOJIETKH,
MOKPBIThIE 000JI0YKOH PpO30BOI0O
[[BETA, C MAPKHPOBKOI1 YEPHOTO LIBETA
«RB10» na ogsoii cropone. Ha
nonepeyHoM paspese saapo denoro
LBETA.

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. /
Kpyrnble, IBOSKOBBINYKJIbIE TabJETKH,
MOKPBITBIC 00OJIOUKOW OT PO30BOrO .0
KOPHUYHEBATO~PO30BOrO LBEeTA c
MapKHpoBKO#t uepHoro upera «RB10» na
ofiHOM crtopone. Ha nonepeunom paspese
J{po OT OeIoro Ao MouTH Oenoro 1BeTa.

Identification By HPLC /
Topaunnocrs B32KX

Complies as prescribed/
CooTtBeTcTBYET

The retention time of major peak in the
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 yrep)xuBaHMs OCHOBHOTO TNHKa Ha
XpOMaTOrpaMMe HCHBITYEMOTO  pacTBopa
JIOKHO COOTBETCTBOBATH BPEMEHU
VAEPKHBAaHUS ~ OCHOBHOFO  THKa  Ha
XpoMaTorpaMMe pactsBopa CTaHAAPTHOTO
obpasua pabenpasona Harpus (paspeln
«Konunuecrsennoe orpenescHue).

Average weight of coated
tablets / Cpennsist macca
TabJIeTOK

109.07 mg /109,07 mr

10930 mg+ 7.5 % (101.10—-117.50 mg) /
109,30 mr+ 7.5 % (ot 101,10 mr 1o
117,50 mr)

Dissolution / PacTBopenue

Unit-1/Eannnua-1 5%

In 0.1 M hydrochloric acid solution — not

Unit-2/Enmnnua-2 0%

more than 10 % of C;sHyN3O3SNa

Remarks : The Product confirms to ND/
Hpumeuanue: [Tpoaykr cooTerc

T TpeboBanHusam HJI

Opinion : APPROVED
Zaxmouenne: OJJIOBPEHO

Prepared by/

/&@0/ Checked by _
Itonrorosnex W ITpoBepeHo: (/@

Approved by: Manager
Menepkep no obecriedeHHio KauecTsa

Date/ Jlata: Bl -Q 094

Date/ Jara: ' L0 20 U

Date/ Jlata: 130y -ty
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page2 of 6/ Ctp.2 3 6

Product : Razo, Enteric-coated tablets 10 mg
Iponyxr: Pazo®, TabieTkn, NOKPbITble KMIIEYHOPACTBOPHMOii 000/10uK0i, 10 mr

Batch No. / Cepusa Ne : C2316456

700000 Tablets
700000 Tabaerok

Batch Quantity /
O6bem cepun:

Analytical Report No / Anannruueckuii oruer Ne : §90001709296

Date of Analysis / laTra ananuza: 31/12/2023

Date of Manufacture / Jlata npoussonctna : 11/2023

Date of Expiry / Cpox rognocrn : 10/2025

u3Mm. Ne 1 01 29.06.2023

Analysis performed according ND / Ananu3s nposeaen no HJ/L: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

Unit-3/Ennnuna-3 1% (Rabeprazole sodium) label claim in 2 h.
Unit-4/Epununa-4 1% /
B 0,1 M pacrBope XJOpPHUCTOBONOPOAHOM
Unit-5/Enunnna-5 1% Kkuciotel -~ He Oonmee 10%  or
. . HOMHHAJILHOTO coJiepKaHus
Unit-6/Enpnmia-6 3% CisH2oN3O3SNa  (paGenpazon  Hatpus)
yepes 2 u.

Average / CpenH. 3H

auenue: 2%

In buffer solution pH 8.0 — not less than

sodium) label claim in 60 min.

CisH20N3035Na
yepes 60 MuH.

(paGeripazon

Unit-1/Envnuia-1 75%
Unit-2/Enuanna-2 T6%
Unit-3/Enunnua-3 74%
Unit-4/Equnnua-4 76%
Unit-5/Ennanna-5 T7%
Unit-6/Enununa-6 80%
Unit-7/Enununa-7 86%
Unit-8/Enynuna-8 74%
Unit-9/Ennnuna-9 84%
Unit-10/Epuauna-10 79%
Unit-11/Exqyanna-11 74%
Unit-12/Epunnua-12 88%

Average / Cpend. 3HaueHue: 79%

75

% (Q) of CigHN303SNa (Rabeprazole

/ B 6ydepuom pacteope pH 8,0 — He meHee
75 % (Q) OT HOMMBAJIBHOTO COJIepIKAHUA
HaTpus)

5 |[Related substances by HPLC

/ PopcTeennnie npuvecu, BOXKX

Rabeprazole N-oxide/
Pabenpazona N-okenn

Below
npejxena
(ITKO = 0,022 %)

LOQ (LOQ = 0.022%) / Huxe
KOJIMYECTBEHHOTO

OIMpEaACHCHU

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

Remarks : The Product confirms to ND/
IIpnveuanne: Ilpoaykr cootBetcT

t Tpebosanusm HJ|

Opinion : APPROVED
3akawuenne: OAOBPEHO

Prepared by/ 24 Checked by
IoxrorosneHo: I1porepeno:

LD

Approved by: Manager
MeHemkep 1o odecrneyeH o KauyecTsa

Date/ Hdara: 13-01-90 24

Date/ Jlara: fg‘\@\r'l@w

Date/ [laTa: R T NN
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Page3 of 6/ Crp.3 u3 6

Product : Razo, Enteric-coated tablets 10 mg
Ipoayxr: Pazo®, radneTky, MOKpHIThIe KHIIEYHOPACTBOPHMOIi 060J104K0ili, 10 Mr

Batch No. / Cepus Ne : C2316456

Batch Quantity /
O6vem cepun:

700000 Tablets
700000 Tabaerok

Analytical Report No / Anajmruueckuii otuer Ne : 890001709296

Date of Analysis / JlaTra anaanza: 31/12/2023

Date of Manufacture / lara npouspoacrpa : 11/2023

Date of Expiry / Cpok roanoctn : 10/2025

n3m. Ne 1 or 29.06.2023

Analysis performed according ND / Ananu3s nposenen no HJI: JIIT-002666-191022, amend Ne 1 dt 29.06.2023 /

Rabeprazole Sulfone/
Pabenpazona cynbdon

Rabeprazole Methoxy analog/
PaGemnpasosa METOKCH aHaJor

Rabeprazole Chloro analog/
Pa6enpasona xnopo aHanor

Rabeprazole Sulphide/
PaGenpazona cynsdun

Rabeprazole Related
compound A/

Pabenpazona poncrsenHas
IPUMECH A

Rabeprazole Related
compound C/
PaGenpazona poacreenHas
npumecsk C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Ilpumecs ripu
RRT 1,37 (macca m/z=310
HMMHA3007)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / Iipumecn
npu RRT 1,51 (macca
m/z=458

OeH3UMKUa30M1a aYKT)

0.09%/0,09%

Not detected / ne oGHapy>KkeHa

Not detected / He oOHapyxkeHa

Below LOQ (LOQ = 0.027%) / Huxe

npcejeiia KOJIMYECCTBCHHOTO ONPCACIICHUA
(TTKO = 0,027 %)

Not detected / He 0OHapykeHa

Below LOD (LOD = 0.02%) / Huxe
npenena obnapyskenus (110 = 0,02%)

0.02%/0,02%

Not detected / He 0OHapykeHa

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

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

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

not more than 0.5% / ne 6oinee 0,5%

not more than 0.5% / ne Gonee 0,5%

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

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

not more than 0.5% / ne 6osnee 0,5%

Remarks : The Product confirms to ND/
Hpumeuanue: [IpoaykT coorBeTeTRyeT TpeOoBaHusam HJI

Opinion : APPROVED
Zakmouenne: OJJOGPEHO

Prepared by/ /Ciy Checked by Approved by: Manager

IToarorosnexo: W [Tposepeno: @,@ MeHenxep no o0ecrneHeHuIo KayecTsa
-l <

Date/ JHara: | 3-0 |-9¢ % Date/ Jlara: ! 0] O Date/ [lara: 120y AL
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page4of 6/ Ctp. 4136

Product : Razo, Enteric-coated tablets 10 mg

Hpoaykr: Pazo®, rabjieTkH, NOKPHITHIE KUIIEYHOPACTBOPHMOIi 000./101K0i, 10 mr

Batch No. / Cepua Ne : C2316456 Batch Quantity / 700000 Tablets
O6wem cepun: 700000 Tabaerok

Analytical Report No / AnasnTuuecknii oryer Ne : 890001709296 |Dat

¢ of Analysis / lata ananuza: 31/12/2023

Date of Manufacture / Jlara nponseoacrna : 11/2023 Dat

e of Expiry / Cpok rognocrn : 10/2025

n3Mm. Ne 1 ot 29.06.2023

Analysis performed according ND / Anann3s nposeaen no H/: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

Individual unidentified
impurity / Enuuauunas
HeuIeHTHDUUPOBAHHAS
MpUMech

Below BDL (BDL= 0.1%) / Hwuxe
nopora peructpauuu (ITP =0,1%)

not more than 0.2% / ne 6osee 0,2%

Total impurities / Cymma 0.1%/0,1%
npumecei

not more than 2.0% / ne 6onee 2,0%

6 |Residual Solvents éontent/ 992 ngftab / 992 mxr Ha TabneTKy
OcTtaTouHbie OpraHuvecKne

Isopropanol — not more than 1379 pg per
tablet / Mzorpornanon — He Gonee

pacTBOPHTEJIH 1379 mxr Ha TabneTky

7 {Uniformity of dosage units / 7.2/1,2 Aceptance value (AV) should be not more
OnaHopoaHOCTL than 15.0. / lloka3atens NpUEeMIEMOCTH
NO3UPOBAHHSA (AV) nomxen 6wt He bonee 15,0.

8 [Microbial purity / MukpoOuonoraueckast 4ucToTa

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / O61uee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g/
mould count / Ob1ee uyncno Menee 10 KOE/T He 6onee 100 KOE/r
JIPOYKIKEBBIX U IJICCHEBBIX
rpubos
c) E.coli Absentin 1g/ Shall be absent in 1g/
OtrcyrctByer B IT JlomkHbl oTCcyTCTBOBaTH B | T
9 |Assay / Koanuecrsennoe 9.9 mg/9,9 mr 9.0mg to 11.0mg of CigH2N303;5Na
onpeneeHHe (Rabeprazole sodium) (90 to 110 % of the

labeled amount) per tablet /
Or 9,0 mr pmo 11,0 mr CisHN3O3SNa
(paberpazon "arpus) (ot 90 o 110 % or
HOMMHAJBLHOTO COAIepIKaHus) B TabieTke.

Remarks : The Product confirms to ND/
Hpumeuanne: Ilpoaykr cooreererpyer Tpebopanusm HJ|

Opinion : APPROVED
3axmwouenne: OJOBPEHO

Prepared by/ .21 Checked by
Hoﬂrommem:(W I1poeepeHo: é@

Approved by: Manager
MeHepkep no obecneyeHuIo Ka4ecTna

>

Date/ Jlara: [ B-0| -9 24 Date/ Jlata: 12 ~O} 202U

Date/ Jlara: {3 =0y -t
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Dr.Reddy’s
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page Sof 6/ Ctp.5n3 6

Product : Razo, Enteric-coated tablets 10 mg
Hpoayxr: Pa3zo®, TadieTku, NOKPHIThIe KHIIEYHOPACTBOPHMOIi 060J104K0ii, 10 Mr

Batch No. / Cepust Ne : C2316456

Batch Quantity /
Oo0bem cepun:

700000 Tablets
700000 Tadaerok

Analytical Report No / Ananurnueckuii oraer Ne : §90001709296

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

Date of Manufacture / Jlara npoussoxcrna : 11/2023

Date of Expiry / Cpox rognoctn : 10/2025

n3Mm. Ne 1 o1 29.06.2023

Analysis performed according ND / Anasu3 nposegen no HJI: JIIT1-002666-191022, amend Ne 1 dt 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
pack. / Tlo 15 rabnerox B Giucrepe
wz  (TIBX/AJI/TTIA)  doasrn  /
AJIFOMHHHUEBOMH onpru. Ilo
1 Giucrepy BMecTe € HMHCTpYKLMEH

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerox B Onucrepe u3
(TIBX/AJUTIA) ¢oasrn / amoMuHueBOH
¢oneru. Ilo 1 nnm 2 Gnucrepa BMECTE C
MHCTPYKLMEH 10 NPUMEHEHMIO B TauKy

no TIPUMEHCHHIO B 1a4YKy | KAPTOHHYIO.
KapTOHHYIO.
11 |Labeling / Mapxuposxka Complies as prescribed / According to ND /
CoorpercrByeT TpeOOBaHUIAM B coorsercreun ¢ HJJ
12 |Storage conditions / At temperature below 25 °C. / Ilpu Temnepartype He Bblie 25 °C.
Xpanenue
13 |Shelf life / Cpox rognoctn 2 years /2 rona

Remarks : The Product confirms to

Hpumeyanne: [Ipoaykr coorBereTpyeT Tpedoanusm HJI

ND/

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/
IMoarorosieHo

Checked by
[IporepeHo:

L

Approved by: Manager
Menemikep no odecrneueHHo KauecTsa
3~

Date/ Jlata: 2.0 |~Q9024

Date/ Jlata: |9 "0} 20T

Date/ ara: V3 ooty
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Dr.Reddy’s
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CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIM3A

Page 6 of 6/ Ctp. 6 3 6

Product : Razo, Enteric-coated tablets 10 mg
Ipoayxr: Pazo®, TabneTkH, NOKPbLIThIe KHIIEYHOPACTBOPHMOi 0

60J10uKo0ii, 10 Mr

Batch No. / Cepusa Ne : C2316456

Batch Quantity / 700000 Tablets
Obbem cepun: 700000 Tabnerok

Analytical Report No / Anannrnuecknii oruer Ne : 890001709296

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

Date of Manufacture / Jlara nponszsoacra : 11/2023

Date of Expiry / Cpox roanocru : 10/2025

Analysis performed according ND / Ananns nposeaen no HJL: JII1
u3M. Ne 1 o1 29.06.2023

-002666-191022, amend Ne 1 dt 29.06.2023 /

API name / nanmenosanne APC:

Rabeprazole sodium / Pabenpason natpus

Homep cepuu cy6cranmun nponssognrens I'JIdD:

INN/MHH: Rabeprazole / Pabemnpazon
API manufacturer batch number /

Homep cepun nponssoaurenst APC: ACQH000025

FP Manufacturer API Batch number / FCQA00240

API Manufactured by & country /
Hponssonurens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c Jlaboparopuc Jita., Unnus.

Remarks : The Product confirms to ND/
Hpumeuanue: [Ipoaykr coorsercypyer Tpebosanusm HJL

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by/ Checked by
HOHFOTOBHCHOW IIporepeno: (/@

Approved by: Manager
Meunemxep 1o obecrneyeHno Ka4yecTsa

3/’

Date/ ara: 13~ -R024 Date/ [ata: ) 2)n©(rf2@7,,l/\

Date/ [ara: 13 -0 oy






