Dr.Reddy’s Q‘:'.

UNCONTROLLED COPY ISSUED ON 03-06-2025

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg //
HpoaykT: Pa30®, TableTkn, NOKPBITHIE KALIEYHOPACTBOPHMOI 060040, 20 MI

Junen3ua Ne

Py

Market / Poinok : Russia / Poccus -

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

Cepus Ne + €2505246 / Pazmep cepuu 1500000 Tab

Analytical Repo‘}'t No./ . 890001810409 Date of Analysis / . 16/05/2025
AHAJHTHYECKHIT 0TUeT Ne JlaTta aHayim3a

Date of Manufacture / . 21/03/2025 Date of Expiry /  28/02/2027 -

JlaTa npou3BOACTBA - Toaen 10

Mfg. License No. / .

IIpousBoacTBEeHHAs! : 59/RR/AP/97/F/R MA number: / Homep : JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Anaim3 nposeaen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page1of 6/ CTp. 1136

| Ne

Test / Iloka3aTeanb

Result / PesyabTaTsl

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. / Kpyriele,
JIBOSIKOBBINYKJIblE TAOJIETKH,
HOKPBIThIE 000IOUKOH KEITOro
[[BETa C MAPKUPOBKOH KPacHOro
usetra «RB20» Ha 0AHOM CTOpOHE.
Ha monepeyHoM paspese sapo
6enoro uBera.

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. / Kpyrible, qTBOSIKOBBITYKJIBIE
TabJIeTKH, TTOKPBIThIE 000JIOYKOM OT CBETIIO-
JKEJITOro JI0 )KENTOro I[BeTa ¢ MAPKHUPOBKOM
KpacHoro 11BeTa «RB20» Ha onHOi cTOpoHe.
Ha nonepeyroM paspese sapo ot 6e10ro 10
mouty GejIoro 1BeTa.

2 | Identification By HPLC /
HaenTudpunkanus BIKX

Complies as prescribed /
CoOTBETCTBYET TPEOOBAHHAM

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 ynep>xuBaHusi OCHOBHOTO
MUKA Ha XpOMaTorpaMMe HCIBITYEMOTO
pacTBOpa JOKHO COOTBETCTBOBATh
BPEMEHH YJICPKHBaHMUsI OCHOBHOTO THKa Ha
XpoMaTorpaMmme pacTBOpa CTaHJapTHOrO
o0pasua pabenpazona HaTpus (pasaen
«KonuyecTBeHHOE OIMpeIeIeHUE).

3 | Average weight /
Cpeansisi macca

208.99 mg /208,99 mr

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

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoxykT cootseTcTBYeT TpeGoBaHusm HJL

Conclusion : APPROVED /

Salc.moqelme: OJIOBPEHO

o

4
Prepared by / Checked by / KApproved by: Manager{Executive//
[ToAroToBJICHO: [IposepeHo: OnobpeHo: ﬁeﬂeumep / PykoBoputenb
Date / WO Date / ! N gDate / .
Hara: 108 Hara: / 9% 222+ Hara: \ Aol 2org”




Dr.Reddy’s €3¢

UNCONTROLLED COPY ISSUED ON 03-06-2025

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Paso®, TabneTky, NOKpbITbIE KHIIEYHOPACTBOPUMO# 060J104K0i, 20 Mr

Market / Poinok : Russia / Poccus

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

Cepust Ne : €2505246 Pa3mep cepun * 1500000 ta6

Analytical Report No./ . 890001810409 Date of Analysis / . 16/05/2025
AnajguTHyecKHuii oTyer No JlaTa anamusa

Date of Manufacture / . 21/03/2025 Date of Expiry / . 28/02/2027

JaTta npousBoacTBa TI'open no

Mfg. License No. / .

IIpousBoacTBeHHAs! : 59/RR/AP/97/F/R Il\,/[{;& number: / Homep : JIII-Ne(004603)-(PT-RU)
JIMIeH3us Ne

Analysis performed according ND No / Anasus nposesen no HJ[ Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page 2 of 6 / Ctp. 2 u3 6

| 4 | Dissolution / PacrBopenne Unit-1/Enunnna-1 0 % |In0.1 M hydrochloric acid solution — not more
Unit-2/E nunnia-2 1%  |than 10 % of CisHN303SNa (Rabeprazole
Unit-3/Enunnna-3 3%  |sodium) label claimin 2 h. /B 0,1 M pactBope
Unit-4/Enuanna-4 2%  |XJIOPUCTOBOLOPOAHON KUCIOTHI — He 6ojiee
Unit-5/E auauna-5 29 10% ot HoOMHHaIBHOrO  comepcaHHs
Unit-6/Eauanna-6 29, Ci1sH20N303SNa (pabenpason natpus) yepes 2
Average / CpenH. 3Hauenue: 2 % |-
Unit-1/Enunnna-1 89 % |In buffer solution pH 8.0 — not less than 75 %
Unit-2/Eqununa-2 90 % |(Q) of CisH20N303SNa (Rabeprazole sodium)
Unit-3/Enunnna-3 87 % |label claim in 60 min. / B 6ydeprom pactBope
Unit-4/Equauua-4 88 % |pH 8,0 —ne menee 75 % (Q) ot HOMUHANBHOrO
Unit-5/Equnnna-5 87 % |comepxanus CisHxN3;O3SNa (paGenpaszon
Unit-6/Enunnna-6 90 % |Hatpusi) yepe3 60 MuH.
Average / CpenH. 3Hauenue: 89 %
5 | Related Substances /

PoncrBenHble mpuMecH

Rabeprazole N-oxide/ Not more than 0.5 % / He 6ouee 0,5 %

Pabenpazona N-oxcnn Not detected / He 0GHapyxeHa

Rabeprazole Sulfone/ Not more than 0.5 % / He 6oiee 0,5 %

Pabemnpazona cynbhon 0.09%/0,09%

Rabeprazole Methoxy analog/ Not more than 0.5 % / He Gonee 0,5 %

Pabenpazona MmeTokcu aHaior 0.04%/0,04%

Rabeprazole Chloro analog/ | Not detected / He oGHapysxena Not more than 0.5 % / He 6os1ee 0,5 %

Pabenpasona xnopo aHaaor

Remarks : The Product confirms to ND/
IIpumeuanne: IIpogykT cootBeTcTBYeT TpeGoBanusm HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

/7
Prepared by / Checked by » Approved by: Manager@/
[Toaroroeaexo: ITposepen OnobpeHo: %CHCI{)Kep / PykoBoauTens
Date / - vl Date / 9 oS Date / ~
O YO g
Hara: 1 Jara: / 2026 Jlara: \Fog- 2ong




Dr.Reddy’s Q3¢

UNCONTROLLED COPY ISSUED ON 03-06-2025

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
MpoaykT: Pazo®, TabneTku, NOKpbITHIE KUIIEYHOPACTBOPUMOi1 000J104KOH, 20 M

Market / Poinok : Russia / Poccus

BT o [Eeemn o
Analytical Report No. |+ 890001810409 Moo analysis/ 1610572025
2:;:‘:;?;;‘:;?5:‘;;” : 21/03/2025 FD:;‘;:;?P“"" : 28/02/2027
r;%n];;;t::::égﬂ : SO/RR/AP/97/F/R 111‘3‘;‘ number: /HOMEP . ;11 ny(004603)-(PT-RU)
JauneH3ust Ne

Analysis performed according ND No / Anasu3 nposeaen no HJI Ne: JITI-Ne(004603)-(PT -RU)-130224

Page3 of 6/ Ctp.3 u3 6

Rabeprazole Sulphide/
Pabernpazona cyabdun

Rabeprazole Related compound
A/ PabGenpazona
POACTBEHHAs MPUMECh A

Rabeprazole Related compound
C/ PabGenpasona
poacraeHHast mpumecsk C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / TTpumecs npu RRT
1,37 (macca m/z=310
UMUAa30]1)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [Tpumech
npu RRT 1,51 (macca m/z=458
OeH3UMUAA301a AYKT)

Individual unidentified impurity
/ Enuauynas
HeuaeHTH QUM POBAHHAS
TIPUMECH

0.03%/0,03%

Not detected / He 0OHapykeHa

Below LOD (LOD = 0.02 %) /
Hwxe npenena obnapyxenus (I10 =
0,02 %)

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.1 %) / Hike
npezieia KOMMYeCTBEHHOTO
onpenenenus (ITKO = 0,1 %)

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

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

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

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

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

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

Total impurities / Cymma
npumecei

0.2%/0,2%

Not more than 2.0 % / He Gonee 2,0 %

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykt cooTBeTcTBYET TpeOOBaHusIM HJJ

.

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Ny
Prepared by / Checked by / Approved by: Manage@/
[ToarorosneHo: /eg/ IIpoBepeno: Onob6peHo: %CHCJDKCP / PykoBoauTE b
Coxi
Date / P o€ 903 | Date/ | DreS5-0 o4 Date/ A \FoX- Loz
Hara: - Jara: Jara:




Dr.Reddy’s Q3¢

UNCONTROLLED COPY ISSUED ON 03-06-2025

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa3o®, Tabnerky, MTOKPBITHIE KUIIEYHOPACTBOPUMOI 060s10uKOH, 20 MI
Market / Peinox : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne : €2505246 Pazmep cepun 1500000 ta6
Analytical Report No. / . Date of Analysis / .
AHanuTnyeckuii oryer Ne * 890001810409 JlaTa aHaym3a : 16/05/2025
Date of Manufacture / . Date of Expiry / .
JTata mpoH3BOACTBA : 21/03/2025 Tozen 10 : 28/02/2027
Mfg. License No. / .
TpomssoncTsennas . 59/RR/AP/97/F/R 11}4;,‘ mumber: /HOMED . 1y ¥o(004603)-(PT-RU)
JHueH3us Ne
Analysis performed according ND No / Anaau3 nposeen mo HJ[ Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page 4 of 6/ Ctp. 4 u3 6

| 6

Residual Solvents content /

1818 ng/tab/ 1818 mkr Ha

Isopropanol — not more than 2621 pg per

OaHOPOIHOCTH
XO3HPOBAaHHBIX €IHHHI

OcTaTouyHble OPraHUYeCKHe TabneTKy tablet / M3onponanon — He Gonee 2621 Mkr
pacTBopHTE/IH Ha TabJeTKy
7 |Uniformity of dosage units / 2.5/25 Acceptance value (AV) should be not more

than 15.0. / TTokasarens npuemnemocti (AV)
JloJDKeH ObITh He Oostee 15,0.

Microbiological purity*/ Mukpo6uoJornyeckas yncrora*™

a) Total aerobic microbial count
/ Ob11ee YuCI0 a3pOOHBIX
MHKPOOPTaHH3MOB

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 / O611ie€ YUCIIO
JPOMOKEBBIX U TIJIECHEBBIX
rpu6oB

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

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

¢) E.coli

Absentin 1g/
OtcyterByer B 1

Shall be absent in 1g /
JIOJDKHBI OTCYTCTBOBATh B 1 T

Assay / KonnuecTBeHHOE
onpejgeeHne

19.6 mg/ 19,6 mr

18.0t0 22.0 mg of C1sH0N303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Ot 18,0 mr 10 22,0 mr Ci3H20N303SNa
(pabenpazon Harpus) (o1 90 1o 110 % ot
HOMHUHAJILHOTO COAEPKaHHMs) B TabETKeE.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpogykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
ﬁwnoqelme: OJOBPEHO

Prepared by / Checked by / | Approved by: Managerw
[TonroroBineHo: & [Tposepeno: Onobpeno: Menemxkep / Pykosoaurens
Date / 1T BT %0 Date / /9“0’52@5 Date / \Aros - 20%”

Jlara: Hara: Jara:
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Dr.Reddy’s €3¢

UNCONTROLLED COPY ISSUED ON 03-06-2025

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Pa3o®, TabneTkH, MOKpHITbIE KUIIEYHOPACTBOPUMOH 000J104K0ii, 20 Mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne : €2505246 Pa3mep cepun * 1500000 Ta6
Analytical Report No./ . 890001810409 Date of Analysis / . 16/05/2025
AHanuTHyeckuii oruer Ne HaTta ananuza
Date of Manufacture / . 21/03/2025 Date of Expiry / . 28/02/2027
JlaTa npousBoacTBa I'ogex go
Mfg. License No. / .
Tpon3soacTBernas : 59/RR/AP/97/F/R Il‘g‘,‘ number: THOMED . 117 No(004603)-(PT-RU)
JHueH3ust Ne
Analysis performed according ND No / Auasns nposeaen no HJI Ne: JITI-Ne(004603)-(PT"-RU)-130224

Page Sof 6/ Ctp.5u3 6

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / ITo 15
TabneTok B 6aucTepe U3
(IIBX/AJVTIA) donbru /
TIOMHHUEBOH (obru. 2 6aucrepa
BMECTE C JIICTKOM-BKJIabIIIEM B

[ 10 Packaging / Ynakoska

15 tablets in a (PVC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters with a package insert
in a carton. / ITo 15 Ta6uerok B 6ucTepe u3
(IIBX/AJI/TIA) ¢oneru / anoMUHHEBO
¢oneru. Ilo 1 unn 2 6Gaucrepa Bmecte ¢
JIUCTKOM-BKJIAJIBIIIEM B MTAYKy KAPTOHHYIO.

NavyKy KapTOHHYIO

API name / HaumenoBauue A®C:

Rabeprazole sodium / PaGenpason natpus

INN / MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /
Homep cepuu npoussoaurtens ADC:

ACRHO004237 & ACRH004243

FP Manufacturer API Batch number /
Homep cepuu cy6cTanmmun
npousBoautesis I'JID:

FCRA02705 & FCRA02706

API Manufactured by & country /
IIpounsBogutens APC, crpana:

Dr. Reddy's Laboratories Ltd., India
J-p Pennu’c Jlabopatopuc JIta., Mugus.

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

HaumenoBanue, aapec u Homep
JIMIIeH3UH IUIOLIAIKH,
ocymecTBJIsIIONIeii
MPOH3BOACTBO/KOHTPOJIb
KavecTBa/Boinyck 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)

IIpousBoacTBeHHOE MOApasaeneHue - 3, yuactku Ne 41, yacts 42, yactpb 45
u 4acThb 46, bauynanmm (Bunnamxk), bayynamm (Mangan), Menuan
Maskamxrupu (Jlucr.), wrar Tenaunrana, Maaus (Jlunensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykt coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
>?.alc.moqeime: OJOBPEHO

=

~;

Prepared by / Checked by /, ~Approved by: Managef/Executive

IToarotoBsneHo: IIpoBepeHno: OnobpeHo: %/{eHe):pKep/ YKOBOJWTEb
(G

Date / . 20 Date / ) DS~ Do §Date/ il \F o

Jara: (1-oC- Jlara: Jlara: 8




UNCONTROLLED COPY ISSUED ON 03-06-2025

Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaykr: Pazo®, TaOJIeTKHU, MOKPBITHIE KHUIIEYHOPACTBOPUMOI1 060J10uK0#, 20 MI
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepust Ne : €2505246 Pa3mep cepun 1500000 ta6
Analytical Repog‘t No. / . 890001810409 Date of Analysis / . 16/05/2025
AHajauTnyeckuii oruer Ne JlaTa ananusa
Date of Manufacture / . 21/03/2025 Date of Expiry / . 28/02/2027
Jarta npousBoacTea I'onen 1o
Mfg. License No. / .
IpomssoxcTeennas . S9/RR/AP/97/F/R 11![;‘ number: /HOMEP . 111 No(004603)-(PT-RU)
JHLeH3us1 Ne
Analysis performed according ND No / Anasus nposeaen no HJ{ Ne: JITI-Ne(004603)-(PI’-RU)-130224

Page 6 of 6 / Ctp. 6 u3 6
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
~een 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 establishedy.

3aksouenue o cooTBeTCTBHH: «HacTOAIMM s OATBEPHK/IAK0, UTO NPHBEACHHAS BbIILE HH(OPMALMS SBIISETCS I0CTOBEPHOM
H TOYHOM. DTa cepusi NPOAYKLUMH Npou3Be/ieHa (BKII0Yas ylakoBKy (MapKUPOBKY) H KOHTPOJIb KAU€CTBA) Ha BbIIIEYKA3aHHO
NMPOM3BOACTBEHHOH milomaake (MIOWAAKAX) B TOJHOM COOTBETCTBMM C TpeGoBaHusaMH IlpaBun  Hajnexarieil
NPOU3BONCTBEHHOMN npakThkh EBpasuiickoro skoHomuueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHMAMH KOHTPOJISl KAYECTBA JIEKAPCTBEHHBIX CPEJICTB, @ TAKXKE B COOTBETCTBUHU €O CEUHpHKALIUIMA, conepKaIUMHCS
B PETMCTPALHOHHOM JI0ChE CTPaHBI-UMIIOPTEPA. 3alUCH [0 NIPOU3BOJICTBY, YIAKOBKE U aHATH3Y NIPOBEPEHDI, H YCTAHOBJIEHO
MX COOTBETCTBUE TpeboBaHusM [IpaBun Haanexarueil MpOM3BOACTBEHHOM MpakTHKKM EBPasHiCKOro 3KOHOMHUYECKOTO COM3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpogykt cooTBeTcTBYET TpeboBaHusM HJ | 3axmouenne: ONOBPEHO

)
Prepared by / Checked by / L Approved by: Manager;@.w /
[ToarotosneHo: ITpoepeHo: OpnobpeHo: l\%;cﬂeﬂmep / PyxoBoaurens
Date / — - Date / . — | Date / A
Jara: IeoL-e0>% Jlara: I D252 25 Jlara: R ke






