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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJTI3A

E’roduct : Razo". enteric-coated tablets, 20 mg

poaywr: Paso’. TaGnetkn, nokpsirsie KHUWCUHOPACTEOPIMOd obonoukodt, 20 mr

Market / Poinox : Russia / Poccus

Bateh No. / ] Batch Quantity / 1500000 tab / g
Cepusn Ne FE2o10284 Pasmep cepnn 1500000 Tab

Analytical Repourt No./ : 890001834177 Date of Analysis / . 31/08/2025

AnanuTHyecknii otuer No Jara ananuza

Date of Manufacture / . 08/07/2025 Date of Expiry / - 30/06/2027

|/laTa npousBoacTBa __|Toaen xo )
Mfg. License No. / -
MNMpouseoacTeennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIIT-Ne(004603)-(PT-RU)

auuenzng Ne

Analysis performed according ND No / Ananus nposenen o UL Ne: JITI-Na(004603)-(PI'-RU)-130224

Pagelof5/Crp.1u35

Ne Test / MMoka3zaTean

Result / Pesyabrator

—

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, ]?ht-ycllow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriibie, HIBOSKOBBIMYKIIBIC
TAONIETKH, [TOKPLITbIE 060N0UKOI!
CBETJIO-XKENTOTO LIBETA ¢ MAPKUPOBKOI
kpacuoro ugera «RB20» Ha oHoM
cropore. Ha nonepeunom paspese saapo
Genoro uera.

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. /
Kpyravie, aBosikoBbinykible Tabnerky, TIOKPBIThIE
0607104KO OT CBETIIO-XKENTOrO [0 KEATOTO LBETA
€ MapKMpOBKO# KpacHoro 1seta «RB20x» na ogHoi
cropone. Ha nonepeutom paspese sapo or 6esoro
[0 noyTH Besloro LBeTa.

2 | Identification By HPLC /
HUaentudurxauua BIKX

Complies as prescribed /
CooTBeTCTBYCT TPCOOBAHHAM

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
YIEPIKUBAHUA OCHOBHOTO MUKa Ha
XpPOMAaTOrpaMM¢e UCMBITYEMOrO PAaCTBOPA JOMKHO
COOTBETCTBOBATL BPEMEHH YAEPKHUBAHHS
OCHOBHOTO NHKa Ha XpOMaTorpaMMe pacTeopa
craHgapTHoro obpasua pabenpasona HaTpHs
(paznen «KonuuecTBeHHOE OTipeieneHue»).

3 | Average weight /
Cpennsisi macca

210.72 mg/ 210,72 mr

212.68 mg_:t_S % (202.05 to 223.31 mg) /
212,68 Mr £ 5 % (ot 202,05 mr mo 223,31 wmr)

Remarks : The Product confirms to ND/
Ipumeuanne: [ponykT cooTBeTcTBYET TpebosaHusam H/JI

-4

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

“| Approved by: Manager/Executive /

OpnobpeHo: Menemxep / P}'rcm_umnTenM"

Prepared by / ] Checked by /| —, ) Q/c-f‘;

[ToAroToBaEHO: 2 "‘;’;01(1 HPUB‘-‘D‘-‘(__)/ S

Date / 310§ ~2035" Date / 316> & Do) Date./ D22 $
[Hata: Hara: Hata:
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHM3A

Product : Razo", enteric-coated tablets. 20 mg
ITponykt: Pazo®™, tabnerky, nokpersie KHIIEYHOPACTBOPHMOH 000104KOH, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . C2510233 Batch Quantity / . 1500000 tab /

Cepus Ne Pasmep cepun * 1500000 Ta6

Analytical Report No. / . Date of Analysis /

Anannraaecknii oraer No : 890001834177 Mitta ananmas 1 31/08/2025

Date of Manufacture / . Date of Expiry /

T o ——— : 08/07/2025 Foxen 10 1 30/06/2027

Mfg. License No. / o R
IMpousBoacreenuan : 59/RR/AP/97/F/R MA number: / Homep PY : JIM-Ne(004603)-(PT-RU)

tnueH3ns Ne

Analysis performed according ND No / Ananus niposenen mo HJI Na: JIT-Ne(004603)-(PI-RU)-130224

—

4 | Dissolution/ Pacteopenne

Page2of 5/Crp.2 u3 5

In 0.1 M hydrochloric acid solution - n_otmre_thaﬁ]

M pacrsope

Ci1sHy0N;03SNa

Average / Cpenn. 3naucHue: 84 %

Unit-1/Egubnua-1 | 0%
Unit-2/Ennnnia-2 2% 10 % of CisH20N3O3SNa (Rabeprazole sodium) label
Unit-3/Eannuua-3 4% claim in 2 h. / B 0,1
Unit-4/Eaunuua-4 5%  |XJIOpUCTOBOAOPONHOI KMCTOTH — He Gonee 10 % ot
Unit-5/Equnmua-5 1% HOMHHANILHOTO  COAEPMaHMs
Unit-6/Eqnniua-6 1% (pabenpazon natpus) uepes 2 u.
Average / Cpesn. 3Hauenue: 2 %
Unit-1/EnuHnua-1 85 % |In buffer solution pH 8.0 — not less than 75 % (Q) of|
Unit-2/EayHnua-2 82 % CisH20N30:SNa  (Rabeprazole sodium) label claim
Unit-3/Equnanua-3 84 % in 60 min./ B 6ydeprom pactBope pH 8,0 — ne meHee
Unit-4/Enaunnig -4 81% |75% (Q) oT HoMuHAMBIHOrD
Unit-5/Eanunia-5 80 %  |CisHaoN303SNa (pabenpason natpiis) uepes 60 mun.
Unit-6/Eannnua-6 79 %
Unit-7/Eauauna-7 81 %
Unit-8/Eamuuua-8 87% |
Unit-9/Eannnua-9 87 %

Unit-10/Eannnua-10 B 87 %

Unit-11/Equnnua-11 | 87 %

Unit-12/Ennnyne-12 | 83 %

coaepxaHms

5 | Related Substances /
POHCTBEHHble npumecu

Rabeprazole N-oxide/
Pabenpazona N-okcun

Not detected / He oBHapyskeHa

cynbhoH

Rabeprazole Sulfone/ Pabenpazona

Rabeprazole Methoxy analog/
PaGenpazona merokcu aHanor

Rabeprazole Chloro analog/
PaGenpazona xnopo aHanor

Not detected / He obHapy»eHa

Not more than 0.5 % / He 6onee 0.5 %

0.11%/0,11%

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

0.05%/0,05%

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykTt cootBeTcTBYET TpebosaHusm HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

i -] i
Prepared by / Checked by~ __ ©-“"LApproved by: Manager/Executive / W
[Toaroroeneno: @” ‘:E%L [Mposepenc : Opobpeno: Menemxep / PyKOBO,[ll/ITeHb&)\/
Date / 3 | O 2028 Date‘/ g"@%r@ 25 Date./ N -D& 2028
Hara: Hara: Jara:
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CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIM3A

[Product : Razo®, enteric-coated tablets, 20 mg -
[Tpoaywr: Pa3o™, radaerii, mokpriThie KHIIEYHOPACTBOPUMOHN adonoukoii, 20 mr

Market / Potnok : Russia / Poccus

B.atch No./ . C2510233 Batch Quantity / ‘ 1500000 tab /

Cepus Ne Pasaep cepun 1500000 Ta6

Analytical Report No./ . Date of Analysis /

AnanuTaaeciii oraer No : 890001834177 M auanusa : 31/08/2025

Date of Manufacture / . Date of Expiry /

P —— : 08/07/2025 oneH 1o : 30/06/2027

Mfg. License No. / B o
IMpoussoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JI-Ne(004603)-(PT-RU)
JnueH3us No ‘ -

Analysis performed according ND No / Ananus nposenen mo HIT Ne: JITI-Ne(004603)-(PT-RU)-130224 o

Page3 of 5/ Crp.3 u3 5

'Rabeprazole Sulphide/
Pabenpazona cynsdun

Rabeprazole Related compound A/
Pabenpasona poacreennas
nprmecs A

Rabeprazole Related compound C/
PaGenpasona poacreennas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / INpumecs 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
GeH3MMMAA30/1a aANYKT)

Individual unidentified impurity /
Envnnudnas
HEWIEHTUOHULINPOBAaHHAS NPUMECh

Below LOQ (LOQ = 0.027 %) / Husxe
npeaea KOMMYECTBEHHOro onpenecyicHns
(TIKO = 0,027 %)

Not more than 0.5 % / He Gonee 0,-5_0/; o

Not detected / He obHapykena

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

Below LOD (LOD = 0.02 %) / Huxe
npezacna obuapyxenns (IO = 0,02 %)

0.02%/0,02%

Not detected / He obHapy keHa

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

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

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

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

Total impurities / Cymma
npumecel

Residual Solvents content /
OcTaTouHbIe OPTraHHYECKHE
pacTBOpHTENN

0.2%/0,2%

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

" Not more than 2.0 % / He 6ornee 2,0 %

1353 pg/tab / 1353 mxr ua Tabnetky |

-'Isopropanol — not more than 2621 ug per tablet /
W3zonpomnaHon — He 6onee 2621 Mxr Ha TabneTky

Remarks : The Product confirms to ND/
IIpumeuanue: [1ponykT cooTBeTCTBYET TpeboBaHHsM H/

Conclusion : APPROVED /
3axmouyenue: OJJOBPEHO

| —

. i,/’Approved by: Manager/Executive /

Prepared by / 8 Checked by / , 2
[ToarorossaeHo: @4 V\o‘;(‘ﬂ/ I—Ipoﬂcpcn% Onobpeno: Menemxep / PykoBognTen
Date / . Date / e e Date/  Zy—pseoer

JlaTa: 3 |-08§ 2003 JaTa: 8 )8 M" Hara:
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJTH3A

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

HMpoayxr: Pazo”, Tabnerkn, nokpsiThie KMIeUHOPACTBOPHMOi 0GoOOMKOI. 20 MI

Market / Poinox : Russia / Poccus

B‘atch No./ . C2510233 Batch Quantity / . 1500000 tab /

| Cepust Ne Pazmep cepun 1500000 Ta6

Analytical Report No. / . Date of Analysis /

PR : 890001834177 | Rara ananmsa : 31/08/2025

Date of Manufacture / . Date of Expiry /

\Nai oo Enena : 08/07/2025 ToReH 4o : 30/06/2027

Mfg. License No. / S
IMpoussoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JINI-Ne(004603)-(PT-RU)
MuueH3us Ne

Analysis performed according ND No / Anaaus nposenen mo H/1 No: JITI-Ma(004603)-( PT-RU)-130224

_ Pagedof 5/Crp.4m35

Uniformity of dosage units /
OnHOpoAHOCTH A03UPOBAHHBIX
eIMHHLL

7

47747

Acceptance value (AV) should be not more than|
15.0. / Tlokasarens npuemaemocTu (AV) nmomxen
66T He Gonee 15,0.

8 | Microbiological purity*/ MukxpoGuonoruueckas uucrora*®

a) Total aerobic microbial count /
Ob1uee uncno aspobHbIX
MHUKPOOPraHU3MOB

10 CFU/g /
10 KOE/r

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

b) Total combined yeasts and
mould count / O6uiee uucno
APOXOKEBBIX U NIECHEBbIX TPHO0OB

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

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

¢) E.coli

Absentin 1g/
OrcyrcrByer B 1T

Shall be absent in 1g/
HosxHsl otcyTcTBOBaTH B 1 10

9 |Assay / Koauyecrsennoe

19.5 mg/ 19,5 mr

18.0 to 22.0 mg of C3HN3;03SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /

/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnerok B 6nmcrepe m3 ([IBX/AJI/TTA)
¢onbru / amoMuHHeBoM donbru. 2
HnucTepa BMECTE C IMCTKOM-
BKJIaJIBILIIEM B MAYKy KAPTOHHYO

onpegesieHue
Ot 18,0 mr g0 22,0 mr CigH20N303SNa
(pabenpazon Hatpus) (ot 90 1o 110 % or
HOMHHAIILHOTO COAEP>KaHusA) B TabJeTke.
10 |Packaging / ¥YnakoBka | 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil

blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Tabnerox B Onucrepe wu3
(IIBX/AJI/TIA) donbru / amomunuesoii ponsru. Tlo
1 unu 2 Gavcrepa BMecTe € JIMCTKOM-BKNaAbILIEM B
navyky KapTOHHYIO.

API name / Haumernopaune A®C:

Rabeprazole sodium / Pabenpa3zon Hatpus

"INN/ MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npoussoautens ADC:

ACSHO000134

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTseTcTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

* b -
Prepared by / 124 % Checked by . ﬁ_ﬁfa t Approved by: Manager/Executive / \/
TlogrorosneHo: [poseperhs — | Omo6peno: MeHemxkep / Pykosoaurens \—"
Date/ ¢ |0 § — Date / e Date / =D&~ 2028
JHara: 3 § —201¢” Hara: 8 /FOS% Hara:
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Dr. Reddy’s ‘;’ CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

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

Mpoaywr: Pazo®, TaGnerin, MOKPBITHIC KHIIEYHOPACTBOPIMOTT 060104K0M, 20 Mr

Market / Puinok : Russia / Pocens

Batch No. / =—T Batch Quantity / _ 1500000 tab /

Cepun Ne ’ Pasmep cepiin 1500000 Ta6

Analytical Repo“rt No./ . 890001834177 Da.t.e of Analysis / . 31/08/2025
AHanuTHYECKMIT oTYeT No Jlata ananusa

Date of Manufacture / . 08/07/2025 Date of Expiry / . 30/06/2027

Marta npoussoncrea Tonex go -

Mfg. License No. / T
TpoussoacrBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITN-Ne(004603)-(PT-RU)
auuensua Ne _
| Analysis performed according ND No / Auanus nposeaen no /[ Ne: JI[T-M((HJ-I{)OS}~(I’I‘-RU)-130_224_

PageSof 5/ Crp.5u35

FP Manufacturer API Batch number /

Homep cepun cyGeranuun FCSA00213

nponssogurens INid: -

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

Ipoussoaureas A®C, crpaua: H-p Pennu’c JlaGoparopuc JItn., Uuams.

g;me, adfdrt;ss,.authi(t):llzztul)]rtl NloSif;)r/ FTO Unit 3. Survey No. 41, 42 part, 45 part & 46 part. Bachupally (Village),

R lmanu'tac/urmg s ontrofsite Bachupally (Mandal), Medchal-Malkajgiri (Dist.). Telangana , India
EECHSESITE (License No 59/RR/AP/9T/F/R)

M aHHE, A1pec H HOMEp JIULEH3HH
LT eHO:: c & elg)'silmoo eiip H IIponsBoancteenHoe noapasaenenue - 3, yuactku Ne 41, vacts 42, yacts 45 u yacts
R IO n 46, bauynannu (Busnanx), Bauynaann (Mawaan), Meguan Mankapxrupu (Huct.),

MPOH3BOACTBO/KOHTPOTb wrrat Temanrana, Uumns (Jlnuenzng Ne SO/RR/AP 97/F/R)
kayecra/Bbinyck [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 establisheds.

3axntodenue o coorseTcTBHu: «HacTodwKm 7 MOATBEPXK A0, UTO NPUBEACHHAS BhILle HH(OPMALHSA ABJISETCS AOCTOBEPHOMN W TOUHOIA.
Ota cepust MPOAYKUMH NPON3BENEHA (BKItOYAS YMAKOBKY (MapKUPOBKY) M KOHTPOJIb KAa4€CTBa) Ha BbIUIEYKA3aHHOW MPOM3BOACTBEHHOF
niowanxke (M1omaakax) B MONHOM COOTBETCTBHH ¢ TpeGoBanusamy [Tpasun HaanexameH MpoM3BOACTBEHHOH NpakTHkK EBpasuiickoro
akoHOMHUyeckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMSMH KOHTPONA Ka4yecTBA JIEKAPCTBEHHBIX
CPEACTB, a TAlOke B COOTBETCTBUM CO crieLMdUKALUsIMU, COAEPKALMMUCS B PETUCTPALIUOHHOM JOChE CTpaHbI-uMMopTepa. 3anucu no
NPON3BOACTBY, yNAaKOBKE U aHAIHW3Y MPOBEPEHEI, M YCTAHOBIICHO UX COOTBETCTBHE TpeGoBaHusM [IpaBui Hapsexalmeit Mpon3BoICTBEHHOMN

NpakTUKH EBpa3uiickoro 3kOHOMHUYECKOTO COF03ay.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenue: OJJOBPEHO
o>

IIpumeuanue: [IpoayxT cooTBeTcTBYET TpeboBaHHsaM H/ v

;Approved by: Manager/Executive /

TN
’ ; o L /
Prepared by / ' Checked by / L \\
IloarotoBneHo: g7 Q Hpoaequ Onobpeno: Menemxep / P_\_-‘K()Hl)}llﬂcélb_\\_.fff-_

Date / 3109 2008 Date / RO 0L Date/ 3\ —p&—~2D2%

Jarta: Jara: Hara:




