' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUP®PUKAT AHAJIM3A

Page10of6/Crp. 1 u36

Product : Razo, Enteric-coated tablets 10 mg
INpoaykr: Pazo®, TabneTkn, NOKPbITbIe KHIIEUHOPACTBOPHMOIi 000101K0i, 10 MF

Batch No. / Cepus Ne : C2312836

Batch Quantity /
O6bem cepun:

700000 Tablets
700000 TaGnerok

Analytical Report No / Ananntuuecknii order Ne : 890001695547

Date of Analysis / laTa anannza: 18/10/2023

Date of Manufacture / [lata npoussoacrsa : 07/2023

Date of Expiry / Cpox rognocts : 06/2026

Analysis performed according ND / Ananus nposeaen no HJI: JII1-002666-191022

Ne Test / Iloxa3zaTtenn

Result / PesyabTaTbl

Specification / Hopma

1 [Description / Onucanue

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. The cross
section is the core white. / Kpyrnsle,
NBOSIKOBBIMYKJIblE TaOIETKH,
NIOKpbITble 000I0UKOH KOPUYHEBATO-
pO30BOrO LIBETA, C MAPKUPOBKOH
yepHoro useta «RB10» Ha onnoi
ctopoHe. Ha nonepe4Hom pa3pese
aapo 6enoro 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. /
Kpyrnsie, IBOSKOBBLIMyKIbIE —TabneTkw,
NOKPLITHIE  000JIOYKOH OT pO30BOro 110
KOPHUYHEBATO-PO30BOTO uBeTa c
MapKHpoBKO# yepHoro upeta «RB10» Ha
ofHOM cropoHe. Ha nomepeuHoM paspese
a7po oT Hernoro Ao noytu 6eaoro ugera.

2 |Identification By HPLC /
TTopaunnocrs BIKX

Complies as prescribed/
CooTBeTCcTBYET

The retention time of the major peak in the
chromatogram of the test preparation
should correspond to the retention time of
the main peak in the chromatogram of
Rabeprazole sodium standard preparation
(section Assay). /

BpeMs ynmep»kHBaHHMs OCHOBHOT'O MHKa Ha
XpOMaTorpaMMe MCHbITYEMOrO pacTBOpa
JIOJIKHO COOTBETCTBOBATh BpEMEHH
yaepKHBAaHHA ~ OCHOBHOTO  TNHUKa  Ha
XpomaTrorpamMMe pacTBOpa CTaHAapTHOFO
obpazua pabenpazona Hatpus (pasgen
«KonuuecTBeHHOE OnpeacaeHHen).

3 | Average weight of coated
tablets / Cpeanns macca
TabNeTok

108.35 mg /108,35 mr

109.30 mg + 7.5% (101.10 - 117.50 mg) /
109,30 mr=+ 7,5 % (ot 101,10 mr no
117,50 mr)

4 |Dissolution / PacTBopenne Unit-1/EanHnua-| 0% In 0.1M hydrochloric acid solution — not
0
Unit-2/Enmnnua 1% more than 10% of the labeled amount of
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [poaykr cootBeTgrayveT Tpebosanuam HJJ 3akmiouenue: OJJOBPEHO
Prepared by/ ﬁ‘”.’Checked by Approved by: Manager
: S : )
IToarorosneHo: V TlpoBepeHo: A@ MeHekep no obecneyeH1Io KauecTsa
>
Date/ Jlara: Qe 10-9022 Date/ [lara: 20¢) D222 Date/ Mara: L A5 3
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Product : Razo, Enteric-coated tablets 10 mg

IlpoaykT: Pazo®, Ta6nerku, nokpbIThle KHIIEYHOPACTBOPHMOI 060/10uK0i, 10 Mr

Batch No./ Cepna Ne: C2312836

Batch Quantity / 700000 Tablets
O6bem cepun: 700000 Tabaerox

Analytical Report No / Ananntnuecknii oruet Ne : 890001695547

Date of Analysis / laTa ananuza: 18/10/2023

Date of Manufacture / JlaTta nponssoactsa : 07/2023

Date of Expiry / Cpox roanoctsn : 06/2026

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-002666-191022

Ne Test / Ilokazarenb Result / PesynbTaTsl

Specification / Hopma

CisH20N303SNa (Rabeprazole sodium) is

dissolved in 2 hours. / B 0,1 M pactBope
XJIOPUCTOBOAOPOAHON KHCIIOThI — He Oosee

10 % OT HOMHUHANLHOIO COAEPKAHUS
CisH2N303SNa  (pabenpazon  Hatpus)

Unit-3/Eannanua-3 0%
Unit-4/Ennnunna-4 0%
Unit-5/Eananna-5 0%
Unit-6/EaqnHuna-6 0%

Average / CpenH. 3HaueHue: 0%

yepes 2 4.

In buffer solution pH 8.0 — not less than

75% (Q) of the labeled amount of
Ci3H20N303SNa (Rabeprazole sodium) is

dissolved in 60 minutes. / B GydepHom
pactBope pH 8,0 — ne menee 75 % (Q) or

HOMHWHAJILHOI'O coaepKanus

CisH2N3O3SNa  (pabernipason  HaTpus)
yepe3 60 MUH.

Unit-1/Epununua-1 88%
Unit-2/Enununa-2 80%
Unit-3/Eaynnua-3 83%
Unit-4/Eqnanua-4 88%
Unit-5/Epynunna-5 86%
Unit-6/Enunnna-6 85%

Average / CpenH. 3Ha4eHue: 85%

5 |Related substances by HPLC / PonctBensble npumecu, BOKX

npeacna KOJIMYECTBEHHOTO

Pabenpa3zona N-okcH
P o (TIKO = 0,022 %)

Rabeprazole Sulfone / 0.08%/0.08%
PaGenpasona cyabdoH ’

analogue / Pabenpazona
METOKCH aHaor

Rabeprazole Chloro analogue /
Pabenpazona xyiopo ananor

Pabenpaszona cynbdua npelena  KOJWYCCTBEHHOTO
(ITKO = 0.027 %)

Rabeprazole N-oxide / Below LOQ (LOQ = 0.022%) / Huxke

OofipeneseHnsA

Rabeprazole Methoxy Not detected / e oGHapyxeHa

Not detected / He oGHapyskeHa

Rabeprazole Sulphide / Below LOQ (LOQ = 0.027%) / Huwe

OfIpCACICHUA

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

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

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

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

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

Remarks : The Product confirms to ND/
IMpumeuanwue: INponykr coorBeTcypyer TpeGoBannam HJJ

Opinion : APPROVED
3akawuenne: OJJOBPEHO

- R > a4
T e Ay

Approved by: Manager
MeHemxkep no odecnevyeHuUro KayecTsa
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Page3 of 6/ Crp. 3 u3 6

Product : Razo, Enteric-coated tablets 10 mg
Ipoayxr: Pa3o®, TabeTKH, HOKPBLITbIE KHILIEYHOPACTBOPHMOii 06onoukoii, 10 mr

Batch No./ Cepust Ne : C2312836

Batch Quantity /
O0bem cepun:

700000 Tablets
700000 TaGnerox

Analytical Report No / Ananurnueckuii oruer Ne : 890001695547

Date of Analysis / laTa anann3za: 18/10/2023

Date of Manufacture / JaTta npon3goactsa : 07/2023

Date of Expiry / Cpoxk rognoctu : 06/2026

Analysis performed according ND / Anasin3 nposegen mo HJI: JII1-002666-191022

Ne Test / Ilokazarenn

Result / PesynbTaThl

Specification / Hopma

Rabeprazole Related
compound A / Pabenpa3ona
POICTBEHHAS IPUMECH A

Rabeprazole Related
compound C / Pabenpazona
poncTeeHHas npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Ipumech npu
RRT 1,37 (macca m/z=310
HMKAA3011)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [Ipumecs
npr RRT 1,51 (macca
m/z=458

OeH3uMuaa3ona aanyKr)

Maximum unknown
individual impurity /
Envnnunas
HeuieHTH(HIIMpOBaHHAS
npUMech

Not detected / ne obHapy»xeHa

Below LOD (LOD = 0.02%) / Huxe

npenena obHapyxkenus (I10 = 0,02%)

0.02%/0,02%

Not detected / He 0OHapyxeHa

Below BDL (BDL= 0.1%) / Huxe

nopora perucrpauny (ITP =0,1%)

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

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

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

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

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

Total impurities / Cymma
npuMecen

0.1%/0.1%

not more than 2.0% / He 6osee 2,0 %

6 |Residual Solvents content /
OcraTouHble OpraHnyecKne
pacTBOpPHTEIH

856 pg/tab / 856 Mkr Ha TabneTky

Isopropanol — not more than 1379 pg per
tablet / isonponanon — He 6onee
1379 mxkr Ha Tabnerky

Remarks : The Product confirms to ND/
Ipumeuanne: Ipoaykr coorBergreyeT Tpebopanusm HJJ

Opinion : APPROVED
3akawyenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

IoarorosneHo: Iposepeno: LQD/ Menemkep no obecrneueHnIo KavecTsa
S

Date/ [ara: ge-lo- 202 4 Date/ Jlara: QOO 207/3 Date/ laTa; U A0 A




Dr.Reddy’s ":‘

Product : Razo, Enteric-coated tablets 10 mg
IIponykT: Pazo®, TabyeTkn, n0OKpLIThbIe KHUIEYHOPACTBOPNMOii 00010uK0it, 10 Mr

Batch No./ Cepua Ne : C2312836

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIHU3A

Pagedof 6 /Crp. 4n36

Batch Quantity /
Oo0bem cepun:

700000 Tablets
700000 Tabmerox

Analytical Report No / Ananutuuecknii otuer Ne : 890001695547

Date of Analysis / [lata ananuza: 18/10/2023

Date of Manufacture / Jlata npousBoactsa : 07/2023

Date of Expiry / Cpok roanoctn : 06/2026

Analysis performed according ND / Ananu3s nposeaen no HJL: JII1-002666-191022

Ne

Test / Iloka3zarenn

Result / Pesyabrarsi

Specification / Hopma

7

Uniformity of dosage units /
OaHopoaHocTs
JI03HPOBAHNSA

5.4/5,4

The acceptance value (AV) should be not
more  than 15.0. /  Tlokazartenn
npuemiemoctd (AV) nonxeH ObITb He
6onee 15,0.

Microbial limits / Mukpo61oJiornyeckasi Y4HcToTa

a) Total aerobic microbial
count / Obluee uncno
a3pOOHBIX MUKPOOPraHU3MOB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Obuiee uucno
JPONOKEBBIX W MIECHEBbIX
rpubos

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

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

¢) E. coli

Absentin 1g/
OtcyTeTByeT B IT

Shall be absent in 1g/
JomxHbl oTcyTcTBOBaTH B | T

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykr COOTBeTCTByeT TpeboBanuam HJI

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

MoarorosneHo: IlpoBepeHo: d@_ MeHemkep No odecne eHK) KavecTsa
4= e

Date/ [ara: ..( o PQOM Date/ JlaTta: 'LOCFD“ZOL?J Date/ Jara: an 0~V




‘Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page 5 of 6/ Crp. Su3 6

Product : Razo, Enteric-coated tablets 10 mg
IIpoaykT: Pazo®, TaGjeTku, NOKPbIThIE KHLIEYHOPACTBOPUMOIi 0001049K0ii, 10 mr

Batch No. / Cepns Ne : C2312836

Batch Quantity /
O6beM cepun:

700000 Tablets
700000 rabserox

Analytical Report No / Anasnnrnuecknii otuer Ne : 890001695547

Date of Analysis / Jlata anaausa: 18/10/2023

Date of Manufacture / Iata npoussoacrsa : 07/2023

Date of Expiry / Cpok roanoctu : 06/2026

Analysis performed according ND / Ananns nposeren mo HJI: JI[1-002666-191022

Ne

Test / IlokasaTenn

Result / PesyabTaTtsl

Specification / Hopma

9 |Assay / KosmyecTBeHnoe
onpeaeeHne

10.1 mg/ 10,1 mr

90mg to 11.0mg of CisH2N303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 9,0 mr oo 11,0 mr C;sH20N303SNa
(pabenpaszon natpus) (ot 90 no 110 % ot
HOMUHANBHOTO coflepikaHus) B TabneTke.

10

Packaging / Ynakoska

15 tablets in a (PVC/AIPA) foil
/aluminum foil blister. 1 blister and
patient information leaflet in a carton
pack. / Ilo 15 tabnerok B Haucrepe

15tablets i 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 wu3

w3 (IIBX/AJTIA)  donern /| (TIBX/AJI/TIA) donbry / anoMyHWeBOH
AJNIIOMHHHEBOH cdonbru. ITo| donbru. Ilo 1 nnn 2 Gaucrepa BMecTe ¢
1 6nucTepy BMecTe € WHCTPYKUMEW| MHCTPYKUMEH MO TNMPUMEHEHUIO B TNauky
no IIPUMEHEHHIO B NayKy| KapTOHHY!O.
KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CoOTBETCTBYET TPeOOBAHUAM B cootsetcTBum ¢ HJ1

12 [Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He Bbiwe 25 °C.

Xpanenue
13 (Shelf life / Cpox rognoctn |3 years /3 rona

Remarks : The Product confirms to ND/
IIpumeuanue: HDOHYKT COOTBETCTRYET Tpebosanusam HJ

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by/

’ | Checked by

Approved by: Manager

Ioarorosnexo: M [1poBepeHo: @ MeHemkep no odecrieyeHH IO Ka4yecTBa
<>
Date/ Jara: ’<@ ~o~2072 Aate/ lata: ) pID~LOLR Date/ JlaTa: U Ao -SOD




:. Dr. Reddy’s ‘0:.. CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Page 6 of 6 / Ctp. 6 13 6

Product : Razo, Enteric-coated tablets 10 mg

IIpoaykT: Pa3o®, Ta6ieTku, nOKPbITbIE KHIEYHOPACTBOPUMOii 000/10uK0ii, 10 mr

Batch No. / Cepna Ne : C2312836

Batch Quantity / 700000 Tablets
O6beM cepun: 700000 TaGuerok

Analytical Report No / Anaautnyecknii otuer Ne : 890001695547

Date of Analysis / Jlata anaan3a: 18/10/2023

Date of Manufacture / lara npon3Boactea : 07/2023

Date of Expiry / Cpok rognocrtn : 06/2026

Analysis performed according ND / Anann3s nposenen no HJL: JII1-002666-191022

API name / naumenosanne ADC:

Rabeprazole sodium / Pabenpa3son narpus

INN/MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Howmep cepnn npoussoantens APC:

ACOHO005166, ACOH005183

FP Manufacturer API Batch number /
Homep cepun cy6eTanunn nponssoautens I'J1d:

FCOA02406, FCOA02407

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

Dr. Reddy's Laboratories Ltd., India
J-p Pennw’c Jlaboparopuc Jita., Unaus.

Remarks : The Product confirms to ND/
ITpumeuanue: Ipoaykt cooTBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ | Checked by
Hoarotosneno: fﬂy [lpoBepeHo: @

Approved by: Manager
MeHenskep rno obecneyeHUIo KauecTsa
S

Date/ Jlara: 2 o- (o~ o2 &Date/ [lata: O O~L O Date/ [ara: U o LI




