Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
TIpoaykT: Pa3o®, Tabnerky, NOKPHITEIE KMIIEYHOPaCTBOPHMOM 060nouKoit, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne s Coiesl Pasmep cepun * 1500000 Ta6
Analytical Repo“rt No./ : 890001850734 Date of Analysis / . 30/11/2025
AHATHTHYECKHi oTyeT Ne Harta ananansa
Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
Jara npou3BoacTBa Togen n0
Mfg. License No. /
TpousBoacTBEHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JIMeH3Hs No

Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Pagel of 5/ Crp.1u35

No Test / Iloxa3aTen

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyribte, ABOSKOBBITYKIIEIE
Ta6NeTKH, MOKPHITEE 060JI04KOi
CBETJIO-XKEJITOrO [{BETa C MapKHUPOBKOM
kpacHoro upera «RB20» Ha ogHo#t
cropoHe. Ha monepe4HoM paspese sapo
6enoro npera.

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. /
Kpyrinsle, IBOAKOBBIYKJIbIE TaONETKH, IOKPHITHIE
060JI0UKOi OT CBETIIO-KENITOTO JIO XKEJITOro 1BeTa
¢ MapKUpOBKO# KpacHoro 1pera «RB20» Ha omHoi
cropose. Ha nonepeusiom paspese aupo ot 6enoro
o nouru 6enoro userTa.

' 2 | Identification By HPLC /
Upentuduxanua BIKX

Complies as prescribed /
CooTBeTcTBYeT TpeGoBaHUAM

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
yAEPXUBAHUA OCHOBHOTO IIHKa Ha
XpOMaTorpaMMe HCTIBITYEMOr0 PacTBOPa JODKHO
COOTBETCTBOBATH BPEMEHH YJCPIKUBAHUA
OCHOBHOTO [THKa Ha XpOMAaToOrpaMMe pacTBopa
cTaHaapTHOro obpasua pabenpasona HaTpus
(paznmen «KonuuecTBEHHOE ONPENieNICHHEY).

| 3 | Average weight /
Cpeanss macca

212.83 mg /212,83 mr

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

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykt coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

v
Prepared by / Checked by/~— ~ _ ~<"| Approved by: Manager/Executive /
I[ToxrorosieHo: @ Iposepena; jr}/ e Onobpeno: Menemxep / PykoBoauTess
Date / TR Date / R0 ~( (2o < | Date/ 2611 AW
Jlara: soll-toly Ilata: Jlata: s




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
TIpoayxT: Pa3o®, TabieTku, NOKpHIThIE KHINEYHOPACTBOPUMO# 060/I0UKOiA, 20 MT
Market / PoiHok : Russia / Poccust
'Batch No. / ) Batch Quantity / _ 1500000 tab /
Cepus Ne : L25L4030 Pasmep cepnu * 1500000 Ta6
Anglytlcal Repo:‘t No./ . 890001850734 Date of Analysis / . 30/11/2025
AHAMUTHYECKHH oTUyeT No JlaTa anaau3a
Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
|{aTa uponsBoacTa Toaen no
'Mfg. License No. /
TponsBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
JvneH3us No
| Analysis performed according ND No / Auaans nposeges no HJI Ne: JIIT-Ne(004603)-(PT-RU)-130224

Page2 of 5/Crp.2u3§

Dissolution / PacTBopenne

In 0.1 M hydrochloric acid solution — not more than

10 % of C13H20N303SNa (Rabeprazole sodium) label

claim in 2 h / B 01 M pacreope

XJIOPHCTOBOAOPOAHO# KHCIOTE! — He 6onee 10 % ot

HOMHHAJIBHOT'O conepKaHusA C18H20N303SNa

Unit-1/Enqununa-1 1%
Unit-2/EnuHuna-2 2%
Unit-3/Enunuua-3 1%
Unit-4/Equnvna-4 3%
Unit-5/Equauna-5 1%
Unit-6/Equnuiia-6 1%

(pabenpazon HaTpus) yepes 2 4.

Average / Cpenu. 3Hauyenue: 2 %

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

Unit-1/Exunnna-1 81 %
Unit-2/Eqununa-2 84 %
Unit-3/Equnuiia-3 87 %
Unit-4/Enunuua-4 85 %
Unit-5/Epununa-5 84 %
Unit-6/Enununa-6 88 %

Average / Cpenn. 3Hauenue: 85 %

Ci1sH20N303SNa (Rabeprazole sodium) label claim
in 60 min. / B 6ydepHom pacteope pH 8,0 — He MeHee
75% (Q) Or HOMMHAIBHOTO  COAEpPXAHHSA
C13H20N303SNa (paGenpazon Hatpus) yepe3 60 MuH.

Related Substances /
PoacTBennbie npuMecH

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/ PaGenpa3zona
cynsdoH

Rabeprazole Methoxy analog/
PaGenpazosna METOKCH aHaJIOr

Rabeprazole Chloro analog/
Pa6enpazona xnopo aHanor

Rabeprazole Sulphide/
Pa6enpasona cynspun

Rabeprazole Related compound A/
Pa6enpasona poncTeeHHas
npuMecs A

Below LOD (LOD =0.008%) / Himxe
npenena obHapyxenns (ITO =0,008 %)
0.11%/0,11%

0.05%/0,05%

Not detected / He o6Hapykena

0.06% / 0,06%

Not detected / e o6HapyxeHa

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

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogyxt cooTBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
| axmouennue: OIXOBPEHO

Prepared by / Checked by f’}: P st JApproved by: Manager/Executive /

[ToaroroBieHo: @ [posepeHo:\ == Onpobpeno: Menemkep / PykoBoaUTENb
b S~

Date / , Date / 20~()~Op) = Date/ G\ A0S

Hara: S0-11-lots Jlara: \9 i Jlara:
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Dr.Reddy’s Q.O. CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg
M poaykT: Pa30®, Tabnetky, NOKphIThIE KHIIEYHOPACTBOPUMOH 0601104KOH, 20 Mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepnst Ne 7 C2514530 Pasmep cepuu " 1500000 ta6
lytical Report No../ : 890001850734 Dt S : 30/11/2025
AHagnTH4YecKHit oTyeT Ne JlaTa aHaJau3a
Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
Jlata npousBoacTBa Togen mo
'Mfg. License No. /
IIpousBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
nnueH3ns Ne
Analysis performed according ND No / Anasnin3 npoBenen mo HJT Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page3of 5/Crp.3m35

[ Rabeprazole Related compound C/ |Below LOD (LOD =0.02 %) / Hinxe Not more than 0.5 % / He Gounee 0,5 %
‘ Pa6enpa3zona poACTBEeHHAs npenena obnapyxenus (I10 = 0,02 %)
npuMech C
Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37
(Mass m/z=310 0.03%/0,03%

Imidazole) / ITpumecs npu RRT
1,37 (macca m/z=310 umunasomn)

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

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / IIpumeck npu
RRT 1,51 (macca m/z=458
6eH3UMHIa30/1a aJIyKT)

Not detected / ne o6napyxena

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

Enunnunas

HewTenTHUIMpoBanHas npumecs | DE1OW BDL (BDL= 0.1 %) / Hinke

nopora perucrpauus (ITP 0,1 %)

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
npumeceit
6 |Residual Solvents content / 2382 pgftab / 2382 Mkr ua Tabnerky  |Isopropanol —not more than 2621 pg per tablet /
\ OcTaToYyHble OPraHHYECKHE Hzonpomnanon — He 6onee 2621 Mkr Ha TaGneTky
PACTBOPHTEH
7 |Uniformity of dosage units / 43/43 Acceptance value (AV) should be not more than
OnHOpOAHOCTH JO3HPOBAHHbBIX 15.0. / Iloka3zarens mpuemsneMoctd (AV) OoinkeH
eIMHHIY 6wITE He Gonee 15,0.
|
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt coorBeTcTByeT TpebGoBanuaM HJI 3axmouenue: OJJOBPEHO
N\
/)
Prepared by / Checkedby [~ 2~ - “1“Approved by: Manager/Executive /
[ToarorosneHo: 5)‘/ ITposepeno: ( ]j) S et Ono6peno: Menemxep / PykoBoautens
At S/
Date / 3o—1-dor Date / 20t (~Qcl-s Date / g
Jlara: JlaTa: Jara:
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Dr.Reddy’s ‘.‘ CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTU3A

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

T poayxr: Pazo®, tabneriu, MOKPBITHIE KHIEYHOpacTBOpHMOit 0bosoukoii, 20 Mr

Market / Puinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /
;Cepua Ne i Pasmep cepnu * 1500000 Tab
Analytical Repo”rt No./ . 890001850734 Date of Analysis / . 30/11/2025
AHAJIUTHYECKHH oTyeT Ne JlaTa anajau3a

Date of Manufacture / < 12/09/2025 Date of Expiry / . 31/08/2027
ata npon3BoacTea T'ogen no

Mfg. License No. /

IIpousBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
nuuen3usa Ne

Analysis performed according ND No / Ananns nposeaen mo HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page4 of 5/Crp. 4 u3 5

'8 Microbiological purity*/ MukpoGHojgoruyeckas yucrora*

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

O6uiee uncio adspoBOHBIX Memnee 10 KOE/r He 6onee 1000 KOE/r

MMKPQOPI-aHH3MOB

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

mould count / O6ee uncio Memnee 10 KOE/r He 6onee 100 KOE/r

IPOXOKEBEIX M MJIECHEBBIX IPHOOB

c) E.coli Absentin 1g/ Shall be absent in 1g /

OtcyrcrByeT B I JomxHsl OTCYTCTBOBATE B 1 T
9 |Assay/ KonrnuecTBeHHOE 19.4 mg/ 19,4 mr 18.0 to 22.0 mg of Cy3H20N303SNa (Rabeprazole

onpeaeJieHHe sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 Mr g0 22,0 mr C13H20N303SNa
(pabemnpazon natpus) (ot 90 mo 110 % or
HOMMHAJIEHOTO COIepKaHus) B Tabnerke.

' 10 |Packaging / YnaxoBka 15 tablets in a (PVC/Al/PA) foil 15 tablets in a (PVC/AVPA) foil /aluminum foil
/aluminum foil blister. 2 blisters with a | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 Tabmerok B 6mucrepe u3
tabnerox B 6nucrepe u3 (IIBX/AJIIIA) | (TIBX/AJI/IIA) donsry / amomunnesoit gonsry. I[To
¢onbry / amoMuHHEBO# donsru. 2 1 unu 2 Gnucrepa BMECTE C JIMCTKOM-BKIIAIBIIIEM B
6nrcTepa BMecTe C JIMCTKOM- MavyKy KapTOHHYIO.

BKJIa/IBILIEM B MA4Ky KaPTOHHYIO

! API name / HanmeHoBanue ADC: Rabeprazole sodium / PaGenpazon HaTpus
| INN/ MHH: Rabeprazole / PaGenpazon
API manufacturer batch number / ACSH000749 & ACSHO000750

Homep cepun npouszsogutenn A®C:

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHM FCSA00518 & FCSA00519

| npou3BoauTes [JID:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [IpoaykT cooTBeTCcTBYET TpeboBaHusM HJI 3axmouenue: OJOBPEHO
N

Prepared by / Checkedby/—  _, o2 | Approved by: Manager/Executive /
[ToarorosneHo: ﬁ o Hposepeno(:t“’ et Onobpeno: Menemxep / PykoBogurens

. j - Pk 9:/4 g N S/'
Date / ; - Date / o~ 2072 | Date/ - sl
Jara: Jo-l i-10% Ilara: = Jlara: il




. ‘ ®o
/ e
Dr. Reddy S Ne¢ CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A

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

Tlpoayxr: Pa3o®, Ta6nerku, NOKpHITHIE KMIIEYHOPACTBOPMMO# 060104KOi, 20 MT

Market / Peinok : Russia / Poccus

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

Cepus Ne : E2xl4a50 Pa3mep cepun " 1500000 Ta6

Atalytical Report No./ : 890001850734 Date:of Analysis./ : 30/11/2025

| AHAJINTHYECKHH oTyeT Ne Jata anannsa

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JlaTa npou3BoACTBA Tonen xo

Mfg. License No. /

IlpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI-RU)
nuueH3us Ne

| Analysis performed according ND No / Auasns nposegen no HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224
Page5of 5/Crp. Sus 5

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIpoussoautens ADC, crpana: I-p Penau'c Jla6oparopuc Jltxa., Uaaus.
g;l::;::f(: l;i:ls;iz“t:i::l/zé?,zl:rzos{:: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / g Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HaumeHoBaHue agpec 1 HOMep JHIEH3HH (License Ko 59/RR/AP/97/F/R)

2 IIpou3BoACTBEHHOE MOApa3ieneHue - 3, yqactku Ne 41, yactp 42, yacts 45 U yacTs
CLIGIANKH, QEyIECrBIIOIe 46, Bauynaui (Bumnamk), Bagynanau (Maunan), Meayan Mankamxrupu (ducr.),
APOBIBCACTS U ROT IOk mrrar Tenanrana, Mumus (JTuuensus Ne 59/RR/AP/97/F/R)
xauecrsa/peinyck LJI® /

Declaration of certification: «I hereby 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».

3axao4eHne 0 cooTBeTcTBHH: «HacTosIKM 51 IOATBEPXK A0, YTO NIPUBEICHHAs BhIIe MH(POPMALHA ABIAETCA JOCTOBEPHOH H TOUHOI.
3Ta cepus NPOLYKUHMH MMPOM3BEEHA (BKIIOYas YIakoBKy (MapKHPOBKY) H KOHTpPOJb KauecTBa) Ha BhILIEYKa3aHHOH NMPOM3BOACTBEHHOM
niowazake (MUIOIaaKkax) B OJHOM COOTBETCTBHM C TpeGoBaHMAMHM IIpaBun Hajuexamei npou3BOJCTBEHHONH NpakTHku EBpasuiickoro
sxoHoMHYeckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHUIMH KOHTpOJIA KadeCTBa NEKAPCTBEHHBIX
CPEICTB, a TAaK)Ke B COOTBETCTBHH CO CreLGHKALMAMY, COACPKAIMUMHUCS B PETHCTPALMOHHOM JOChe CTpaHBI-UMIOpTEpa. 3amHcH To
MPOU3BOJCTBY, YIAKOBKE U aHATIU3Y MPOBEPEHE], H YCTAHOBJIEHO MX COOTBETCTBUE TpeboBaHuAM IIpasuul Hamiexameii npon3BoACTBEHHOI

npakTHKK EBpa3uiickoro SKOHOMHYECKOTO COH3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponyxr coorBercTByeT TpeGoBanmsiv HJ 3akawyenne: OJJOBPEHO
1y
Prepared by / Checkedby /,—— Y =+~ | Approved by: Manager/Executive /
[ToarorosineHo: ot Hpoaepeﬂo;g; et sl Ono6peno: Menemxkep / PykoBonutens
1 = V
Date / Date / O~ | ~ 202 s | Date/ 30 1y oW
—I %
[ara: S0—1-To Nl Jara: S / Hara:




