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Dr.Red dY,S Q.O. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Pagelof 6/ Crp.1mu36

Product : Razo, Enteric-coated tablets 20 mg

IIponykr: Pazo®, TabieTkn, MOKPHIThIE KHIIEYHOPACTBOPHMOIi 060/104K0iT, 20 Mr

Batch No. / Cepua Ne : C2404257 Batch Quantity / 1500000 Tablets
Oo61beM cepun: 1500000 Tta6aerox

Analytical Report No / Ananntuyeckuii oruer Ne : 890001731382 |Date of Analysis / laTa anannsa: 14/04/2024

Date of Manufacture / lata npoussoacrsa : 02/2024 Date of Expiry / Cpok roanoctn : 01/2026

[3m. Ne 10T129.06.2023

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

No Test / [loka3zaTenab Result / PesynabTaThbl

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 off-white. / Kpyrnrie,
JIBOSIKOBBIITYKJIBIE TaOJIETKH,
MOKpBITBIEe 000JI0YKOIi CBETIIO-
JKENTOrO LIBETa, C MAPKUPOBKOH
kpacHoro 1Beta «RB20» Ha ogHOM
cropone. Ha nonepeuHom paspese
SApo noutH 6enoro 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. /
Kpyrnele, IBOSKOBBLIMyKJble TabNeTKH,
TIOKPBITHIE 0OOJIOUKOH OT CBETIO-XKENTOrO
JO OKEeATOro 1BeTa C MapKUPOBKOM
kpacHoro usera «RB20» Ha opHo#
cTopone. Ha nonepeuHom paspese sapo ot
6es10ro 40 noyTH Oenoro ugeTa.

2 |Identification By HPLC / Complies as prescribed/
IMopauanocrs BXKX CooTBeTCcTBYET

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:kuBaHWs OCHOBHOIO
D¥Ka Ha XpoMarorpamme HCITbITYeMOro
pacTBOpa  JO/DKHO  COOTBETCTBOBATH
BpPEMEHH YNEPIKMBAHHS OCHOBHOIO THMKa
Ha XpoMaTorpamme pacTBopa
cTaHpapTHoro  obOpasua  pabenpazona
HaTpHs (paznen «Konuuectsentoe
ompeneneHney).

3 | Average weight of coated 207.39 mg /207,39 mr
tablets / Cpeanss macca
TabJeToK

212.68 mg+ 5 % (202.05 —223.31 mg)/
212,68 Mmr+ 5 % (ot 202,05 Mr no
223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: IlponyxT cooTseTedbyey TpeboBanusam HJI

Opinion : APPROVED
Saxkawuenne: OJOBPEHO

Prepared by/ fpﬁ{" e -“";Checked by
C‘- Lo

IMoarotosneno; Ipogepen / N\ P
. } —

Approved by: Manager
MeHemkep no obecneueHuio KadecTBa

Date/ [lata: 1 504 ~Dc2 6 Date/ ,Z[a'ré: 26"0L( ~202¢4

Date/ Jlara: —
1S Dwr 2024,




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Page2 of 6 /Crp.2 13 6

Product : Razo, Enteric-coated tablets 20 mg
ITponysr: Pazo®, TabyeTkH, nOKpbIThIe KHIIEYHOPACTBOPHAMOIi 000x0KOil, 20 Mr

Batch Mo. / Cepns Ne : C2404257

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Ananurnuecknii oruer Ne : 890001731382

Date of Analysis / laTa anaan3za: 14/04/2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok roanocrn : 01/2026

uam. Ne 10129.06.2023

Analysis performed according ND / Ananu3s nposenen no HJI: JI11-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / IlokazaTenn

Result / Pesynbrarsl

Specification / Hopma

4 | Dissolution / PacrBopenne

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

= . = more than 10 % of C18H20N303SNa
Unit-2/Eaunuua-2 1% (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Exqunnna-3 2% B 0,1 M pactsope XJIOPHCTOBOAOPOIHOM
Unit-4/Equuuna-4 2% KucnotTel — He Oonee 10%  or

: HOMMHANILHOTO COZlepIKAHUs
Unit-5/Equnnia-5 2% CisH2N303SNa  (pabenpasona  HaTpus)
Unit-6/Epunyna-6 | 6% | PS 2.

Average / Cpenn. 3Hauenue: 2% 3}

Unit-1/Epyanna-1 99% In buffer solution pH 8.0 — not less than 75
- = - % (Q) of C18H20N303SNa (Rabeprazole

Unit-2/Ennnnua-2 96% sodium) label claim in 60 min. / B
- 6ydepnom pacteope pH 8,0 — He MeHee

= - )]

Unit-3/Enununa-3 9o 75 % (Q) OoT HOMHHAIBHOTO COMEpKAHU

Unit-4/Eqununa-4 09% CisH20N3O3SNa  (pabenpasona  HaTpus)
. yepes 60 MUH.

Unit-5/Enynunua-5 99%

Unit-6/Ennnanna-6 95%

Average / Cpenn. 3Hauenue: 97%

5 |Related substances by HPLC

/ PopcrBennnie npumecn, BOXKX

Rabeprazole N-oxide /
Pabenpazona N-okcun

Rabeprazole Sulfone /
Pabenpazona cynsgon

Rabeprazole Methoxy analog /
Pa6enpazona meTokcH aHanor

Rabeprazole Chloro analog /
Pa6enpasona xj10po ananor

Not detected / ne obHapyxeHa

0.10%/0,10%

Not detected / He oOnapy»xeHa

Not detected / He oOHapyxeHa

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% / He 60s1ee 0,5%

Remarks : The Product confirms to ND/
IIpnmeuyanne: [lponykt coorBercTpyeT TpeboBanusam HJI

Opinion : APPROVED
Sakmwuenne: OJOBPEHO

Prepared by/ = | Checked by Approved by: Manager
HOHFOTOBHCI!Q/’? ;’Q/f/ HpOBepeHomﬁ"\ 0 Menekep no obecrieueHnIo KaJecTsa
) e — “_I‘ 'f)..
—t -EI
Date/ : Date/ g Date/ ;
ate/ Jlata /5@6»@324 ate/ JlaTa 15 -0 w2028 ate/ Jlata Vot 2m2aq




@e
Dr.Red dY,S ‘;. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Page3 of 6/ Ctp. 313 6

Product: Razo, Enteric-coated tablets 20 mg
Hponykr: Pazo®, TabeTkH, NOKPLITbIe KHLIEYHOPACTBOPUMOii 060104K0Ii, 20 Mr

Batch Mo. / Cepus Ne : C2404257 Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 ra6nrerox

Analytical Report No / Apanntnuecknii oryer Ne : 890001731382 |Date of Analysis / lara anannsa: 14/04/2024

Date of Manufacture / lara npoussoacrea : 02/2024 Date of Expiry / Cpoxk rognoctn : 01/2026

Analysis performed according ND / Ananu3s npoenen no HJL: JIIT-002666-191022, amend Ne 1 dt 29.06.2023 /
u3m. Ne 1 0129.06.2023

Ne Test / IlokazaTenn Result / PezyabTaTnl Specification / Hopma
Rabeprazole Sulphide / Below LOQ (LOQ = 0.027 %) / Huse|n0t more than 0.5% / ne Gonee 0,5%
PaGenpasona cynbdnn npenena KOJIMUECTBEHHOTO

onpeaenenns (INKO = 0,027 %)

Rabeprazole Related not more than 0.5% / ne 6onee 0,5%
compound A / Pa6enpazona  |Not detected / ne obHapyxena
POACTBEHHAS IpUMech A

Rabeprazole Related ' not more than 0.5% / ne 6onee 0,5%
compound C / Pabenpasona |Below LOD (LOD = 0.02 %) / Huxe
poacTeeHHas npuMech C npenena obnapyxenus (I10 =

0,02 %)
Specified Impurity at not more than 0.5% / ne 6onee 0,5%
about RRT 1.37
(Mass m/z=310 Not detected / He 0GHapykena

Imidazole) / [Tpumeck npu
RRT 1,37 (macca m/z=310
HMHJ1a307)

Specified Impurity at not more than 0.5% / He 6onee 0,5%
about RRT 1.51 Not detected / He 0OHapyskeHa
(Mass m/z=458 Benzo
imidazole adduct) / ITpumech
npu RRT 1,51 (macca
m/z=458

6en3uMuiazona aanykT)

Individual unidentified not more than 0.2% / He 6onee 0,2%
impurity/ Exununas Below BDL (BDL= 0.1%) / Hnxe

HeMIeHTHHUMpOBaHHAS nopora peructpauuu (IP =0,1%)

npumech
Total impurities / Cymma 0.1 %/0.1 % not more than 2.0% / ne 6onee 2,0%
npumecen
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipnmeuanne: [Ipoaykr cootBercyiyver TpeboBanusm HJJ 3akaiouenne: OJJOGPEHO
Prepared by/ [D/G)’{/‘ Checked by Approved by: Manager
HourOTOBneH({/?f‘ﬁ?’ lposepeno: /7 1~ 72 MeHemkep no obecreYeHHIo KauecTBa
i ) i 4
Date/ [ata: - Date/ Jlata: Date/ ara: '
A 15042024 A S ~0oU~2102¢y e V(o ana,




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Paged4of 6 /Crp. 4m36

Product : Razo, Enteric-coated tablets 20 mg
Hpoaykr: Pa3o®, TabneTkn, NnOKpbIThIe KHIIETHOPACTBOPUMOIi 060104K0ii, 20 Mr

Batch No. / Cepusa Ne : C2404257

Batch Quantity /
Ob6bem cepun:

1500000 Tablets
1500000 Ta6nerok

Analytical Report No / Anannrnuecknii oruer Ne : 890001731382

Date of Analysis / lata ananusa: 14/04/2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpox rognoctsn : 01/2026

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

uzMm. Ne 1 o1 29.06.2023

Ne Test / IlokazaTean

Result / Pe3yabTarsl

Specification / Hopma

6 |Residual Solvents content /
OcTaTo4iible OpranuyecKue
pacTBopHTENU

1535 pg/tab / 1535 mkr Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / M3onponaHon — He bonee
2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OnaHopoaHOCTL
Jl03MPOBaHMA

3.4/3,4

The acceptance value (AV) should be not
more  than 15.0. / Tloxasarens
npuemsieMocTd (AV) nomxeH ObiTh He
6ousee 15,0.

8 [Microbial purity / Mukpo6noJsiornueckasi 4HCTOTa

a) Total aerobic microbial
count / Obuiee yncno
a3pOOHbIX MUKPOOPIraHU3MOB

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 / O61uee uncio
JPOJOKEBBIX U NJIECHEBBIX
rpudoB

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

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

¢) E. coli

Absentin 1g/
OtcytcTBYET B IT

Shall be absent in 1g/
JlomKHBI OTCYTCTBOBAaTL B 1 T

Remarks : The Product confirms to ND/

IIpumeuanne: I1poaykr cooTeeTCEs

W€ TpeboBanusam HJL

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by/
INoarorosieno:
b

Checked by

]—lponcpcmg/__‘i_}“-h 9]

Approved by: Manager
Menemxep no OGGCHCHCHHIO KayecTBa

S

Date/ [lara: Rx= A 024

f—J
Date/ JlaTa:

B-ou-~202¢4

Date/ Jlara: \ §~§W~ Ao n




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page Sof 6/ Crp. Su3 6

'Product : Razo, Enteric-coated tablets 20 mg
IponykT: Pazo®, Tab/eTKH, NOKPBLITbIE KHIIEYHOPACTBOPUMOI 000J104K0ii, 20 Mr

Batch No. / Cepust Ne : C2404257

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 ragaerox

Analytical Report No / Anaaurnyecknii oryer Ne : 890001731382

Date of Analysis / JlaTa anann3za: 14/04/2024

Date of Manufacture / lata npon3soacrsa : 02/2024

Date of Expiry / Cpox roanoctn : 01/2026

n3m. Ne 1 ot 29.06.2023

Analysis performed according ND / Ananuz nposenen mo H/I: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / IloxasaTennb

Result / PesynbTaThl

Specification / Hopma

9 |Assay / KonnuecTBenHOE

19.7 mg/ 19,7 mr

18.0mg to 22.0 mg of CisH20N303SNa

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Tabnerok B Gnucrepe

onpejaeneHue (Rabeprazole sodium) (90 to 110 % of the
labeled amount)  per  tablet /
Ot 18,0 mMr mo 22,0 mr C;sH2oN303SNa
(pabenpazona natpus) (ot 90 o 110 %
OT HOMHMH&IBHOTO  CcoAepXKaHus) B
Tabnerke.
10 |Packaging / Ynakopka 15tablets 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 Tabnerokx B Onucrepe wu3s

us  (IIBX/AJVIIA)  ¢omsru /| TIBX/AJVITIA) donbru / anroMHHHEBOH
ATTFOMUHHAEBOH donbry. Ilo| ¢onbru. Ilo 1 wnu 2 6nucrepa BMmecTe ¢
2 6aucTepa BMECTE C MHCTPYKLMEH| HHCTpYKUMEH 1O NMPUMEHEHHIO B TNayky
no MPUMEHEHHIO B MayvKky | KAPTOHHYIO.
KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /

N CooTBeTcTBYeT TpeOOBaHUAM B cootserctBun ¢ HJ1
12 |Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Bbie 25 °C.
Xpanenue
13 |Shelf life / Cpox roasocTn 2 years /2 rona

Remarks : The Product confirms to ND/
IIpumeuanne: IpoaykT coorBeTeipyeT TpeboaHnsm HJT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by/
IMoarorosneHo: /.‘1/,'

(o, F ©”}-Checked by

——

Hpouepeuu:@‘. e

Approved by: Manager
Menenxep no oGecneaaeHmo KaJyecTBa

Date/ lata: 1 &4 202 4

Date/ Jara: 15-0¢t 0020y

Date/ Jara; 1 —one o2k




Dr.Reddy’s Q;."

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIN3A

Page60f6/Crp. 636

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pazo®, Ta6/1eTKH, ROKPBLITbIe KHIIEYHOPACTBOPHMOIi 060104KOii, 20 Mr

Batch No. / Cepust Ne : C2404257

Batch Quantity / 1500000 Tablets
Oo0Bbem cepun: 1500000 Ta6nerox

Analytical Report No / Ananurnyecknii oruer Ne : 890001731382

Date of Analysis / JlaTa anannza: 14/04/2024

Date of Manufacture / lata nponssoacrsa : 02/2024

Date of Expiry / Cpox rognoctn : 01/2026

Analysis performed according ND / Auann3 nposenen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

usM. Ne 1 01 29.06.2023

API name / Haumenosanune A®C:

Rabeprazole sodium / Pabenpason Harpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /

Homep cepnn nponssogurens ADC:

ACQH002488, ACQH002487

FP Manufacturer API Batch number /
Homep cepun cybcranunm npoussoantens [JID:

FCQA02986, FCQA02987

API Manufactured by & country /

Hponssogurens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India
H-p Peann’ ¢ Jlabopatopuc JIta., Unaus.

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpogykt cooTBaTcTRyET TpeboBanusM HJI

Opinion : APPROVED
3axmodenne: OJOBPEHO

& 2=

Prepared by/
MNoparorosnen

Checked by

Hposepem@

P

Approved by: Manager

MeHemxkep no obecrieyeHUIO KaYecTBa
= b
L "";

Date/ [lara:

1 G04-202 4

Date/ JlaTa: 15 -

Ol ~2021y

Date/ Jara: | ot A




