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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

Product : Razo", enteric-coated tablets, 20 mg
Mponyer: Pazo®, raGnerku, MOKPBIThIE KHLIIEYHOpACcTBOPHUMOIT oGonoukoii, 20 Mr

AHaauTHYecKHit oTueT Ne

JlaTa aHann3a

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne : 2512854 Pasmep cepun * 1500000 126
Analytical Report No. / . 890001843524 Date of Analysis / . 23/10/2025

Date of Manufacture /
Jdara npon3soacTsa

: 12/08/2025

Date of Expiry /
Topen o

: 31/07/2027

Mfg. License No. /
IlpoussoacTBennan
Huensna No

: 59/RR/AP/97/F/R

MA number: / Homep PY : JHI-Ne(004603)-(PT-RU)

J1
’TAnaI.\*sis performed according ND No / Ananus nposenen mo HJ{ No: JITI-Ne(004603)-(PT-RU)-130224

Page1of5/Crp.1u35

Ne Test / IlokasaTtean

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Onncanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrubie, TBOAKOBBIMYKIIbIE
TabJIeTKH, TOKPHITEIE 060J104KOFT
CBETJIO-)KETOTO LIBETA C MAPKHPORKOEH
KpacHoro useta «RB20» Ha ofgHoit
cTropore. Ha nonepeunom paspese aapo
6eroro 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. /
Kpyrasie, nosikossimykibie Tabnerkn, NOKPBITbie
0607104KO#i OT CBET/IO-KENTOrO 10 HKEJITOTO UBeTa
C MapKHPOBKO#i kpacHoro 1gera «RB20y» Ha ommoii
cropore. Ha nonepeunom paspese aapo or 6enoro
Zo nouty 6enoro ugera.

2 | Identification By HPLC /
HpesTuduxannna BINKX

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
YIAEp>KUBAaHHS OCHOBHOI'O ITHKA Ha
XPOMATOrpaMMe HCTBITYEMOTO PaCTBOPA JOJDKHO
COOTBETCTBOBATh BPEMEHH yIEPKUBAHHS
OCHOBHOTO [MKa Ha XpOMaTorpaMMe pacTBopa
cTaHaapTHOro o6pasua pabenpasona Hatpus
(paznen «KommyecTBeHHOE ONpenENieHHER).

3 | Average weight /
Cpeansisai macca

208.90 mg / 208,90 mr

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

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpameuanne: IIpogyxT coorBeTcTBYET TpebGoBanusm HJT _ | 3axmouenne: OIOBPEHO

A _
Prepared by / N\ Checked by 4;,"‘/" +“Approved by: Manager/Executive /
ITogroroBnexo: / L IpoBepeHo: Onobpeno: Menemkep / PykoBoguTesb
Date / 9% —to 1o 1+ | Date/ 2.2~ 0O~ 2029 Date./ LS SN
Jara: Hara Jara:
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

[T ¥ -
Product : Razo", enteric-coated tablets, 20 mg
Mponykr: Paszo”, tabaeTkn, nokpsiThie KHIIEHHOPACTBOPHMOIT 06010uKOIT. 20 Mr

Market / Poinox : Russia / Poccus
Batch No. / . C2512854 Batch Quantity / . 1500000 tab /
Cepun Ne Pazmep cepun " 1500000 Ta6

Analytical Report No. /
AHanuTH4YECKHIT oTueT Ne

: 890001843524

JlaTa anannza

Date of Analysis /

: 23/10/2025

Date of Manufacture / . Date of Expiry /

P —— : 12/08/2025 ToneH 10 : 31/07/2027

Mfg, License No. /

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

|Analysis performed according ND No / Anaans nposenen no HI Ne: JHI-Ne(004603)-(PT-RU)-130224

Page2 of 5/Cr1p. 2 u3 5

4 | Dissolution / Pacteopenne | Unit-1/Ennanua-1 3% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Enunnna-2 4 % 10 % of C1sH20N303SNa (Rabeprazole sodium) label
Unit-3/Eannna-3 7% claim in 2 h. / B 01 M pacteope
Unit-4/Ennmnina-4 29 XJIOPHCTOBOAOPOAHOM KUCIOTEI — He Gonee 10 % ot
Unit-5/Emnanua-5 5% HOMHWHAJIEHOTO coaep)KaHUs Ci3H20N3;03SNa
Unit-6/Eausmna-6 5% (pabenpasosn Harpus) uepes 2 y.
Average / Cpend. 3nadenue: 4 %
Unit-1/Eaunnna-1 88 % In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/E nnunna-2 83 %  |CisH2N3;03SNa (Rabeprazole sodium) label claim
Unit-3/Eannnia-3 82 % in 60 min. / B 6ydeprom pacteope pH 8,0 — ne Menee
Unit-4/Eqnnnma-4 88 % 75% (Q) OT HOMMHAaNBHOTO  conepxaHus
Unit-5/Ennnnua-5 81 % CisH20N303SNa (pa6enpason Hatpus) uepes 60 mun.
Unit-6/Enunnua-6 88 %

Average / Cpenn. 3Hauenue: 85 %
5 | Related Substances /

PO}ICTBeHHble npHMecH

Rabeprazole N-oxide/
Pabenpazona N-okcun

Rabeprazole Sulfone/ Pa6enpazona
cynshoH

Rabeprazole Methoxy analog/
Pafenpa3oia METOKCH aHajior

Rabeprazole Chloro analog/
PaGenpazona xsiopo aHajor

Rabeprazole Sulphide/
PaGenpazona cynbdhun

Rabeprazole Related compound A/
Pabenpazona poacrseHHas
npUMecs A

Not detected / e obHapyxena

0.09% / 0,09%
0.06% / 0,06%
Not detected / He obHapyxena

0.04% / 0,04%

Below LOD (LOD = 0.019 %) / Huxe
npeaena obuapyxenus (I10 = 0,019 %)

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

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

Not more than 0.5 % / He 6oxee 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/
IIpumeyanne: IIpoayxr coorsercTByeT TpeboBaHusM H]T

A

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

IPrepared by / Checked by o = “Approved by: Manager/Executive /

IToxprorosnexo: & ITpoeepend; &= Onobpeno: Menemxep / PykoBomurens
S—

Date / Date / ~ O Q02| Date/ a34b s

Iarta: 23~lo "7/0')/( Nata: 23 Tara:
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Dr.Reddy’s ‘;.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

iTponywer: Pa3o®, Tabnerki, nokpuirsie KHIIEYHOPACTBOPHMOIT oBonovkoii, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
& 12 :

Cepus Ne 2512854 Pasmep cepun " 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHaJHTHYECKHH 0TYeT Np ISRy Jlata ananusa 2811012025

Date of Manufacture / . Date of Expiry /

P —— : 12/08/2025 Fédisi o : 31/07/2027

Mfg. License No. /

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

Jnunensng Ne

Analysis performed according ND No / Asaaus nposesen no HJI Ne: JIT-Ne(004603)~-(PI'-RU)-130224

Page3 of 5/Crp.3 35

Rabeprazole Related compound C/
Pa6enpasona poacreeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumecs npu RRT
1,37 (macca m/z=310 umuaason)

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumeck rpu
RRT 1,51 (macca m/z=458
6eH3HMMUIa30J1a ANIYKT)

Individual unidentified impurity /
Eonauunas
HenaeHTU(ULIMPOBAHHASA TIPUMECEH

Not detected / He 0BHapy>kena

Not detected / He oGHapyxena

Not detected / He o6HapyxeHa

Below BDL (BDL~ 0.1 %) / Huxe
nopora peructpauus (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 6onee 0,5 %

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

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

6 |Residual Solvents content / 1331 pg/tab/ 1331 mxr Ha Tabnerky |Isopropanol — not more than 2621 pg per tablet /
OcTaTouHble OPraHH4YeCKHne Hzonponanon — He 6onee 2621 MKr Ha TabneTky
pacTBopUTeTH

7 |Uniformity of dosage units / 8.2/82 Acceptance value (AV) should be not more than

OaHOPOAHOCTH JO3HPOBAHHBIX
eANHHUL

15.0. / Tokasartens mpuemieMoctd (AV) posvkeH
65ITh HE Oonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooTseTcTBYeT Tpebosanuam HJI

A}
-~

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO
V)

_+Approved by: Manager/Executive /

Prepared by / Checked by / p,f’?/v

Iloaroroenexo: & ﬂponepe;.x Onobpeno: Menenxep / Py@,umenb
Date / ey Date / O -)o2g| Date/ A~
Jara: 2.2 1o ZO')'( Hara: 237 Hata:
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y °® CERTIFICATE OF ANALYSIS
Dl‘_. Reddy S ‘.’ CEPTHOMKAT AHAJN3A

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

[poayer: Pa3o®, tabnerku. nokpersie KHLIETHOPACTBOPHUMOIT 0Bonoukoii, 20 Mr

JaTa npoussoactsa

Market / Poinox : Russia / Poccus

Batch No. / Batch Quantity / 15060000 tab /
: (@2 8

Cepun No 512854 Paszmep cepun ° 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AHaJqnTHYECKHIi oTyeT No ey Jlara anasnza 231012005

Date of Manufacture / . 12/08/2025 Date of Expiry /

Ve no : 31/07/2027

Mfg. License No. /
ITpoussoacreeHHas : 59/RR/AP/97/F/R

JMHUeH3Hst Ne

MA number: / Homep PY : JIII-Ne(004603)-(PT: -RU)

Analysis performed according ND No / Anaaus nposeges no HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

Page4 of 5/ Crp. 4 u3 5

[8 Microbiological purity*/ Mukpo6uosoruueckas uncrora* ]

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /

Ob1iee 4uco adpOBHBIX Menee 10 KOE/r He 6onee 1000 KOE/r

MHKPOOPraHW3MOB

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

mould count / Obmee uncno Memnee 10 KOE/r He 6onee 100 KOE/r

JPOXOKEBBIX H [JJECHEBBIX [PHOOB

¢) E.coli Absentin 1g/ Shall be absent in 1g /

OrcyTctBYyeT B It JlomxHs! oTCYTCTBOBATL B 1 T
9 |Assay / KosqnvecTBeHHoe 19.4 mg/ 19,4 mr 18.0 to 22.0 mg of C15H20N303SNa (Rabeprazole

onpegesieHne sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 Mr g0 22,0 mr Ci1sH20N303SNa
(pabenpazon Harpus) (ot 90 g0 110 % ot
HOMHHAJIEHOTO COAEPKaHus) B TabeTKe.

10 (Packaging / YnaxoBka 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. / Ilo 15 Ttabnerok B Gnucrepe u3
Tabretok B 6auctepe u3 (IIBX/AJVITA) | (TIBX/AJVIIA) donbry / amomunneroii gonsri. [To
thonbru / amomnnnesoit Gonsri. 2 1 unu 2 6nMcTepa BMECTE C JIMCTKOM-BKJIABIIIEM B
6nrcTepa BMECTE C JIHCTKOM- Ha4yKy KapTOHHYIO.

BKJIABIIEM B NaYKy KAPTOHHYIO
o

API name / Haumenosaune APC:

Rabeprazole sodium / Pabenpaszon Hatpus

INN/MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /
Homep cepnn npoussogutess ADC:

ACSH000869 & ACSH000828

FP Manufacturer API Batch number /
Homep cepnu cyGcTaHUMH
nponspogutens [JID:

FCSA00480 & FCSA00512

Remarks : The Product confirms to ND/

Hpumeyanue: IIponyxt coorBeTcTByeT TpeboBanusm HJL X 3axmouenne: OJJOBPEHO

Conclusion : APPROVED /

P

Prepared by / . “] Checked by L— ﬁ/‘; " Approved by: Manager/Executive /
/s ~ .
Ioarorosneno: [ /=~ Iposepend; 7> Ono6peno: Menemxep / P}g(ﬁ)umenb

Date / VPN~ —Lors Date /

Hara: Jara:

2 3~ ~20 2| Date/ oD b -~

Jlara:
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y °® CERTIFICATE OF ANALYSIS
D.r .Reddy’s ‘.’ CEPTU®UKAT AHAJII3A

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

Mpoaykr: Pa3o®, rabnerkit, noKphiThie KHLIEMHOPACTBOPHMOIi 0bo04Kkoii, 20 Mr

Market / Puinok : Russia / Poccus

Batch No. / . C2512854 Batch Quantity / . 1500000 tab /

Cepusn Ne ) Pasmep cepin " 1500000 Ta6

Analytical Repourt No./ . 890001843524 Date of Analysis / . 23/10/2025

AHagHaTHYeCKMil oTueT No Jarta anannsza

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

Jara nponssoncraa Toxen no

Mfg. License No. /

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

JuneH3usa Ne

Analysis performed according ND No / Auaiu3s nposeaen no HJI Ne: JITI-Na(004603)-(PT-RU)-130224 ]

o PageSof S/Crp. Sm3 5 -
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IlpounseoanuTens A®C, crpana: H-p Pennmu’c JlaGoparopuc JIta., Unnus.
g;’l‘:;::f‘irc iffnf‘l“tsli‘t’:‘/zg‘l’l‘t‘rl;"sff: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / g Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HaumenoBaHne, anpec U HOMep JTHUEH3NH (License No S9/RR/AP/ST/H/R)
ATOMALKEL 0c > eig:_mﬂ eﬁp u Iponssoncreentoe nonpasnenenme - 3, yuactin No 41, wacrs 42, vacts 45 1 yacrs
glll Bl:) c_’mo;’u;l" om.lom 46, bavynanm (Bumamx), Bauynanmm ( Maupan), Memuan Mankamrupn ([ucr.),

TpoM3BoN KOHTP wirar Tenanrana, Mummna (JTuuensus Ne 59/RR/AP/97/F/R)
Kauectea/Beinyck LJI® /

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 i mporting country. Production, packaging and testing
records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is establishedy.

3axmovenne o cooTsercTeHM: «HacToslmM 1 NOATBEPK A0, YTO MPHBEEHHAA BhIlITE vHGOPMaLIHs ABASETCA AOCTOBEPHOIM H TOYHOIL
OTa cepust MPONYKUMH MPOH3BENeHa (BKIIIOYas yMakoBKy (MapKUPOBKY) H KOHTPOIb Ka4eCTBa) Ha BBIILEYKAa3aHHOH NPOU3BOLCTBEHHOM
nnowaske (MIOmWanKax) B MOJHOM COOTBETCTBHM C TpeGosanuamu Ilpasun Hamiexameit NIPOU3BOACTBEHHON MpakTHKK Espasuiickoro
dkoHOMHYeckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGosaHUAMH KOHTDOJI KayecTBa JIEKAPCTBEHHBIX
CPEACTB, 2 TAKKE B COOTBETCTBHU CO CMENMU(HKALUAMY, COAESPNAIMUMHCS B PETHCTPALOHHOM J0CHE CTpaHbI-UMAOPTEpa. 3aIMcH o
MPOU3BOACTBY, YNIAKOBKE M aHAIIU3Y MPOBEPEHEI, M YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHusM [IpaBun naanexaueii mpoH3BOACTBEHHOM

NpaKTHKH EBpBHﬁCKOFO IKOHOMHYECKOTI0 COIO3a».

Conclusion : APPROVED /

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

IIpumeyanue: [Iponykt cooTBeTcTBYET TpeboBanusm HJT
~J

/)

Prepared by / & Checked by /— . , >~ Approved by: Manager/Executive /
Ioarorosnexo: HPOBCPeHo% Onobpeno: MeHemxep / PykoBogurens
s T

Date / Date / 2p2-s | Date/ AT 40 ~ o
L3 ~(o '_LOL)/ Iata: 2310722 Hara: B

Jarta:




