‘Dr.Reddy’s €z

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

e 3
Product : Razo®, enteric-coated tablets, 20 mg
IponykT: Pazo®, TabneTku, OKPLIThIE KHLIEYHOPACTBOPUMOii 06onoukoil, 20 Mr

Market / Poinox

: Russia / Poccus

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

Cepun Ne % 2502028 Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001868584 ]?ate of Analysis / . 28/02/2026

AHanmuTHYeCcKHI oTUeT Ne Jlata aHanu3a

Date of Manufacture / . 26/12/2025 Date of Expiry / . 30/11/2027

JaTta npou3BoacTBA i Topgex go _|
Mfg. License No. /

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

JHueH3nsa Ne

Analysis performed according ND No / Anaan3 nposegen no HJ{ Ne: JITI-Ne(004603)-(PT-RU)-130224

Pagelof 5/ Crp.1m35

Ne * Test / MokazaTean

Result / PesyabTaTsl

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. / Kpyriibie, 1BOSKOBBIMYKIbIC
TabeTKH, NOKPHITEIE 060TOUKOH
CBETJIO-XKENTOr0 LIBETA C MApKHPOBKOH
kpacHoro ugera «RB20» Ha ogHo#
cropoHe. Ha nonepeuHom paspese sapo ,
6enoro 1pera.

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. /
Kpyriible, IBOSKOBBIMYKIIbIE TAGNETKH, MOKPBITHIE
060JI04KOM OT CBETIIO-XKENTOrO A0 KENTOro LBETA
¢ MapKHPOBKOH KpacHoro 1sera «RB20» Ha ofHOH |
cropone. Ha nornepeyHom paspeze sapo ot 6eaoro
1o noytH 6esoro Lpera.

2 | Identification By HPLC /
Haentudpuxauna BIIKX

Complies as prescribed /
CootsercTBYeT TpeboBaHUAM

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
yIAEp)KUBaHHS OCHOBHOTO MUK Ha
XpOMaTorpaMme HCTIbITYEMOTO PacTBOPa JOJHKHO
COOTBETCTBOBAThH BPEMEHH YAEPKUBAHUS
OCHOBHOTO IHKa Ha XpPOMaTOrpaMMe PacTBopa
cTaHaapTHoro obpasua pabernpasona HaTpust
(pazmen «KoJHUYECTBEHHOE OTIPENENEHHEY).

3 | Average weight /
Cpennsist macca

208.98 mg / 208,98 mr

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [Tponykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: & [TpoBepeHo: lég) Onobpeno: Menemxep / PykoBoxurens
Date/ o Q .pq- Lo % Date / 50 022226 Date / =g - Senf
JlaTa: Jlara: JlaTa:
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Dr. Reddy’s ‘.O. CERTIFICATE OF ANALYSIS

CEPTHDPHUKAT AHAJIN3A

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

Tpoayxr: Pazo®, TabneTky, MOKPbITEIE KMILIEYHOPACTBOPUMO# obonoukoi, 20 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne ¢ €2602028 Pa3mep cepun 1500000 Tab
Analytical Repo‘}'t No./ . 890001868584 Date of Analysis / . 28/02/2026
AHauTHUYECKHH oTyeT Ne JlaTa aHaJau3a

Date of Manufacture / . 26/12/2025 Date of Expiry / . 30/11/2027
JaTa npou3soacTea Tonen g0

Mfg. License No. /

MponssoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)
JHueH3Ms Ne

Analysis performed according ND No / Ananus nposeaen nmo H,/1 Ne: JITI-Na(004603)-(PI'-RU)-130224

Page2 of S/Crp.2 u3 5

4 | Dissolution / PactBopenne Unit-1/Eqununa-1 4 % In 0.1 M hydrochloric acid solution — not more than
Unit-2/Equnnua-2 4% 10 % of C1sH20N303SNa (Rabeprazole sodium) label
| Unit-3/Eannnua-3 4% claim in 2 h. / B 0,1 M pacteope
Unit-4/Equnnna-4 4 % XJIOPUCTOBOAOPOIHON KHCIIOTEI — He Gonee 10 % oT
~ Unit-5/Eqnunua-5 49,  |HomumambHoro  comepxanusi  CigHiN3;O3;SNa
Unit-6/Eqnsuua-6 30, (paGernpason HaTpus) uepes 2 u.

Average / CpeaH. 3Ha4eHue: 4 %

Unit-1/Equanua-1 88 % In buffer solution pH 8.0 — not less than 75 % (Q) of!
Unit-2/Eauunua-2 91 % CisHzoN303SNa  (Rabeprazole sodium) label claim
Unit-3/Equnuua-3 88 % in 60 min. / B 6ydeprom pacteope pH 8,0 —He MeHee
Unit-4/Eaunnua-4 88 % 75% (Q) OT HOMHMHANbHOTO  COAEpXAHHS
Unit-5/EayiHuua-5 89 %, CisH2oN30O35Na (pabenpazon Hatpus) yepe3 60 MUH.

Unit-6/Enunnua-6 | 89 %
Average / Cpenn. 3Hauenue: 89 %

5 | Related Substances /
PoacTBeHHBIE MpUMecCH

Rabeprazole N-oxide/ Below LOQ (LOQ =0.022 %) / Huxe |Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona N-okcua npeaena KOJIMYECTBEHHOTO
onpenenenus (IKO =0,022 %)

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

cynbdoH 0.14%/0,14% \
Rabeprazole Methoxy analog/ Not more than 0.5 % / He 6onee 0,5 %

Pabenpazona meTokcu aHasor Not detected / He 06HapyxeHa

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

Pabenpazona xi10po aHanor
: S Not detected / He o6HapyxeHa

Rabeprazole Sulphide/ Not more than 0.5 % / He 6onee 0,5 %
Pa6ernpasona cynbdun 0.06 % 0.06%

Rabeprazole Related compound A/ Not more than 0.5 % / He 6onee 0,5 %

Not detected / He o6HapyxeHa
Pabenpasona poacreeHHas

npuMecs A
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanwue: [IpoaykT coorBeTcTBYeT TpeboBanusm HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Togrorosnexo: & [TpoBepeHo: @ Onobpeno: Menemxkep / PykoBoaureb
Date / Date / Date /

L9 _ B o g _B_s9NA4
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

[Product : Razo’ , enteric-coated tablets, 20 mg
TMpoayxr: Pazo®, TabneTky, MOKpBITbIE KULLIEHHOPACTBOPHMON 06004k, 20 Mr

Market / Poivok

: Russia / Poccus

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

Cepus Ne SCAR0ZE Pa3mep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001868584 Date of Analysis / . 28/02/2026
AHanuTHyecKkuii oTuer Ne JlaTa aHaJu3a

Date of Manufacture / . 26/12/2025 Date of Expiry / . 30/11/2027

JlaTta npon3BoacTBa T Ilogen g0

Mfg. License No. /

IIpoussoacTBennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JupeH3Hsa Ne

Analysis performed according ND No / Anaans nposeaes no HJI Ne: JITT-Ne(004603)-(PI'-RU)-130224

Page3 of 5/ Crp.3 m35

Rabeprazole Related compound C/
PaGenpasona pogcTBeHHas
npumech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [pumecs 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
GeH3MMMa30Na aUTYKT)

Individual unidentified impurity /
EnnHuuHas
HeuaeHTU(HULHPOBAHHAS TTPUMECH

Not detected / He o6Hapy»xeHa

Not detected / He obHapyskeHa

Not detected / He obHapyxeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpauuu (ITP 0,1 %)

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

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

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

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

Total impurities / Cymma
pumMece

0.2%/0,2%

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

Residual Solvents content/
OCTaTO‘-lH bi€ OpPraHH4YeCcKHe
pa(BTBopHTeJl H

1743 pg/tab / 1743 mkr va TabneTky

Isopropanol — not more than 2621 pg per tablet /
Hzonponanon — He 6onee 2621 Mkr Ha TabneTky

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT cooTBeTcTBYyeT TpeboBanusM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

[TonrotosneHo: & [TposepeHo: Z@ Opnobpero: Menemxep / PykoBoantens
. y

Date / 2 Date / Date /

Tata: 28 0LV Tara: 22 02 6 Tata WV -ANLL




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

ﬁoduct : Razo', enteric-coated tablets, 20 mg
MpoayxT: Pa3o®, TabneTku, MOKPBITHIE KHILEHHOPACTBOPHMOIT obonouKoii, 20 mr

Market / PoiHOK

: Russia / Poccus

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

Cepus Ne i Pazmep cepin " 1500000 Tab |
Analytical Repovrt No./ . 890001868584 Date of Analysis / . 28/02/2026

AnannTuueckuii oruer Ne Jara anaansa

Date of Manufacture / . 26/12/2025 Date of Expiry / . 30/11/2027

laTa npou3BoACTBA Togen no

Mfg. License No. /

Ilpou3BoacTBEHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

JHueH3us Ne

Analysis performed according ND No / Anaaus nposeaes no H/T Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4of S/ Crp.4 w35

7 | Uniformity of &osage units /
OAHOpPOAHOCTH A03HPOBAHHBIX
eHHHUIL

21/2,1

Acceptance value (AV) should be not more than|
15.0. / Tlokazarenb npuemiemoctd (AV) nomKeH‘
6uIThL HE Gotee 15,0.

8 | Microbiological purity*/ MukpoGHosoruieckast uncrora*

a) Total aerobic microbial count /
O6u1ee yucao a3poOHBIX
MHUKpOOPraHU3MOB

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 / O6wee uncio
[POXIKEBLIX U TIECHEBBIX IPHGOB

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

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

c) E.coli

Absentin 1g/
OrcyTctByer B 1r

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

9 |Assay / KonnuecTBeHHOE

19.5 mg/ 19,5 mr

18.0 to 22.0 mg of C13H2oN303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /

onpeaenenne
Or 18,0 MT 00 22,0 Mmr CmHz()NgO}SNa
(pabenpazon Hatpus) (ot 90 1o 110 % ot
HOMMHAJILHOTO COZleprkaHus) B TabneTke.
10 {Packaging / Ynakoska 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
package insert in a carton. / [To 15
Tabnerok B 6nuctepe n3 (IIBX/AJI/TIA)
donbru / amomunieBol donbru. 2
6nucTepa BMECTE C JIMCTKOM-
BKJIABIIEM B NAYKY KaPTOHHYIO

blister. 1 or 2 blisters with a package insert in a
carton. / TIlo 15 Tabnerok B Onucrepe u3
(ITIBX/AJI/TIA) donbru / amomunuesod donsru. Ilo
1 umu 2 6nucrepa BMECTE C IUCTKOM-BKJIAAbIIIEM B |
M1auky KapTOHHYIO.

Remarks

: The Product confirims to ND/
IIpumevanue: [TponykT cooTBeTcTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroroBnexo: @ [TposepeHo: [@ Onobpeno: Menemxep / PykoBoanTeNnb
Date / Date / Date / :

= O ~2DLG A eSO
Jara: ?/% ©1- 1o % JlaTa: e Jlata:
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
MponyxT: Pazo”, TabaeTku, NOKPBIThIE KULIEUHOPACTBOPMMON 0605104KOH, 20 Mr

T'open oo

Market / Poinok : Russia / Poccust

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

Cepusi Ne : €2602028 Pasmep cepnn " 1500000 Ta6

Amalygical Report No- / : 890001868584 R : 28/02/2026
AHanuTHYecKuii oTyer Ne JaTa ananusa i
Date of Manufacture / . 26/12/2025 Date of Expiry / . 30/11/2027

Hata npouszsoacTea

Mfg. License No. /
IIpousBoacTBenHas : 59/RR/AP/9T/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

anuen3ust Ne
Analysis performed according ND No / Auasn3 nposenen o HJI Ne: JIIT-Ne(004603)-(PT-RU)-130224

PageSof S/ Crp.Su35 B

API name / Hanvenosanne A®OC: Rabeprazole sodium / Pabenpason HaTpus
INN / MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACSH000527 & ACSH000569
Homep cepun npoussoantens ADPC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHunn FCSA01398 & FCSA01957
npoussoantens [JID;
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Iponssogutenn ADC, crpaHa: J-p Peanu’c Jlaboparopuc JIta., Unnus.
g;me, acdress, authorization Nl"’ .f;’r / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Relma:lsl' ; ¢ / g Bite & Lomtro: sie Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
s ERREs rbec b Ho (License No 59/RR/AP/97/F/R)
n;l;m:nzza::e, :gm:l: n:«ip AR INpoussoacreeHHoe nMoapasaeneuue - 3, yuactku Ne 41, yacts 42, yacTs 45 W yacthb
o 0::;;:) C',I'BO%:I(!)HT olh Bed 46, Bauynannu (Bunnamk), bauynannm (Manaan), Meguan Mankamkrupu (Juct.),
p A P wrar Tenanrana, Uuaus (JIuuenzus Ne 59/RR/AP/97/F/R)
KayecTBa/Boinyck ['JI® /

\
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».

3axN04eHne 0 COOTBETCTBHH: «HacTosIMM st MOATBEPXKAAl0, YTO MPHBEACHHAS Bbile HH(OpMAaLUs ABSEeTCS JOCTOBEPHOH U TOUHOH.
Ota cepus MPOAYKLMM MPOU3BeAeHa (BKIIOUas YNakoBKY (MapKMpOBKY) W KOHTPOJIb Ka4eCTBa) Ha BblLUEYKa3aHHOH MPOM3BOACTBEHHOMN
niowaake (niolaakax) B MOJHOM COOTBETCTBHHU ¢ TpeGoBaHMsamu [IpaBuuT Haanexarueil NpoM3BOACTBEHHOHN NpakTuku Espasuiickoro
akoHomuyeckoro cowsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHUsIMH KOHTPOJIS KAuecTBa JIEKAPCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBHH CO CMEUMPHUKAUMAMH, COOEPXKALLNMHUCS B PErHCTPALIMOHHOM J10CKE CTpaHBI-MUMIOpTEpa. 3armiucu no
MIPOM3BOJCTBY, YIIAKOBKE U aHAJTU3Y MPOBEPEHBI, U YCTAHOBIIEHO HX cooTBeTCTBHE TpeboBaHuaM [IpaBun Haanexate npou3BoACTBEHHOMH
npakTHKH EBpa3mniickoro 3x0OHOMHUYECKOro coro3a.

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

IIpumeuanme: IIpoaykT cooTBeTcTBYET TpeboBaHusiM HJJ 3akaouenne: OJOBPEHO

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

TToaroroeneHo: @ [IpoBepeHo: @) Onobpeno: Menemxep / PykoBsoanTenb
S

Date / Date / Date / Wy

Jara: r)’% = Lol Jara: 28012026 Jlara:






