:Dr. Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Page 1 of 6/Crp.1m36

Product: Razo, Enteric-coated tablets 20 mg
Iponyr: Pazo®, Ta6eTkH, NOKPBIThle KHIIEYHOPACTBOPMMOH 000/10uKoH, 20 Mr

Batch Mo. / Cepus Ne : C2404545

Batch Quantity /
O61em cepumn:

1500000 Tablets
1500000 Taduerok

Analyti€al Report No / Ananutuuecknii order Ne : §90001731380

Date of Analysis / lata anamn3za: 15/04/2024

Date of Manufacture / Jlata npoussoacrsa : 02/2024

Date of Expiry / Cpok roanoctn : 01/2026

n3m. Ne 101 29.06.2023

Analysis performed according ND / Anann3s nposenen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / ITokazaTenn

Result / PesynabTaTbl

Specification / Hopma

1 |Description / Onncanne

Round, biconvex, light yellow coated
tablets with red ink imprinted"RB20"

on the one side. The cross section is
the core off-white. / Kpyrnsle,
JIBOSIKOBBINTYKJIble TabJIeTKH,
NOKPEITEIE 000JI0UKOH CBETIIO-
JKEJITOTO 1IBETa, C MapKUPOBKOH
kpacHoro 1Beta «RB20» Ha ogHoH
ctopone. Ha nonepeunoM paspese
S4po NouTH 6e10ro LBeTa.

Round, biconvex, light yellow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnsle, OBOSKOBEIMYKJIbIE TabJeTKH,
MOKPBITEIE 00O0JIOUKOH OT CBETIIO-XKENTOro
0 OKEITOro 1IjBeTa C  MapKHpPOBKOM
kpacHoro 1Bera «RB20» Ha onHo#
cropone. Ha nonepeynoM paspese s1po or
6eJ10r0 10 ToUTH 6enoro 1BeTa.

2 |Identification By HPLC /
TToganuuocrs BOKX

Complies as prescribed/
CooTBeTcTBYET

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>xuBaHMs OCHOBHOTO
nMKa Ha XpoMaTorpaMMe HCHBITYEMOTro
pacTBopa  OOJDKHO  COOTBETCTBOBAaTb
BPEMEHH YIEPXKHBAHHS OCHOBHOMO TMHKa
Ha Xpomarorpamme pacTBOpa
cTanjgaptHoro  obpasua  pabenpa3zona
HaTpus (paznen «KonnuecteHnoe
oTIpefieNieHHe).

3 | Average weight of coated
tablets / Cpeansisi macca
TaGNeToK

210.70 mg /210,70 mr

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

Remarks : The Product confirms to ND/
IIpumeuanne: Tlponykr cooTBeTcTBYEH TpeboBaHuam HJI

Opinion : APPROVED
3axkmouenne: OJOBPEHO

15F

Prepared by/ /g:—“ﬁlecked by
[MoarorosneHo: pﬁﬁ

ITpoBepero:

-

Approved by: Manager
Menemkep no obecrieyeHo KauecTsa

Date/ [laTa: ,6,06'_2024

Date/ [ara: 16 —0ct - 2o 2y

Date/ [aTa: i6 ._0((,-;02\1




_»Dr. Reddy’s Q;'.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Page2of 6 /C1p.2 13 6

Product: Razo, Enteric-coated tablets 20 mg
IIponywkr: Pa3o®, TabJieTKH, NOKPbITbIE KHIIEYHOPACTBOPAMOIi 060J104K0ii, 20 MT

Batch No. / Cepusn Ne : C2404545

Batch Quantity /
O06bem cepun:

1500000 Tablets
1500000 Tadnerox

Analytical Report No / Ananurndecknii oruer Ne : §90001731380

Date of Analysis / lata ananmsa: 15/04/2024

Date of Manufacture / lara nponssoactsa : 02/2024

Date of Expiry / Cpox roanocrn : 01/2026

Analysis performed according ND / Ananu3 nposenen no HJI: JITI-002666-191022, amend Ne 1 dt 29.06.2023 /

nam. Ne 1 o1 29.06.2023

Ne Test / Iloka3zareib

Result / PeayabTaTn!

Specification / Hopma

4 |Dissolution / PacTBopenne

Unit-1/Eqununa-1 2% In 0.1 M hydrochloric acid solution — not

== g 5 more than 10 % of CI18H20N303SNa
LS T % |(Rabeprazole sodium) label claim in 2 h. /
Unit-3/Enunnna-3 3% B 0,1 M pacTBope XJIOPHCTOBOJOPOIHON
Unit-4/Equnyna-4 6% Kuciaotel — He Oomee 10% ot

: HOMHHAJILHOTO conepxaHus
Unit-5/Enunvna-5 5% CisH20N303SNa  (pabenpasona  Hatpus)
Unit-6/Enunnna-6 6% PERes 2 1

Average / Cpenn. 3Ha4yenue: 5%

In buffer solution pH 8.0 — not less than 75

% (Q) of C18H20N303SNa (Rabeprazole
sodium) label claim in 60 min. / B

6ygepHom pactBope pH 8,0 — He meHee
75 % (Q) OT HOMHHANBHOTO COAEPIKAHHS

CisH20N303SNa  (pabenpasona HaTpus)
yepes 60 MuH.

Unit-1/Enunnna-1 93%
Unit-2/Epununa-2 89%
Unit-3/Eannnna-3 95%
Unit-4/Epununa-4 91%
Unit-5/Eaqununa-5 86%
Unit-6/Eaunnna-6 36%

Average / CpenH. 3HaueHue: 90%

S |Related substances by HPLC

/ PoncTBennsble npumecH, BIKX

Rabeprazole N-oxide /
Pabenpazona N-okcun

Rabeprazole Sulfone /
Pabenpa3zona cynsdon

Rabeprazole Methoxy analog /
Pabenpaszona meTokcH ananor

Not detected / He o6HapyxeHa

0.09%/0,09%

Not detected / He 06HapyxeHa

Rabeprazole Chloro analog /
Pabenpa3zona xy10po aHajior

Not detected / He obHapysxeHa

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

not more than 0.5% / ue 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/
IIpumeuanne: Tlponykr coorserctByer TpeboBannsm HJI

Opinion : APPROVED
3akawuenue: OJJOBPEHO

Prepared by/ -~

5
HOD.FOTOBJ'ICHOé(_';/’ﬁ’/é::;///

;}..

" Checked by
l'lpnrsepcno;(:[ N\~ :

Approved by: Manager
Menemkep no o6ecne?:.igm KauecTBa

_--f'-'_'-'_'

Date/ [aTa:

16042024

Date/ [Hara: 16-0Ct 2020

Date/ [arta: 140\ -20TY




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUHOPHUKAT AHAJIM3A

Page30f6/Crp.3m3 6

Product: Razo, Enteric-coated tablets 20 mg
IIpoayKr: Pa3o®, TabJieTkH, NOKPBLITbIE KHILIEYHOPACTBOPHMOii 0bos0ukoii, 20 Mr

Batch No. / Cepns Ne : C2404545

Batch Quantity / 1500000 Tablets
O6nem cepun: 1500000 TaGnerox

Analytical Report No / Anaaurugecknii oryer Ne : 890001731380

Date of Analysis / lara anannza: 15/04/2024

Date of Manufacture / {ara npoussoacrsa : 02/2024

Date of Expiry / Cpok rognoctn : 01/2026

n3M. Ne 10T129.06.2023

Analysis performed according ND / Anaaun3s nposenen no HJI: JI1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / Ilokazarean

Result / Pe3yabsTaThl

Specification / Hopma

Rabeprazole Sulphide /
PaGenpazona cynbdhun

Rabeprazole Related
compound A / Pabenpazona
POICTBEHHAsI IPUMECH A

Rabeprazole Related
compound C / Pabenpazona
poncreeHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Ilpumecs npu
RRT 1,37 (macca m/z=310
MMHIA30I1)

Specified Impurity at

about RRT 1.51

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

OeH3UMHIa301a AISTYKT)

Individual unidentified
impurity/ Ennanunas
HenIeHTHPULMPOBaHHas
npumech

Below LOQ (LOQ = 0.027 %) / Huxe
npefena KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0,027 %)

Not detected / He 06HapyskeHa

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

Not detected / He 0GHapykeHa

Not detected / He 06HapyxxeHa

Below BDL (BDL= 0.1%) / Huxke
nopora pervcrpauuu (ITP =0,1%)

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%

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

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

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

Total impurities / Cymma
npumMeceit

0.1 %/0,1 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: IponykTt cooTBeTc'rBY2y TpeboBanrsam HJT

Opinion : APPROVED
Zaxkaruenne: OJIOBPEHO

Prepared by/
HonrortoBneno, ==

2 T Checked by

ﬂ|)n)n€|)cl1(£y.“["—7" A

Approved by: Manager
Menemxep no o6eun_st|@m|m KavecTra

Date/ flara: | §-(04- 907 4 | Date/ ﬂaT;i 16000~ 202¢)

Date/ Hara: I -0\ ~202Y




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 4 of 6/ Cip. 4 n3 6

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pa3zo®, TabieTkn, NOKPbITHIE KNIIETHOPACTBOPAMOIi 000101K0#, 20 MI

Batch Mo. / Cepus Ne : C2404545

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 Tadnerox

Analytical Report No / Ananurnueckuii oruer Ne : 890001731380

Date of Analysis / /laTta anannza: 15/04/2024

Date of Manufacture / Jlata nponssoacrsa : 02/2024

Date of Expiry / Cpox rognoctn : 01/2026

Analysis performed according ND / Ananns nposeaen mo HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

n3Mm. No 101 29.06.2023

Ne Test / IlokazaTean

Result / PesynsTaTsl

Specification / Hopma

6 |Residual Solvents content /
OcraTouHble OpraHnYecKue
pacTBOPHTEH

1713 pg/tab/ 1713 Mxr Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / i3onponanon — He 6osee
2621 mxr Ha TabneTky

7 |Uniformity of dosage units /
OnsopoaHOCTH
J03MPOBAHMA

5.3/5,3

The acceptance value (AV) should be not
more  than 15.0. / Tloxasarens
npueminemoctTH (AV) pomxeH ObITh He
bonee 15,0.

8 [Microbial purity / Mukpo6uoJiornyeckas YHCTOTA

a) T'otal aerobic microbial
count / Ob1ee yucno
a3pOOHBIX MUKPOOPraHU3MOB

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

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

b) Total combined yeasts and
mould count / Obuiee uncio
JIPOJOKEBBIX U MJIECHEBBIX
rpuboB

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

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

c) E. coli

Absentin 1g/
OtcytcTBYeT B IT

Shall be absent in 1g/
JloJbKHBI OTCYyTCTBOBaTL B 1 T

Remarks : The Product confirms to ND/

IIpumeuanne: [Iponykr coorereTByeT TpeboBanusam HJT

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/
Iloarorosneno (

= y/cj_ﬁpf" Checked by

[Mpoeepenoz~
(

Approved by: Manager
Menemxep no u'ﬁt:tkrglj’l-wl-uno KayecTsa

Date/ Jlata: / 6'04'2924

Date/ Jara:

16 ~0c~202¢4

Date/ Jlara: b —D.u 9020




:Dr. Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

PageSof 6/ Ctp. Su3 6

Product : Razo, Enteric-coated tablets 20 mg
ITpoaykT: Pazo®, TabieTKH, NOKPbITbIe KHIIEYHOPACTBOPHMOIi 0605101KOii, 20 Mr

Batch No. / Cepus Ne : C2404545

Analytical Report No / Ananurnuecknii order Ne : 890001731380

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 TaGaerox

Date of Analysis / laTa anaanza: 15/04/2024

Date of Manufacture / Jlara npou3zBoacTsa : 02/2024

Date of Expiry / Cpox rognoctn : 01/2026

Analysis performed according ND / Anaansz nposeaen no HJI: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /
usM. Ne 1 ot 29.06.2023

Ne Test / Iloka3zarenn Result / PesyabTaThi Specification / Hopma
9 |Assay / KoanuecTBennoe 19.4 mg/ 19,4 mr 18.0 mg to 22.0 mg of CisH20N30O3SNa
onpeneienne (Rabeprazole sodium) (90 to 110 % of the
labeled  amount)  per  tablet /
Or 18,0 mr go 22,0 mr CisH20N303SNa
(pabenpasona Hatpus) (ot 90 mo 110 %
OT HOMWHANBHOTO  CcolepXkaHusi) B
Tabrerke.
10 |Packaging / YnakoBka 15tablets in a (PVC/AI/PA) foil| 15tablets in a (PVC/AIV/PA) foil

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 rabnerok B Gancrepe
uz  (IIBX/AJITIA)  domern  /
ATIFOMUHHUEBON doneru. Ilo
2 6nanucrepa BMeCTe C MHCTpYKUMEH
no NPUMEHEHHIO B nauky
KapTOHHYIO.

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerox B Oaucrepe u3
(TIBX/AJUTIA) donbrn / anroMUHUEBOH
doneru. Ilo 1 nam 2 6nucrepa Bmecte c
WHCTpYKUMEH 10 TPUMEHEHHIO B Nauky
KapTOHHYIO.

11

Labeling / MapkupoBxa

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHAM

According to ND /
B cootBeTcTBUu ¢ H]T

12

Storage conditions /
Xpanenne

At temperature below 25 °C. / Tlpu Temnepatype He Boitne 25 °C.

13

Shelf life / Cpox roanoctn

2 years / 2 roga

Remarks : The Product confirms to ND/
IIpumeuanne: IlpogykT cooTBeTcYBYST TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/

I Checked by

Approved by: Manager

Iloaroroenexo: HposepeHo;/‘?_H\ MeHewkep no odecfigueHiiio KauecTna
T = J E;Eji; e
Date/ Jara: | 6%, Qo2 4 Date/ Hara: Date/ Jara: Lo~ ~22U

[8~0LL~20244




. @
Dr. Reddy’s Q’.. CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Page 6 of 6 / C1p. 6 3 6

Product : Razo, Enteric-coated tablets 20 mg

IIpoaykT: Pa3o®, TabjeTkn, NOKpbITbIe KHIIEYHOPACTBOPHMOH 000J109K0H, 20 Mr

Batch No. / Cepus Ne : C2404545

Batch Quantity / 1500000 Tablets
O061bem cepun: 1500000 Ta6nerox

Analytical Report No / Anannrnuecknii oruer Ne : 890001731380

Date of Analysis / laTa ananu3a: 15/04/2024

Date of Manufacture / lara npou3zsoacrea : 02/2024

Date of Expiry / Cpok rognoctn : 01/2026

Analysis performed according ND / Ananu3 nposenen no H/I: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

nusm. Ne 1 ot 29.06.2023

API name / naumenoBanne ADC:

Rabeprazole sodium / Pabenpazon HaTpus

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

Homep cepun npoussoaunrtens ADC: gl

FP Manufacturer API Batch number / FCQA02989

Homep cepnu cy6ecranunu npoussoaurens I'JID:

API Manufactured by & country /
IIpouzBoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pepnuc Jlaboparopuc JIta., Uanus.

Remarks : The Product confirms to ND/
IIpumeyanue: ITpoaykT cooTBETCTRYT TpedoBanusam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by/ _ & & Checked by

Approved by: Manager
Menepxep no obecrieueHiO KadecTsa

Date/ lara: ’6»047‘9024 Date/ Z[aTa:. 16~o0t —2022 Date/ Jlara: 6 —OQ‘-‘MW




