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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg
IMpoaykr: Pazo®, Tabnerky, NOKpLITHE KHlEUHOPACTBOPHMO# o6ostouKoH, 10 mMr

Market / Poinok : Russia / Poccust

Batch No. / , Batch Quantity / 700000 tab /

Cepus Ne + C2510086 Pasmep cepuu 700000 Tab

Analytical Repourt No./ . 890001834178 Date of Analysis / . 31/08/2025
AHARUTHUSCKHUI oTueT N2 JlaTa ananusa

Date of Manufacture / . Date of Expiry / .

JlaTa npou3BoAcTBa  28/06/2025 Tonen ao t 31/05/2027

Mifg. License No. /

TMpoussoacTeHNAS : 59/RR/AP/9T/E/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
anuensns Ne

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

Pagelof6/Crp.1u3 6

Ne Test / IToxkaszarenn

Result / PesyabTaTel

Specification / Hopma

1 | Appearance/ Onucanne

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section. /
Kpyribie, 1BOSAKOBBINYKJIbIC
TabNeTKH, HOKPBITHIE 000J0UKOM
KOPHYHEBATO-PO30BOTO 1{BE1A ©
MapKHUPOBKOH YEPHOro 1BeTa
«RB10» na onuoii cropone. Ha
onepevuHoM paspese aapo 6eJioro
BeTA.

Round, biconvex, pink to brownish-pink
coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyribie, IBOSKOBBITYKIIbIE
TabNEeTKH, TOKPBITEIE 060J0UKOH OT PO30BOro
10 KOPHUYHEBATO-PO30BOTO LIBETA C
MapKupoBKoi uepHoro ysera «RB10» Ha
onHol cropone. Ha nonepevnom paspese sjipo
ot 6eJsioro Jio mouTtH 6€10ro nBeTa.

2 | Identification By HPLC /
Nnentndguxanus BIKX

Complies as prescribed /
CoOTBETCTBYET TPeOoRaHMIM

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). /
Bpewmst yAepK1BaHus OCHOBHOIO KA Ha
XpOMaTorpaMme HCHBITYyEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATh BPEMEHH
YZIEpXKUBAHHS OCHOBHOTO MHKA Ha
XpoMmaTorpamMme pacTsopa CTanfapTHOro
obpasua pabenpasona Hatpus (pasaen
«KOH4eCTBEHHOE OIIPEACTIEHHE).

3 | Average weight /
Cpennsist Macca

107.64 mg /107,64 mr

109.30 mg + 7.5 % (101.10 - 117.50 mg) /
109,30 mr £ 7,5 % (ot 101,10 Mr o 117,50
MI)

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoj1yKT COOTBETCTBYET tpebosanusam HJJ

Conclusion : APPROVED /
Baxunouenue: OJJOBPEHO

o]

Prepared by / . 63( “Checked by /
HO)IFOTOBIIGHW HpoBepe@,/\/ ,,

Approved by: Manager/Executive /
Opo6peno: Menemiep / PykooauTelib

A=

Date /
Hara:

OG5 |1-202-5

Date /
Jlara:

OS5 ~20245~

Date /
Hara:

é(L\ {—202{
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg
Mpoayer: Pazo®, TaGitetku, nokpeitsie KHUIEYHOPACTBOpUMON 0boJoukoii, 10 mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 700000 tab /
Cepusn Ne : C2510086 Pazmep cepun 700000 Tab
Analytlcal Repourt No./ . 890001834178 Date of Analysis / s 31/08/2025
Anajaurnyecknii oruer Ne » JaTa anannsza
Date of Manufacture / . 28/06/2025 Date of Expiry / : 31/05/2027
JaTa nponssoacrea T'ogen xo
Mfg. License No. /
TponsBoacreennas : 59/RR/AP/9T/F/IR MA number: / Homep PV : JHII-N2(004603)-(PT-RU)
JIHUEeH3Ust No
Analysis performed according ND No / AHaninz npoBejes no HJI Ne: JUI-Ne(004603)-(PT-RU)-130224

Page2 of 6/ Ctp. 2 u3 6

4 | Dissolution / Pacteopenne

In 0.1 M hydrochloric acid solution — not more
than 10 % of CigHy0N;03SNa (Rabeprazole
sodium) label claimin 2 h. /B 0,1 M pacTBope
XJIOPUCTOBOJXOPOAHOH KHCIOTHI — He 6ojee
10% or  HomuHanbHOrO CoOepxKaHUs
CisH20N303SNa (pabenpazon HaTpus) yepes 2
q,

Unit-1/Ejunauna-1 3%
Unit-2/Eqununa-2 2%
Unit-3/Equnnna-3 4%
Unit-4/Eqununa-4 4%
Unit-5/Equanua-5 4%
Unit-6/E nuania-6 2%
Average / CpenH. 3Hauenue: 3 %
Unit-1/Eqnauna-1 77 %
Unit-2/E qununa-2 82 %
Unit-3/Exununa-3 76 %
Unit-4/E nuanna-4 80 %
Unit-5/E quauna-5 76 %
Unit-6/Eqununa-6 79 %
Unit-7/Epuauna-7 84 %
Unit-8/Eqununa-8 80 %
Unit-9/E quanna-9 80 %
Unit-10/Eguanua-10 83 %
Unit-11/Epunanna-11 81 %
Unit-12/Epunuya-12 85 %

Average / Cpenn. 3uavuenue: 80 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of Ci3H3N30;SNa (Rabeprazole sodium)
label claim in 60 min. / B OyheproM pactBope
pH 8,0 ~ ne mMenee 75 % (Q) or HOMUHANBLHOIO
conepxxanus  CisHzoN3O3SNa  (pabenpason
HATpHs1) Yepes 60 MuH.

5 | Related Substances /
PoacTBennsie npumecu

Rabeprazole N-oxide/
Pabenpazona N-oxcun

Rabeprazole Sulfone/
PaGenpazona cynbhon

Rabeprazole Methoxy analog/
Paleupasona Meroken anajor

Below LOD (LOD =0.008 %) /
Huxe npenena o6uapyxenus (110
=0,008 %)

0.11%/0,11 %

0.05 %/ 0,05 %

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

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

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

Remarks : The Product confirms to ND/
Ilpameuanue: [Iponykr cooTBeTcTBYeT TpeGoBanusam HI
~ /o

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

= Checked by /

Prepared by / /Q /Q/‘/
HOAFOTOBHGHW

Hpompen@ ~L

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosogurens

;‘('

Date /
Hara:

OS [~Jo7E

Ao

Date /

Hata: OS5 ~U1~2024

Date /
Hara:

OF o2t
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

[Product : Razo®, enteric-coated tablets, 10 mg
Ipoayxr: Pazo®, Tabrerkny, MOKPLITHIE KHIICYHOPACTBOPUMO# 06o10uKoit, 10 Mr

Market / Pornox : Russia / Poccus

Batch No. / . C2510086 Batch Quantity / . 700000 tab /

Cepus No Pazmep cepun 700000 Ta6

Analytical Report No. / . Date of Analysis /

Ananutuuecknit oruer Ne + 890001834178 Jlara ananuza : 31/08/2025
|Date of Manufacture / . Date of Expiry /

JaTa npoussoacrea + 28/06/2025 Tonen no # 3110512027

Mfg. License No. /

Mpoussoncreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(004603)-(PT-RU)
JHueH3us No

Analysis performed according ND No / Anaaus nposenen o HJL Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of6/Crp.3uz 6

Rabeprazole Chloro analog/
Pab6enpasona xsiopo anasor

Not detected / He oGHapyxeHa

Rabeprazole Sulphide/
Pa6enpasona cynbdun

0.04 %/ 0,04 %

Al

Rabeprazole Related compound
Pabenpasoia
POACTBEHHAsA MpUMech A

Not detected / He o6HapyxeHa

Rabeprazole Related compound
C/ Pa6enpazona
poacteeHHas nmpumecs C

Below LOD (LOD =0.02%) / Huxe
npezneia obnapyxenus (I1O
=0,02 %)

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / ITpumeck nipu RRT
1,37 (macca m/z=310
UMUJI30I)

0.02 %/0,02 %

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [Tpumecs
opu RRT 1,51 (macca m/z=458
OeH3uMu 30012 AITYKT)

Not detected / He o6Hapyxena

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

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

Not more than 0.5 % / He 60jee 0,5 %

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

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

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

Remarks : The Product confirms to ND/
Ilpameuanue: Ilponykt coorBercTBYeT TpeGopaumusam HI

Y

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by /

. Checked by /

Approved by: Manager/Executive /

HoaroTosneHoy [poBepeny ~ Onobpeno: Menemxep / Pykosoaurenn
| A R

Date / OS~ | D) Date / Date / B

Jara: /2275 Jlara: OS5 ~{1 ~2024 Jara: O S// [ '2/07{
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIV3A

Product : Razo®, enteric-coated tablets, 10 mg
Hpoayxr: Pa30®, Tabnetky, nokprirbie KHIIEYHOPACTBOPUMOH obostoukoi, 10 mr

Market / Poinox : Russia / Poccus
Batch No. / . 2510086 Batch Quantity / . 700000 tab /
Cepun Ne Pasmep cepun 700000 1a6
Analytical Report No. / . Date of Analysis /
’ AHanuTHYeckuii oruer No : 890001834178 JaTa ananusa : 31/08/2025
Date of Manufacture / . Date of Expiry /
Jara npoussoacrsa  28/06/2025 T'ogen no : 31/05/2027
Mfg. License No. /
Hpounssoacreennasn : 59/RR/AP/97/F/IR MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
JIMUEH3HA Ne

Analysis performed according ND No / Anaaus nposejen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Paged4of 6/ Crp. 4 u3 6

Individual unidentified impurity
/ Ennanvnas

Below BDL (BDL= 0.1 %) /

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

npumecei

HEHJICHTH(HLMpOBaHas Hwxe nopora perucrpauun (ITP
{IpHMech 0,1%)
Total impurities / Cymma 02%/70,2% Not more than 2.0 % / He 6onee 2,0 %

6 |Residual Solvents content /
OcTaTounble Oprannyeckue

1091 pg/tab / 1091 Mxr na Tabnetky

Isopropanol —not more than 1379 pg per tablet
/ M3onponanon — He 6osee 1379 MKr Ha

JAO3UPOBAHHBIX €XAHHUIL

PACTBOPHTEJIH TabieTky
7 |Uniformity of dosage units / 6.7/6,7 Acceptance value (AV) should be not more than
Onxnopognocth 15.0. / Tokazatens npuemnemocTu (AV)

Joiken ObITh He Gonee 15,0.

8 | Microbiological purity*/ MukpoGuoiorudyeckast Yyucrora*

a) Total aerobic microbial count
/ O61uee Yuco aspoGHbIX
MHKPOOPraHH3MOB

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

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

b) Total combined yeasts and
mould count / Ob1ee yucso
JPOXKKEBBIX K [LIECHEBLIX
rpuboB

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

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

¢) E.coli

Absentin 1g/
OtcyrcrByer B Ir

Shall be absent in 1g/
JoikHbl oTCYyTCTBOBATH B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykr coorBeTcTByeT TpeOoBanusim HJJ

Conclusion : APPROVED /
3akmouyenue: OIOGPEHO

D
Prepared by / , >5[ Checked by / Approved by: Manager/Executive /
[MoprorosneHo: % ITposepe @ ’7ﬂ OnobGpeno: Meﬂiegmep / PykoBoauTens
st ——— .
Date / O+ o). o | Date/ | Date/ i /" 9o
Hara: - 2075 Jata: (5 1| ~'2~02»S Jara: OS’ N 7(
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CERTIFICATE OF ANALYSIS

Dr.Reddy’s ¢3®

CEPTUDOHUKAT AHAJIVI3A

g &
Product : Razo®, enteric-coated tablets, 10 mg

IIpoayxT: Pazo®, Tabuerku, mokpsIrbie KHII€YHOPACTBOPUMOI oboJtoukoid, 10 Mr

Market / Poinok ¢ Russia / Poccus

Batch No. / . C2510086 Batch Quantity / . 700000 tab /

Cepnn Ne Pasmep cepun 700000 Ta6

Analytical Report No. / . Date of Analysis /

AHajiuTHYecKHil oTyeT No : 890001834178 Jara ananusa ¢ 31/08/2025

Date of Manufacture / ] Date of Expiry /

Jara npoussoacrea : 28/06/2025 Topen xo # 3110572027

Mfg. License No. /

IMpoussoacreennan : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
JHIeH3us1 No

Analysis performed according ND No / Anaaus

nposenen no HJL Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page S of 6/ Crp. 5u3 6

9 |Assay / KonuuecTBennoe

onpeaeneHne

9.7mg/ 9,7 mr 90mg to 11.0mg of C;3sHxN;0:SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Or 9,0 MI' 10 11,0 Mmr C13H20N303SNa
(paGenpazon natpus) (ot 90 mo 110 % or
HOMUHAJILHOT'O CONEPIKaHUsl) B TableTKe.

10 |Packaging / Yuakoska

with a

aJltoMH
BMCECCTC

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister

ITo 15 Tabnerox B Gaucrepe uz
(IIBX/AJI/TTA) donbru /

HavuKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / ITo 15 rabnerok B Oaucrepe wu3
(IIBX/AJUTIA)  ¢onbru  /  amomuHUEBOl
Gonbru. Tlo 1 unm 2 Gnucrepa Bmecte ¢
JMCTKOM-BKJIaJIBILIEM B T1AYKy KAPTOHHYIO.

package insert in a carton. /

HueBo# goneru. 1 6nucrep
C JINCTKOM-BKJIA/IBIIIIEM B

API name / HaumenoBanue ADC:

Rabeprazole sodium / PaGenpazon uarpust

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Howmep cepuu npousBogurteas ADC:

ACSH000227 & ACSH000246

FP Manufacturer API Batch number /
Homep cepuu cyberanuuu
npoussoantest IJIdD:

FCSA00209 & FCSA00210

API Manufactured by & country /
Hpoussoautens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India
J-p Pennn’c Jlaboparopuc Jta., Hugus.

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaunmenoBauue, agpec u HoMep
JIHIeH3UH TJIOMAXICH,
ocyuiecTBJsIIoNnI el
NPOU3BOACTBO/KOHTPOD
xayecTsa/Bpinyck I'JI® /

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

IIpoussouncTBeHHoe noapasaenenue - 3, yuactku Ne 41, uacts 42, vacts 45 1
yacTe 46, bauynannu (Bunnamwk), bauynannu (Mangan), Meguan
Manxamxrupu (Jluct.), wrat Tenaunrana, Unaus
(JTuuensust Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

o

y)

Hpumeuanne: [Tpogykr coorsercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3aximouenne: OJJOGPEHO

Prepared by /
TToxaroroBnen

| Checked by /

HpOBepeHo:"Z 9 ,7ﬂ

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBojiutens

2

Date / Dat

Jara:

OG- 202S

Hara:

Date /
Jara:

e/
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Dr. Reddy’s Q..c‘ CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg
Ipoayxer: Pazo®, Tabnetku, nokpeirbie KALWIEYHOPACTBOPUMOH 060souKoi, 10 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepust Ne + (2510086 Pasmep cepuu 700000 ta6

Analytical Report No. / . Date of Analysis / .

Ananurnyeckuii oruer Ne : 890001834178 JlaTa ananusa : 31/08/2025

Date of Manufacture / ) Date of Expiry / .

JlaTa npowssoxcTBa : 28/06/2025 Tonen 10 : 31/05/2027

Mfg. License No. / '

Hpon3soacTBennas ¢ 59/RR/AP/9T/F/IR MA number: / Homep PY : JUII-Ne(004603)-(PT-RU)

JUueH3us Ne

Analysis performed according ND No / Anaius npoBeseH 1o HJ{ Ne: JITI-Ne(004603)-(PI-RU)-130224 ]
Page 6 of 6/ Ctp. 6 3 6

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».

3aKJnoueHue o cooTBeTCTBHH: «HacTOsIMM 5 IOATBEPICAAIO, YTO MPHBELAESHHAS BILIE MH(OPMAIHS ABJISETCS TOCTOBEPHOM
1 TOUHOH. DTa CepHs MPOAYKIMHA NPOu3BeaeHa (BKIIOYas YIIakoBKY (MAPKHPOBKY) M KOHTPOIIb Ka4eCTBa) Ha BBIIIEYKA3aHHOM
NMPOM3BOACTBEHHOH IUIOMWanKe (MIOM@AKAX) B TNONTHOM COOTBETCTBMM C TpeGoBamusmu IlpaBun  Hajtexaieit
NMPOM3BOACTBEHHON npakTuku EBpasuiickoro skonomudeckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TPeOOBAHHMAMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEJICTB, a TaKke B COOTBETCTBUH CO CIELPUKALMAMEL, coaepKaIMUCs
B PEruCTPALOHHOM AOChE CTPAHBI-UMIIOPTEPA. 3AIIMCH 110 IPOMSBO/CTBY, YNAKOBKE M aHATU3Y MPOBEPEHBI, U YCTAHORIEHO
X COOTBETCTBHE TPeGoBaHHM [IpaBun Hajyexallell TPOU3BOACTBEHHOM pakTHKH EBPasHACKOro SKOHOMUYECKOTO COI03a),

Remarks : The Product confirms to NDY/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboanusM HJL 3akmouenue: OJOBPEHO
Prepared by / e /0/9* | Checked by / Approved by: Manager/Executive /
[ToarotoBiaeHo: T [TpoBepeno, 9 —~ Opnobpeno: Menemxep / Pykosoaurens

o ) et ‘

<> T T

Date / i) oo | Date/ Date / e %7/5'
Hara: = Z Jara: OS5~ ~9p24 | Hara: O S':“ !






