®e CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
' @ tans
D_l'. Reddy_s !. Page 1of6/Crp. 1u3 6
Product : Razo, Enteric-coated tablets 20 mg
Mpoaykr: Pazo®, Tabierkn, MOKPLITHIC KHIIEMTHOPACTBOPHMOH 000J10UK0H, 20 Mr

Batch No. / Cepun Ne : C2303767 Batch Quantity / 1500000 Tablets

o - - O0bem cepun: 1500000 raguerox
Analy_lical Report No / Ananntuuecknii oruer Ne : 890001663659 |Date of Analysis / Jlara anaansa: 2;/05/2@
Date of Manufacture / lata npoussoacrsa : 03/2023 lDate of Expiry / Cpok roanocrn : 02/2026

Xnalysis performed according ND / Ananns ﬁpOBel_le:ﬂo HE JI[1-002666-191022

No Test / IlokazaTenn Result / PesyabTaTsl Specification / HOEM_a

1 |Description / Onucanne Round, biconvex, light yellow coated [Round, biconvex, light yellow to yellow-
tablets with red ink imprinted "RB20" [coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnsie, ABOSAKOBBINYKIIbIE — TabneTkw,
TIOKPbITbIE 0B0NOUKON OT CBETII0-KENTOrO
MOKPBIThIE 000OUKO# CBETIIO- A0 OKENTOro  LUBETa € MapKUpOBKOM
KENITOro UBETA, ¢ MAPKUPOBKOW kpacnoro useta «RB20» na oanoi
| KpacHoro useta «RB20» Ha oqHol cropoHe. Ha nonepeuHom paspese sapo ot

on the one side. The cross section is
the core white. / Kpyrasie,
JIBOSIKOBBINYKJIbIC TAOAETKH,

ctopoHe. Ha nonepeutom paspese benoro 10 nourw Genoro upera.
PO OENOro LBeTa

2 |Identification By HPLC /o Complies as prescribed/ The retention time of the major peak in the

TMoanmuuocrs BOXKX ' CoorBeTrcTBYyeT chromatogram of the test preparation
[should correspond to the retention time of
lthe main peak 1n the chromatogram of
' |[Rabeprazole sodium standard preparation
(section Assay). /

Bpems yaepskvBaHUst OCHOBHOTO MHKa Ha
XpOMATOrpaMMe  UCIBITYEMOTIO  pacTBopa
JIOJDKHO COOTBETCTBOBATL BpEMEHHU
’ YAEP)KHUBAHUS  OCHOBHOIO NUKa Ha
XpomMarorpamme paciBopa cTaHAapTHOIO
obpaziia  pabenpazona  HaTpua  (pazaen
«KosimuecTBeHHOE ONnpeaesIeHuER ).

3 Average weight of coated 209.35 mg /209,35 mr 212.68 mg + 5% (202.05 —223.31 mg) /
tablets / Cpeannsn macca 212,68 mr+ 5 % (o1 202.05 mr oo
Ta0JeTOK 223.31 mr)

4 DiSSO]l_ltiOll/PaCTBO])eIIHe ~ Unit-1/Eannnua-1 2% In 0.1M hydrochloric acid solution — not
. 0
Unit-2/Eannnia-2 % more than 10% of the labeled amount of]
Remarks : The Product conflirms to ND/ Opinion : APPROVED
Mpumeuanne: Npoaykr coorserctryer TpeGoaHusm HJL 3akmouenne: OJOBPEHO
Prepared by/ ﬂfﬁ Checked by Approved by: Manager

[Moarorosacho: g%z_p—a Iposepeno: rﬁl— Menevxep no obecnedueHnIo KauecTsa
Y

Date/ Jlara: 2.3-¢.S -2028| Date/ HaTa:ggzosAfwz,_g Date/ JlaTa: LSRNt




® CERTIFICATE OF ANALYSIS

. CEPTU®UKAT AHAJIN3A

Dr.Reddy’s S;‘ o Page 2 of 6/ Crp. 2 ws 6
Product : Razo, Enteric-coated tablets 20 mg

Hpoayxr: Pazo®, tabseTkn, NOKpbITLIE KNUIeUOPACTBOPAMOIl 060n0uKoit, 20 mr

Batch No. / Cepust Ne : C2303767 Batch Quantity / 1500000 Tablets
- Ob6nem cepin: 1500000 Tagnerox |

Analytical Report No / Anaanthuccknii oruer Ne : 890001663659 |Date of Analysis / lata anannsa: 22/05/2023

Date of Manufacture / Jlata npoussoacrsa : 03/2023 Date of Expiry / Cpok rognoctn : 02/2026

Analysis performed according ND / Asanns npoBegen no HJI: JI1-002666-191022

No Test / Ilokazarenn Result / PesyabTaThl Specification / Hopn:a
] B Unit-3/Eaunnua-3 | 6% CisH20N303SNa (Rabeprazole sodium) is
Unit-4/Eannnuad 59, dissolved in 2 hours. / B 0,1 M pactsope
N | XNOPUCTOBOAOPO/IHOM KUCTIOTLI — He Gonee
Unit-5/Eannuna-5 1% 10 % OoT HOMHHAJIBHOIO COjIEpIKAHKS
Ci3H20N303SNa abenpaszona  Harpus
Unit-6/Eannnna-6 2% qe]:;e3202 :1 ! (p P Tpws)

Average / Cpenn. 3nauenue: 3 %

Unit-1/Eannuna-1 89% In buffer solution pH 8.0 — not less than
. - 75% (Q) of the labeled amount of
Unit-2/Eannnia-2 89% CisH20N303SNa (Rabeprazole sodium) is

dissolved in 60 minutes. / B Gydeprom
pactBope pH 8,0 — He menee 75 % (Q) or
Unit-4/Ennnna-4 89% HOMHWHAJIbHOTO colieprcaHms

. CisHaN3O3SNa  (pabenpaszona  HaTpus)
Unit-5/Epmnuna-5 89% yepes 60 MuH.

Unil-3/Emnuumna-3 8§7%

| Unit-6/Eannnua-6 89%

L |
Average / CpeaH. 3Hauenue: 89 %

5 |Related substances by HPLC / PoacTBennbie npumecu, BYXKX
Rabeprazole N-oxide / Less than LOQ (LOQ = 0.022 %) /[not more than 0.5% / ne 6onee 0,5 %
PaGenpazoia N-okcna Hwxke npegena  KoiW4eCTBEHHOIO
~ |onpeaenenus (ITKO = 0.022 %) -
Rabeprazole Sulfone / 0.08%/0,08% not more than 0.5% / ne 6onee 0,5 %

PaGenpazona cysib(oH

Rabeprazole Methoxy Not detected / ne obHapysxena hot more than 0.5% / ne Gonee 0,5_%
analogue / PaGenpasona
METOKCH aHajior

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

Not detected / 1ie oOHapyseHa
Pabenpazona xnopo ananor

Rabeprazole Sulphide / 0.03%/0.03% not more than 0.5% / ne Gonee 0,5 %
Pabenpazona cynbpun ’

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpumeuanne: [1poaykt coorsercTayeT Tpebosanusam HJL 3axmouenne: OJJOBPEHO

Prepared by/ £ Checked by Approved by: Manager

[]OAFOTOBﬂeHO:M [Tposepeno: Q. MeHeakep no obecneteHnio KauecTsa
>

Date/ JlaTa: 2.2 -5 o074 Date/ [lara: 2305 2% Date/ JlaTa: ol - NOS3




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Razo, Enferic-coated tablets 20 mg

MpoaykT: Pa3o®, TabieTkn, NOKPbITHIC KHIIETHOPACTBOPUMOIi 06010uKoii, 20 Mr
Batch Quantity /

Batch No. / Cepust Ne : C2303767

Analytic_al RTport No / Anaantnuecknii oraer Ne : 890001663659
Date of Manufacture / Jlara npoussoactsa : 03/2023

|O6bem cepun:
Date of Analysis / Jlata anaansa: 22/05/2023
Date of Expiry / Cpok roanoctu : 02/2026

Ne

76

L

Analysis performed according ND / Ananns nponene; no H/L: JIT1

Test / Ilokazarenn

Rabeprazole Related
compound A / Pabenpasona
POJICTBEHHAs TpUMech A

-002666-191022

Page30f6/Cip. 3uz 6

1500000 Tablets
1500000 ragaerox

~ Result/ PesynbTaTsl

Specification /H_ol;n;a

Not detected / ne obHapyxkena

Rabeprazole Related
compound C / Pabenpazona
poacTBeHHas npumech C
Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Tlpumecs nipu
RRT 1,37 (macca m/z=310
MMU1a30/1)

Specified Impurity at
about RR'T 1.51

| (Mass m/z—458 Benzo
imidazole adduct) / I'lpumech
npu RRT 1,51 (macca
m/z=458

HeHzMMUNAR0NA AJUTYKT)

Maximum unknown
individual impurity /
Envnuunas
HenaeHTH(pUUMpPOBAHHAS
npumech

Total imputhies / Cymma
npumecen

Residual Solvents content /
OcTaTounble oprannecKue
IpaCTBopnTe.rm

Below LOD (LOD = 0.02 %) / Hwxe
npeaena  obHapyxkenus (110
0,02 %)

0.03%/0,03%

[Not detected / 11e oOHapyxeHa
|

Below BDL (BDL= 0.1 %) / [ luxke
nopora pervctpaunu (INP =0,1 %)

0.1 %/0,1%
| 1597 ng/tab / 1597 mxr na tabnerky

not more than 0.5% / ve Gonee 0,5% ]

not more than 0.5% / ne Gonee 0.5%

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

not more than 0.5% / ne 6onee 0.5 %

[not more than 0.2% / ve 6onee 0,7%
|

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

Isopropanol — not more than 2621 ng per
tablet / U3onponanosn — e Honee
2621 MKr na tabneTtky

-

Prepared by/
IToarotoBnaeHo:

Date/ ﬂi_‘lTaZ

Remarks : The Product confirms to ND/
Hpumeuanne: [poaykT coorBeTcTBYET Tpebosanuam HJ{

p23
P £ e

Opinion : APPROVED
Jakmouenne: OJJOBPEHO

[ Checked by

Ilposepetio:

g

2305223

Approved by: Manager
Menemkep no obecrietennio KaluecTsa
>

Date/ Hara: 0 25, 23

Date/ JlaTa: AN o Ao




CERTIFICATE OF ANALYSIS
' CEPTUPUKAT AHAJIM3A
Dr. Redd 's - i - Page 4 of 6/ Crp. 4 w3 6
Product : Razo, I nlulc coatul tablets 20 mg
IMpoaykr: Pazo®, TadeTk, HOKPHITbIE KHILEMHOPACTBOPIMOIi 00010t Koii, 20 Mr

Batch No. / Cepun Ne : C2303767 Batch Quantity / 1500000 Tablets
Oo0bem cepnn: 1500000 TaGaeToK

Analytical Report No / Ananaurnucekuii oruer Ne : 890001663659 | Date of Analysis / Jlara ananusza: 22/05/2023

Date of Manufacture / lata nponssoacrna : 03/2023 Date of Expiry / Cpok l‘O}lllOCTH 02/2026

An‘l]ySlS perfmmed accmdmg ND / Ananns nposenen no H/L: JII1-002666-191022

No | Test / Ilokazarenn Result / PesyabTaTsl Speciﬁca?ion / Hop_Ma
7 Uniformity of dosage units / 3.1/3,1 The acceptance value (AV) should be not
OanopoanocTs more than 15.0. / TTokazarens
N03HPOBAHUSI npuemiaemocti (AV) JO/KEH OpiTb He
- - L bonee 15,0. -
8 |Microbial limits / MukpoGHo0orHyecKas MHCTOTA - -
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / Obuee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
[ a3p0oOHBIX MUKPOOPraHW3MOB
' [b) Total combined yeasts and | Less than 10 CFU/g/ Not more than 100 CFU/g/
[ mould count / O61uee uncio ‘ Menee 10 KOE/r He 6onee 100 KOE/r
JPOAOKEBBIX H [ICCHERBLIX |
rpudoB I'
¢) E. coli | Absent in lg / |Shall be absent in lg/ -
OtcytcTRyeT B 1T JlomxHbl oTcyTeTBOBaTh B 1 1
Remarks : Tl: Product confirms to ND_/ (Y)inion : APPRO_V_EIS - =|
Tpuyeuanne: [pojykr coorercigyer Tpebosannam HJ1 - Jaxkmiouenne: OJOBPEHO
Prepared by/ C ) 2“2V Checked by Approved by: Manager
~ 5 & e
Il(mrm‘omlem): ﬁ’// IlposepeHo: MeHexep no obeciieuervio KauecTna
— — S S/‘
Date/ Jlata: ¢ 2¢ 2\2'&5 20% Date/ Mata: 1205 1028 Date/ JlaTa: (o3




CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

® o
Dr.Reddy'’s ‘;’ -

Page Sof 6/ Crp. 5u36

Product : Razo, Enteric-coated tablets 20 mg
MpoaykT: Pazo®, Tab6aeTKH, NOKPbITbIe KHIIETHOPACTBOPHMOI 0

Batch No. / Cepust Ne ;: C2303767

_Ana_lgft_ic_al_chort No / Anaantnuecknii otuet Ne : 890001663639
Date of Manufacture / JJata npoussoacrsa : 03/2023

.&naiysi;p(_erformed according ND / Ananns nposeaen mo HJL: JIT1

00.10M1K0ii, 20 Mr
Batch Quantity /
O0bem cepun:
Date of Analysis / laTa ananusa: 22/05/2023
Date of Expiry / Cpok rogsocrn : 02/2026
002666-191022 )

1500000 Tablets
1500000 ;T'EIGJIQTOK

Ne Test / IlokazaTens Result / PesynbTaThbl Specification / Hopma
9 |Assay / Konnuecreennoe 199 mg/ 19,9 mr 18.0 mg to 22.0 mg of CisH»N;03SNa
onpeaesienue (Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr no 22,0 mr CisHyoN303SNa
(pabenpazona Hatpus) (oT 90 go 110 %
OT  HOMMWHAJILHOTO  COAEpP>KaHWA) B

(— Tabnerke.

10 |Packaging / ¥YnakoBka 15 tablets in a (PVC/AI/PA) foil| IStablets in a (PVC/AI/PA) foil

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Mo 15 TaGnerok B Gaucrepe
w3 (INBX/AJI/TIA)  donbru /
antOMHHHUCBOU (honbru. Ilo
2 bamcTepa BMecTe € HMHCTpYyKLMed
no TPUMEHCHUIO B nauxy
KapTOHHYIO.

11 iLabeling / MapkupoBxa Complies as prescribed /

'Kcording toND/

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerok B Onucrepe u3
(TMBX/AJVTTA) donbru / anioMuMHUEBOMH
¢onbru. Tlo 1 nnu 2 Gauctepa Bmecte ¢
MHCTPYKILIMEH IO NPUMEHEHHIO B Talky
KapTOHHYIO.

' CooteeTcTBYeT TpeGOBaHHAM

B cooreercTBrin ¢ HJI

f12] Storage conditions /

Xpanenue

13 |Shelf life / C])(_)K FOAHOCTH 3 years /3 roga

At temperature below 25 °C. / Ilpu temneparype e sbine 25 °C,

Remarks : The Product confirms to ND/
INpumeuanne: [Mpoaykr coorsercrByer TpeGoBanmnsm HJ|

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/ >/”| Checked by
ﬂoarOTOBﬂeHo:Z?

Approved by: Manager
Menesmrep no obecneueHuIo KauecTsa

A\

[TposepeHo:
| Date/ Hara: 2\’3@5_&0%3 Date/ Jlata:

2205 - 2515

Date/ JlaTa:
ALY IS




CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Dr.Reddy’s €%

Product : Razo, Enterlc coated tablets 20 mg
HpO}lyKT Pa3o®, Tabuerku, noxpeirble KumelmopacTBopumon oﬁonoukou 20 mr

_ Page6of6/Crp.6us6

Batch No. / Cepus Ne : C2303767 Batch Quantity / 1500000 Tablets |
O6bem cepun: 1500000 ragnerox

Analytical Report No / Anaautnuecknii oruer Ne : 890001663659 |Date of Analysis / IlaTa aHAIN3A: 22/05/2023

Date of Manufacture / J/lara npounssoacrea : 03/2023 Date of Expiry / Cpok roanocrh : 02/2026

Analysis performed according ND / AHajn3 nposenen no H/: JIT1-002666-191022

API name / nanmenoBanne APC: Rabeprazole sodium / Pabenpason natpus

INN / MHH: Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepnu nponssoantens AD®C:

FP Manufacturer API Batch-number /
Homep cepun cyocranunn npounssoantensn I'JId:

ACOH001985, ACOH002013

FCOAO01752, FCOAQ1753

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Iponssoantens ADC, crpana: H-p Peanu’c Jlaboparopuc Jlta., Mupaus.
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanne: Hpoaykr COOTBeTCTByeT Tpebosaumsim HJ| 3axmouenne: OJIOBPEHO
Prepared by/ Checked by Approved by: Manager
[loaroToenexo: %_g/ Iposepeno: (@, MeHekep no odecnevyeHrIo KayecTsa
3/‘
Date/ [laTa: 9 3C5- Dpda, | Date/ lIlaTa: 2305, 2020 Date/ Jlara: oty - m3




