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CERTIFICATE OF ANALYSIS

CEPTUDOHEAT AHAJTH3A

Product : Razo®, enteric-coated tablets, 20 mg
Tlpoaysr: Pazo’, rabiierki, NoKpLITLIC KHIIEYHOPACTBOPHUMON 06onoukoi, 20 Mr

Market / Poinox

: Russia / Poccust

Batch No. / _ Batch Quantity / 1500000 tab /
Cepusi Ne | eSS0 Pazmep cepuum " 1500000 Ta6

Analytical Repourt No./ . 890001867673 Date of Analysis / . 24/02/2025

| AHaTHTHYeCKHIi oTueT Ne Jara ananuza

Date of Manufacture / . 22/12/2025 Date of Expiry / . 30/11/2027

JlaTa npou3BoacTBa Togen no -

Mfg. License No. /

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

Analysis performed according ND No / Auaau3 nposeaen no HJI No: JITI-Ne(004603)-(PT-RU)-130224

Page1of 5/Crp. 1 m35

N Test / Moka3zaTenn

1

Appearance / Onucanune

Result / Pe3yabTaThl

Specification / Hopma

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrible, 1BOSKOBBIMYKIbIE
TabJIeTKH, NOKPHITEIE 0O0TI0UKOH
CBETJIO-XENTOTO LIBETA C MapKHPOBKOit
kpacHoro ugeta «RB20» Ha ogHOI
cropoHe. Ha nonepeuHom paspese sapo
6emoro usera.

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. /
Kpyrnbie, NBOSKOBBIMYKJIbIE TAONETKH, OKPHITIE
0060JI04YKOIf OT CBETIIO-KENTOTO O KEJITOrO LIBETa
¢ MapKHpOoBKOH kpacHoro LBeta «RB20» Ha omHoil
cTopoHe. Ha nonepeynom paspeze aapo ot Genoro
Jo moutu Genoro useTa.

Complies as prescribed /
CooTBercTBYyET TpeOOBaHHUAM

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
yIEep>KUBAHWST OCHOBHOTO Mika Ha
XpOMaTOorpaMMe HCIbITYEMOTO PacTBOpa JOKHO
COOTBETCTBOBATh BPEMEHH YIEPKUBAHUSA
OCHOBHOTO MHKa Ha XpOMaTOrpaMMe pacTBopa
cranaapTHoro ofpasua pabenpazona HaTpus
(paszen «KosuuecTBEHHOE OMpeaeNieHHE).

2 | Identification By HPLC /
Haentudpuxanna BIKX
3 'Amage weight /

Cpeaunss macca

207.99 mg / 207,99 mr

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoaykr COOTBCTng}}gT Tpeboanuam HJJ

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / (/2 2 Q;f
[ToaroToBneno %,;:’/

Checked by /

[TpoBepeng: —7{\

Approved by: Manager/Executive /
Onobpeno: Menemxep / @Boumenb

Date /
Jlara:

28-c2-2008

—

Date /

Date /
JHara:

c\,greaz\ﬁff

26~02 ~2006

Jlarta:




Do
9
Dr. ReddY S Q"- CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Mpoaywr: Pa3o®, TabneTku, NOKPBITEIE KMIIEYHOPACTBOPUMOi 060510uKOoi, 20 Mr

JauueH3ust Ne

Market / Peinox : Russia / Poccusa

Batch No. / , Batch Quantity / 1500000 tab /

Cepus Ne § 62602026 Pazmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001867673 Date of Analysis / . 24/02/2025
|AnaauTavecknii oraer Ne Jara ananusa

Date of Manufacture / . 92/12/2025 Date of Expiry / . 30/11/2027

|daTa npon3zBoacTBa T'ogen a0 L
Mfg. License No. /

TMpouseoacTBeHHAN : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Auanms nposesen mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/Crp.2 w3 5

4 | Dissolution / PacTBopeHue ‘ Unit-1/Eannnua-1

In 0.1 M hydrochloric acid solution — not more than|

| xnmoprcToBOAOPOAHON KHCNOTHL — He Gosiee 10 % oT

10 % of C13H20N303SNa (Rabeprazole sodium) label
claim in 2 h. / B 0,1 M pacreope

HOMUWHANBHOTO coaepKaHNus CisH20N3038Na

i 3 %
Unit-2/Eanuavna-2 1%
Unit-3/Eaunnua-3 2%
Unit-4/Epunuua-4 3%

~ Unit-5/Eanunua-5 1%
Unit-6/Eannnua-6 0 %

(paberipazon Harpus) yepes 2 u.

Average / Cpenn. 3Hauenue: 2 %

In buffer solution ;;H 8.0 —not less than 75 % (Q) of

CisH20N303SNa  (Rabeprazole sodium) label claim

in 60 min. / B 6ydeprom pacreope pH 8,0 — He menee
75% (Q) oOT HOMHHaJNBHOTO  COACPXKAHUA

C13H2oN303SNa (pabenpazon Hatpus) uepez 60 MUH.

Unit-1/Eaunuua-1 91 %
Unit-2/EauHnua-2 90 %
Unit-3/Equunna-3 90 %
Unit-4/Eaunuua-4 89 %
Unit-5/Eavuanua-5 88 %
Unit-6/Eaunuua-6 88 %

Average / Cpenn. 3naderue: 89 %

5 | Related Substances /
PoacreenHble npumecH

Rabeprazole N-oxide/ Not detected / He 06HapyxeHa
Pa6enpazona N-okcug,

Rabeprazole Sulfone/ Pa6enpazona 0.14%/0,14%
cynbdoH
'Rabeprazole Methoxy analog/ Not detected / He oBHapyxeHa

Pabenpa3ona METOKCH aHaor

Rabeprazole Chloro analog/

Not detected / He o6HapyxeHa
PaGenpasona xJlopo aHanor

Rabeprazole Sulphide/
Pabenpasona cynsdun 0.04% / 0.04%

Rabeprazole Related compound A/
Pa6enpazona poACTBEHHAs

Not detected / He o6HapyxeHa
npumech A

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

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

iNot more than 0.5 % / He 6onee 0,5 %

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

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

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

Remarks : The Product confirms to ND/

Npumeuanue: [Iponykr coorsercrByeT Tpedoanuam HJJ
r 0

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / ), /,C/‘::: y Checked by L—_
HO,Z[]"OTOBJ‘ICH ]'lpnsech{_ C*, \ ~F

e

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens
il

Jara: Hara:

Date / 2—6’02“29?/6 Date / ol pp -Tp0d

Date / %M%C
Jara:




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoayxr: Pazo®, TabeTky, NOKPBITHIE KUIIEYHOPACTBOPUMOi 060510uKO#, 20 M

Market / Poinok

: Russia / Poccus

Batch No. / , Batch Quantity / 1500000 tab /
Cepusn Ne 8 C2602026 Pasmep cepun " 1500000 Tab

Analytical Repourt No./ . 890001867673 Date of Analysis / . 24/02/2025

AHanuTHYECKHH oTYeT No JlaTa aHaau3a

Date of Manufacture / . 22/12/2025 Date of Expiry / . 30/11/2027

| laTta npoussoacTea Toaen a0 -
Mfg. License No. /

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

nunensus Ne

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

R;mAep)razBl?Related compound C/
Pa6enpasona poacreeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

Spec;ﬁ ed Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
GeHzuMuaazona aanykKr)

Individual unidentified impurity /
Envnuunas
HEeHAEeHTUHULMPOBAHHAS TPHMEChH

Not detected / He 06Hapy>l<eHa7 o

Not detected / He o6Hapysxena

Not detected / He obHapy»xeHa

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

Page3 of 5/Crp.3 u3 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 0.2 % / He Gonee 0,2 %

Total impurities / Cymma
npuMecei

0.2%/0,2%

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

6 |Residual Solvents content /
OcTaTouYHbIE OPraHHYecKHe
pacTBOpHTeJ’lH

1996 ng/tab / 1996 mxr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
HUzonponaHon — He 6onee 2621 Mkr Ha TabneTKy

7 |Uniformity of dosage units /
OaHOpPOAHOCTL A03HPOBAHHBIX
eAMHHIL

3.9/39

Acceptance value (AV) should be not more than
15.0. / Tlokaszatens npuemnemocti (AV) nomkeH
6uITh He Gosiee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [1ponyxT coorBeTcTBYeT Tpebopanusm HJI

)

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / [)/(2}" _Checked by / Approved by: Manager/Executive /

HOHFOTOBﬂeHW HIWNPC’W \ ,\ﬂ Ono6peno: Menemxep / PykoBonntenn
= i

Date / D.6~-0 -~ D028 Date / Date / sonC

JlaTa: 2 2 JaTa: D b~02~-2028 | Dara: Sl
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Dr.Redd Y’S ‘.0. CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg
IMpoayxT: Pa30®, TabieTku, NOKPLITEIE KMLIEUHOPACTBOPHMOI 0607104KO0#, 20 MT
Market / PeiHok : Russia / Poccust
Batch No. / _ Batch Quantity / 1500000 tab /
Cepus Ne PG L Pasmep cepun * 1500000 Tab
Analytical Repo“rt No./ . 890001867673 Date of Analysis / . 24/02/2025
AHanuTHYeCKHil oTyeT No JlaTa anaausa
Date of Manufacture / . 22/12/2025 Date of Expiry / . 30/11/2027
|laTa npoussoacTBa Topen 1o -
Mfg. License No. /
IpounsBoacTBeHHAN ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI-RU)
JuueH3us Ne
Analysis performed according ND No / Auaans nposegen no HJ{ Ne: JITI-Ne(004603)-(PI'-RU)-130224

Paged4 of S/ Ctp.4u35

'8 Wﬁcrobiological purity*/ Mukpoouonoruyeckas uucrora*

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
O61ee Yuco aspobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHMKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6wee yucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXIKEBBIX U MIECHEBbIX TPUOOB
¢) E.coli Absent in 1g/ Shall be absent in 1g /
OtcyrcTByeT B Ir JloKHBl OTCYTCTBOBATh B 1 T
9 |Assay / KonndecTBeHHoe 19.4 mg/ 19,4 mr 18.0 to 22.0 mg of CgH20N303SNa (Rabeprazole
onpejgeneHue sodium) (90 to 110 % of label claim) per tablet. /

Ot 18,0 mr oo 22,0 mr CigH20N303SNa
(pabenpazon Hatpus) (o1 90 no 110 % ot
HOMMHAJILHOTO COfiepKaHus) B Tabnerke.

10 |Packaging / Ynakoeka 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. / [To 15 carton. / Ilo 15 rabnerok B Omuctepe U3
Tabnerok B 6auctepe u3z (IIBX/AJI/TIA) | (TIBX/AJI/TTA) donbru / amomunaueBoii doasru. ITo
donbru / amomuHueBoit donbru. 2 1 munu 2 6Gauctepa BMECTE € JIUCTKOM-BKIIALBILUEM B
GircTepa BMECTE C JINCTKOM- MayKy KapTOHHYIO.

BKJIQbILIEM B NAa4YKy KapTOHHYIO

API name / Haumenosauune ADC: Rabeprazole sodium / Pabenpa3son HaTpus
INN / MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACSH000472

Homep cepun npoussoauntesnas AD®C:

FP Manufacturer API Batch number /
Homep cepun cybetanuuun FCSA01397
| npoussoauTens [JIP:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoaykt coorBeTcTByeT TpedoBaHusm HJI 3axmouenne: OJJOBPEHO

ol
Prepared by / z 25" | Checked by / Approved by: Manager/Executive /
MoarotoBnenoy. 7 ﬂpoaepw(-\r)\\ P Onobpeno: Menemxep / Pykosoaurens

g ) = = V

Date / P o228 Date / Date / R VW
Jlara: ; Jlarta: 96 —-02~20 2{ Hara:
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-Dr.Red dy’s Q;. CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product : Razo®, enteric-coated tablets, 20 mg |
MpoaykT: Pazo®, TabneTku, MOKpHITHIE KAIIEIHOPACTBOPUMOIt 06010uKOi, 20 MP - - B
Market / Puinox : Russia / Poccus
Batch No. / ‘ Batch Quantity / 1500000 tab /
Cepus Ne 8 IESEHIEES Pazmep cepun * 1500000 Ta6 -
Analytical Repovrt No./ . 890001867673 Date of Analysis / . 24/02/2025
AHaJUTHYCCKHUIT oTyeT No Jarta anaganza
Date of Manufacture / . 22/12/2025 Date of Expiry / . 30/11/2027
Jata npousBoacTsa Topex a0 - o B
Mfg, License No. /
IMpouszBoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JnueH3ns Ne
Analysis performed according ND No / Anasns nposesen mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

~PageSofS/Crp.5n35

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

Tpouszsoautens A®C, crpana: I-p Pepnu’c Jlaboparopuc JIta., MHaus.

g;‘;e;::f‘lrc etflsr’ifl‘g‘tg‘t’er'/zéz‘l’l’tﬂ"sff: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Roliiiss sited Bachupally (Mandal)', Medchal-Malkajgiri (Dist.), Telangana , India

HaumeHoBaHHe, agpec 1 HOMEP JIHUEH3HH e L

R ocy:ILeCTBnﬂlomeﬁ IMpouzBoaCcTBEHHOE NoapasaeeHue - 3, yuactku Ne 41, yactb 42, 9acte 45 U yacts

— C"’I'BO  —— 46, bauynannu (Bunnamk), Bauynamnm (Mangan), Meguan Mankamxrupy (uct.),
P A P wraT Tenanrana, Ungus (JTuueusust No 59/RR/AP/97/F/R)

kavectBa/Bbimyck [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
requitements 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».

3ak/TI09eHHe 0 COOTBETCTBUH: «HacTosUmUM 1 IOATBEPKAALD, YUTO MPUBEAEHHAS BbilIe HHGOPMALIHS ABAAETCS JOCTOBEPHOH M TOUHOI.
DTa cepus NpOAYKIMM MpoW3BeAeHa (BKITIOYAN yNakoBKy (MapKHPOBKY) M KOHTPOb KaueCTBa) HAa BHILIEYKA3aHHON MPOWU3BOACTBEHHOM
unowaaxe (naowankax) B NOJHOM COOTBETCTBUHM ¢ Tpebosanwsmu [IpaBui Haaexalleil NpoH3BOACTBEHHON npakTuky EBpasuiickoro
skoHomHueckoro corwsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6oBaHHAMM KOHTPOJA KAUECTBA JIEKAPCTBEHHBIX
CPEACTB, a TAKKe B COOTBETCTBUM CO CHELM(UKALMAMH, CONEPXHALUMICS B PErMCTPALMOHHOM HOChE CTPaHbI-UMIOpTEpa. 3alucH o
NPOU3BOACTBY, YIIAKOBKE W aHANM3Y MPOBEPEHBI, U YCTAHOBIIEHO HX COOTBETCTBUE TpeboBaHuaM [TpaBun Haasiexalen Npou3BOACTBEHHOM

npakTiky EBpa3niickoro 3kOHOMHYECKOTO CO103a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanwue: [Iponykr coorseTcTByeT Tpebosanusam HJJ 3axmouenue: OJJOBPEHO
[--4
Prepared by / s ﬁ_icn—ﬁ’:’/ Checked by / “ Approved by: Manager/Executive /
TonrotosneHoy s = I'Tpmacpmu@ \,-J Onobpeno: Menemxep / PykoBoauTens
. = /8 / ] S V
/ Date / - Date / “f
Date & ) ate L N
Jara: o2&z .202¢ Iara: 96 ~02 ~92024 | Hara:






