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Dr.Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page1of 6/Crp. 1 u36

[Product : Razo, Enteric-coated tablets 20 mg

IIpoaykT: Pazo®, Tabnerku, NOKPbITbIE KHIIEYHOPACTBOPHMOIi 000104KOi, 20 MI

Batch No. / Cepusn Ne : C2401631

Batch Quantity / 1500000 Tablets
Oo6beM cepun: 1500000 TaGseTox

Analytical Report No / AnannTudecknii oruer Ne : 890001722440

Date of Analysis / JlaTta anaaunza: 29/02/2024

Date of Manufacture / lata nponzsogctsa : 12/2023

Date of Expiry / Cpox rognoctn : 11/2025

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

nsM. Ne 1 o1 29.06.2023

Ne Test / IloxazaTennb Result / PesyabTaTsl

Specification / Hopma

1 |Description / Onucanne Round, biconvex, yellow coated

the core wh

«RB20» Ha

1BeTa.

tablets with red ink imprinted "RB20"
on the one side. The cross section is

ite. / Kpyrazie,

IBOSKOBBIMTYKJIbIE TabJIETKHY,
TIOKPBITHIE 000JI0UKOH KENTOro
L[BETA, C MAPKHPOBKOH KpaCHOTO LIBET

onHo# ctopone. Ha

MIOTIEpEYHOM pazpese sapo 6eoro

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, [NBOSKOBBITyKIble TabieTKH,
MOKPHITBIE 060JIOUKON OT CBETIO-KENTOrO
IO JKEITOro IBeTa C MapKHPOBKOM
kpachoro 1Bera «RB20» nHa opsoi
cropoHe. Ha nonepeunom paspese saapo ot
6es10ro 10 NouTH 6eoro 1BeTa.

2 |Identification By HPLC / Complies as prescribed/

ITognnurocTh BKX

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 ymep>xMBaHHS OCHOBHOIO
N¥Ka Ha XpOMaTOTpaMMe MCIIBITYeMOro
pacTBOpa  JIOJDKHO  COOTBETCTBOBATb
BpEMEHHW YJEP)KUBAHUS OCHOBHOIO TIHKa
Ha Xpomarorpamme pactBopa
cTaHgapTHoro  obpasua  pabemnpasona
HaTpHs (paznen «KonnuectsenHoe
oTIpe/leIEHHER).

3 | Average weight of coated 209.12 mg /209,12 mr

tablets / Cpennsas macca
TabJieTok

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

Remarks : The Product confirms to ND/

Ipumeuanne: Ilponykr coorseTcapyet Tpebosanmsm HJQ

Opinion : APPROVED
Saxkmwuenne: OJOBPEHO

Prepared by/ (7 Y /p/@ 5] Checked by Approved by: Manager

HOB,I‘OTOBHCHO 7~ Ipogepeno: J:U"';‘, Menepxep 110 obecnieueHmo kauecTsa
3

Date/ JlaTa: ? grf/z W Date/ [ara: 29 01 Lo Date/ Hara: s LN




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page2 of 6/ C1p. 2 n3 6

Product : Razo, Enteric-coated tablets 20 mg
IponyxT: Pazo®, TabeTkn, TOKPbIThIe KHIIEYHOPAcTBOPUMOIi 060s10uKoid, 20 Mr

Batch No. / Cepusa Ne : C2401631

Batch Quantity /
O61em cepun:

1500000 Tablets
1500000 raGaetox

Analytical Report No / AnannTudeckuii oruer Ne : 890001722440

Date of Analysis / laTa anaan3za: 29/02/2024

Date of Manufacture / lata npousBoactsa : 12/2023

Date of Expiry / Cpok rognocts : 11/2025

usMm. Ne 1 ot 29.06.2023

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

Ne Test / Ilokazarenn

Result / PesyabTaTsl

Specification / Hopma

4 |Dissolution / PacrBopenue

Unit-1/Egunyna-1 0%
Unit-2/EnyuHuna-2 1%
Unit-3/Ennnnna-3 1%
Unit-4/Enquunna-4 2%
Unit-5/Equanna-5 2%
Unit-6/EnvnHnna-6 0%

In 0.1 M hydrochloric acid solution — not
more than 10 % of C18H20N30O3SNa
(Rabeprazole sodium) label claim in 2 h. /
B 0,1 M pacrTBOope XJIOPUCTOBOIOPOJHON

Kucnotel — He bonee 10% ot
HOMHHAJIBHOTO coaepxaHns
Ci1sH20N303SNa  (pabenpazona  HaTpus)
yepes 2 u.

Average / CpenH. 3Hauenue: 1 %

In buffer solution pH 8.0 — not less than 75)
% (Q) of C18H20N30O3SNa (Rabeprazole

sodium) label claim in 60 min. / B

6ydepHom pacrBope pH 8,0 — He meHee
75 % (Q) OT HOMMHAJILHOTO COAEP)KAHUSA

CisH0N303SNa  (pabenpasona HaTpus)

yepes 60 MuH.

Unit-1/Epuunua-1 91%
Unit-2/Epunnna-2 90%
Unit-3/Eannnua-3 92%
Unit-4/Egunnna-4 93%
Unit-5/Eannnua-5 90%
Unit-6/Eannnna-6 93%

Average / CpenH. 3HaueHue: 92 %

5 |Related substances by HPLC

/ PoacrBennble npumecn, BOXKX

Rabeprazole N-oxide /
Pabenpazona N-okcug

Rabeprazole Sulfone /
Pabenpasona cynsdon

0.02%/0,02%

0.14%/0,14%

Rabeprazole Methoxy analog /
PaGenpasona MeToKcH aHanor

Rabeprazole Chloro analog /

Not detected / He obHapy»xeHa

Not detected / He obHapy>keHa

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

Remarks : The Product confirms to ND/
IIpumeuanne: [IponyxT cooTBeTcTEF@T TpeboBaHusiM HJI

Opinion : APPROVED
Saxkmouenne: OJOBPEHO

Prepared by/
TloaroroBneHo: /

_ Qﬁ’ “Checked by
g‘fﬁ// IIposepeno:

Tt

Approved by: Manager
Menemxep no obecrederiii Ka4ecTpa

Date/ [ara:

2922024

Date/ Jara: 2901 -101Y

Date/ [aTa: AD SN,




Dr.Reddy’s Q':"'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIMU3A

Page30f6/C1p.3 u3 6

Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pazo®, TabieTKH, NOKPBITHIE KHIIEYHOPACTBOPHUMOT 060J1049K0¥H, 20 Mr

Batch No. / Cepua Ne : C2401631

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Anajaurnyecknii otuer Ne : 890001722440

Date of Analysis / laTa ananuza: 29/02/2024

Date of Manufacture / Jlara npouzBoacrsa : 12/2023

Date of Expiry / Cpox rognoctu : 11/2025

u3M. Ne 1 or 29.06.2023

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

Ne Test / TlokazaTenan

Result / PesynbTaThi

Specification / Hopma

Pabenpazona xnopo ananor

Rabeprazole Sulphide /
PaGenpazona cynsdua

Rabeprazole Related
compound A / Pabenpazona
POJICTBEHHAsI IpUMeECh A

Rabeprazole Related
compound C / Pabenpazona
poncTeeHHas npuMechd C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / IIpumecs npu
RRT 1,37 (macca m/z=310
UMHIa301)

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

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

6eH3umMu1a30na aanykKr)

Individual unidentified
impurity/ Eauanunas
HEUAESHTU(ULIMPOBAHHAS
npuMech

Below LOQ (LOQ = 0.027 %) / Hixe
npezaena KOJIUYECTBEHHOT O
onpepnenenus (ITIKO = 0,027 %)

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

Not detected / He o6napy>xena

Below LOD (LOD = 0.02 %) / Huxe
npeaena obHapyxenus (1O
0,02 %)

Not detected / He o6napy>xeHa

Not detected / He o6Hapy>xeHa

Below BDL (BDL= 0.1 %) / Huxe
niopora peructpaunu (I1P =0,1 %)

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

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

Total impurities / Cymma
npuMecen

0.2 %/0,2%

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

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoayKT cOOTBETCTE

¥t TpeboBanuam HJI

Opinion : APPROVED
3aknwuenne: OJOBPEHO

L2

29 ~o Lol

Prepared by/ 2 L2 Checked by Approved by: Manager

Honaroroeneno: "< : TTposepeHo: M Menenxep no obecrevyeHHIO KayecTsa
£ S —

Date/ [lara: D g~ ) o) 4 | Date/ Jlara: Date/ Hara: A SN NN




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page4 of 6/ Crp. 43 6

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykr: Pa3o®, Tab/ieTKH, HOKPBITbIE KHIIEYHOPACTBOPHMOH 000J10uK0ii, 20 Mr

Batch No./ Cepus Ne : C2401631 Batch Quantity / 1500000 Tablets
Oobbem cepnn: 1500000 Tabnerox

Analytical Report No / Ananurnuecknii oruer Ne : 890001722440 |Date of Analysis / lara anannza: 29/02/2024
Date of Manufacture / laTta npon3soacrsa : 12/2023 Date of Expiry / Cpok roanoctn : 11/2025

Analysis performed according ND / Auanuz npoeeaen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3M. Ne 1 ot 29.06.2023

Ne Test / Ilokasarens Specification / Hopma

Result / PesynabTaThl

6 |[Residual Solvents content /
OcTatouHble OpraHuvecKue

1284 pg/tab / 1284 mxr na tabnerky |Isopropanol —not more than 2621 pg per
tablet / M3onponanon — He 6onee

pacTBOpHTe U 2621 mkr Ha TabneTky
7 |Uniformity of dosage units / 3.9/3,9 The acceptance value (AV) should be not
Opnopoanocts more  than 15.0. / Ilokasarens
JO3MPOBAHUA npuemiemoctn (AV) nomxeH OBITH He
6onee 15,0.

8 |Microbial purity / Mukpo0noaornyeckasi 4ucTora

a) Total aerobic microbial Less than 10 CFU/g/
count / Ob1ee uncio Menee 10 KOE/r
a3pOOHBIX MUKPOOPraHU3MOB

Not more than 1000 CFU/g /
He 6o1ee 1000 KOE/r

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

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

b) Total combined yeasts and
mould count / Ob1iee uncno
JPOMOKEBBIX U MJIECHEBBIX
rpu6oB

c) E. coli

Absentin 1g/
OrcyTcTBYET B IT

Shall be absentin 1g /
JlonmKHBl OTCYTCTBOBATL B 1 T

Remarks : The Product confirms to ND/
IIprmeuanne: Ilpoaykr cooTBerc@yer Tpebosanusm HJL

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by/ pﬁ = f;.ﬁz)” Checked by Approved by: Manager

. & .
IoaroToeineHo: = [TposepeHo: M Meneaskep no o6ecneqe1-1§g<aqecma
Date/ JlaTa: 290D D024 Date/ Jlara: 29 —o02 oY Date/ Jlara: AR 4% =LY




: Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

PageS5of6/Crp.5u3 6

Product : Razo, Enteric-coated tablets 20 mg
IIpoayxT: Pazo®, TaGyeTkn, NOKPLITHIE KHLIEYHOPACTBOPHMOIi 06010uKo0ii, 20 Mr

Batch No. / Cepusa Ne : C2401631

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 rTaGaerox

Analytical Report No / Ananurnyecknii otuer Ne : §90001722440

Date of Analysis / /IaTa anannza: 29/02/2024 |

Date of Manufacture / Jlara npouszBoacrea : 12/2023

Date of Expiry / Cpok rognoctu : 11/2025

n3m. Ne 1 o7 29.06.2023

Analysis performed according ND / Ananus nposenes no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / Ilokazarenn

Result / PesynsTarhi

Specification / Hopma

9

Assay / KonnvectBennoe

19.8 mg/ 19,8 mr

18.0mg to 22.0 mg of CisHxN303SNa
(Rabeprazole sodium) (90 to 110 % of the

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 rabnerok B Onucrepe

onpeneaeHne
labeled amount)  per  tablet /
Or 18,0 Mr oo 22,0 mr CisH20N30O3SNa
(pabemnpazona Hatpus) (ot 90 mo 110 %
OT HOMHHAJIBHOIO  COfiepKaHHi) B
TabJeTKe.
10 |Packaging / Ynakonka 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.
/ Tlo 15 Tabnerok B Oaucrepe u3

uz  (IIBX/AJI/TIA)  donern /| (IIBX/AJI/TIA) ¢onbrn / anoMUHHEBOH
ANIOMHHKEBOM ¢dhoneru. Io| donbru. Ilo 1 unu 2 Gnucrepa BMecTe ¢
2 6baucTepa BMECTe € MHCTPYKUMEH | HHCTpYKUMEH N0 NPUMEHEHHIO B MAuKy
no NPUMEHEHHIO B MayvkKy | KAPTOHHYIO.
KapTOHHYIO.

11 (Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TPEOOBAHUSIM B cootBeTcTBUH ¢ H]|

12 [Storage conditions / At temperature below 25 °C. / lIpu temnepatype He Boie 25 °C.

XpaneHnue
13 |Shelf life / Cpok roanocTn 2 years /2 ropa

Remarks : The Product confirms to ND/
IIpumevanne: Ilpoaykt cooTBeTCTBYET TpeboBanuam HJL

Opinion : APPROVED
3akmwouenne: OJOBPEHO

Date/ [lara: DG 2024

Prepared by/ 0 ‘ ,_Qﬁf | Checked by Approved by: Manager
HoanOBneHo:Zil_-i?,%/ TposepeHo: M Menemxep no obecrieyeHuIo kayecTpa
Date/ [lara: m Pof)/"""‘\" Date/ [larta: QR 0oLy
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Dr. Reddy's ".. CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Page 6 of 6/ C1p. 6 m3 6

Product : Razo, Enteric-coated tablets 20 mg

Ipoayxr: Pazo®, rabaeTku, NOKPLITbIE KHIIEYHOPACTBOPUMOH 060109K0if, 20 M

'Batch No. / Cepusi Ne : C2401631

Batch Quantity / 1500000 Tablets
O61em cepnu: 1500000 Ta6aerox

Analytical Report No / Ananurnuecknii oruer Ne : 890001722440

Date of Analysis / lara anannsa: 29/02/2024

Date of Manufacture / JlaTa nponssoacrea : 12/2023

Date of Expiry / Cpox rognoctn : 11/2025

usM. Ne 1 01 29.06.2023

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

API name / nanmenoBanune ADC:

Rabeprazole sodium / Pabenpazon HaTpus

Homep cepun cyGerannuu npoussoautes I'JID:

INN / MHH: Rabeprazole / Pabernpazon
API manufacturer batch number / ACPH004945
Homep cepnn npouzsoaurens A®C:

FP Manufacturer API Batch number / FCQA00244

API Manufactured by & country /
IIpouzBoautess A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India
H-p Peqnu’c Jlabopartopuc Jira., Unnus.

Remarks : The Product confirms to ND/

IIpumeuanne: Ilponykr coorBercyryeT TpeGoBannsm HJI

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by/ ,()/Og}!/ Checked by Approved by: Manager
Monrorosneno: | ZX7 IMpoBepeHno: MeHemkep no obecneyeHnIo KayecTsa
Date/ [ara: 29 02@% Date/ Ilara: 29 o1 Date/ [lara: s LN




