@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJIHU3A

Pagel of 6/ Crp. 113 6

Product : Razo, Enteric-coated tablets 20 mg
Hpoayxr: Pa3o®, TabJieTKH, NOKPBITbIe KHIIEYHOPACTBOPUMOH 060,109K0#, 20 Mr

Batch No. / Cepus Ne : C2405992

Batch Quantity /
Obbem cepun:

1500000 Tablets
1500000 Tadaerox

Analytical Report No / Anannruuecknii oruer Ne ;: 890001738022

Date of Analysis / laTta ananmn3a: 15/05/2024

Date of Manufacture / Iata npouzsogcrsa : 03/2024

Date of Expiry / Cpok roanoctu : 02/2026

Analysis performed according ND / Anann3 nposeaen o HJI: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /
u3M. Ne 1 ot 29.06.2023

[ N

Test / Ilokazarenn

Result / PesynsTaTsl

Specification / Hopma

1 |Description / Onucanue

Round, biconvex, light yellow coated
tablets with red ink imprinted"RB20"
on the one side. The cross section is
the core white. / Kpyrisie,
JBOSKOBHIITYKJIbIC TabETKH,
TIOKPBITEIE 000JI0YKOH CBETIIO-
JKEJITOrO 1[BETa, C MAPKHPOBKOM
kpacHoro usera «RB20» Ha omHoit
cropoHe. Ha monepeunom paspese
agpo 6esoro LBera.

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. /
Kpyrnble, ABOAKOBBITYKJIBIE —TabONETKH,
TIOKPBbITbIE OOOJIOUKOH OT CBETIIO-KENTOro
OO OKeNTOro [LBeTa C MapKUPOBKOM
kpacHoro ungera «RB20» wnHa onHoi
cropoHe. Ha nonepeynoM paspese sapo ot
6enoro 1o moutu 6ey0ro LBETA.

Identification By HPL.C /
IMogauuuoctsr BIKX

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 yaep»KUBaHUS OCHOBHOTO
MHKAa Ha XpPOMAaTorpaMMe HCIBITYeMOro
pacTBopa  AOMKHO  COOTBETCTBOBAThH
BPEMEHH YyOEpKMBaHUS OCHOBHOTO THKa
Ha XpoMmarorpamme pacTtBopa
craHgaptHoro  obOpasua  pabempasona
HaTpus (pazmen «KonuaecTeeHHOe
onpeneneHue»).

TA0JIeTOK

Average weight of coated
tablets / Cpennsisi macca

208.30 mg /208,30 mr

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

Remarks : The Product confirms to ND/

Opinion : APPROVED

IIpnameuanne: ITpogykt coorBercTByeT TpeboBanusm HJJ © 3akawuenne: OJOBPEHO

Prepared by/ Checked by 2 >~ | Approved by: Manager

Ioarorosnexo: ITpoBepeHo: %%/ Menemkep no obecrie4eHUIO KauecTBa
) : . ¥

Date/ Hara: 1 6 ~OS - Loy Date/ [ara: 1825 ~ 992/{ Date/ arta: Lm0~ 202
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

Page2 of 6/ C1p. 2 w3 6

[Product : Razo, Enteric-coated tablets 20 mg
Iponyxr: Pa3o®, Ta6ieTku, NOKPLIThIe KAIMIEYHOPACTBOPHMO# 060.109KO0i, 20 Mr

Batch No. / Cepust Ne : C2405992

O0n

Batch Quantity /

1500000 Tablets

€M CepHH: 1500000 TaGnerox

Analytical Report No / AnaanTruecknii oruer Ne : 890001738022

Date of Analysis / lata ananusa: 15/05/2024

Date of Manufacture / JlTara npoussoactsa : 03/2024

Date of Expiry / Cpox roanoctn : 02/2026

\113M. Ne 1 o1 29.06.2023

Analysis performed according ND / Ananns nposegen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

Average / Cpenn. 3Hauenue: 2%

Ne Test / IToxazaren Result / PesyabTaTel ] Specification / Hopma
4 | Dissolution / PacTopenne Unit-1/Eqununa- 1 4% In 0.1 M hydrochloric acid solution — not
Unit-2/Equnnna 2 0% more than 10 % of C18H20N30O3SNa
: (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Enunuua-3 1% B 0,1 M pacTBOpe XJIOPHCTOBOIOPOMHOM
Unit-4/E qunnna-4 2% KHCIHOTBI — He Oonee 10%  or
- HOMMHAJILHOT'O cozepIkaHus
Unit-5/Epunnna-5 3% Ci1sH20N3O3SNa  (pabenpasona  uatpus)
Unit-6/Equnnua-6 0% Hepes 2 4.

Unit-1/Equuuua-1 90%
Unit-2/Enqunuua-2 94%
Unit-3/Eaunuua-3 92%
Unit-4/Enunnna-4 92%
Unit-5/Eaununa-5 93%
Unit-6/EquHuna-6 91%

Average / CpenH. 3Hauenue: 92%

In buffer solution pH 8.0 — not less than 75
% (Q) of C18H20N303SNa (Rabeprazole
sodium) label claim in 60 min. / B
6ydepHom pacteope pH 8,0 — He menee
75 % (Q) OT HOMHMHAIBHOTO COIEPKAHHS
CisH2oN3O3SNa  (pabenpazona wHaTpus)
yepes 60 MuH.

Related substances by HPLC

/ PoacrBennbie npumecn, BIZKX

Rabeprazole N-oxide /
Pa6enpazoia N-okcun

Rabeprazole Sulfone /
Pa6enpazona cynsthoun

Rabeprazole Methoxy analog /
Pab6enpa3zona MeTokcH aHator

Rabeprazole Chloro analog /

Not detected / He 0OHapyxeHa

0.11%/0,11%

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykTt coorBeTcTBYET TpeboBaHMsaM HJT

A

Opinion : APPROVED
3axmouenne: OJJOBPEHO

1605 <2o2Y

Prepared by/ Checked by e ,()'f"} + | Approved by: Manager

IToaroroeneHo: L@ Hposepem:% Menemxep 1o obecneyeHHIO Ka4ecTBa
%

Date/ Mara: Date/ lara: 16062/ ﬁ Date/ [laTa: b ~o¥— Lon
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page3 of 6/ Ctp. 313 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykt: Pa3zo®, TabaeTKH, NOKPLIThIE KHIIEYHOPACTBOPHMO# 060.104K0H, 20 MI

Batch No. / Cepust Ne : C2405992 Batch Quantity / 1500000 Tablets
O6Bem cepun: 1500000 TaGmerox

Analytical Report No / AnaanTuaeckmii oruer Ne : 890001738022 |Date of Analysis / lara anaanza: 15/05/2024

Date of Manufacture / Iata npoussoncrsa : 03/2024 Date of Expiry / Cpox roguocrn : 02/2026

Analysis performed according ND / Anasnus nposegen mo HJI: JITI-002666-191022, amend Ne 1 dt 29.06.2023 /

u3M. Ne | o1 29.06.2023

Pabenpazona cynsdun

Rabeprazole Related
compound A / Pabenpasona
pOACTBEHHAs NpUMECH A

Rabeprazole Related
compound C / Pabenpazona
poncTeeHHas npumMech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Ipumecs nipu
RRT 1,37 (macca m/z=310
UMMIA300)

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

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

OGeH3uMuUIa301a aJUTYKT)

Individual unidentified
impurity/ Enuaugnas
HeuAeHTH)ULMPOBaHHAS
OpUMEChH

Not detected / He oOHapysxeHa

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

Not detected / He obHapykeHa

Not detected / He obHapyxeHa

Below BDL (BDL= 0.1%) / Hixe
niopora peructpauuy (ITP =0,1%)

[ Ne Test / lokazatesan Result / Pe3yabTarsl Specification / Hopma
Pa6ermpazona xnopo ananor
Rabeprazole Sulphide / 0.03%/0,03% not more than 0.5% / ve 6osee 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 6omee 0,5%

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

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

Total impurities / Cymma

Remarks : The Product confirms to ND/
ITpumeuanne: Iponykr coorsercTryer Tpebopanuam HJT

0.1 %/0,1 %

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

Opinion : APPROVED
3akmouenne: OJOBPEHO

|60 5202y

Prepared by/ Checked by ; M Approved by: Manager

[TonrorosneHo: (’423 ﬂpoaepenogV Menemkep no obecriedeH o KauecTBa
; -1,

Date/ Jlata: Date/ Jlata: 18-05-~ %% Date/ [lara: [ b;fr No2h




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIHM3A

Page40f6/Crp.4m36

Product : Razo, Enteric-coated tablets 20 mg

Ipoayxr: Pa3o®, Tab.1eTKH, NOKPHITHIE KHIIEYHOPACTBOPUMO#H 060104K0i, 20 M

Batch No. / Cepus Ne : C2405992

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Anaauruyecknii order Ne : 890001738022

Date of Analysis / lata ananm3a: 15/05/2024

Date of Manufacture / lara npousBoacrsa : 03/2024

Date of Expiry / Cpok roanocru : 02/2026

Analysis performed according ND / Auanu3 nposenen mo HJI: JITI-002666-191022, amend Ne 1 dt 29.06.2023 /

u3M. Ne 1 ot 29.06.2023

|

Ne Test / Ilokazatenn

Result / PesyasTaTsl

Specification / Hopma

npumecei

6 |Residual Solvents content /
OcraTo4Hble OpraHuYecKHne
PACTBOPHTETH

1738 pg/tab / 1738 Mkr Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / Mzonpomnanon — He 6onee
2621 mxr Ha TabieTKy

7 |Uniformity of dosage units /
OasopoaHOCTH
JO3HPOBAHHUSA

3.3/3,3

The acceptance value (AV) should be not
more than  15.0. /  Iloka3arens
npuemiemoctd (AV) pomkxeH ObITh He
6omee 15,0.

8 |Microbial purity / MukpoOuosiornyeckasi 4HCTOTA

a) Total aerobic microbial
count / O6uiee yHc0
a3pOOHBIX MUKPOOPTaHU3MOB

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

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

b) Total combined yeasts and
mould count / Ob1uee unco
JPOMCKEBBIX H TUIECHEBBIX
rpubor

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

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

¢) E. coli

Absent in 1g/
OtcyrcTByeT B 1T

Shall be absent in 1g/
JoiokHel OTCyTCTBOBaTh B 1 I

Remarks : The Product confirms to ND/
ITpameuanue: [Tpogykr coorBercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3akarouenne: OJJOBPEHO

e

Prepared by/ Checked by o Approved by: Manager
[ToarotoeneHo: (@ HpOBepeHOW Menemkep 1o obecreyeHnIo Ka4ecTBa
(%
3 . 5 -
Date/ JlaTa: Date/ Jlata: (6 05~ 2004 Date/ Jlara: b~ - Bottn

1405 ~20LY
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Page Sof 6/Crp.5u3 6

ri’_roduct : Razo, Enteric-coated tablets 20 mg
Hponykr: Pa3o®, Ta6.1eTKH, HOKPBITHIE KAIIEIHOPACTBOPHMOI 060.104K0i, 20 Mr

Batch No. / Cepus Ne : C2405992

Batch Quantity /
O0Bem cepun:

1500000 Tablets
1500000 TaGnerox

Analytical Report No / Anaauruyecknii orger Ne : 890001738022

Date of Analysis / flaTa anaan3a: 15/05/2024

Date of Manufacture / {ara npoussoacrsa : 03/2024

Date of Expiry / Cpok rogunoctn : 02/2026

u3M. Ne 1 ot 29.06.2023

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

Ne Test / [lokazarenn Result / PesynbTaThl Specification / Hopma —‘
9 |Assay / KonnuecTBennoe 199 mg/ 19,9 mr 18.0mg to 22.0 mg of CisHzN303SNa
onpejeJieHHe (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet  /
Ot 18,0 MI" 1O 22,0 MI C18H20N303SN.’:1
(pabenpazona natpus) (ot 90 mo 110 %
OT HOMHH&IBHOTO  COAEPXKAaHHA) B

tabnerke.

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil| 1Stablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and|/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton| patient information leaflet in a carton pack.
pack. / Ilo 15 tabnerok B Gmuctepe|/ Ilo 15 Tabnerok B Omucrepe u3
n3  (IIBX/AJI/TIA)  doneru /| (TIBX/AJI/TIA) donsru / amoMuHMEBOM
aNFOMUHHEBOH donbry. [o| donwru. o 1 unu 2 Gaucrepa BMecTe ¢
2 6nucTepa BMeCTe C MHCTPYKLMeH| HHCTPYKUMEH MO TNPUMEHEHHIO B [MadKy
no IPHUMEHEHHIO B NayKy | KAPTOHHYIO.

KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTeeTcTBYET TpeOORAHUIM B cootBercTBuu ¢ H]|

12 |Storage conditions / At temperature below 25 °C. / TIpu TemnepaType He Bbitie 25 °C.

Xpanenue
13 |Shelf life / Cpok rognoct |2 years / 2 rona

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr coorseTcTByeT Tpebosanusam HJ| 7 P3akmouenne: OJOBPEHO
Prepared by/ Checked by . o = - Approved by: Manager
[MoaroroBneHo: [/@3\ INposepeHo: (gy, Menemxep Mo 00ecneueHHIo KayecTsa
Date/ [arta: ' G ~05~20LM Date/ Jlata: 605 ,ZOM Date/ Hara: Y hmo S 2020y
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Page 6 of 6 / C1p. 6 u3 6

Product : Razo, Enteric-coated tablets 20 mg

Ipoayxr: Pazo®, TabJieTKH, HOKPHIThHIE KMIIEYHOPACTBOPAMOI 060109K0iH, 20 Mr

Batch No. / Cepust Ne : C2405992

Batch Quantity /
O6bem cepnu;

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Anaanrnuecknii oruer Ne ; $90001738022

Date of Analysis / lata ananmsa: 15/05/2024

Date of Manufacture / lata npoussoacrsa : 03/2024

Date of Expiry / Cpox rogaoctn : 02/2026

[u3m. Ne 1 ot 29.06.2023

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

API name / HaumenoBanne A®C:

Rabeprazole sodium / Pabemnpa3zon HaTpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npounssoaurteas ADC:

ACQH002680

FP Manufacturer API Batch number /

Homep cepnn cy6eranuu npoussogutens LJID:

FCQA02991

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

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

Remarks : The Product confirms to ND/

IIpumeuanne: [Tpoaykr coorseTcTByeT TpeboBanusam HJJ

= 7

Opinion : APPROVED
\3axarouenne: OJOBPEHO

Prepared by/ Checked by gp.—o”'“'p Approved by: Manager
Ioarorosnexo: (;@ IlpoBepeHo: g}ﬁy’/ Menemxep no obecneyeHuIo Ka4ecTa
Date/ [ara: LS mZoTYy Date/ Iata: 6 a5~ 2024 Date/ Jlata: \\::-O"{- e,




