Dr.Reddy’s €z®

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product : Razo
poaysT: Pazo

", enteric-coated tablets, 20 mg
®, TabneTKH, NOKPLITHIE KHIIEUHOPACTBOPUMOIT 06004 K0, 20 Mr

AHaauTH4YecKHii oTyeT No

Hara ananusza

Market / Prinox : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne ¥ €2506577 Pasmep cepun " 1500000 tab
Analytical Report No. / . 890001815786 Date of Analysis / . 12/06/2025

JuueH3nst No

Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027

JaTa npousBoacTea Mogen no

Mfg. License No. /

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

Analysis performed according ND No / Anasus nposenen no HJL Ne: JITI-Ne(004603)-(PI-RU)-130224

Pagelof S/ Crp.1u35

Ne

Test / Moxazatenn

Result / PesysbraTsI

Specification / Hopma

1 | Appearance / Onucanne

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriisie, ABOSIKOBBITTYKJIblE
TabJIETKH, TOKPBITHIE 060MQUKON
CBETJIO-XKEJTOrO LUBETAa C MAPKUPOBKOMN
kpacHoro usera «RB20» Ha onHOM
cropone. Ha nonepeurom paspese sapo
6enoro 1Bera.

'-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. /
Kpyribie, ABOAKOBBIMYKIIbIE TaBNETKU, NOKPBITHIE
000JI0UKOIt OT CBETIIO-KEATOTO A0 HKEJITOTO LBETA
C MapKHpOBKOIf KpacHoro nseta «RB20y Ha oguoit
ctopone. Ha nonepeynom paspese siapo ot 6eaoro
0 rnoutH Genioro 1BeTa.

2 | Identification By HPLC /

Hpentuduxauun BIKX

Complies as prescribed /
CootBetcTByeT TpeboBaHHAM

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
YIAEPKHUBaHUS OCHOBHOTO MHKA Ha
XpOMAaTOrpamMMe UCTIBITYEMOrO PacTBOPa AOHKHO
COOTBETCTBOBATh BPEMEHH yIEPKUBAHUS
OCHOBHOTI'O [THKa HAa XpOMAaTOrpaMMe pacTeopa
cTanfapTHoro ofpasua pabenpaszona HaTpHs
(paznmen «KomiuecTBEHHOE OMpeneNeHUE»).

3 | Average weight /

Cpeaunsas macca

208.31 mg/ 208,31 mr

212.68 mg+ 5 % (202.05 t0 223.31 mg) /
212,68 mr £ 5 % (ot 202,05 mr no 223,31 mr)

Remarks :

The Product confirms to ND/
IIpumeuanne: [IpoaykTt coorBeTcTBYeT Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

0| )

Prepared by / Checked by / 2| Approved by: Manager/Executive /

Ioarorosneno: @ [Tporepeno; :Cgﬁf/// Onobpeno: Menenxep / PykoBoaurens
( S

Date / . , __ | Date/ t B3 06-222s | Date/ V3 -0 Lo K

Iara: { CRSY AR Py Jara: Jara:




Dr.Reddy’s Q:!‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIA3A

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

Hpoayxr: Pa3o®, radnerkn. nokpuIThie KMIIEYHOPACTBOPHMOIT 0600uKO, 20 MT

Jauuensns Ne

Market / Peinox : Russia / Pocens

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

Cepusa No AEIo Pazmep cepnn * 1500000 Ta6

Analytical Repovrt No./ . 890001815786 Date of Analysis / . 12/06/2025

| AHAJIMTHYECKHIl oTyeT No JlaTta aHaJgu3a

Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027

Jarta npousBogcTBa T'oaen a0

Mifg. License No. /

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

Analysis performed according ND No / Arajans nposeaes no H/{ Ne: JIIT-Ne(004603)-(PIM-RU)-130224

Page2 of 5/Crp.2 u3 5

In 0.1 M hydrochloric acid solution — not more than

10 % of C18H20N303SNa (Rabeprazole sodium) label

claim in 2 h. / B 0,1 M pacrsope

XJIODMCTOBOAOPOAHOM KHCIOTH — He Gonree 10 % ot

HOMHHAJTBHOTO coiepXaHus Ci138H20N303;SNa

(pabenpazon HaTpus) yepes 2 .

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 Menee

75 % OT HOMHHAJILHOTO  COJAEp»KaHus
p

Ci8H20N303SNa (pabenpazon Harpus) uepes 60 MuH.

4 | Dissolution / PacTsopenue ] Unit-1/Egununna-1 1%
Unit-2/Eaunnna-2 3%
Unit-3/Eauuuna-3 3%
Unit-4/Eguunua-4 5%
Unit-5/Eaununa-5 1%
Unit-6/Equanna-6 2%
Average / Cpenn. 3Hauenne: 3 %
Unit-1/Equanna-1 88 %
Unit-2/Eauanna-2 89 %

~ Unit-3/Egunnna-3 89 %
Unit-4/Equnnna-4 89 %
Unit-5/Eavnuna-5 92 %
Unit-6/EnuHuna-6 90 %

Average / CpenH. 3Hauenue: 90 %

5 | Related Substances /
PoacTBeHHBIE NpUMecH

N-okcun

Rabeprazole N-oxide/ PaGenpasona |Not detected / He obHapyxena

cynbdoH

R_abeprazole Sulfone/ PaGenpasona [0.09% / 0,09%

Rabeprazole Methoxy analog/ 0.06% / 0,06%
Pabenpazosia METOKCH aHaJor

Rabeprazole Chloro analog/
Pa6enpazona xnopo aHanor

Not detected / He oGHapyxena
Below LOQ (LOQ =0.027 %) / Husxe

cynbdun

Rabeprazole Sulphide/ Pa6enpazona npenena KOIMYECTBEHHOTO ONPEAENeHUs

(ITKO = 0,027 %)

A

Rabeprazole Related compound A/
Pa6enpasona poacteennas npumech |Not detected / He obHapyxkeHa

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

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [TpogykT cooTBeTcTBYET TpeboBaHusM HJT

i

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO

“Kpproved by: Manager/Executive /

Prepared by / Checked by / P [

IToarorosneno: C/\\/’/ IIposepeno: 5 ~| Omobpeno: Menemxep / PykoBoautesns
Date / Date / | 2> G- 20 AS| Date/ ) 3 €N
Jara: Q 3 © 6 2025 JHara: JHara:
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Dr.Reddy’s Q,’-‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIH3A

Product : Razo", enteric-coated tablets, 20 mg
Ipoaykr: Paso®, rabnerkn, nokpeirbie KHIIEY HOpacTeopiMoii obonoukoii, 20 mr

Market / Poinox : Russia / Poccus

Batch No. / . C2506577 Batch Quantity / . 1500000 tab /

Cepus Ne ) Paivep cepun 1500000 ta6

Analytical Repovrt No. / . 890001815786 Date of Analysis / . 12/06/2025
AHalUTHYECKHH oTueT Ne JlaTa amanusa

Date of Manufact.ure / . 18/04/2025 Date of Expiry / . 31/03/2027

JdaTa npouzBoacrsa T'ogeH a0

Mfg. License No. /

IIpousBoacreennas : 59/RR/AP/97T/E/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Junening Ne

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

Page3 of 5/Crp.3 u3z 5

Rabeprazole Related compound C/

C

Pa6enpazona poncTBeHHas NPUMECH

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / ITpumece npu RRT
1,37 (macca m/z=310 umunazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / [Tpumecs npu
RRT 1,51 (Macca m/z=458
eH3uMUIa301a aMIyKT)

Individual unidentified impurity /
EnuHuuHas
HenaeHTUdULHpOBaHHas NMPUMECH

Below LOD (LOD = 0.02%) / Huxe
npenena obHapyxkenus (I10 = 0,02%)

Not detected / He oGHapyxena

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

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

Not detected / e oBHapyxeHa

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

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpauuu (TP =0,1 %)

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

Total impurities / Cymma npumecei

0.2%/0,2%

Not more than 2.0 % / He 6onee 2,0 %

6 |Residual Solvents content /
OcTaTo4yHbIe OPTAaHHYECKHE
PACTBOPHTEJIH

1436 pg/tab / 1436 mkr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
Uzonponanon — He 6osee 2621 Mkr Ha TabieTKy

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt coorBercTByeT TpebGoBanuam HJJ

«

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by / > :

IloarorosneHo: & ﬂposepeno%’ Onobpeno: Menemxep / Pykopoauntesb

Date / , . Date / 23-0€ P22 Date / 13 oK
: /

Jara: |3 —cé - 2225 Jlara: ~ Jara:
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
MponykT: Pazo”, rabnerkn, MOKpLITEIC KHIICUHOPACTBOPUMOH obonoukoii, 20 Mr

Market / Poinok : Russia / Poccus

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

Cepus No FE20657H Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001815786 Date of Analysis / . 12/06/2025
AnanurHdeckHii oTyer Ne Jlata anajin3a

Date of Manufacture / - 18/04/2025 Date of Expiry / . 31/03/2027

JarTa npoussoxcrea T'ogen o B B
Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposeger mo HI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page4 of 5/Crp.4m35

7 | Uniformity of dosage units / 32/3.2 Acceptance value (AV) should be not more than
OaHopoaHOCTb JO3HPOBAHHBIX 15.0. / Ilokazarens npuemnemoctd (AV) momxeH
eAUHUL obITh HE Goutee 15,0.

8 | Microbiological purity*/ Muxpo6nonoruyeckas 4ucrora®
a) Total aerobic microbial count/ Less than 10 CFU/g / Not more than 1000 CFU/g /

Obmiee yuco a3pobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r

MHKPOOPTaHH3MOB

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

count / ObImee YHUCIO APOMKIKEBBIX U Menee 10 KOE/r He 6onee 100 KOE/r

TUIECHEBBIX TPHOOB

c) E.coli Absentin 1g/ Shall be absent in 1g/
OtcyrctByer B Ir JIOJDKHBI OTCYTCTBOBATE B 1 T

9 |Assay / KonnuecTseHHOe 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of Cy3H30N303SNa (Rabeprazole

onpejeeHue sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr mo 22,0 mr CisHoN30O3SNa
(pabemnpazon natpus) (o1 90 mo 110 % ot
HOMHMHAJIBHOTO COAEp)KaHus1) B TabJeTKe.

10 (Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) 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. / Tlo 15 Tabmerok B Onucrepe u3
Tabnerok B 6iuctepe uz (IIBX/AJI/IIA) | (TIBX/AJI/TTIA) doneru / amoMunuesoit ¢ponsru. [o
donbru / anmoMuHHEBOH GONbTH. 2 1 vnu 2 Gnucrepa BMECTe C JIMCTKOM-BKJIaAbIIEM B
6aUcTepa BMECTE C JIHCTKOM- nMayky KapTOHHYIO.

BKJIaJIbIIIEM B Ha4Ky KAPTOHHYIO

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBaHusmM H]J _ | 3akmouenne: ONOBPEHO
)

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

ITonrorosneHo: @ [Iposepeno: o Onobpeno: Menemkep / PykoBoautens
. S~

Date / . Date / - 6202 5| Date/ 13 -0 € o

Jara: 13 cé-dors Jara: i3 Jara:
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’ °® CERTIFICATE OF ANALYSIS
Dr. ReddY S ‘.’ CEPTH®HKAT AHAJIM3A

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

Hpoaykr: Paso”, tabnerky, nokprirsie KHre4yHopacTsopumoii odonoukoii, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: C2506577 y :

Cepusi Ne i Pa3mep cepun " 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHanHTHYECKHii oTueT Ne S RIEIOHES lata aHasnza 2052025

Date of Manufacture / ] Date of Expiry /

e ———— : 18/04/2025 Tomen 10 : 31/03/2027

Mifg. License No. /

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

nunenzus Ne

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

PageSof 5/ Crp.5u35

API name / HaumeHosanne A®C: Rabeprazole sodium / Paberpazon Hatpus

INN/ MHH: Rabeprazole / Pabenpazon ]

API manufacturer batch number /

Homep cepun npousBogutens A®C: gL e Ul S e I ey

FP Manufacturer API Batch number /

Homep cepun cyGeraHuuu FCRA02710 & FCRA02711

npousBoaureys ['JID:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

Iponssoaurens A®C, crpauna: H-p Pexgau’c Jlaboparopuc Jita., Uunus.

1;;'::;;3; lc.:etflslziim:i(t):l/zéz?:tlrljlosf:: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Release site / g Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India

HaumeHoBanmue, agpec U HOMEp JHUEHIHH (Eicense MO DR DEGEIIEIR)

TOIIAIKHL 0 ’ eT:‘BJlmo eiip o IIpousBoncTBeHHOE NoapazneneHue - 3, yuactku Ne 41, gacts 42, yacTsb 45 U yacte

. 0:;1::) C',I'BO?’I?(:HT onb m 46, bauynannu (Bunnamx), bayynannu (Masgan), Menuan Mankamxrapu (JIucr.),
p A P wrar Tenanrana, Huaus (JIunensus Ne 59/RR/AP/97/F/R)

kavecrsa/Boinyck IJID /

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».

3akJi04enne 0 cooTBeTcTBUH: «HacTosuuM s noaTBepX a0, YTo MPUBEAEHHAS Bblile HH(OPMALIUS SBISETCS JOCTOBEPHON M TOUHOR.
Ota cepusd NpoAYKUMU npowu3BeneHa (BKIIFOYas YMAKOBKY (MApKUPOBKY) M KOHTPOJIb KaueCTBa) HA BBIIECYKA3aHHONM MPOM3BOICTBEHHOMN
wiowanke (MoLanaKax) B MOJHOM COOTBETCTBUH ¢ TpeboBanusaMu [IpaBun Haanexalei NMpou3BOACTBEHHOM MpakTHKUA EBpasuiickoro
sxoHoMu4eckoro cowosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHAMU KOHTPOJISl KAQuecTBAa JIEKAPCTBEHHBIX
CPEICTB, a TAaKke B COOTBETCTBHH CO CTeLM(pUKALUIMH, COAEPXKAIUMUCA B PErHCTPALMOHHOM JOChE CTPaHbI-UMNoprepa. 3amucu 1o
NPOH3BOACTBY, YIIAKOBKE U aHAITH3Y ITPOBEPEHEI, H YCTAHOBJIEHO WX cooTBeTcTRHE TpeboraHusaM ITpaBun Hauexaiel NPOU3BOACTBEHHOMN

MpPaKkTUKU EBpasnﬁcxoro 3KOHOMHWYECKOTO COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [IpoaykT coorBeTcTBYeT TpeboBaHusM HJJ 3akmouenne: OJOBPEHO

Checked by / /:V-_;P ;Approved by: Manager/Executive /
_-"/."-’_‘.

Prepared by / -
[TOArOTOBIEHO: @ l_[poBEpEHD&-"Z_/EZ/ Ono6perno: Menemxep / PykoBogutesnn

S
Date / lghcé‘Q s Date / /_’2'06'“2725 Date /

Hara: ara: [ara:




