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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

]T’roduct : Razo®, enteric-coated tablets, 20 mg

| Dponywkr: Pa3o®, TabneTkuy, MOKPHITEIE KHIIEYHOPACTROPHMO#! 060510uKO#H, 20 MT

Market / PoiHOK : Russia / Poccust

Batch No. / ) Batch Quantity / . 1500000 tab /

Cepus Ne TFE2205898 Pasmep cepuu * 1500000 Tab

Analytical Repovrt No./ . 890001813535 Date of Analysis / . 31/05/2025

Anaantuueckuii oruer Ne Jara ananusa

Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027

JaTa npon3Boacrsa - - I'ogen no |
Mfg. License No. /

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

JinueH3us Ne

Analysis performed according ND No / Anaau3 nposeaen o HJ Ne: JITT-Ne(004603)-(PT-RU)-130224

Result / PesyabTaThi

Pagelof5/Crp.1m35
Specification / Hopma

|Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section, / Kpyriisie, IBOAKOBBITYKJIbIE
TabNeTKH, DOKPBITEIE 060I0UKOA
CBETJIO-KENTOrO LBETA C MAPKHPOBKOH
kpacHoro ugera «RB20» Ha omHOi
cTopoHe. Ha monepe4ynom paspese sapo
Gesoro Leera.

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. /
Kpyriisie, BOSKOBBIMYKIbIE TAOIETKY, TIOKPBITBIE
0605I04KOIf OT CBETMIO-XKENTOrO A0 KEATOrO LBETA
€ MapKupoBKo#i KpacHoro ugeta «RB20» Ha oaHOM
ctopoHe. Ha nonepeyHoM pazpese 11po ot 6enoro
1o noutk Henoro usera.

Complies as prescribed /
CootBeTcTBYyeET TpeOOBaHUAM

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
yIep)KUBaHHUS OCHOBHOIO ITHKA Ha
XpOMaTOrpaMMe HCIIBITYEMOrO PacTBOPa AOMKHO
COOTBETCTBOBATH BPEMEHH YAEPKHBaHU
OCHOBHOT'O [THKA Ha XpOMaTorpamMMe pacTBopa
crauaaptHoro obpa3sua pabenpazona HaTpus
(pazpen «KonuyecTBeHHOE ONPEAEIICHHEN).

| Ne Test / Iloka3zaTens
1 | Appearance / Onucanue
2 | Identification By HPLC /
Haentndpurannsa BIKX
3 | Average weight/

Cpegnsisi Macca

203.70 mg / 203,70 mr

212.68 mg £ 5 % (202.05 t0 223.31 mg) /
212,68 Mr £ 5 % (ot 202,05 mr Ko 223,31 wr)

Remarks : The Product confirms to ND/
Ipumeuanue: ITponykt coorBeTcTBYeT TpeboBanusiM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by o /c;zp Approved by: Manager/Executive /
IloxroToBneHo: @\ [IpoBepeHoi = }""y Onobpeno: Menemkep / PykoBoanTens
Date / Date / : Date / = <
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'Dr.Reddy’s Qf:‘

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A

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

Mpoaykt: Pazo”, TabneTkn. NOKpHITHIE KMIIEYHOPACTBOPUMOit 0605104KOiA, 20 Mr

Market / Peinox : Russia / Poccus

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

Cepust No F€2505898 Pazmep cepun 1500000 Tab

Analytical Repovrt No./ . 890001813535 Date of Analysis / . 31/05/2025
AHaguTHYecKHii oTyeT Ne Jara anaanza

Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027

Jara npoun3Boacrea T'ogen go - -

Mfg. License No. /

IIpoussoacTBeHHAN 1 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHneH3us Ne

Analysis performed according ND No / Anasinz nposeaer no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/ Crp.2 m3 5

4 | Dissolution / PacTBopenue

Unit-1/E qununa- 1 2%
Unit-2/Eguanna-2 3%
Unit-3/Equunna-3 2%
Unit-4/E qunva-4 5%
Unit-5/EniHuna-5 5%
Unit-6/Enunnua-6 2 %

Average / Cpens. 3Hadenne: 3 %

In 0.1 M hydrochloric acid solution — not more than
10 % of C13H20N303SNa (Rabeprazole sodium) label
claim in 2 h. / B 0,1 M pacrsope
XJIOPUCTOBOJOPORHOM KUCIIOTHI — He 6oniee 10 % oT
HOMUHaneHOTO  comepxauns  CigHyoN3O3SNa
(pabernpazon Hatpus) uepes 2 4.

Unit-1/Eqununna-1 87 %
Unit-2/Enunuua-2 88 %
Unit-3/Enquuniia-3 88 %
Unit-4/Enunna-4 88 %
Unit-5/Enuuurua-5 86 %
Unit-6/Epuuuua-6 88 %

Average / Cpenu. 3HaueHue: 88 %

In buffer solution pH 8.0 — not less than 75 % (Q) of|
CisH20N3038Na  (Rabeprazole sodium) label claim
in 60 min. / B 6ydepnom pacteope pH 8,0 —He Menee
75% (Q) oOT HOMHHAIBHOrO  COHEP>KAHHS
C13H20N3035Na (pabenpason Hatpus) yepes 60 MUH.

5 | Related Substances /
POﬂCTBeHHble npuMecH

Rabeprazole N-oxide/
Pabenpazona N-okcun

Rabeprazole Sulfone/ Pabenpazona
cynbdoH

Rabeprazole Methoxy analog/
Pa6enpa3zosna METOKCH aHaJIOT

Rabeprazole Chloro analog/
Pa6eripazona xj0po aHaior

Rabeprazole Sulphide/
Pa6enpasona cynedun

Rabeprazole Related compound A/
PaGenpa3zona poacTBeHHas
NMpUMech A

Not detected / He o6GHapyxeHa

0.10%/0,10%

Below LOQ (LOQ = 0.035 %) / Huxe
Tnpeena KoJIM4ECTBEHHOrO ONpPeIeICHHA
(ITKO = 0,035 %)

Not detected / He 06HapyxeHa

Below LOQ (LOQ = 0.027 %) / Huxe
npenena KOIMYECTBEHHOTO ONpeneIeHHAs
(JIKO = 0,027 %)

Below LOD (LOD = 0.019%) / Huxe
npenena obHapy»xenus (ITO = 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 6onee 0,5 %

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

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

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

Remarks : The Product confirms to ND/
Mpumeuanne: [Tpoaykr coorBeTcTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

IMToarorosneHo: ﬁa
_/

Checked by / X il
TIpoBepeHo: %

~ Approved by: Manager/Executive /
Onob6peno: Menemkep / PykoBoautens

Pl

Date /
JaTa: 31 o025

Date /

B|reS 2045
Jara:

L

Date / l)r—oj',’?/O’/g

Jara:
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

[Product : Razo®, enteric-coated tablets, 20 mg
MpoayxT: Pa30o®, TabneTky, NOKpHITEIE KMIIEYHOPACTBOPUMOIi 060/1049K0iA, 20 Mr

JIHIeH3HA Ne

Market / PbiHOK : Russia / Poccus

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

Cepus Ne % C2505893 Pasmep cepuu * 1500000 Tab

Analytical Repovrt No./ . 890001813535 Date of Analysis / . 31/05/2025
AHaguTHYeCKHH oTUeT No Hata anaausa

Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027

JaTa npousBoacTsa Toxen 10 -
Mfg. License No. /

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

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

Rabeprazole Related compound C/
Pabenpa3ona poAacTBeHHas
npumech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / llpumecs mpu RRT
1,37 (macca m/z=310 umunazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
6eH3MMHIa3001a aAnYKT)

Individual unidentified impurity /
EnuuunuHas
HeuIEeHTHHUIMPOBAHHAS MPUMECH

Below LOD (LOD = 0.02%) / Huxe
npeaena obHapyxenus (I1O = 0,02%)

Page3 of S/ Ctp.3 m35

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

Not detected / e obHapysxeHa

Not detected / He obHapyxeHa

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 perucrpaunn (ITP =0,1 %)

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

Total impurities / Cymma
npuMeceit

0.1%/0,1%

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

Residual Solvents content /
OcTaTo4YHbIe OPraHuYecKHue
pacTBOpUTEH

1194 pg/tab / 1194 Mkr Ha TabieTky

Isopropanol — not more than 2621 pg per tablet /
H3zonpomnanon — He 6onee 2621 Mkr Ha TabneTky

Remarks : The Product confirms to ND/
IIpameuanne: IIponykt coorBeTcTBYeT TpeboBanmsM HJT

LW,

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

L
Prepared by / Checked by / = <] Approved by: Manager/Executive /
IMoarorosneHo: @ ITpoBepeHo: %7% Onobpeno: Menemiep / PykoBoautesb
Date / Date / -2 o) Date/ = e
Jara: Bt o5~ Jlara: 31 Jlara: X)oJ— 20




Dr.Reddy’s ‘f:‘.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykt: Pa3o®, TabneTkH, MOKPHITHIE KMIIEYHOPACTBOPUMOH 060/10UKOH, 20 MT

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / _ 1500000 tab /

Cepus Ne + €2505893 Pasmep cepuu 1500000 rab

Analytical Repovrt No./ . 890001813535 Date of Analysis / . 31/05/2025
AHannTHyeckHii oTyeT Ne Jlara ananusa

Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027

Jata npousBoacrea Togen no

Mfg. License No. /

IMpoussoacTBEHNAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JHUeH3us Ne

Analysis performed according ND No / Auaans nposegeH no HJI Ne: JITI-Ne(004603)-(PI-RU)-130224

Page4 of 5/ Crp. 4 u3 5

Uniformity of dosage units /
OIIHOPOJ.IHOCTL AO3UPOBAHHLIX
eJHHHI

r

5.71715,7

Acceptance value (AV) should be not more than
15.0. / Tlokazarens npuemsieMoctd (AV) momxeH
OwITE He Oonee 15,0.

8 | Microbiological purity*/ Mukpo6uoaoruieckas 4ucrora*
a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
O61ee uncno aspobHBIX Memnee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6iee uucno Menee 10 KOE/r He 6onee 100 KOE/r
IPOOKEBBIX 1 TUIECHEBBIX TPHOOB
¢) E.coli Absentin1g/ Shall be absent in 1g /
OtcyTcTByeT B Ir JIOMKHEI OTCYTCTBOBaTH B 1 T
9 [Assay/ KosnnuecTBeHHOE 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of C1gH20N303SNa (Rabeprazole
onmpejeJieHue sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 MT A0 22,0 Mr C18H20N303SNa
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMMHAJIBLHOTO COAepxKaHus) B Tabnerke.
10 |Packaging / Ynakoska 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
package insert in a carton. / ITo 15
Tabnetok B 6nuctepe u3 (IIBX/AJI/TIA)
doneru / amomuHueBo#H Gosbry. 2
fnMcTepa BMeCTe C JIHCTKOM-
BKJIAZIBIIEM B MAYKy KAPTOHHYIO

blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerox B Omicrepe us3
(IIBX/AJUTIA) donbri / amomunuesoii gonsry. ITo
1 unu 2 6nKcTepa BMECTe C JIMCTKOM-BKIa/IBIIEM B
[ayKy KapTOHHYIO. '

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoaykt coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / { Checked by / D , oA ’;Approved by: Manager/Executive /
[oxarorosnexo: @ IIpoBepeHo: W Onobpeno: Menejuiep / Pykosonurens
Date / - Date / |res 2 opc | Date/ T 2
Jara: 3! ©53~ws Jara: € Jara: L)oS— W
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| Dr.Redd Y,S Q%' CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
[Product : Razo", enteric-coated tablets, 20 mg ]
Hpoxywr: Paso”, Tabnetkn, mokpeiThie KHEYHOPACTEOPHMOIT 06004k, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . (2505893 Batch Quantity / . 1500000 tab /
Cepus Ne ’ Pa3smep cepun " 1500000 Tab
Analytical Repovrt No./ . 890001813535 Date of Analysis / . 31/05/2025
AHagMTHYeCKHMIT oTueT No Jarta ananusza
Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027
Jata npousBoacrsa Togen no
Mfg. License No. /
IpousBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
THueH3ns1 No
Analysis performed according ND No / Ananns nposeaes mo HI Ne: JITI-Ne(004603)-(PT'-RU)-130224

PageSof S/Crp.Su3 5

API name / HanmeHnoBanue A®C: Rabeprazole sodium / Pabenpazon HaTpus
INN / MHH: Rabeprazole / Pabenpazosn
API manufacturer batch number /
Homep cepum nponssoaurens APC: GIERHOORESCIE IR DI
FP Manufacturer API Batch number /
Homep cepuu cyGcTannuu FCRA02709 & FCRA02710
npoussoauTtens I'JI®:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIpoussoantens A®C, crpana: H-p Peanw' ¢ JTaboparopuc JIta., Uanus.
gl‘:“l:f;::grc etflsr’;‘l“‘:‘i‘t’:‘/zét;’l’t‘:i" f;’er ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / g s Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
° N e i mome (License No 59/RR/AP/97/F/R)
a"M:HK" = » AApec 0 _,p JHIEH3HI [IpousBoncTBEHHOE MopazaeneHue - 3, yaactku Ne 41, yacts 42, yacTb 45 1 yacthb
rmo"i":) c_’rBJ:;i:_TBJ;ﬂbmme" 46, bauynannu (Bumnamk), bauynamn (Mangan), Meguan Mankamkrupu (Juct.),
TPON3BOA po wrat Tenanrada, Muaus (Jluuensus Ne 59/RR/AP/97/F/R)
kauecTBa/Boinyck IJID /

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».

3ak/II09eHHe 0 COOTBeTCTBHM: «HacToAMMM 1 TOATBEPXAal0, UTO MPHUBEICHHAs BbILUEe HHOPMALUS ABIAETC JOCTOBEPHOH U TOYHOM.
DT1a cepus NPONYKLHH NMpou3BeneHa (BKIOYas YIAKOBKY (MapKHPOBKY) H KOHTPOJIb Ka4€CTBA) HA BBIUIEYKA3aHHOM MPOU3BOACTBEHHOM
nmnomaake (MJolanKax) B MOJHOM COOTBETCTBHH ¢ Tpebosauuamu [TpaBui Hagsnexalnel Npou3BOJCTBEHHOH NMpakTUkK EBpasuiickoro
skoHoMH4eckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) n TpeboBaHMAMH KOHTPOJSl Kaue€CTBa JIEKAPCTBEHHBIX
CPEACTB, a TAKXKe B COOTBETCTBHH CO CIeLMUKALMAMM, COASPKKALUUMHCS B PECHCTPALIHOHHOM J0Che CTPaHBI-UMIIOpTEpA. 3alluCH Mo
NPOHM3BOACTBY, YIIAKOBKE K aHAJIM3Y NPOBEPEHBI, H YCTAHOBJICHO HX COOTBETCTBHE TpeboBaHKaM [Ipasui Hajuexamen Mpon3BoACTBEHHOH

MPaKTUKH EBp%HﬁCKOI‘O 3KOHOMHYECKOIro COro3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Tponykt cooTBercTByeT TpeboBanuam HJT 3axmouenne: OJOBPEHO

-
Prepared by / Checked by /— - - ‘@ﬂ%.-’-\pprm‘ed by: Manager/Executive /
IloxgrorosieHo: @ l'[posepei~|r£’j_') = —| Ono6peno: Meremxkep / Pykosomutesns

oy,

Date / Date / re G-/ Date / ' e
Jara: 3l -0 ~-225 Jara: BITES S Jarta: ) oL




