Dr.Reddy’s !f.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page1of6/Ctp. 1 m3 6

Product : Razo, Enteric-coated tablets 20 mg
Mponyxr: Pazo®, TabeTkH, NOKPHITHIE KHIIEYHOPACTBOPUMOI 000/1049K0ii, 20 M

Batch No. / Cepust Ne : C2407986

Batch Quantity /
Obnem cepum:

1500000 Tablets
1500000 TadaeTokx

Enalytical Report No / Anaguruyeckuii oryer Ne : 890001746939

Date of Analysis / laTa anaauza: 30/06/2024

Date of Manufacture / [lata npoussoacrsa : 05/2024

Date of Expiry / Cpoxk rognoctn : 04/2026

n3M. Ne 1 01 29.06.2023

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

Ne Test / Ilokazarein

Result / PezyabtaThl

Specification / Hopma

1 |Description / Onmncanue

Round, biconvex, yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is
the core white. / Kpyribie,
JBOSIKOBBIMTYKJIbIE TAONETKH,
HOKPBITEIE 000JIOUKO# HKENTOro
L[BETa, C MAPKHPOBKOH KPaCHOTO L[BET
«RB20» Ha ogHoii ctopone. Ha
TIOMIEPEYHOM paspese sapo Oenoro
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. /
Kpyrnible, [OBOSKOBBITYKJIBIE  TabJIETKH,
MOKPBITEIE 00ONOYKOH OT CBETIO-KENTOro
J0 OKEeITOro [BeTa C MapKHPOBKOH
kpacHoro uBeta «RB20» m©Ha ogHoi
cropoHe. Ha nonepeunom paspese sapo ot
6enoro 0 moutu 6enoro ugera.

Identification By HPLC /
Hoanuanocts BKX

Complies as prescribed/
CooTBEeTCTBYET

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 ynmepkuBaHHS OCHOBHOIO
NUKa Ha XpOMaTOrpaMMe MCIBITYEMOTrO
pacTBOpa  JOJDKHO  COOTBETCTBOBATh
BPEMEHU YIEp>KMBaHUS OCHOBHOIO MHKa
Ha Xpomarorpamme pacTBopa
cTaHaaptHoro  obpasua  pabempasosia
HaTpHs (paspmen «KonuyecrsenHoe
onpeaeeHne»).

Average weight of coated
tablets / Cpennsis macca
Tab/eToK

207.70 mg /207,70 mr

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

Remarks : The Product confirms to ND/
Ilpumeuanue: [ponykr coorBeTcTBYET Tpeboanusam HJL

Opinion : APPROVED
3axmwuenne: OJOBPEHO

Prepared by/
IToarorosseHo:

#L.

Checked by
IIposepeno:

Ao

Approved by: Manager
MeHemkep no oGecpéstleHmo KayecTna

LE.

Date/ [lara: 90 A 209,(_,

Date/ JlaTa: \30’06“"’0”’\4

Date/ Jlata:
20-06-1oUn




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page2 of 6/ C1p. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg

Ipoayxr: Pazo®, Tab/ieTKH, NOKPBHITbIE KHIIEYHOPACTBOPUMOIi 060/109K0#, 20 MK

Batch No. / Cepus Ne : C2407986

Batch Quantity /
Obnem cepun:

1500000 Tablets
1500000 Tabaerox

Xnalytical Report No / Ananurnuecknii oruer Ne : 890001746939

Date of Analysis / laTra anaymsa: 30/06/2024

Date of Manufacture / lata npoussoacraa : 05/2024

Date of Expiry / Cpox rogaoctn : 04/2026

Analysis performed according ND / Anann3 nposeaes no H/I: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /

u3Mm. Ne 1 o1 29.06.2023
No Test / Ilokazarean Result / Pe3yabTaTni Specification / Hopma
4 | Dissolution / PacTopenne Unit-1/Eaunnna-1 2% In 0.1 M hydrochloric acid solution — not

o . = more than 10 % of CI18H20N30O3SNa

Unft LTI, = (Rabeprazole sodium) label claim in 2 h. /

Unit-3/Enunuua-3 0% B 0,] M pacTBope XJIOPHCTOBOAOPOJHOM

Unit-4/Eaununa-4 3% KUCIOTBL — He bomee 10%  or
. ___|HOMHHaNbHOro COZepKaHuA

Unit-5/Eqnuuna-5 4% CisH20N303SNa  (pabenpazona HaTpus)

Unit-6/Enunuiia-6 0% Flepes 2 4.

Average / CpenH. 3HaueHue: 2%

Unit-1/Eaunuua-1 89% In buffer solution pH 8.0 — not less than 75
. - % (Q) of C18H20N303SNa (Rabeprazole

Unit-2/Enunnua-2 86% sodium) label claim in 60 min. / B
: 6ydeprom pacteope pH 8,0 — He MeHee

= - 0,

Uitz HBIELS S 75 % (Q) OT HOMHHAJIBHOTO COIEPIKAHUS

Unit-4/Enunuia-4 86% Ci3H20N303SNa (paGenpa30na HanI/ISI)
- yepes 60 MuH.

Unit-5/Egqunuua-3 87%

Unit-6/Eaunnna-6 86%

Average / CpenH. 3Hauenue: 8§7%

5 |Related substances by HPLC / PoacTeennbie npumect, BOXKX

Rabeprazole N-oxide /
Paberipazona N-okcua

Not detected / He oGHapykeHa

Rabeprazole Sulfone /
Pabenpazona cynsthon

Rabeprazole Methoxy analog /
Pa6enpasona meTokcu aHanor

0.10%/0,10%

Not detected / He obHapykeHa

Rabeprazole Chloro analog /

Not detected / He oOHapy>xeHa

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axkarouenne: OJJOBPEHO

Prepared by/
IMonrorosneno:

i

Checked by
IIpogepeHo:

Approved by: Manager
Menemxep 110 obecrieueHHIo Ka4ecTra

Date/ Mara: 30,.06 20 2(_{

Date/ Nlata: 3 ¢ ~Oby-Yerzy

Date/ Jlata: 20-06-20Lh
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Dr.Reddy’s Q¢
i CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page30f6/Crtp. 3 u3 6

Product : Razo, Enteric-coated tablets 20 mg
IponyxT: Pa3o®, Tab/1eTKH, NOKPBITHIE KHIIEYHOPACTBOPHMOI 000/104K0H, 20 MI

Batch No. / Cepua Ne : C2407986 Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 rTaGaerox

Analytical Report No / Apanurndecknii order Ne : 890001746939 |Date of Analysis / [lata ananuza: 30/06/2024

Date of Manufacture / lara npoussoacrsa : 05/2024 Date of Expiry / Cpok rognoctsn : 04/2026

Analysis performed according ND / Auanus nposeaen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
usM. Ne [ ot 29.06.2023

—

No Test / [loka3zaTenan Result / PezyabTaThl Specification / Hopma

Pabenpasona xnopo aHanor

Rabeprazole Sulphide / Less than LOQ (LOQ: 0.027 %)/ not more than 0.5% / ne 6onee 0,5%
PaGenpasona cynbbu Huke nipesiesia KOTMYECTBEHHOTO
onpeaenenus (ITIKO: 0,027%)

Rabeprazole Related not more than 0.5% / He 6onee 0,5%
compound A / Pabenpazona

DOLCTBCHHAS IIPHMECH A Not detected / He obHapyxeHa

Rabeprazole Related B not more than 0.5% / ne 6onee 0,5%
compound C / PaGenpazona Below LOD (LOD = 0.02 %) / Huxe

poacTBeHHas npumech C gﬁ)zﬂoe;;)&l obuapyxenus (110 =

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

about RRT 1.37
(Mass m/z=310 Not detected / He oOHapyxeHa
Imidazole) / [Tpumecs npu
RRT 1,37 (macca m/z=310
WMHIa300)

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

about RRT 1.51
(Mass m/z=458 Benzo

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

OeH3UMHa30M1a aiayKT)

Not detected / He oOHapy»keHa

Individual unidentified Below BDL (BDL= 0.1%) / Huxe not more than 0.2% / ne 6onee 0,2%
impurity/ Exunninas nopora peructpauun (ITP =0,1%)
HeuaeHTUHHLMPOBaHHAs
MpUMeCh
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeyanne: [Ipoaykr coorsercTByeT TpeboBaHusm HJI 3axmouenune: OJOBPEHO

Prepared by/ Checked by Approved by: Manager
Ioarorosneno: §Z§’A£ TIposepeHo: [@ Menemxep Mo ofecneyeHHto KauecTsa

o

Date/ [lara: 2o~ G,_Qog(f Date/ Jlata: 2o- OG‘*W(/{ Date/ Jlata: Vomalea TR
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 4 of 6/ Ctp. 4u3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pazo®, TabiieTKH, MOKPHITHIE KAMIEYHOPACTBOPUMOI 060J104K0H, 20 MI

Batch No. / Cepus Ne : C2407986

Batch Quantity /
Oobbem cepun:

1500000 Tablets
1500000 TaoneTrok

Analytical Report No / AnasutHuecknii oruer Ne : 890001746939

Date of Analysis / JlaTa anaausa: 30/06/2024

Date of Manufacture / /Iara npoussoacrsa : 05/2024

Date of Expiry / Cpox rognoctn : 04/2026

[uam. Ne 1 ot 29.06.2023

Halysis performed according ND / Auanu3 nposenen o HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / llokazaTein

Result / Pe3ynbTaThi

Specification / Hopma

Total impurities / Cymma
npumecei

0.1 %/0,1 %

not more than 2.0% / He 6omee 2,0%

6 |Residual Solvents content /
OcraTouHble OPraHHYecKHe
PACTBOPHTEJIH

1335 pg/tab / 1335 mkr Ha Tabnetky

Isopropanol — not more than 2621 pg per
tablet / M3onponanon — ve Gonee
2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OanopoanocTh
J03UPOBAHUS

4.7/4,7

The acceptance value (AV) should be not
more  than  15.0. /  Tlokasatenb
npuemieMocTd (AV) HomkeH ObITE He
6onee 15,0.

8 |Microbial purity / Mukpo6uoinoraueckass 44cToTa

a) Total aerobic microbial
count / O6iee yucio
a3poOHBIX MUKPOOPraHU3MOB

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 / Obuiee yncno
JPOXKEBBIX W TTHECHEBBIX
rpu6os

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/
OtcyrctByer B I

Shall be absent in 1g/

JoMmKHBI OTCYTCTBOBaTH B 1 T

Remarks : The Product confirms to ND/
Ilpumevanue: ITponykt coorBercTBYeT TpeboBaHusimM HJT

Opinion : APPROVED
Saxmoyenne: ONOBPEHO

Prepared by/ Checked by Approved by: Manager

Iloarorosnexo: 92-6—3& IIposepeHo: @,@ MeHemxep rno odecrne4eHHIo KauyecTra
L

Date/ Hara: 20 06~ 20 Z(, Date/ [lara: W0 ét‘mb’ Date/ Hara: 20-0 6-1oU
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Dr.Reddy’s Q;'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

ﬁ;roduct : Razo, Enteric-coated tablets 20 mg
IIponykT: Pazo®, TabieTkn, NOKPHIThIE KAIIEYHOPACTBOPHMOH 060109K0H, 20 MI

Page 50f6/Cip. 5u3 6

Batch No. / Cepusi Ne : C2407986

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Ta6aerok

Analytical Report No / AnannTruecknii oTuer Ne : 890001746939

Date of Analysis / lata anaumnsa: 30/06/2024

Date of Manufacture / [{ata npoussoncrra : 05/2024

Date of Expiry / Cpok rognocrn : 04/2026

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

u3m. Ne | 0T 29.06.2023

No Test / [Tokazatenn Result / Pe3yabTaTsl Specification / Hopma
9 |Assay / KonnuecrBenunoe 19.7 mg/ 19,7 mr 18.0mg to 22.0 mg of CisHyN3O3SNa
onpeneseHue (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Or 18,0 MrI 1o 22,0 MI* C1stoN303SNa
(pabenpazona watpus) (ot 90 mo 110 %
OT  HOMHUHAJIBHOTO  COJEpXaHHWA) B
TabneTke.

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil|15tablets 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 rabnerox B Onucrepe|/ Ilo 15 Ttabnerok B Onmcrepe u3
3 (IIBX/AJI/TIA)  doneru /| (TIBX/AJUTIA) doneru / antoMHUHHEBOM
AIIFOMHHHEBON donbru. ITo| donbru. Ilo 1 unm 2 Gauctepa BMecTe ¢
2 6nucTtepa BMECTE C WHCTPYKLHMEH| HHCTPYKLMEH MO MPUMEHEHHIO B Ia4Ky
no MTPUMEHEHHIO B MaYyKy | KAPTOHHYIO.

KapTOHHYO.

11 (Labeling / MapxupoBka Complies as prescribed / According to ND /
CoorsetcTBYET TpEOOBAHUSIM B cootsercTeuu ¢ HJ{

12 |Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Boiwe 25 °C,

XpaHenue
13 [Shelf life / Cpok rognoctn | 2 years /2 roga

Remarks : The Product confirms to ND/
Ilpumeuanne: [IpogykT coorBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by/
[Moarorosneno:

i

Checked by
ITpoBepeHo:

Zal

Approved by: Manager
MeHemkep Mo 0OecneYeHHI0 KauecTBa

Date/ Jlara: 50-—04* 20%.’

Date/ [ara: -0 6"“’01‘4

Date/ [lata: 20-06-1LoLh




Dr.Reddy’s Q;.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

Page 6 of 6/ C1p. 6 3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, Ta61eTKH, HOKPLITHIE KHIIEYHOPACTBOPHMOif 060.1049K0#, 20 M

Batch No. / Cepus Ne : C2407986

Batch Quantity / 1500000 Tablets
Ob6bem cepun: 1500000 Ta6aerox

Analytical Report No / Ananutnyecknii oruer Ne : 890001746939

Date of Analysis / lara anann3za: 30/06/2024

Date of Manufacture / Jara npousBoacTna : 05/2024

Date of Expiry / Cpok rognocru : 04/2026

u3m. Ne 1 0129.06.2023

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

,:PI name / HauMmeHnosanune APC:

Rabeprazole sodium / Pabenpazon HaTpus

INN / MHH:

Rabeprazole / PabGerpazon

API manufacturer batch number /

Homep cepun npoussoauresns APC:

ACQHO004345

FP Manufacturer API Batch number /
Homep cepun cy6cranuuu npoussoaurens LJIPD:

FCRA00064

IIpouzsoautens A®C, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India
J-p Pennu’c JlaGopartopuc Jlta., Uumus.

IIpumeuanne: [Tpoaykt cooTBeTCTB

Remarks : The Product confirms to ND/

yeT Tpebosanusam HJJ

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by/ . )
[MoarorosneHo: @:ﬁ

Checked by

IIpoBepeHo: éf‘j )

Approved by: Manager
Menegxep no obecreyeHHIO KauyecTBa

Date/ [lara: Zoﬂoérgow,/

Date/ lara: 30 ~0fH=201Y Date/ Jlara: 200 b-1oLl




