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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A

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

MpoaywrT: Pa3o®, tablierku, NoKpuITLe KHINey HoOpacTBOpuMoii obosoukoii, 20 Mr

Market / Peinok : Russia / Poccust

Batch No. / . C2512855 Batch Quantity / ; 1500000 tab /

Cepus Ne Pasmep cepan 1500000 a6

Analytical Report No. / . Date of Analysis / .

AHasuTHYeCKHii oT9eT Ne =E0001B4 5525 JaTa ananmnsa ? 23/10/2025

Date of Manufacture / . Date of Expiry / .

Jarta nponssoncrea BI210572025 I'oaen no P 31/07/2027

Mfg. License No. /

IIpou3sBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N2(004603)-(PT-RU)
aAuuensusa Ne

Analysis performed according ND No / Ananus nposenes mo HJU Ne: JII-Na(004603)-(PT-RU)-130224

Pagelof5/Crp. 1 u35

Ne

Test / IlokaszaTean

Result / Pe3ysbTaTh!

Specification / Hopma

1

Appearance / Onucanune

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. Off-white tablet core on
cross-section. / Kpyrurte,
ZBOSIKOBBIMYKJIbIE TAOIETKH, ITOKPBITEIE
060J10uKOi#f CBETIIO-KENTOTO LBETA C
MapKHpPOBKOH KpacHOro LBeTa «RB20»
Ha OfiHO# cTopoHe. Ha nonepeunom
paspese sapo nouTH 6esioro LpeTa.

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. /
Kpyrnzle, 1BOAKOBLIMYKIbIE TabneTicH. MOKPbIThIE
060/104KOMH OT CBETIO-XKENTOr0 10 KETTOro LBeTa
€ Mapk1poBKOH kpacHoro upera «RB20» Ha omHoil
cropoHe. Ha nonepeunoM paspese sapo ot 6enoro
L0 oYty 6enoro nBera.

Identification By HPLC /
Haentudpnxamua 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
YIOEpPKUBAHHA OCHOBHOTO THKA Ha
XPOMAaTOrpamMme HCIBITYEMOTO PacTBOpa JOJHKHO
COOTBETCTBOBATh BPEMEHH YIEPXKHBAHNA
OCHOBHOTO MHKa Ha XpOMAaTOTpaMMe pacTBopa
CTaHaapTHOro obpasua pabenpaszona HATpus
(paznen «KonuuecTBeHHOE ONIpEiENeHHEY).

Average weight /
Cpenusns macca

204.58 mg /204,58 mr

212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 mr+5 % (ot 202,05 mr po 223,31 mr)

Remarks : The Product confirms to ND/
INpumeuanne: IIponyxt coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

b o)
Prepared by / Checked by / o —-<"_Approved by: Manager/Executive /
IloarotorneHo: TTposepeno:( L= Onobpeno: Menemxep / i;;gao,umenb
Date / Date / /-(O — 04 5‘ Date / aI A ,_s\}\,(
Jara: 13 -0 JZO{I( Jara: 23 2 JHara:
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Razo”, enteric-coated tablets, 20 mg ]
\Mponyxr: Pa3o®, TabaeTkn, nokpeireie KHLeyHopacTropHmoii obonoukoii, 20 mr

Market / PoiHox : Russia / Poccust

Batch No. / . C2512855 Batch Quantity / . 1500000 tab /

Cepun Ne ) Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ : 890001843523 Date of Analysis / . 23/10/2025
AHanuTHYeCKHii oTyer Ne JlaTa ananuza

Date of Manufacture / : 12/08/2025 Date of Expiry / . 31/07/2027

Mata npou3Boacrea T'ogen no

Mfg. License No. /

IIpounssoacTeeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-N2(004603)-(PT-RU)
Januensis Ne

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

=

Page2 of 5/C1p.2 m35

Dissolution / PacTBopenue

Unit-1/Equunna-1 4%
Unit-2/Eqyunua-2 3%
Unit-3/Eauunua-3 4%
Unit-4/Equnvua-4 3%
Unit-5/Equunua-5 3 %
Unit-6/Equnnia-6 4%

Average / Cpend. 3Hauenue: 4 %

In 0.1 M hydrochloric acid solution — not more than
10 % of C1sH20N303SNa (Rabeprazole sodium) label
claim in 2 h / B 01 M pacrsope
XJIOPHCTOBOJIOPOJHOM KUCIIOTH — He 6onee 10 % oT
HOMHHAJIbHOTO conep)KaHus CisH20N303;SNa
(pabenpazon Hatpus) yepes 2 4.

Unit-1/Equauna- 1 85 %
Unit-2/Equanna-2 84 %
Unit-3/Eaunuua-3 86 % |
Unit-4/Eaqunanua-4 80 %
Unit-5/Enquuuua-5 89 %
Unit-6/Eaunnua-6 87 %

Average / Cpenn. 3Hauyenue: 85 %

In buffer solution pH 8.0 — not less than 75 % (Q) of
CisH0N303SNa  (Rabeprazole sodium) label claim
in 60 min. / B 6ydeprom pacreope pH 8,0 — He meHee
75% (Q) OT HOMMHAIBHOrO  ComEpXKAHHS
Ci3H20N3035Na (paGenpazon Hatpys) uepes 60 muH.

Related Substances /
PoacrBenHbie npuMecn

Rabeprazole N-oxide/
Pabenpazona N-okcun

Rabeprazole Sulfone/ PaGenpazona
cynsdboH

Rabeprazole Methoxy analog/
PaGemnpazoia METOKCH aHaJIOT

Rabeprazole Chloro analog/
Pabenpasona xyiopo aHajor

Rabeprazole Sulphide/
Pa6enpazona cynsbun

Rabeprazole Related compound A/
PaGenpasona poacTseHHas
npumecs A

Not detected / He 0bHapyxena

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

0.09% / 0,09%

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 o6HapysxeHa

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

0.04% / 0,04%

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

Not detected / He obHapykeHa

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

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipogyxr coorBercTBYeT TpeboBanusm HJ

1

Conclusion : APPROVED /
3akmoyenne: OJJOGPEHO
5

=

Approved by: Manager/Executive /

Prepared by / Checked by L—3-, ys » E

Iloarorosnexo: y I1 posepem?{?? = Onobpeno: Menemxep / Pykoso iiutensb
Date / 927 — lO~Lo § Date / 2.9~ 2025 Date / a3 b o
Hara: JHata: Hara:
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y °® CERTIFICATE OF ANALYSIS
Dr. Reddy S q." CEPTHOUKAT AHAJII3A

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

[ipoaykr: Pa3o”, TabneTkn, NoKpsiThie KiIEYHOPACTEOPHMOIT 000510%KOI, 20 Mr

Market / PoiHox : Russia / Poccus

Batch No. / . C2512855 Batch Quantity / . 1500000 tab /
Cepun Ne Pasmep cepun 1500000 ta6
Analytical Report No. / . Date of Analysis /

Anaymraaecinit oraer No : 890001843523 JIsTs ananmsa : 23/10/2025
Date of Manufacture / . Date of Expiry /

[ ——————— : 12/08/2025 Topett 1o 1 31/07/2027
Mfg. License No. /

IIpousBoacTBennan : 59/RR/AP/97/E/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
auuenzus Ne

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

Page3 of 5/Crp.3 w35
Rabeprazole Related compound C/ Not detected / He o6Hapyxena Not more than 0.5 % / He 6onee 0,5 %

Pabenpazona poacTBeHHas
npumech C

Specified Impurity at Not more than 0.5 % / He 6osnee 0,5 %
about RRT 1.37 Not detected / He o6HapyxeHa
(Mass m/z=310

Imidazole) / [Tpumecs npu RRT

1,37 (macca m/z=310 umunazon)

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

about RRT 1.51
(BiSss nijz=do6 Benso Not detected / He o6HapyskeHa
imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
GeH3MMU 33012 afNyKT)

Individual unidentified impurity / Not more than 0.2 % / He 6onee 0,2 %
Enpnminas Below BDL (BDL= 0.1 %) / Hinxe
HeUAEeHTH(UIMPOBAHHAS NIPUMECEH fopora perncrpatw (TP 0,1 %)
Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
npuMece

6 |Residual Solvents content / 1343 pg/tab / 1343 mkr na Tabnerky |Isopropanol —not more than 2621 pg per tablet /
OcrarTouHble OpraHu4ecKHe HMzonponaHon — He 6osiee 2621 Mkr Ha TabneTky
pacTBOpUTEIH

7 |Uniformity of dosage units / 10.2/10,2 Acceptance value (AV) should be not more than
OaHOpOOHOCTH JO3HPOBAHHBIX 15.0. / Tlokaszarens npHemieMoctd (AV) momkeH
eAMHHIY 6BITEL He 6onee 15,0.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenne: OJOBPEHO

Ipumeuanue: [TpogyxT coorBeTcTBYeT TpeOoBaHusam HJJ
. 7

Prepared by / Checked by / /ﬁﬁ/// Approved by: Manager/Executive /
IoarotoBneHo: & Hpoaepei-W Ono6peno: Menemxkep / Pg‘,ﬁ}foumenb

Date / 2 —(0 —1pn X~ | Date/ 2.2-(O-20op4 | Date/ a3 —10 ~Soy

Hara: Jara: JlaTa:
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3A

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

Hpoayxr: Paso”, Tabnerks, MOKpHIThIE KHLIEYHOPACTBOPUMOIT 06010YKOT, 20 MP

Market / PoiHOK

: Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: C2512 .
Cepns Ne 12855 Pasmep cepun * 1500000 Tab
Analytical Report No. / . Date of Analysis /
AHaJuTHYeCKHii oTyeT No ol ata anaamza m231102005
Date of Manufacture / . Date of Expiry /
fata mponssogcTEs 3 12/08/2025 Tomen 10 : 31/07/2027
Mfg. License No. /
Ilpoussoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JHUeH3us Ne

Analysis performed according ND No / Anaans nposenen mo HJT Ne: JIT-No(004603)-(PT-RU)-130224

Page4 of 5/Crp. 4 w3 5

Microbiological purity*/ Muxpo6uosornueckas uncrora*

a) Total aerobic microbial count /
Obiee ync0 aspobHBIX
MHKPOOPraHH3IMOB

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

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

b) Total combined yeasts and
mould count / O6iee yncno
IPOMNOKEBBIX U TIECHEBBIX rPHGOB

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

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

¢) E.coli

Absentin 1g/
OtcyrcTByeT B It

Shall be absent in 1g /
JlomxHs! oTcyTcTBOBaTH B 1 T

Assay / KonnuecTBenHoe
onpeneeHHe

19.2 mg/ 19,2 mr

18.0 t0 22.0 mg of Ci3H2N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 Mr go 22,0 mr CysH20N303SNa
(pabenpazon Hatpus) (ot 90 oo 110 % ot
HOMHHAJIEHOTO COJIEpKaHus1) B TabJieTke.

10 |Packaging / YnaxoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnetok B 6auctepe uz (IIBX/AJIIIA)
¢oneru / amomurnesoit gossry. 2
6nucrepa BMeCTe C JIHCTKOM-
BKJIA/(BIIEM B MTA4YKy 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 Ttabrnerok B 6nucrepe wu3
(IIBX/AJUTIA) ¢onsru / amomuHuesoii ¢ponsru, ITo
1 mnu 2 6ucTepa BMECTE C JIMCTKOM-BKJIABIIIEM B
NayKy KapTOHHYIO.

\API name / HaumenoBanue AD®C:

Rabeprazole sodium / PaGernpa3zon HaTpus

INN/MHH:

Rabeprazole / Pabenpazon

Homep cepnn cyGcranumn
npoussogureasn I'JIP:

API manufacturer batch number / ACSHO000828
Homep cepun nponssoauresia ADC:
FP Manufacturer API Batch number /

FCSAQ00512

Remarks : The Product confirms to ND/
Ipumeuanue: [TpogykTt cooTBeTcTBYET TpeboBanusaM HJT

~

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

-~y

¥ Approved by: Manager/Executive /

Prepared by / Checked by / —— 2 /

IoarorosieHo: & HpOBepCHO:Cg/;?% OnobpeHo: Menemxep / Pyl.(OBOJIHTeHB
Date / o Date / D 2~ O~224-< | Date / 30 o
Jlara: JA—(o -0 =3 Jara: Jara:
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9 240 CERTIFICATE OF ANALYSIS
Dr.Reddy’s ‘.‘ CEPTH®HKAT AHAJII3A
’1’—1'0(] uct : Razo”, enteric-coated tablets, 20 mg ]

Hpoayrkr: Pazo”, tadnerkn, NOKPEITHIE KMIIEYHOPACTBOPHMOIT 06onoukoii, 20 Mr

Market / Poisok : Russia / Poccus

Batch No. / . C2512855 Batch Quantity / . 1500000 tab /

Cepus Ne Pasmep cepun 1500000 ta6

Analytical Rep03't No./ . 890001843523 Date of Analysis / . 23/10/2025
AHanuTHYecKHit oTyeT Ne Jiara anaanza

Date of Manufact.ure / . 12/08/2025 I?ate of Expiry / . 31/07/2027

MlaTa npon3BojcTsa l'ogen go

Mfg. License No. /

ITponssoncTBenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHueH3us Ne

{Analysis performed according ND No / Auanus nposenen no HJI Ne: JITI-No(004603)-(PT-RU)-130224
PageSof 5/Crp.Su3 s

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India ]
Hpouseoautens A®C, crpana: H-p Penau'c JTaGoparopuc JIta., Muaus.

g;:;e;]::grc ‘:flsr’ifl“tshi‘t’: '/Zét;‘l’l’t‘rzzlf;’: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / g Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India

Ha e €HOBaHHe, aJpeC W HOMep JIHIEH3HH (License No SO/RR/AP/97/F/R)

HMEHO i elg R eﬁp o IponsBorcTBenHOE Moapasaenenue - 3, yuactku Ne 41, uacts 42, uactp 45 u yacts
FEROIUETAIH ocylu BJ::"Om 46, bayynannu (Bunnanx), bawynannm (Mannan), Meguan Mankamxrupu (Huct.),
TPOH3BOACTBO/KOHTPO.E mrrat Tenaurana, Mnnus (JTnuensus Ne 59/RR/AP/97/F/R)
kauecTBa/Beimyck [JID /

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 establisheds.

3akmioueHne 0 COOTBETCTBHH: «HaCTOAIMM 51 IONTBEPKAAIO, UTO IPUBEAEHHAS BBIIE HHYOPMALWS ABJISETCSA JOCTOBEPHOH M TOUHOH.
Ota cepus NPOAYKLMH NpoU3BeaeHa (BKITIOYas ymakoBKy (MapkHPOBKY) H KOHTPOJIb KA4ecTBa) Ha BHIUIEYKAa3aHHON NPOHU3BONCTBEHHOM
nomanke (MIOMWanKax) B MOJIHOM COOTBETCTBHH ¢ TpeGoBaHusmu IIpaBun Hajexallell NPOM3BOACTBEHHOM NPAKTHKH EBpasuiickoro
akoHOMH4Yeckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGOBaHUSIMH KOHTPONS KauyecTBA JIEKAPCTBEHHBIX
CPE/CTB, a TakKe B COOTBETCTBHK CO CMENH(PUKAUMIMHE, COAEPKAMUMHCS B PETHCTPALIMOHHOM JIOChE CTPAHBI-MMIIOPTEpA. 3arHcH 1o
NPOU3BOACTBY, YIIAKOBKE U aHAJIU3Y MPOBEPEHDI, U YCTAHOBJIEHO HX COOTBETCTBYE TpeGoBanusM [IpaBun Hamnexaineil IpoM3BOACTBEHHOM

NMpaKTHKH EBpaSP[ﬁCKOFO 3KOHOMHYECKOro Coro3a».

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3akiaouenue: OJOBPEHO

IIpumeuanne: IIponykt cootBeTcTBYET TpeboBanusam HJT

Pt

Prepared by / A Checked by *‘//7 o ﬂ,r;-‘-—ff:r Approved by: Manager/Executive /
I[1oArOTOBIEHO: (£~ ﬂ.poaepeHW Ono6peno: Menemxep / gy/'x/qﬁoz[menb

Date / Iy — Date / ~20). Date / A0~
230~ Tt 2270 5 Tata:

Hara:




