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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

’Froduct : Razo", enteric-coated tablets, 20 mg

Mpogyxr: Pa3o®, tabieTku, NOKPhITIE KHILIEUHOPACTBOPHMOIT 06070uK0il, 20 Mr

AnaquTH4YecKkmii oTuyeT No

JlaTa aHanuza

Market / Peinox : Russia / Poccns

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne g SO Pasmep cepun * 1500000 tab
Analytical Report No. / . 890001823501 Date of Analysis / . 19/07/2025

Jauuensusa Ne

Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027

Jara npon3BoncTsa I'omen 10

Mifg. License No. / .

TponsBoncTEeHRas : SO/RR/AP/97/F/R 11?;‘ number: /HOMED . 11y Ny(004603)-(PT-RU)

Analysis performed according ND No / Ananu3s nposenen mo HJI Ne: JIT-Ne(004603)-(PT"-R1U)-130224

Pagelof6/Crp.1u3 6

Ne Test / Iloka3zaTeanb

Result / Pe3yabTaTsl

Specification / Hopma

1 | Appearance/ Onucanue

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrneie,
IBOSIKOBBIMTYKJIbIE TabJIETKH,
MIOKPBITEIE 0D0NOYKOM KENTOro
I[BETa C MAPKUPOBKOH KPacHOro
uBeta «RB20» Ha ofHOH CTOpOHE.
Ha nonepeuHom paspese siapo
6eJioro 1BETA.

Round, biconvex, light-yellow to yellow coated
tablets imprinted “RB20” with red ink on one
side. White to off-white tablet core on cross-
section. / Kpyriibie, JBOSKOBBINYKIILIE
TabJIETKH, TOKPBITHIE 000JI0UKOl OT CBETIIO-
MENTOrO 0 JKEJITOro I[BETa C MAPKHPOBKOM
kpacHoro nseta «RB20» Ha oaHoii cTopone. Ha
[IONIEPEUHOM paspese SAPo OT 6esIoro A0 nouTu
6enoro LBerTa.

2 | Identification By HPLC /
HAnentudpuxanus BIKX

Complies as prescribed /
CootBeTcTBYET TpeOOBaHUSIM

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). /
Bpemst ynepx#uBaHis OCHOBHOIO THKa Ha
XpoMaTorpaMMe UCIBITYEMOr0 PacTBOpPa
JIOIDKHO COOTBETCTBOBATH BPEMEHU
yIACPKUBAHHUS OCHOBHOTO MUKA Ha
XpoMaTorpaMme pacTBopa CTaHJapTHOTO
obpaziia pabenpazona Hatpus (pasaen
«KonuuecTBEHHOE ONpENENEHUE).

3 | Average weight /
Cpennsst macca

206.49 mg/ 206,49 mr

[ Remarks : The Product confirms to ND/
Ilpumeqanne: [Ipoaykr cooTBeTCTBYET TpeboBanusm HJT

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

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by /___ Approved by: Manager/Executive /

IToarorosieHo: ég/ ﬂpoaepcno& ‘[ Fﬁx\ f\/ Onobpeno: Menemxep / PykoBonutesb
= -

Date / 90T~ 30 Date / | Date/ an 0 SO

Hara: Hara: < | ~007-202( | Hara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

ITroduct : Razo®, enteric-coated tablets, 20 mg

poayxr: Pa3o”™, TabneTky, NOKPHITbIE KMINEYHOPACTBOPHUMOM 0BONIOUKOH, 20 MT

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
|Cepus Ne #C250680 Pasmep cepuu " 1500000 Ta6
Analytical Repo“rt No. / . 890001823501 Date of Analysis / . 19/07/2025
AnagnTHdecKknii oryer Ne Jara ananuza

Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027
[laTa npon3BoacTBa T'osen 10

Mfg. License No. / MA ber: / H

TIpon3BoACTBEHHAs : 59/RR/AP/97/F/R py | TDETTONER . II-Ne(004603)-(PT-RU)
JHneH3ust Ne

| Analysis performed according ND No / Anasnus nporesen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2 of 6/ C1p.2 n3 6

4 | Dissolution / PactBopeHue

Unit-1/Equnania-1 4%
Unit-2/Enuauna-2 1%
Unit-3/Eqununa-3 2%
Unit-4/E nuania-4 3%
Unit-5/Egununa-5 3%
Unit-6/Enununa-6 1%

Average / Cpenn. 3Hauenue: 2 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of CisHN3O3SNa  (Rabeprazole
sodium) label claim in 2 h. / B 0,1 M pactsope
XJIOPUCTOBOLOPOJTHOM KUCIIOTHI — He Gosee 10 %
oT HOMUHaJIBHOrO comepxanus CisHyoN3;03SNa
(pabenpazon HaTpus) uyepes 2 u.

Unit-1/Eaunuia-1 84 %
Unit-2/Egnnuna-2 87 %
Unit-3/Enunnia-3 87 %
Unit-4/Eqnnuua-4 86 %
Unit-5/Enununa-5 85 %
Unit-6/Eannnua-6 89 %
Average / CpenH. 3HaueHne: 86 %

In buffer solution pH 8.0 — not less than 75 % (Q)|
of CisH20N303SNa (Rabeprazole sodium) label
claim in 60 min. / B 6ydeprom pactsope pH 8,0
— He MeHee 75% (Q) OT HOMHUHaILHOIO
cogepxanusa  CigHxoN3O38Na  (pabenpaszon
HaTpus) yepes 60 MUH.

Related Substances /
PoacTBeHHBIE IPHMeECH

Rabeprazole N-oxide/
Pa6enpazona N-okcua

Rabeprazole Sulfone/
Pabemnpazona cynsthoH

Rabeprazole Methoxy analog/
Pabenpasona METOKCH aHaJoT

Rabeprazole Chloro analog/
Pa6enpa3zona xJopo aHaior

npenena

0.08%/0,08%

0.06% / 0,06%

Below LOQ (LOQ =0.022 %) / Huxe
KOJIMYECTBEHHOTO
onpegenehns (IIKO = 0,022 %)

Not more than 0.5 % / He Gonee 0,5 %

Not more than 0.5 % / He 6osee 0,5 %

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

Not detected / He obHapyXeHa

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

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akniouenne: OJOBPEHO

Prepared by / Checked by / — Approved by: Manager/Executive /
INoaroroBineHo: c$/ I poscpeng q\m}' Onobpeno: Menemxep / Pyxosoaurens
Date / - Date/ - Date /

-6~ 202 U 69 - oWV
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) SE CERTIFICATE OF ANALYSIS
D r. Re d d y S ‘.. CEPTUOHUKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg
Ipomyxr: Pa3o®, TabneTku, MOKpHIThIE KMIIEYHOPACTBOPUMO# 060104KOM, 20 MI

- ]

Market / Poinok : Russia / Poccus

=y ovon BT mowoa
Anaamrmscornt oner e 890001823501 Hare aname ¢ 19/0712025
D:;z‘;fplf;;‘;ﬁ‘g‘;ze/ : 05/06/2025 FD:;Z:Z]S"PW/ . 31/05/2027
ﬁfﬁf;ﬁ;’lﬁfjﬁ;ﬁm : 59/RR/AP/97/F/R 112'[;," number: /HOMED . 11y Ne(004603)-(PT-RU)
JIIeH3ua Ne

Analysis performed according ND No / Ananu3s nuposeaen no HJI Ne: JIII-Ne(004603)-(PT-RU)-130224

Page3 of 6/ Ctp.3 u3 6

Rabeprazole Sulphide/ 0.06% / 0,06% Not more than 0.5 % / He 6onee 0,5 %
Pa6enpasona cynpdun

Rabeprazole Related a Below LOD (LOD = 0.019 %) / Not more than 0.5 % / He 6onee 0,5 %
compound A/ Huxe npenena obuapysxkenus (ITO =

PaGenpasona poncTeedHas 0,019 %)

npuMech A

Rabeprazole Related Not more than 0.5 % / He 6onee 0,5 %
compound C/ Not detected / He obHapykeHa

Pa6enpasona porcTeeHHas

npumecs C

Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37 Not detected / He obHapyxeHa

(Mass m/z=310

Imidazole) / [Tpumecs npu
RRT 1,37 (Macca m/z=310

HMHJIa30/1)

. . 0, 1)
Specified Impurity at Not detected / He 0OHapyx)eHa Not more than 0.5 %/ He 6onee 0,5 %

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / IIpumecs
npu RRT 1,51 (macca

m/z=458 Below LOQ (LOQ = 0.1 %) / Huxe
npenena KOJIM4YeCTBEHHOTO

Gemsnunnasona aliyKT) onpeznenenus (ITKO = 0,1 %)

Individual unidentified Not more than 0.2 % / He 6onee 0,2 %

impurity / Enuau4nas

HeuZeHTH(PHLIUPOBaHHAS

IIPUMECH
Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
IIpumeuannue: IIpoaykT cooTBeTcTBYET Tpebosanuam HII 3axuarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHno: %f [posepeno, 77y . o Ono6peno: Menemxep / PykoBoguress
Date / < Date/ - Date / e

«® T« N02A Y01 S

Hara: 2 Jlara: 21~07~202¢ " | Jara:




L) o CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘.‘ CEPTHOUKAT AHAJIA3A
Product : Razo", enteric-coated tablets, 20 mg

Tpoayxt: Pa3o®, TabneTku, moKpeIThIE KHLLIEUHOPACTBOPHMOIT 060104KOI, 20 MT

Market / Peiaok : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
: C2 .
Cepus Ne paost Pasmep cepam * 1500000 Tab
Analytical Report No. / . Date of Analysis /
AHanuTHYECKMIi oTyeT No ° 20001828001 JaTa ananmuza b IRIGIA0ES
Date of Manufacture / . Date of Expiry /
R ———— : 05/06/2025 TéReEag ) : 31/05/2027
Mfg. License No. / MA ber: / H B
Ipou3sBojcTBeHHas! : 59/RR/AP/97/F/R B fumber: 7 HOMEP . JITI-Ne(004603)-(PT-RU)
JArneH3zns Ne

Analysis performed according ND No / Anann3 nposexen no HJ Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4of 6/ Crp. 4 u3 6

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
npuMeceit

6 |Residual Solvents content / 1503 pg/tab/ 1503 Mkr Ha Isopropanol — not more than 2621 pg per tablet /
OcTraTouHble OpraunvecKue TabneTky Hzonponanon — ne 6onee 2621 MKr Ha tabneTky
pacTBOPHTETH

7 |Uniformity of dosage units / 2.8/28 Acceptance value (AV) should be not more than
OanopoaHocTs 15.0. / INoka3arens npuemieMocti (AV) gomkeH
JA03MPOBAHHLIX CAHHHUI] 65ITE He 6os1ee 15,0.

8 | Microbiological purity*/ Mukpo6uojornueckas Y4HcToTa*

a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /

count / O61uee yucno Menee 10 KOE/r He 6onee 1000 KOE/r

a3pOOHBIX MUKPOOPraHH3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /

mould count / O61ee gucno Menee 10 KOE/r He 6onee 100 KOE/r

JIPONCOKEBBIX H TIECHEBBIX

rpubos

¢) E.coli Absent in 1g / Shall be absent in 1g/

OrtcyTcTBYET B 11 JloykHBL OTCYTCTBOBaTE B 1 T
9 |Assay / KonnyecrBenHoe 19.5 mg/ 19,5 mr 18.0 to 22.0 mg of C13H2oN303SNa

onpenaeieHAe (Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /
Or 18,0 MI 10 22,0 Mmr C13H20N303SN8.
(pabenpazon Harpus) (ot 90 1o 110 % ot
HOMUHAJLHOTO COJiepXkaHus) B TabieTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanue: [Iponykr cooTBeTcTBYET TpeboBaHusaM HJT 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[loarorosneHo: &/ Hpnsepeu@_\_/ Opobpeno: MeHemxkep / PykoBoautens
) — v

Date / e Date/ Date / =X

Hata: 2|01 30 Jara: 21~07~202¢ | Hata: vi-o




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHD®HUKAT AHAJIN3A

[Product : Razo", enteric-coated tablets, 20 mg
[Mpoayrt: Paso’, rabnerin, NOKpHITHIE KHIIEYHOPACTBOPUMOIT 060n04K0ii, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: C25076 :

Cepus Ne £ Pazmep cepun * 1500000 Tab

Analytical Report No. / . Date of Analysis /

Anamurnyeckuii oruer Ne * S9000182<501 Jara ananauza : 19/07/2025

Date of Manufacture / ) Date of Expiry /

| —— : 05/06/2025 Toé o B : 31/05/2027

Mfg. License No. / MA ber:

Ipon3BoACTBEHHAs : 59/RR/AP/97/F/R e number:{/ Homep JITI-Ne(004603)-(PT-RU)

JHOEeH3HA Ne

Analysis performed according ND No / Awanns nposenen no H Ne: JITI-Ne(004603)-(PT-RU)-130224

PageSof 6/ Crp.5u3 6

10 |Packaging / YnakoBka

15 tablets in a (PVC/A1/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / Tlo 15
TabsieTok B 6ucTepe U3
(TIBX/AJUTIA) donbra /
aOMHUHAEBOH ¢onsru. 2 bauctepa
BMECTE C NUCTKOM-BKJIafIbIIIEM B
MayvKy KapTOHHYIO

15 tablets in a (PVC/AV/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnetok B Onucrepe wu3
(TTBX/AJI/TIA) donbru / antoMHHHEBOMH GONBIH.
Ilo 1 unu 2 6Gnuctepa BMECTe C JIMCTKOM-
BKJIQIBIIIIEM B MTAYKy KAPTOHHYIO.

API name / Haumenopanue A®C:

Rabeprazole sodium / Pabenpason Harpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npouspogutens ADC:

ACSHO000150

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHH
nponssoaunTes I'JIdD:

FCSA00205

API Manufactured by & country /
IIpouszsogurens ADC, ctpana:

Dr. Reddy's Laboratories Ltd., India
I-p Penau’c Jlaboparopuc JIta., Maaus.

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumeHoBaHHe, aapec 1 HOMeEp
JIHIEH3UH MJI0IAJKH,
OCYIUECTBJISIIOII
NPON3BOACTBO/KOHTPOJIb
KayecTBa/Boinmyck I'JID /

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

I[TpoK3BOACTBEHHOE MOApa3aeeHue - 3, yuacTku Ne 41, wacteb 42, yacts 45 u
yacTh 46, Bauynannu (Bunnamk), bauynannu (Mangan), Menuan
Manxamxrupy ([{uct.), wrat Tenanrana, Uapus (JIunensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Ipumeuanue: [TponykT cooTBeTcTBYeT TpeOosanusam HJI

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBNIEHO: & Hponcpmt—([_r\ﬁ_zf‘ Ono6peno: Menemkep / PykoBoanTesb

- /" —— y -
Date / oA Date / Date / ap DY N
Jlata 24 - 07 20 Hara: Q-0 7 ~w2¢ | Hara




@
9 X CERTIFICATE OF ANALYSIS
Dr.Red dy S Q.‘ CEPTH®UKAT AHAJIM3A

[Product : Razo®, enteric-coated tablets, 20 mg

HponykT: Pazo®, tabneTky, MOKPBITBIE KHIIEYHOPACTBOPHMOI 060104KOH, 20 Mr

Market / Peinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /

Cepus Ne g Cech Pasmep cepunu " 1500000 Tab

Analytical Repo:*t No./ . 890001823501 Date of Analysis / . 19/07/2025
AHanHTHYecKHi oTueT No JlaTa aganu3a

Date of Manufacture / - 05/06/2025 Date of Expiry / . 31/05/2027

JaTta npous3BoicTBa T'onen go B
Mfg. License No. / ]
TpoussoxcTEenHas : S9/RR/AP/97/F/R 11\)4; number: /HOMeP . 1y 004603)-(PT-RU)
JIHIeH3Hs Ne

Analysis performed according NP No / Ananus npoenex mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page 6 of 6/ CTp. 6 n3 6
Declaration of certification: «Ihereby certify that-the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) and requirements
to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country.
Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is established».

3axurouenne o cOoTBeTCTBHH: «HacToAMMUM g MOATBEPXK A0, YTO IPUBEACHHAS BhIIIe MHGOOPMALHS SBASETCS JOCTOBEPHOH
¥ TO4HO#. DTa cepys NPOoAYKLMH IPOou3BeAeHa (BKIIOUast yIakoBKY (MapKUPOBKY) M KOHTPOJIb KAYECTRA) Ha BLIIIEYKa3aHHOH
MpOU3BOACTBEHHOH Iomiaake (MJomaakax) B IOJMHOM COOTBETCTBUM ¢ TpeboBaHusmu [lpaBui  Hamnexalueit
IPOU3BOACTBEHHOI NpakTHKH EBpasuiickoro sxonomuueckoro cowosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHHAMH KOHTPOJISI Ka4eCTBa JIEKapCTBEHHBIX CPEJICTB, 4 TAKKE B COOTBETCTBUHU CO CIEUU(HKALUAMH, COAEPKAILUMHUCS
B PETUCTPAI[HOHHOM JJOChE CTPAHBI-UMIIOPTEPA. 3allUCH IO POM3BOJACTBY, YIIAKOBKE U aHaNU3y IPOBEPEHbI, H YCTaHOBJIEHO
UX COOTBETCTBHE TpeboBaHusAM [IpaBuit Haaexalei mpou3BoACTBEHHON MpakTuki EBpa3uiickoro 3KOHOMHYECKOTO COIO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipogykt coorBeTcTBYET TpeboBanusm HJI 3akmouenne: OJOBPEHO

Prepared by / Checked by / = Approved by: Manager/Executive /
IMoaroTosieHo: % Hpot-scpe'llf:Lj ,\i__ Onobpeno: Menemxep wsoumenb
E:;Z/ IRl EZE/ 2 ~-07 - 2020 EZ;Z/ i




