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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Pagelof6/Crp.1u36

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, TabieTkn, NOKPHLITHIE KHIIEYHOPACTBOPUMOI 000/109KO0H, 20 MI

Batch No. / Cepus Ne : C2405989

Batch Quantity /
Ob6bem cepun:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Anaauruueckunii oryer Ne : 890001737997

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

Date of Manufacture / Jata npoussoacrsa : 03/2024

Date of Expiry / Cpoxk rognoctn : 02/2026

Analysis performed according ND / Auanu3 nposeaen mo HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3M. Ne 1 o1 29.06.2023

Ne

Test / IToxa3areian

Result / Pe3ynasTarbi

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. / Kpyreie,
JBOSIKOBBITYKJTbIE TaOJIETKH,
TOKPBITBIE 0O0JIOYKO# CBETI0-
JKENTOro LBETA, C MAPKHPOBKOH
KpacHoro 1Beta «RB20» Ha onHoii
ctopoue. Ha nonepeunom paspese
saapo Genoro 1BeTa.

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, JBOSKOBBITIYKIbE TabJaeTKH,
HIOKPBITbIE 0OOJIOYKOH OT CBETIIO-KEITOrO
OO OKEeATOro [1BeTa C MAapKHPOBKOM
kpacsoro usera «RB20» Ha ogHo#
cropoHe. Ha nonepeyHoM paspese sapo ot
6es10ro 10 nouTH 0eIoro 1BeTa.

2 |Identification By HPLC /
Hogauaaocte BIKX

Complies as prescribed/
CootBercTBYET

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 ynepkuBaHHS OCHOBHOI'O
NHKa Ha XPOMAaTorpaMMe HCHBITYEMOIo
pacTBOpa  [ODKHO  COOTBETCTBOBATH
BpEMEHH YACP)KHBaHHS OCHOBHOTO ITHKa
Ha XpomarorpamMmMe pacTBOpa
craHpapTHoro  obpasua  pabemnpazona
HaTpHs (pazmen «KonuuecTeenHoe
onpeseieHHEN).

3 | Average weight of coated
tablets / Cpennsist Macca
TabdJaeTox

211.75 mg /211,75 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/
IIpumeuanne: [Mponykr coorBercTByeT Tpebosanusm HJT

>4 3axnouenne: OJOBPEHO

Opinion : APPROVED

Prepared by/ Checked by C}QQ{ZT Approved by: Manager
[oarororneHo: L@ IIpoBepeHno: ' Menemxep no obec Eﬁgimo KauecTBa
Date/ Jlata: , 6 VOS 01 Date/ Jlara: | Be5 - )24 Date/ Hara: V0= 202y
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Page2 of 6 / C1p. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg

IIpoaykr: Pa3zo®, Ta61eTKH, NOKPLITHIE KHIICYHOPACTBOPHMOI 060.104K0l, 20 MT

Batch No. / Cepns Ne : C2405989

Batch Quantity / 1500000 Tablets
Oobbem cepnu; 1500000 Tabaerok

Analytical Report No / Auajaurnuecknii oraer Ne : 890001737997

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

Date of Manufacture / [lata npoussoactsa : 03/2024

Date of Expiry / Cpox roanoctn : 02/2026

usm. Ne 1 ot 29.06.2023

Analysis performed according ND / Ananns nposenen mo HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

[ Ne Test / ITokazartesn Result / Pe3yabTarsl

Specification / Hopma

4 |Dissolution / PacrBopenne Unit-1/Equnuia-1

0%

In 0.1 M hydrochloric acid solution — not
more than 10 % of C18H20N30O3SNa

D2/ ENaanas? s (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Exnanna-3 0% B 0,1 M pacTBOpe XJIOPHCTOBOLOPOLHOM
Unit-4/Enunnna-4 1% kucinorel — He Gomee 10% ot

: HOMMHAJIBHOTO COlep)KaHus
Unit-5/Equnuua-5 3% CisH20N303SNa  (pabenpasona  watpus)
Unit-6/Eaunniia-6 4% Hepes 2 .

Average / Cpens. 3H

ayeHue: 2%

In buffer solution pH 8.0 — not less than 75
% (Q) of C18H20N303SNa (Rabeprazole

sodium) label claim in 60 min. / B

6ydepuom pactsope pH 8,0 — He meHee
75 % (Q) OT HOMHUHATBHOTO COICPIKAHHSA

CisH20N3O3SNa  (pabenpazona natpus)

yepe3 60 MuH.

Unit-1/Eqununua-1 89%
Unit-2/Exunuua-2 92%
Unit-3/Eaununua-3 93%
Unit-4/Equnnua-4 91%
Unit-5/EnviHuna-5 91%
Unit-6/Eaununa-6 89%

Average / CpenH. 3Hauenue: 91%

5 |Related substances by HPLC / PoacrBennnie mpumecn, BOJKX

Pabenpazona N-okcun

Rabeprazole Sulfone / 0.11%/0,11%
Pa6enpazona cynsdoH

Pab6eripa3ona METOKCH aHAOr

Rabeprazole N-oxide / Not detected / He oOHapyskeHa

Rabeprazole Methoxy analog / |Not detected / He oGHapyxena

Rabeprazole Chloro analog/  |Not detected / ne oGHapysxena

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

Remarks : The Product confirms to ND/
IIpumeuanue: ITpogykt coorBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
| 3axmwuenne: OJOBPEHO

Prepared by/ Checked by —— Approved by: Manager
. 4 /%’_P)‘ o~ ?
IMoarorosneHo: é@ IposepeHo: MeHnemxep no ooechlgﬁiﬂmo KayecTBa

Date/ Jara: { G ~OS-Lol Date/ Hara: 16r05-20 24 Date/ Jara: lb-be—122Yy
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Page30f6/Cip.3n36

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pa3zo®, Tab/ieTKH, NOKPBIThIE KHIIEYHOPACTBOPHMOi 000.,104KOi#, 20 Mr

Batch No. / Cepusi Ne : C2405989 Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 Tabaerox

Analytical Report No / AuaanTuuecknii oruer Ne : 890001737997 |Date of Analysis / {aTa anannsza: 15/05/2024

Date of Manufacture / lata npoussoacrsa : 03/2024 Date of Expiry / Cpok rognoctn : 02/2026

Analysis performed according ND / Ananu3 nposexen mo HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3m. Ne 1 ot 29.06.2023

Ne Test / Iloka3aTenb Result / PesyabTaThl Specification / Hopma

Pabemnpazona xiopo aHaior

Rabeprazole Sulphide / 0.03%/0,03% not more than 0.5% / ue 6onee 0,5%
Pabemnpasona cynehun

Rabeprazole Related Not detected / He oOHapy»xeHa not more than 0.5% / e 6onee 0,5%
compound A / Pabenpasona
POICTBEHHAs IPUMECH A

Rabeprazole Related Below LOD (LOD = 0.02 %) / Huxe |not more than 0.5% / ne 6onee 0,5%
compound C / Pabenpasona  |mpenena o6uapyxenus (IO =

poacteeHHas npumMech C 0,02 %)

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

about RRT 1.37

(Mass m/z=310
Imidazole) / ITpumecs nipu
RRT 1,37 (macca m/z=310
HMHIA30.1)

Not detected / He oOHapy»xeHa

Specified Impurity at Not detected / ne o6HapysKeHa not more than 0.5% / we Goree 0,5%

about RRT 1.51
(Mass m/z=458 Benzo

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

6eH3UMIIa3001a aiYKT)
Individual unidentified Below BDL (BDL=0.1%) / Huxe not more than 0.2% / He 6onee 0,2%
impurity/ Equauanas nopora peructpauuu (ITP =0,1%)
HenaeHTUUIMPOBaHHAS

TIPUMEChH
Total impurities / Cymma 0.1 %/0,1 % not more than 2.0% / ue 6osee 2,0%
_—__________________—_——‘——‘—
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumensanne: [TponykT coorsercTayer Tpedoranuam HJT < ABakmouenne: OJOBPEHO
Prepared by/ Checked by ~+ Approved by: Manager

MCHeIDKCp 1o obecneyeHH KayecTa

IloaroToBneHo: D'@ ITposepeHo:

Date/ [lara: fGFO’?"w“" Date/ Jlata: | G-o05_ 2024 Date/ [ara: 1 fag;'w?/‘/

p
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 4 of 6 / Ctp. 4 u3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, Tab1eTKH, HOKPBITbIE KHIIETHOPACTBOPHMOii 060/104K0#, 20 Mr

Batch No. / Cepust Ne : C2405989

06

Batch Quantity /

1500000 Tablets

‘beM CepHH: 1500000 TtaGuerox

Analytical Report No / Amaaurndeckuii oruet Ne : 890001737997

Date of Analysis / [lata anann3a: 15/05/2024

Date of Manufacture / /lara npon3soactsa : 03/2024

Date of Expiry / Cpok roanoctn : 02/2026

n3Mm. Ne 1 ot 29.06.2023

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

Ne Test / Iloka3zaresn Result / PesyabTaThl Specification / Hopma

npumMecen

6 |Residual Solvents content/ | 1769 pg/tab/ 1769 mkr Ha Tabnerky |Isopropanol —not more than 2621 pg per
OcTaTo4HbIEe OpraHuvecKHe tablet / M3onpomnanon — He 6onee
pPacTBOpHTEIH 2621 MKT Ha TabneTKy

7 |Uniformity of dosage units / 1.9/1,9 The acceptance value (AV) should be not
OgnopoanocTh more than 15.0. /  Iloka3arens
J03HPOBAHHUSA npuemieMocTH (AV) momkeH ObITh He

oouee 15.0.

Microbial purity / MukpoGuoaorngeckasi 4HCTOTa

a) Total aerobic microbial
count / Obiuee yucno
a3pOOHBIX MHKPOOPTaHU3MOB

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

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

b) Total combined yeasts and
mould count / O6mmiee uncio
JPOOKEBBIX M TUIECHEBBIX
rpuboB

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

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

¢) E. coli

Absentin 1g/
OtcyrcTBYeT B 11

Shall be absent in 1g/
JIo/DKHBI OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/

IIpumevanne: [Tpoaykr coorBercryer Tpedosanuam HJT

A

Opinion : APPROVED
Barmouenne: OJOBPEHO

Prepared by/ Checked by /"7/5-’-* -Approved by: Manager
IToarororneHo: TIpoBepeno: Z’V Menemxep Mo oﬁecniqemm KayecTBa
Date/ Jlara: ' 6 \\Q)’S rJlO’L/U‘ Date/ [lata: { 65 P A‘/) Date/ Jlata: 160 20 2Y
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page 5of 6 / C1p. 5u3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3o®, TabjeTKH, NOKPBIThIE KHIIEYHOPACTBOPHMOI 000/109K0H, 20 MIr

Batch No. / Cepus Ne : C2405989

Batch Quantity /
ObBem cepun:

1500000 Tablets
1500000 Tadnerok

Analytical Report No / Anasutnuecknii oruer Ne : 890001737997

Date of Analysis / lara ananu3za: 15/05/2024

Date of Manufacture / Jata npouszBoactsa : 03/2024

Date of Expiry / Cpok roanoctn : 02/2026

Analysis performed according ND / Ananu3s nposeaen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
usM. Ne 1 ot 29.06.2023

Ne

Test / Iloxka3zarean

Result / Pe3yabpTaTsl

Specification / Hopma

9

Assay / KosinuecTBeHHOE
omnpenesieHne

20.0 mg /20,0 mr

18.0mg to 22.0 mg of CisHN303SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount)  per  tablet /
Ot 18,0 mr mo 22,0 mr CisHzN30O3SNa
(pabemnpazona Harpus) (ot 90 mo 110 %

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

OT HOMHHAJIBHOTO  COICP)KaHHI) B
TabyeTKe.
10 |Packaging / YnakoBka 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 Tabnerok B OnMcrepe wu3

us  (TIIBX/AJ/TIA)  doneru /| (TIBX/AJVITIA) ¢onsru / amoMHHHEBOH
ATIOMHUHHUEBOH ¢onbru. [Mo| doneru. ITo 1 unu 2 6nucrepa BMECTE C
2 bnuctepa BMECT€ € HMHCTPYKLHEH| HHCTPYKLUMEH MO MPHUMEHEHHIO B IauKy
o NPUMEHEHHIO B naykKy | KApTOHHYIO.
KapTOHHYIO.

11 |Labeling / MapxupoBxa Complies as prescribed / According to ND /
CooTBeTcTBYET TpeOOBaHHAM B coorsercTBum ¢ HJI

12 |Storage conditions / At temperature below 25 °C. / [Tpu Temnepatype He Boiue 25 °C.

XpaHenne
13 |Shelf life / Cpox roasnocrn 2 years / 2 roga

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpumeyanne: IlpogykT cooTBeTcTBYeT TpebopanusM HJI . A3axmouenne: OJJOGPEHO

Prepared by/ Checked by &pﬁ + | Approved by: Manager

[Toaroropnexo: HpOBepeHo:@/ Menemxkep o oﬁ.no KadecTBa
&

Date/ [lara: l G 5~ oLy Date/ Jlata: 6"@‘261/5 Date/ ara: (b0 C-202y
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Page 6 of 6 / Ctp. 6 u3 6

Product : Razo, Enteric-coated tablets 20 mg

Ipoaykr: Pa3o®, TabaeTkn, NOKPHITHIE KHIIEYHOPACTBOPHMOI 000/104K0i#, 20 M

Batch No. / Cepus Ne : C2405989

Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 Tab6aerox

Analytical Report No / Ananurndecknii orger Ne : 890001737997

Date of Analysis / lara anaauza: 15/05/2024

Date of Manufacture / [lara npouzBoacrsa : 03/2024

Date of Expiry / Cpok roguoctn : 02/2026

u3m. Ne 1 ot 29.06.2023

Analysis performed according ND / Ananus nposeaen o HI: JIIT-002666-191022, amend Ne 1 dt 29.06.2023 /

API name / nanmenoBanue APC:

Rabeprazole sodium / Pabenpa3on HaTpus

INN/ MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /
Homep cepnu npouspoaurtens ADC:

ACQH002672, ACQH002680

FP Manufacturer API Batch number /
Homep cepun cydctanunn nponssoguresa I'JID:

FCQA02990, FCQA02991

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

Dr. Reddy's Laboratories Ltd., India
I-p Penmu’c Jlabopatopuc JIta., Haaus.

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykr coorBercTByeT Tpebosanusm HJI

Opinion : APPROVED

« ~p 3akmouenne: OJJOBPEHO

==

Prepared by/ Checked by P " Approved by: Manager
Iloarorosneno: L@ IIpoBepeHo: ’QW Menemxep o oﬁecEeqem{m KaJyecTBa

Date/ Jlara:

(ngpww Date/ [ara: 16'05~&02§ Date/ Hara: lé;DC—WW




