Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 1 of 6 /Crp. 1 u3 6

Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pa3o®, Ta6ieTkn, NOKpbITHIE KNNIEYHOPACTBOPUMOii 06010uK0H, 20 Mr

Batch No. / Cepus Ne : C2405995

Batch Quantity /
O61em cepun:

1500000 Tablets
1500000 raGaerox

.Analytical Report No / Anaautuyecknii order Ne : 890001740854

Date of Analysis / Jlara ananunza: 30/05/2024

Date of Manufacture / lara npon3soactra : 03/2024

Date of Expiry / Cpok roagnoctn : 02/2026

Analysis performed according ND / Ananus nposeaen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3m. Ne 1 o1 29.06.2023

Ne

Test / IlokasaTennb

Result / PesyabTaTbl

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 white. / Kpyrasie,
JIBOSIKOBBITYKJIbIE TaOJIETKH,
MOKPBITEIE 0O60I0YKOH CBETIIO-
JKENITOro 1IBETa, C MapKUPOBKOI
kpacHoro 1ieeta «RB20» Ha onHo#M
cTopoHe. Ha nonepeyHoMm pazpese
sapo 6enoro uBeTa.

Round, biconvex, light yetlow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrable, NBOSKOBBITYKJIbi€ TabneTky,
NOKpbIThIE 060NI0YKOI OT CBETIO-KENTOro
JO OKEJITOro 1IBeTa C MapKUPOBKOM
kpacHoro 1upera «RB20» mna onHoi
cropoHre. Ha nonepeunom paspese sapo ot
feioro o Moyt 0€noro 1pera.

Identification By HPLC /
Tlopaunuocts BIXKX

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)kuBaHHs OCHOBHOIO
n¥kKa Ha XpoMmaTorpaMme MCIBITYEMOIO
pacTBopa  JO/KHO  COOTBETCTBOBaTb
BpPEMEHW YNEpKUBAHMSI OCHOBHOIO MHKa
Ha XpoMaTorpamme pacTBOpa
craHagapTHoro  obpasua  pabenpazona
HaTpus (pa3nen «KonuuectreHHOE
onpeneneHuen).

3 | Average weight of coated

tablets / Cpenunsisi macca
TabneTok

204.34 mg /204,34 mr

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

Remarks : The Product confirms to ND/
IIpnmeuanne: ITpoaykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED

_| 3akmouenne: ONOBPEHO

1
Prepared by/ Checked by 2, ol . 5| Approved by: Manager
[Toarorosnexo: é.ﬁg‘ [TposepeHo: V Menemkep no obecneyeHuto KauecTsa
) 3~
Date/ Jlara: gO"Oﬁrr ?/OZ(-( Date/ Jlata: 20"65"2}726 Date/ JlaTa: 3 oy RSNy
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CEPTUPUKAT AHAJIU3A

Page20f6/Crp.2u36

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, TabieTkn, nOKphIThIE KHLIEYHOPACTBOPHMOIi 0005104K0H, 20 Mr

Batch No. / Cepus Ne : C2405995 Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 TaGaerok

Analytical Report No / Ananutuueckuii oryer Ne : 890001740854 |Date of Analysis / lata ananusa: 30/05/2024

Date of Manufacture / lata npouszsoactsa : 03/2024 Date of Expiry / Cpok roanoctu : 02/2026

Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 / k
n3Mm. Ne 1 ot 29.06.2023

Ne Test / ITokazaTenn Result / PeaynbTarh! Specification / Hopma
4 |Dissolution / PacrBopenne Unit-1/Epmnnuia-1 0% In 0.1 M hydrochloric acid solution — not
Unit2/Eannnna2 0% more than 10 % of CI18H20N303SNa
AMITHL ° (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Ennanna-3 1% B 0,1 M pactBOpe XJIOpPHCTOBOIOPONHOH
Unit-4/Epunnna-4 1% Kucnotsl — He bomee  10% ot
i HOMMHaNbHOTO conepKaHus
Unit-5/Ennnmia-5 0% C1sH20N303SNa  (pabenpazona HaTpms)
Unit-6/Eantmna-6 0%  |lepes2
Average / Cpens. 3nauenue: 0%
Unit-1/Ennnnna-1 88% In buffer solution pH 8.0 — not less than 75|
. - % (Q) of C18H20N303SNa (Rabeprazole
Unit-2/Ennnnua-2 88% sodium) label claim in 60 min. / B

Oydepnom pactope pH 8,0 — He meHee
75 % (Q) OT HOMUHANBHOIO CONEPKAHUS
Unit-4/Eaunnua-4 38% CisH»N3O3SNa  (pabenpazona  HaTpus)
J4epe3 60 MUH.

Unit-3/Eaunnna-3 88%

Unit-5/Enqunnua-5 90%

Unit-6/Enqununa-6 89%

Average / CpenH. 3Hauenue: 89%

5 |Related substances by HISLCI/_PO_)]C’IECHHHC npumecu, BOXKX
Rabeprazole N-oxide / Not detected / He oGHapyskena not more than 0.5% / ve Gonee 0,5%
Pabenpazona N-okcun

Rabeprazole Sulfone / 0.11%/0,11% not more than 0.5% / ne 6onee 0,5%
Pa6enpazona cynshoH
Rabeprazole Methoxy analog / |Not detected / ne o6Hapysena not more than 0.5% / »e 6onee 0.5% |
Pa6enpazona MeTOKCH aHaor
Rabeprazole Chloro analog /' |Not detected / He o6Hapy»xeHa not more than 0.5% / He 6onee 0.5% |
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: Ilponykt cooTBeTcTBYeT TpeboBanunsm HJL . | 3aknwouenne: OJOBPEHO

Prepared by/ Checked by 2 2 Q,Q/L/ Approved by: Manager
HOHFOTOBHCHOZM Ilposepetio: Mewnemiep no odecneveH o KayecTsa
S

Date/ Jara: _f_j o020 7,(/ Date/ Mara: S0-C5- M Date/ Hara: 3 G S O™
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Page3 of 6/ Cip.3 n3 6

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykr: Pazo®, TabsieTkn, NOKPHITbIE KHIIETHOPACTBOPAMOii 060104KOl, 20 Mr

Batch No. / Cepusa Ne : C2405995 Batch Quantity / 1500000 Tablets
O0bem cepun: 1500000 TaGanerox

Analytical Report No / Anaautnuecknii oruer Ne : 890001740854 |Date of Analysis / Jlata ananuza: 30/05/2024

Date of Manufacture / lara npounssoacrsa : 03/2024 Date of Expiry / Cpok rognoctn : 02/2026

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
v3m. Ne 1 01 29.06.2023

Ne Test / Iloka3zaTenn Result / Pe3ynbTaThl _Speciﬁcation / Hopma

Pabenpazona xnopo aHanor

Rabeprazole Sulphide / Less than LOQ (LOQ: 0.027 %)/ not more than 0.5% / ue 6onee 0,5%
PaGenpazona cynbhun Hibke mpesiena KONMMYECTBEHHOTO

onpeznenenuns (ITKO: 0,027%)

Below LOD (LOD = 0.019 %) / Huxe not more than 0.5% / ne 6onee 0,5%
npepena obuapykenus (I10 =
0,019 %)

Rabeprazole Related
compound A / Pabenpa3zona
POICTBEHHAs IpUMECh A

I . . _ :
Rabeprazole Related Below LOD (LOD = 0.02 %) / Hixe not more than 0.5% / He 6onee 0,5%
compound C / Pabenpazona

poncTBenHas npumMecs C HRe Rt O

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

Imidazole) / Tlpumech npu
RRT 1,37 (macca m/z=310
WMWJIa301)

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

about RRT 1.51
(Mass m/z=458 Benzo

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

OeH3uMKIa301a ailYKT)

Not detected / He obnapyseHa

Individual unidentified Below BDL (BDL= 0.1%) / Huxe not more than 0.2% / ne 6onee 0,2%
impurity/ Ennnnynas nopora peructpaumnu (I1P =0,1%)
HenneHTH(ULMPOBaHHas
npumech
|
Remarks : The Product confirms to ND/ Opinion : APPROVED
| Hipumeuanne: [Tponykrt coorsercTByeT Tpebosanmsm H/ i  3akmouenne: OJOBPEHO
Prepared by/ Checked by 2, épﬂ}; Approved by: Manager
[Moarorosneno: [Mpoeepeto: C@ MeHenskep No 00ecreyeHno KauecTsa
M G >~
Date/ JlaTa: 300 - Q/OZ(-/ Date/ [lara: 20 05- 2;)24 Date/ [ara: 308 -SONY




CERTIFICATE OF ANALYSIS

Dr.Reddy’s “:"

CEPTUDPUKAT AHAJIM3A

Product : Razo, Enteric-coated tablets 20 mg

IpoayxT: Pa3zo®, TabneTkn, MNOKPHITbIE KUILIEYHOPACTBOPHMOli 060.101KO, 20 Mr

Page40f6/Crp. 4m36

Batch No. / Cepua Ne : C2405995

Batch Quantity /
O6bem cepun:

1500000 Tablets

Analytical Report No / Asanurnyecknii oTuer Ne : 890001740854

Date of Manufacture / lara npon3soactsa : 03/2024

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

n3m. Ne 1 ot 29.06.2023

Ne Test / IloxkazaTenn

Result / PesynabTaThbl

Specification / Hopma

Total impurities / Cymma
TpuMecei

0.1 %/0,1 %

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

Residual Solvents content /
OcraTounbie opraHuvecKne
PacTBOPUTEH

1366 pg/tab / 1366 mxr Ha Tabnetky

tablet / M3onponanon — He Gonee
2621 Mkr Ha TabneTKy

Uniformity of dosage units /
OnHopoaHocTh
J03HpOBaHUs

2.712,7

more than 15.0. /

bonee 15,0.

1500000 Tadonerox

Date of Analysis / laTa ananuza: 30/05/2024
Date of Expiry / Cpok roanoctn : 02/2026

Isopropanol — not more than 2621 pg per

The acceptance value (AV) should be not
IToxazaTens
npuemnemoctd (AV) pomxeH OblTb He

Microbial purity / Mukpo6uosiornueckasi Y4ucTOTa

a) Total aerobic microbial
count / Obiee uncno
a3pOOHBIX MMKPOOPraHM3MOB

50 CFU/g/
50 KOE/r

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

b) Total combined yeasts and
mould count / Obiuee uncno
JIPOMOKEBBIX U MJIECHEBBIX
rpuboB

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

¢) E. coli

Absentin 1g/
OtcytcTBYyeT B IT

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

Shall be absent in 1g/
JomxHb! oTcyTCTBOBaTE B 1 T

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoayxr cooTBeTCcTBYET

TpeboBannam HJI or

Opinion : APPROVED
y Jakmouenne: OJOBPEHO

Prepared by/ Checked by ¢~ | Approved by: Manager

INoaroTosneno: [1poBepeHo: W MeHemkep no odecneyeHnIo KayecTsa
2t s

Date/ Jlata: 30 0 gr%ﬂl{ Date/ Hata: 20 €S -p004 Date/ [lara: 3y ~05 -




Dr.Reddy’s ":’

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pazo®, TaGjeTkn, N0OKpbITHIE KHITEYHOPACTBOPHMOIi 000104K0i, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page Sof 6/ Crp. S5u3 6

Batch No. / Cepus Ne : C2405995

Analytical Report No / Ananutuueckuii oruer Ne : 890001740854

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Taéaerox

Date of Analysis / lata ananusa: 30/05/2024

Date of Manufacture / lata nponssoacrtsa : 03/2024

Date of Expiry / Cpox ronnocts : 02/2026

-Analysis performed according ND / Ananu3s nposenen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
n3m. Ne 1 01 29.06.2023

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / flo 15 tabnetox B GnucTepe
w3 (MIBX/AJ/TIA)  donasru  /
aNOMHUHHEBON ¢donbru. IIo
2 6aucTepa BMeCTe C HHCTPYKLUMEH
no TTPUMEHEHHIO B nauky
KapTOHHYIO.

Ne Test / IlokazaTens Result / Pe3ynbTarthl Specification / Hopma
9 |Assay / KoiinuecTBeHHOe 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of CjsH2N3O3SNa
onpeje/ieHHe (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mr CisH20N3O3SNa
(pabemnpazona Hatpus) (ot 90 no 110%
OT  HOMHMHaJILHOTO  COJEp)KaHusl) B
I B B TabneTke. -
10 |Packaging / YnakoBka 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.
/ o 15 Ttabnerox B Onuctepe U3
(TIBX/AJVTIA) donbru / amoMHUHHEBOH
donbryu. ITo 1 mnu 2 Gnucrepa BMecTe ¢
WHCTPYKLHeH IO NPUMEHEHHIO B MaukKy
KapTOHHYIO.

11

Labeling / Mapkupoeka

Complies as prescribed /
CooTseTcTBYET TpeOOBAHUAM

According to ND /

B cootsercTBum ¢ HJ{

12

Storage conditions /
Xpanenue

At temperature below 25 °C. / [lpn Temnepatype He Bbie 25 °C.

13

Shelf life / Cpok rognocTn

2 years/ 2 roga

Remarks : The Product confirms to ND/
IIpumeuanne: IpoaykT cooTBeTcTBYET Tpebosanuam HJI

-

_3axmouenne: OJOBPEHO

Opinion : APPROVED

Prepared by/ Checked by = C),Q’J”:rApproved by: Manager
IMoarorosneHo: QM [IpoBepeHo: &y Menenxep no obecneyeriio KayecTBa
Date/ Jara: Date/ [laTa: zo OG-0 Date/ [aTa: ) 05 ey

2008~ (}O’Mf
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CEPTUOUKAT AHAJIM3A

Page 6 of 6/ C1p. 6 u3 6

Product : Razo, Enteric-coated tablets 20 mg

IIponykr: Pazo®, tabdJeTkn, NOKPbIThIE KHLIEYHOPacTBOPUMOIi 060J10uK0ii, 20 Mr

Batch No. / Cepus Ne : C2405995

Batch Quantity / 1500000 Tablets
Oo6bvem cepun: 1500000 TaGaerox

_TAﬂllytigal Report No / Ananntnyecknii oruer Ne : 890001740854

Date of Analysis / JlaTta ananusa: 30/05/2024

Date of Manufacture / lata npousBoncrsa : 03/2024

Date of Expiry / Cpox rognoctn : 02/2026

(m3m. Ne 1 ot 29.06.2023

hAnalysis performed according ND / Ananns nposeaen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

API name / nanmenosanune APC:

Rabeprazole sodium / PaGenpa3on natpus

Homep cepnu cy6etanuun npouszsoaurtens I'JID:

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

Homep cepun npouzsoaurens ADC: AEQENDBIGS

FP Manufacturer API Batch number / FCRA00060

API Manufactured by & country /
Ilpouspoantens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennw’c Jlabopatopuc Jltn., Unans.

Remarks : The Product confirms to ND/

Ipumeuanne: IlpoaykTt cooTseTcTBYET TpeGoBanuam HJI

Opinion : APPROVED
¢ ~3akmouenne: OJOBPEHO

Prepared by/

=

— ]

Checked by (" s (/)_///y//

[Moarorosnexo: (é:ﬁ' T[poBepeHo: qi/

2Approved by: Manager
MeHepkep no obecrneyeHuo kayecTsa

V

Date/ Jara: 2008 gdl(zr Date/ Mara: RO ~5-2024 Date/ JlaTa: 3y oy AY




