Dr. Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIHU3A

Produs cT:_liazo, Enteric-coated tablets 20 mg
Ipoay”¥r: Pazo®, Tabaerkn, NOKPbIThIE KHIEYHOPACTBOPHMOiA 060,104UK0i, 20 Mr

Page10f6/Crp.1u36

Batch No./ Cepust Ne : C2400818

Batch Quantity /
O0bem cepun:

1500000 Tablets |
1500000 ~ragnerox

Anulyf‘_'_i-@‘:;_lﬁpt;‘t No / AnaanTnueckuii oruer Ne : 890001715731

Date @ fManufacture / lata npoussoacrsa : 11/2023

Date of Analysis / JlaTa aHany;3_:1T§1/_01/2024f;

Date of Expiry / Cpok rognoctn : 10/2025

'Analysis performed according ND / Anasns nposexen no HJI: JITI-002666-191022, amend Ne 1 dt 29.062023 / |
n3m. N2 ot 29.06.2023

Ne

Test / IlokazaTenn

Result / Pe3ynbTaThl

1

Desc_ription / Onucanue

Specification / I?I(;[_nhw;l )

Round, bﬂzalfv&mt_)/ellgw coated
tablets with red ink imprinted «RB20»
on the one side. The cross section is
the core white. / Kpyrnsle,
JBOSIKOBBINYKJIbIE TabNeTKH,
MOKpPBITbIE 060JI0YKOH CBETNO-
JKEJITOTO LBETA, C MAPKUPOBKOH
kpacHoro useta «RB20» na ognoii
cropoHe. Ha monepeunom pazpese
sapo 6enoro upera.

Round, biconvex, light yellow to ye]]ow—_
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnble, OBOSKOBHIMYKIIbIE —TabneTkH,
MOKPBITble 0O60NIOUKOI OT CBETIIO-KENTOTrO
J0 OKENTOrO LBeTa C MAapKUPOBKOM
kpachoro upera «RB20» Ha opanoit
cropoHe. Ha nonepeuHom paspese sapo oT
Oenoro o noutu Oesloro LBeTa.

Identification By HPLC /
Hoanunnocers BXKX

Complies as prescribed/
CooTBeTcTBYET

Average weight of coated
tablets / Cpennsism macca
TabJieTok

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 ynep>xuBaHHsI OCHOBHOTO
nvKa Ha XpOMarorpaMMe HCHBITYEMOro
pacTBopa  IODKHO  COOTBETCTBOBATD
BPEMEHH YIEP)KMBAHHS OCHOBHOIO TMKa
Ha XpoMaTtorpamme pacTBOpa
craHAapTHOro  oOpasua  pabempasona
HaTpuA (paznen «KonnuectseHHoe
OTIpEACNICHHEY ).

208.50 mg /208,50 mr

212.68 mg + 5 % (202.05 - 223.31 mg) /
212,68 Mr £ 5 % (ot 202,05 Mr o
223,31 mr)

Remarks : The Product confirms to ND/
Hpnmeuanue: [IpoaykTt cooTBeTcTBYET TpeboBanusam HJJ|

Opinion : APPROVED
3akmwouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager

INoarotoBneHo: @_ [1poeepeHo: L@ Menepxep no obecnevemio Ka4ecTBa
.'_—:‘_L____

Date/ ara: 2’r_ﬁ’vjayéf,Da‘[e/ Jara: 2N rO\ 2 o2U Date/ Jfara: 71.00- 20
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Page 2 of 6/ C'l])_._2 u3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, Ta6NeTKH, MOKPbLITHIE KHIEYHOPACTBOPHMOIi 060/101K0i, 20 M

Batch No./ Cepna Ne : C2400818

Batch Quantity /
Oo0beM cepun:

1500000 Tablets |
1500000 Tagaerox

Analyﬁzal Report No / Anajurnuecknii oruer Ne : §90001715731

Date of Analysis / lata ananma_:__;?,_]/@] /2@4_

Date of Manufacture / Jlara nponssoacrsa : 11/2023

Date of Expiry / Cpox roanocrn : 10/2025

Analysis performed according ND / Ananus npoBeaes no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023/ |
n3M. Ne 1 ot 29.06.2023

Average / CpenH. 3Hauenune: 1 % .

Ne Test / IlokazaTenb Result / PesyabTaThl Specification / Hopma
4 |Dissolution / PacTeopenue Unit-1/Enrnnua-1 0% In 0.1 M hydrochloric acid solution — not
T Unit-2/Eannma-2 0% |more than 10 % of CI8H20N3O3SNa
B ] (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Ennnnua-3 0% B 0,1 M pacTBOpe XJIOPUCTOBOAOPOAHOM
Unit-4/Emqusnna-4 0%  |xucmotet — ne Gomee 10% ot
HOMHHAJIBHOTO collepIKaHus
Unit-5/Ennanua-5 0% CisH20N303SNa  (pabenpa3sona Hatpus)

Unit-6/EnvHuna-6 3% ISR 2.

Average / CpenH. snaucHme: 97 %

Unit-1/Egnanua-] 97% In buffer solution pH 8.0 — not less than 75
i _ % (Q) of C18H20N303SNa (Rabeprazole
Unit-2/Ennivna-2 97% sodjum) label claim in 60 min. / B
. —— 6ydepHom pacteope pH 8,0 — ne menee
- - 0,
UniteSlERupmazS S 75 % (Q) OT HOMWHAJILHOTO COACPIKAHUS
__U]’lit-_4/E,£lI/IHl/llla-4 93%, CisH2oN3O3SNa  (pabenpazona natpus)
. gepes 60 mun.
Unit-5/Epnuvna-5 98%
Unit-6/Envnuna-6 98%

Related substances by HPLC
Rabeprazole N-oxide /
Pabenpazona N-okcup

/ PoacTBennble npumecu, BIKX

Below LOQ (1LOQ = 0.022 %) / Huxe
npenena KOJIMYECTBEHHOTO
onpenenenns (ITIKO = 0,022 %)

Rabeprazole Sulfone /
Pabenpazona cynbdon

Rabeprazole Methoxy analog /
Pa6enpasona meTokcH anasor

0.10%/0,10%

Not detected / He obHapyxeHa

Rabeprazole Chloro analog /

Not detected / He obHapyskeHa

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

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

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

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

Remarks : The Product confirms to ND/
IIpnmeuanme: Ilpoaykr coorBeTcTByET TpeboaHusm HJI

Opinion : APPROVED
3axkmwouenue: OJOBPEHO

Prepared by/ Checked by Approved by: Manager
IToaroroeneHo: @ IIpoBepeHo: LQ;) MeHemkep no obecnedeHmio kauecTsa
Date/ Jara: z..,’ o)-3263 Yy Date/ Jlata: 72 | o\ Loy Date/ [lara: 710! POV
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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3IA

[Product : Razo, Enteric-coated tablets 20 mg
Iponykr: Pazo®, TabaeTkn, NOKPhITHIE KHIEYHOPACTBOPHMOIi 060s104K0i, 20 Mr

Pigg of 6/ ("i‘l): 3 "3 6

Batch No. / Cepus Ne : C2400818

Batch Qu;mtity /
O6bem cepum:

1500000 Tablets

Anilxii_c_al Report No / AnajuTuieckui oTuer Ne : 890001715731

Date of Manufacture / lata npoun3soacrsa : 11/2023

_Analy;is performed according ND / Anaaus nposegen no HJL: JIT1-002666-191022, amend Ne | dt2—9.()—6_.2(_)2?/
(13m. Ne 1 or 29.06.2023

Ne

Test / Iloka3aTean

Result / PesyabTaThbl

Specification / Hopma

1500000 Ta6aerox

Date oﬁnalysis / darta ananma?:g,]/i)l/zgzzt_
Date of Expiry / Cpox roanoctn : 10/2025

Pabenpazona xiopo aHanor

Rabeprazole Sulphide /

Pabenpasosna cynsdua

Rabeprazole Related

compound A / Pabenpazona
POACTBEHHAasI NpUMeECh A

Rabeprazole Related
compound C / Pabenpazona
poncTeeHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [pumecs nipu
RRT 1,37 (macca m/z=310
UMHA301T)

Specified Impurity at

about RRT 1.51
(Mass m/z=458 Benzo

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

OeH3uMHBIa30/1a aULYKT)

Individual unidentified
impurity/ Envnnynas
HEeNIeHTUULINPOBAHHAS
IPUMECH

Below LOQ (LOQ = 0.027 %) / Huxe
npenena KOJIMYECTBEHHOTO
onpenenenns (IIKO = 0.027 %)

Not detected / He obnapy»xeHa

Below LOD (LOD = 0.02 %) / Huke

npenesa  obHapyxenus (IIO0 =
0,02 %)
0.03%/0,03%

Not detected / He obnapysceHa

Below BDL (BDL= 0.1 %) / Hwxe
nopora perucrpaiin (ITP =0,1 %)

Total impurities / Cymma
npuMecen

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

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

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

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

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

not more than 0.2% / ue 6onee 0,2%

0.1 %/0,1%

not more than 2.0% / ne Gonee 2,0%

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykr coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axawuenne: OJJOBPEHO

Prepared by/

TloarorosnaeHo: @

Checked by
[Tpoeepeno:

o

Approved by: Manager
MeHenkep no obecneyeHUo KauecTea

D

Date/ Jlara:

2170l -27y,

Date/ Jlara: 2\ - Aoy

Date/ [lara: E‘ .o\ Yoy




Dr.Reddy’s ":‘

[Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3o®, TabeTkn, NOKPLITbIE KHLIEMHOPACTBOPUMOii 060,101K0i, 20 Mr

CERTIFICATE OF ANALYSIS

'Batch No./ Cepnsi Ne : C2400818

Anal‘v;ic;_lileport No / Anaautuueckuii oraer Ne : 890001715731

CEPTHPUKAT AHAJINIA

Paged4of 6 /Crp.4u3z6

Batch Quantity /
Obbem cepun:

1500000 Tablets
1500000 Tagnerox

Date of Analysis / Jlata anannza: 31/01/2024

Date of Manufacture / lara npounszsoacrsa : 11/2023

Date of Expiry / Cpok roanoctu : 10/2025

_Anal;Sis performed according ND / Ananu3 nposeaen no HJI: J111-002666-191022, amend Ne 1 dt 29.06.2023 / '
n3m. Ne 1 ot 29.06.2023

Ne

Test / IlokazaTennb

6

Result / Fe;y.ﬂbTaTbl

Specification / Hopma

Residual Solvents content /
OcraTounbie OpraHuvecKue
pAcTBOpPHTENH

1476 pg/tab / 1476 mKr Ha Tabnerky

Isopropanol — not more than 2621 pg per
tablet / Usonponanon — He 6onee
2621 mkr Ha TabneTky

Uniformity of dosage units /
OanopognocTh
AO3HPOBAHHS

3.7/3,7

IESTotal combined yeasts and

The acceptance value (AV) should be not
more than 15.0. / Tlokazarenp
npuemnemoctd (AV) pomkeH ObiTh He
Bonee 15,0.

Microbial purity / Mukpoouoaoruueckas iucrToTa

a) Total aerobic microbial
count / O6iee yneno
anpoOHBIX MHKPOOPraHU3MOB

mould count / O01mee uncnao
JIPOMOKEBBIX U TNIECHEBBIX
rpn6oB

¢) E. coli

Less than 10 CFU/g/
Meunee 10 KOE/r

Not more than 1000 Ci?U/g/
He 6onee 1000 KOE/r

Less than 10 Cru/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

“Absent in lg/
OtcyTerByer B IT

Shall be absent in 1g/
JlomkHb! OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanne: [Ipoaykr cooTseTcTByeT Tpeboanusm HJJ

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager
Tonrotosnero: @ IMpoBepeHo: 4«@ Menemwkep no 06ecncl|t§£11:_a KauecTBa
Date/ Hara: ;17 T “7"?‘;‘ Date/ Jlara: O 202 Y Date/ [ata: 21Ol oY




Dr.Reddy’s Q':'.

Product: Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3o®, Ta6/1eTKH, NOKPLITHIE KHIIEUHOPACTBOPUMOIi 060.101K0i, 20 mr

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

PageSof 6/ Crp.5Su3 6 _

Batch No./ Cepnst Ne : C2400818

Batch Quantity /
Oo6nem cepun:

1500000 Tablets '
1500000 Tagaerox

Analy__t_i_-c:ﬂ Report No / AnannTHyecKkuil oTuer Ne : 890001715731

Date of Manufacture / lata npoussoacrsa : 11/2023

Date of Analysis / laTa anajgusa: 31/01/2024 |
Date of Expiry / Cpox rognocrn : 10/2025

(u3m. Ne | ot 29.06.2023

| Analysis performed according ND / Ananns nposenen no HJI: JI1-002666-191022, amend Ne 1 dt 29.06.2023 /

Specification / Hopma

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton

No Test / okazaTennb Result / PesyabTaTthbl

9 |Assay / KonnuecTBenHoe 19.8 mg/ 19,8 mr 18.0 mg to 22.0 mg of CigHyN3;0;SNa
oripegeienne (Rabeprazole sodium) (90 to 110 % of the
labeled amount)  per tablet  /
Ot 18,0 mr go 22,0 mr CislIN3;03SNa
(paGenpazona Hatpus) (ot 90 mo 110 %
OT HOMHHAJIBHOTO  COJlep>KaHMs) B

_ B B - Tabnerke.
10 |Packaging / Ynakoska 15 tablets in a (PVC/AI/PA) foil|15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Ttabnerokx B Osncrepe U3
(TIBX/AJUTTA) ¢onsru / amomMuHHEBO#
doneru. Ilo 1 unm 2 6nucTepa BMecTe C
WHCTPYKIIMEH 10 NPHUMEHEHMIO B Nayky
KapTOHHYIO.

According to ND /
B cootBerctBuM ¢ HJL

At temperature below 25 °C. / Ilpu Temnepatype He Bblute 25 °C.

pack. / o 15 tabnerox B Gamncrepe
w3 (TIBX/AJI/TIA)  donerun  /
aNtOMUHHUEBOH ¢onbru. Ilo
2 bnrcTepa BMecTe € HMHCTPYKUMEH
no NPUMEHEHHIO B nauxky
KapTOHHYIO.

11 |Labeling / MapknpoBka Complies as prescribed /

- CootseTcTBYET TPEOOBAHMAM
12 [Storage conditions /
XpaHenue
13 |Shelf life / Cpok roanoctn 2 years /2 rona

Remarks : The Product confirms to ND/
Mpumeuanne: [lpoaykr coorBetcTByeT Tpebosanuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

ToaroTosneHo: @ TIposepeHo: Menemkep no obecneyennio KadecTna
L s

Date/ Jlata: 210~ ,74/ Date/ Jlara: 31 -0 =20y Date/ Hara: z AR LY-4% %}




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIN3A

Page 6 of 6/ Crp. 6m3 6

Product : Razo, Enteric-coated tablets 20 mg

Iponykr: Pazo®, Tabnerku, NOKPbITHIE KMIIEYHOPACTBOPHMOii 060n0uKoii, 20 Mr

Batch No. / Cepust Ne : C2400818

1500000 Tablets
1500000 Taéaerox

Batch Quantity /
O6bem cepun:

|Analytical Report No / Anaanrnuecknii oruer Ne : 89_0001715’131

Date of Manufacture / Jlara nponzsoacrsa : 11/2023

Date of Analysis / JlaTa aHaJm3a:____3_1/__01/202i:
Date of Expiry / Cpok rognocrn : 10/2025

(m3m. Ne 1 or 29.06.2023

Analysis performed according ND / Ananus nposenen no HJI: JI[1-002666-191022, amend No1dt29.062023/ |

API name / HaumenoBanue ADC:

INN/MHH:

Rabeprazole sodium / Pabenpaszon narpus

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepnu npounssoautena ADC:

ACQHO000039

FP Manufacturer API Batch number /

Howmep cepuu cyb6eranunu nponszsoautens I'JI®:

FCQA00241

API Manufactured by & country /
TIpoussoaurtensr ADPC, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Penan’c JlaGoparopuc JIta., Muams.

Remarks : The Product confirms to ND/

IIpnmeuanne: [lpoaykr coorseTcTBYeT TpeGoBaHuam HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager
Toarotosneno: @ ITpoBepeno: @ Menekep 110 06ecnc'-|gjmm KauecTBa
Date/ [ara: éir‘”’*’?ﬂ?br Date/ JlaTa: 2\ O 20U Date/ Jara: 7AUCAR -0




