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‘Dr.Reddy’s ‘;.

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoayict: Pazo’, Tadnerku, NOKPLITHIC KMIIEYHOPACTBOPUMOIT 060s10uKoit, 20 Mr

JauueHzusn Ne

Market / Prinox : Russia / Poccus

Batch No. / . (2512859 Batch Quantity / . 1500000 tab /

Cepus No : Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001844117 Date of Analysis / . 26/10/2025
AHaUTHYECKHH 0TyeT No JlaTa aunasmsa

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

HaTa npoussoacTea Topen 0

Mfg. License No. /

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

Analysis performed according ND No / Auasins nposexen mo HJ/L Ne: JITI-Ne(004603)-(PT-RU)-130224

Page1 of 5/Crp. 1 m35

Ne | Test / IToka3aTenn

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. / Kpyrisie, IBOSKOBBIMYKIIbIE
TabNeTKH, MOKPEITbie 060JI0UKOM
CBETIIO-XKEJITOrO LBETA C MAPKUPOBKON
KpacHoro useta «RB20» Ha ogHo#
ctopoHe. Ha nonepeunom pazpese sapo
6enoro upera.

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. /
Kpyrislie, IBOSIKOBBINYKIIbIE TAONETKM, TOKPBITHIE
000JI0UKOI OT CBETIIO-3KENTOTO A0 KEITOro LIBETA
¢ MapKHPOBKO# KpacHoro 1Bera «RB20y» Ha onHoi
ctopone. Ha nonepedHoM pazpeze aapo ot 6esoro
Jio mouTH 6esoro uBeta.

2 | Identification By HPLC /
Hpentnpuxamus BIKX

Complies as prescribed /
CooteeTcTByeT 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). / Bpemst
YIOEP)KHUBAHKS OCHOBHOTO ITHKA Ha
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa JOJDKHO
COOTBETCTBOBATH BPEMEHH YICPKUBAHUS
OCHOBHOT'O IHKa Ha XpoMaTorpaMMe pacteopa
craHgapTHoro obpasua pabenpasona HaTps
(pazpen «KonuuecTBEHHOE OMpeneICHHUE).

3 | Average weight /
Cpeansist macca

209.87 mg / 209,87 mr

212.68 mg+ 5 % (202.05 t0 223.31 mg) /
212,68 mr £ 5 % (ot 202,05 mr mo 223,31 mr)

Remarks : The Product confirms to ND/
Ilpameuanue: [TponykT coorBeTcTBYeT Tpebopanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / ' Checked by l(,—j/z , 2 2C %pproved .by: Manager/Executive /
[Toarorornexo: Hposepenol , &~ Onobpeno: Menemxkep / PykoBonutens
i S~
Date / Date / Date /
- J 17 NS
Jlara: 23 o vk Hara: ? Z Of'Z 46 Jlara: S
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CERTIFICATE OF ANALY

SIS

CEPTUOPUKAT AHAJIU3A

[Product : Razo®, enteric-coated tablets, 20 mg j
IpoaykT: Paso®, Tabnerku, MOKpEITEIE KHILIEYHOPACTBOpUMO#f 06onoukoi, 20 mr

Market / Poinok : Russia / Poccus

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

Cepus Ne s Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001844117 Date of Analysis / . 26/10/2025
AHanuTHYeCKHIT oTUeT No Jata anaausa

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

JlaTa npon3Boacrea Togen po

Mfg. License No. /

IpousBoacTBeHHAas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N¢(004603)-(PT-RU)
JHUeH3HsA Ne

Analysis performed according ND No / Auaans nposeger no HJI Ne: JIIT-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Ctp. 2 m35

Dissolution / Pac;opelme

In 0.1 M hydrochloric acid solution — not more than|

10 % of CisH20N303SNa (Rabeprazole sodium) label

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

XJIOPUCTOBOAOPOAHON KUCIOTH — He Gonee 10 % ot

HomuHaneHOro  comepxanna  Ci3HoN303SNa

Unit-1/Eqununa-1 2%
Unit-2/Equuanna-2 0%
Unit-3/Eqnauna-3 0 %
Unit-4/Epunvua-4 0%
Unit-5/Equunna-5 0%
Unit-6/EauHuna-6 0%

(pabenpazou HaTpus) yepes 2 u.

Average / Cpenn. 3nauenue: 0 %

Unit-1/Enununa-1 90 %
Unit-2/Equnnna-2 90 %
Unit-3/Equnuua-3 90 %
Unit-4/Eqununa-4 88 %
Unit-5/Enuuuna-5 90 %
Unit-6/Equnnna-6 90 %

Average / CpenH. 3HaueHue: 90 %

In buffer solution pH 8.0 —not less than 75 % (Q) of
CisH20N3035Na  (Rabeprazole sodium) label claim
in 60 min. / B 6ydepHom pactsope pH 8,0 — He MeHee
75% (Q) oT HOMHHAIBHOLO  CONEPIKAHUA
Ci8H20N303SNa (pabenpazon natpus) uepes 60 muH.

5 | Related Substances /
PoacTeeHHbIe IpHMeECH

Rabeprazole N-oxide/
Pa6enpazona N-okcua

Rabeprazole Sulfone/ Pabenpazosna
cynboH

Rabeprazole Methoxy analog/
Pa6enpazona MeTOKCH aHanor

Rabeprazole Chloro analog/
Pabemnpazona x10po aHanor

Rabeprazole Sulphide/
Pabenpasona cynsdun

Rabeprazole Related compound A/
Pa6ernpazona poncTBeHHas
npumech A

Not detected / He obHapyxeHa

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

0.10%/0,10%

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

0.06%/0,06%

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

Not detected / He 06HapyeHa

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

0.05% /0,05%

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

Not detected / ne oBHapyxeHa

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

Remarks : The Product confirms to ND/
IIpumenanne: [Ipoaykr coorseTcTByeT Tpebopanusam HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / >
Houromsneun:/ﬁﬁf'/

Checked by /

s
{1 Approved by: Manager/Executive /

Onobpeno: Menemkep / PykosojHTens

Date /

Hara: o3 ~1o~ rork

Date /

AR, Y ~o™

Jlara:
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. ? o9 CERTIFICATE OF ANALYSIS
Dr.Red dy’s ‘_‘ CEPTH®UKAT AHAJIU3A

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

[Mpoaywi: Pazo’. Tabietki, NOKPLITHIE KHIIEHHOPACTEOPHMOIT 00010uKO0H, 20 Mr

Market / Poivok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne e Pa3mep cepun " 1500000 Tab
Analytical Repourt No./ . 890001844117 Date of Analysis / . 26/10/2025
AHanuTnyeckuii oruer No Jara ananu3za

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
JlaTa npousBoacTBa I'ogen no

Mfg. License No. /

Ipounssoacreennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuneH3us Ne

Analysis performed according ND No / Ananuz nposenen o HJI No: JITI-Ne(004603)-(PT'-RU)-130224

Page3 of 5/Crp.3 m35
Rabeprazole Related compound C/ Not more than 0.5 % / He 6onee 0,5 %
Pabenpa3sona poacTBEHHAS Not detected / He obHapyxena
npumeck C

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

about RRT 1.37
(Mass m/z=310

Imidazole) / Ilpumect npu RRT Not detected / ve obuapyxena
1,37 (macca m/z=310 umunazon)

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

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu Not detected / He oGHapyskena
RRT 1,51 (macca m/z=458

6eH3uMHUAa30na anayKT)

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

Ennnnynas

CUIACHTUMHULINPOBAHHAA NMPHUMECH
eRICHTHO LN P Below BDL (BDL= 0.1 %) / Hivke

nopora peructpauuu (ITP 0,1 %)

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

6 |Residual Solvents content / 1514 pg/tab / 1514 mxr va Tabnetky |Isopropanol —not more than 2621 pg per tablet /
OcTtaTouHbie OpraHuYecKue Usonponadon — He Gonee 2621 Mkr Ha TabneTky
pacTBOPHTENH

7 |Uniformity of dosage units / 2.8/2,8 Acceptance value (AV) should be not more than

15.0. / Ilokazarens npuemneMoctd (AV) nomxen

OaHOpPOAHOCTL AO3MPOBAHHBIX
6bITE HE Goutee 15,0.

CIHHHII
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanmsm HJ 3akmouenne: ONOBPEHO

> P
Prepared by / = Checked by / 5 ()ﬂ/ Approved by: Manager/Executive /
[Toxnrorosneno: __.;/l% IMposepen(: - j_'(..-""( = Onobpeno: Menemxep / PykoBourens
= 2 _g/)

Date./ RAB ~ o~ voA— Date'/ DYoL Date'/ A AP N
Jlara: Jara: Jarta:




" Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

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

Ipoaykr: Pa3o®, TabneTku, NOKpbITEIE KMITEYHOPACTBOPHMOI 0607104K0#H, 20 MT

Market / Peisox : Russia/ Poceus

Batch No. / . Batch Quantity / . 1500000 tab /
|Cepun Ne § Conlzsn Pasmep cepun 1500000 tab
Analytical Repovrt No./ . 890001844117 Date of Analysis / . 26/10/2025
AHANUTHYECKHIT oTueT No Jara aHanusa

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
JlaTa nponsBoaACTBA ___|Foaen no

Mfg. License No. /

ITpousBoacTBEeHHasA : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
Juuen3us Ne

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

Paged4 of 5/Crp. 4 u3 5

8 | Microbiological purity*/ Mukpo6uosornueckas 4HcTOTA®

a) Total aerobic microbial count /
O61iee yncno aspobHeIX
MHUKPOOPraHU3MOB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

rb) Total combined yeasts and
mould count/ O6mee yncno
APOXKEBBIX U MJIECHEBBIX IPHOOB

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

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

¢) E.coli

Absentin 1g/
OtcytcTByer B 1T

Shall be absent in 1g /
JomxHb! oTCYTCTBOBaTh B 1 T

9 |Assay / KoniuuecTBensoe
onpesgeseHHe

19.9 mg/ 19,9 mr

18.0 to 22.0 mg of C1sH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr o 22,0 mr CisH20N303SNa
(pabenpazon Harpus) (o1 90 no 110 % or
HOMUHAITBHOTO COAEpKaHKs) B TableTke.

10 |Packaging / Ynakoska

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnerok B 6imcTepe u3 (IIBX/AJI/TIA)
doneru / amomuHueBoii gosbry. 2
61McTepa BMeCTe ¢ JIUCTKOM-
BKJIAJIBILIEM B MaYKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerox B OnHcrepe w3
(IIBX/AJI/TIA) donbru / amromunueBoit goneru. ITo
1 wm 2 6nucrepa BMECTE C TUCTKOM-BKJIABIIIEM B
Mayky KapTOHHYHO.

API name / Haumenosaune APC:

Rabeprazole sodium / Pabenpazon HaTpust

INN / MHH:

Rabeprazole / Pa6enpazon

API manufacturer batch number /

Homep cepuu nponssoanTesnss ADC:

ACSHO000749

FP Manufacturer API Batch number /
Howmep cepun cyGcTaHIMKU TPOU3BOIUTEIH
IJId:

FCSA00518

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuannue: [Mponykt coorBeTcTBYET TpeGoBauusam HJI | 3axmouenne: OJOBPEHO

Prepared by / Checked by - ~ Approved by: Manager/Executive /
MoaroroBnexo: { Iposepen Onobpeno: Menemkep / PyKoBoanTe/ s
Date / AZ - or 1ok Date / ) O~ )N s Date / TR
Jara: Hara: Jara:
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y o @ CERTIFICATE OF ANALYSIS
D r. Red d ys Q.‘ CEPTH®UKAT AHAJIWA3A

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

MpoayxT: Pazo”, raliietky, NOKPHITEE KUILEHHOPACTBOPHMOT 0G0I0NKOH, 20 Mr

Market / PoiHok : Russia / Poccua

Batch No. / . C2512859 Batch Quantity / . 1500000 tab /
Cepust No i Pazmep cepun * 1500000 Ta6
Analytical Repovrt No./ . 890001844117 Date of Analysis / . 26/10/2025
AHaanTHYeCKHiT oTyeT Ne JlaTta ananuza

Date of Manufacture / + 12/09/2025 Date of Expiry / . 31/08/2027
JlaTa npou3sBoacTBa T'ogen po

Mfg. License No. /

IIpousBoacTBeHHas : 59/RR/AP/97/FIR MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Jimuen3us Ne

Analysis performed according ND No / Anasius nposeaen o HJI Ne: JIIT-Ne(004603)-(PT-RU)-130224

PageS of S/ Crp. S u3 5

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

Mpounseoaurens A®C, crpauna: H-p Peanu’c JTaboparopric JIta., Uaous.

:1 Z‘I'I‘:faac‘:g:fs; ;l‘:'/‘"crz:‘é‘;’l"szg /f;releasfP FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
site / Bachupally (Mandal)., Medchal-Malkajgiri (Dist.), Telangana , India
HaumeHoBaHMe, afpec U HOMEp JIMUEH3HH (LicalsaNGISIIRRIARISHIEIR)

ShoniER ocyl,ueCTBJmlomeii ITponzBoacTBEHHOE NMonpasaeneHue - 3, yuactku Ne 41, yacts 42, yacts 45 U yacTh
nponsBonc;‘Bo Yicormpoii e e R 46, bBauynannv (Bruinamxk), bauynanin (Maugan), Measan Mankamkrupu (JIucr.),
D / wtat Tenanrana, Mumus (Jluuensus Ne 59/RR/AP/97/F/R)

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».

3akouenne o cooTBeTcTBUM: «HacTosIUM 1 NOATBEpXkato, YTO MPUBECHHAs BBILIE WH(OPMALHS ABIAETCA NOCTOBEPHOM M TOUHOI.
Ota cepus NpoLyKUHH MPOU3BEEHa (BK/IFOYasl yIIakoBKY (MapKHpPOBKY) W KOHTPOJIb KAYECTBA) HA BBIIIEYKa3aHHOM MPOMU3BOICTBEHHOH
nnowmanke (Tolajkax) B MOJIHOM COOTBETCTBIH ¢ TpeGoBanusamu [IpaBun Hamnexaueil NPOU3BOACTBEHHOM MpakTHky EBpa3uiickoro
skoHomuueckoro cowoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMAME KOHTPOJS KA4YECTBA JIEKAPCTBEHHBIX
CpPENCTB, a TAKXKE B COOTBETCTBHH CO CIEUM(UKALMAMH, CONEPIKALIMMHUCS B PETUCTPALIMOHHOM [0ChE CTPAHBI-UMIOPTEpa. 3alucy Mo
NPOU3BOJCTBY, YIIAKOBKE M aHAJIM3Y MPOBEPEHE], H YCTAHOBIIEHO X COOTBETCTBHE TpeOOBaHHAM [IpaBHI HANEXKAIEH TPOHU3BOIACTBEHHOK

NMPaKTUKH EBpa3Hi:lCl(O]"O 3KOHOMHYECKOIo COrO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusM H] 3akmouenune: OJJOBPEHO
V2l

~

Prepared by / > Checked by / ' [,,ij/ \'ﬁé:pproved by: Manager/Executive /
Ilo gm-rnancﬁu’%/ IMposepeHo: V Onobpeno: Meunemxep / Pﬁﬁz’s}mmenb

Date / _ Date / 2 RO 2)) s Pate / oG A0 oM
Jara: =8 = w2aki- Jara: 22 ITaTa:




