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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Razo™, enteric-coated

tablets, 20 mg

Mpoaykt: Pa3o®, tabnerku. nokpeithie KULIEYHOPACTBOPUMON 060104KO0i, 20 Mr

Market / Peinok

: Russia / Poccus

Jauuensna Ne

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

Cepus Ne # C2508995 Pasmep cepuu 1500000 Tab

Analytical Repovrt No./ . 890001826690 Date of Analysis / . 31/07/2025
AHanuTHYecKuit oTyeT Ne Hara ananusa

Date of Manufacture / . 23/06/2025 Date of Expiry / . 31/05/2027

Marta nponssoacTea T'onen oo

Mfg. License No. /

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

|Analysis performed according ND No / Anaaus nposeaes no H/l Ne: JIT-Na(004603)-(PI-RU)-130224

Page 1 of 5/ Ctp.1u3 5

Ne Test / MokazaTeans

Result / PesynasTaThi

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriele, ABOAKOBbLIMyKIbie
TabNETKH, NOKPBIThIE 060M0UKOH
CBETJIO-XKENTOTO LIBETA C MAPKHUPOBKOI
KpacHoro useta «RB20» Ha onHoit
cropoHe. Ha nonepeunom paspese aapo
Genoro 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. /
Kpyriibie, IBOSKOBBIMYKITbIE TAGIETKH, MOKPHITHIE
060JIOYKOl OT CBETINO-XKENTOTO A0 KENTOrO 1BETA
C MapKupoBKO# kpacHOro LeeTa «RB20» Ha oaHoii
cropoHe. Ha nonepeunom paspese aapo ot 6enoro
J10 MouTH 6eJIoro LBeTa.

2 | Identification By HPLC /
Haenrudurkauns BIKX

Complies as prescribed /
CooTeercTByeT TpeboBaHUAM

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
YIOEpXKHBaHKA OCHOBHOTO MHKA HA
XpOMaTorpamMMe HCIBITYEMOro PacTBopa A0JHKHO
COOTBETCTBOBATb BPEMEHH YAEPKUBAHUS
OCHOBHOTO MUKA HA XPOMATOrPaMMe PacTBOpa
cTaHAapTHOro obpasua pabenpazona HaTpus
(paznen «KonnuecTBEHHOE OTpENCIIEHHE).

3 | Average weight /
Cpeansisi macea

208.28 mg / 208,28 mr

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

Remarks : The Product confirms to ND/
IIpumeuanmne: [IponykT coorseTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmiouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive / (

ITonrorosneHo: [TpoBepeno: L@ Onobpeno: Menenxep / Pymsom-%f
g o

Date / 2] ~ 90K | Date/ n« | Date/ =
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Razo”, enteric-coated tablets, 20 mg
Mpoaykr: Pa30”, TabneTkH, NOKpbITHIE KHILIEUHOPACTBOPHMOIT 000104KOi, 20 MT

Market / PriHok

: Russia / Poccus

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

Cepusi Ne il Pasvep cepun 1500000 Tab

Analytical Repovrt No./ . 890001826690 Date of Analysis / . 31/07/2025
AHAJIUTHYECKHIT 0TUeT No JaTta ananusa

Date of Manufacture / . 23/06/2025 Date of Expiry / . 31/05/2027

JlaTa npou3BoacTBa Togen g0

Mfg. License No. /

[TpousBoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)
JnueH3us Ne

Analysis performed according ND No / Auanns nposenen no HJI Ne: JITTI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/ Cr1p.2 w3 5

4 | Dissolution / PacTsopenue

In 0.1 M hydrochloric acid solution — not more than

10 % of C;gH20N303SNa (Rabeprazole sodium) label

claim in 2 h. / B 0,1 M pacreope

Unit-1/Eaunanua-1 3%
Unit-2/EnnHuua-2 4%
Unit-3/EguAavua-3 2%
Unit-4/Equunna-4 0%
Unit-5/Envanna-5 0 %
Unit-6/Eaunnua-6 3%

XJIOPUCTOBOJOPOAHOM KHCIIOTH — He Gonee 10 % ot
HOMMHAJBLHOTO comepKaHus CisH20N303SNa
(pabenpazon HaTpus) uepes 2 u.

Average / CpeaH. 3HadeHue: 2 %

Unit-1/Egunauua-1 94 %
Unit-2/Eauunua-2 90 %
Unit-3/Eavunna-3 94 %
Unit-4/Eaunuua-4 98 %
Unit-5/Equnnua-5 92 %
Unit-6/Eaunnua-6 94 %

Average / CpenH. 3Hadenne: 94 %

In buffer solution pH 8.0 — not less than 75 % (Q) of
CigH20N3;03SNa  (Rabeprazole sodium) label claim
in 60 min. / B 6ydepnom pacteope pH 8,0 — He meHee
75% (Q) OT HOMMHANBHOTO  COAEPXKaHUSA
Ci3H20N303SNa (pabenpazon Hatpus) uepes 60 MuH.

5 | Related Substances /
PoacTBeHHbIE NpHMeECH

Rabeprazole N-oxide/
Pabenpazona N-okcug

Rabeprazole Sulfone/ PaGenpazona
cynboH

Rabeprazole Methoxy analog/
PaGenpazona METOKCH aHanor

Rabeprazole Chloro analog/
PaGenpazona x1opo aHaJior

Rabeprazole Sulphide/
PaGenpazona cynsthun

Rabeprazole Related compound A/
Pabenpazona poacTeeHHast
npuMech A

Not detected / He obHapyskena

0.09% / 0,09%

0.05%/0,05%

Not detected / ne oGHapyxena

Below LOQ (LOQ = 0.027 %) / Huxe
npefena KOJMYEeCTBEHHOTO ONnpeaeIeHUs
(JIKO = 0,027 %)

Not detected / He oGHapyxeHa

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 %

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 %

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusivM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / _
Hoaroroenexo: IlposepeHo: [@ Onobpeno: Menemxkep / Pykw,
Date / 09 <10 | Date/ 9. ON Date / £ 3
JHara: 3 ! # Jlara: 2\ rbr:]‘ g\ Hara: }\ ’;? —>D7>




‘Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIU3A

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

MpoaykT: Pa30®, TabNeTky, MOKpPLIThIE KMLIEYHOPACTBOPUMOiT 060N0UKOMH, 20 MT

Market / Poisok : Russia / Poccust

Batch No. / Batch Quantity / 1500000 tab /
: C2508995 :

Cepus No Pazmep cepun * 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHaJanTnyecknii oruer Ne : GR0BOISZ6650 JaTta anannsa © 31/07/2025

Date of Manufacture / . Date of Expiry /

JaTa npoussoacTsa + 23/06/2025 logen a0 Ay

Mfg. License No. /

ITpon3BoacTeenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

JuueH3us Ne

Analysis performed according ND No / Auamns nposesen no HJL Ne: JTIT-Ne(004603)-(PI-RU)-130224

Page3 of 5/ Crp.3u3 5

Rabeprazole Related compound C/
Pabenpazona poncreeHHas
nmpumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / ITpumecs npu RRT
1,37 (macca m/z=310 umuaazon)

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

imidazole adduct) / ITpumect npwu
RRT 1,51 (macca m/z=458
6eH3MMMOA301a aAayKT)

Individual unidentified impurity /
Envuuunas
HenAeHTUHULMPOBAHHAs NPHUMECDH

Below LOD (LOD = 0.02 %) / Huxe
nipenena obnapysxenus (110 = 0,02 %)

0.01%/0,01%

Not detected / He oGHapy»xeHa

Below BDL (BDL= 0.1 %) / Hixke
niopora perucrpaumu (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 Gonee 0,5 %

Not more than 0.2 % / He Gonee 0,2 %

Total impurities / Cymma
npumecei

0.2%/0,2%

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

6 |Residual Solvents content /
OcTaTouHbie opraHnyecKmne
PACTBOPHTEH

1497 pg/tab / 1497 mxr Ha TabneTky

Isopropanol — not more than 2621 ng per tablet /
Hzonponanon — He 6onee 2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OAHOPOAHOCTD J03MPOBAHHBIX
CAHHHMI

4.21/4,2

Acceptance value (AV) should be not more than
15.0. / Tloxazatens npuemnemoctd (AV) moskeH
OwiThL He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [TponyxT coorBeTcTBYET TpebobaHusam HJJ

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: [Iposepeno: L@ Onobpeno: Menemxep / Pym% 'jij
Date / ~D -0 | Date/ Date / ’ =
Hara: g‘ Hata: 9 Q‘#%Q/g\ Jara: 2| "’7 —Iv




:Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Pazo®, TabneTkn, NOKpbITbIE KHIEYHOPACTBOPUMOit 0607104KOMH, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepus No R Pasmep cepun * 1500000 Ta6

Analytical Repovrt No./ . 890001826690 Date of Analysis / . 31/07/2025
AHaauTuueckuii oTyer Ne Jlata anaau3a

Date of Manufacture / . 23/06/2025 Date of Expiry / . 31/05/2027

JlaTa nponsBoacTea T'ogen a0

Mfg. License No. /

IMpousBoncTBeHHaR ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuueH3us Ne

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

Page4 of S/ Crp.4u3 5

8 | Microbiological purity*/ Mukpo6uonorngeckas umucrora*

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

Obuiee 4Hco a3pobHbIX 10 KOE/r He 60nee 1000 KOE/r

MHKPOOPraHU3MOB

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

mould count / OGuee uucio Menee 10 KOE/r He 6onee 100 KOE/r

JPOMOKEBBIX Y MNIECHEBLIX rpUbOB

c) E.coli Absentin 1g/ Shall be absent in 1g/
OtcyTtcrByeT B 1T JlomxHb! OTCYTCTBOBaTH B 1 T

9 |Assay/ KosnuecTBeHHO® 19.5 mg/ 19,5 mr 18.0 to 22.0 mg of Cy3H20N303SNa (Rabeprazole

onpejeeHHe sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr mo 22,0 mr CisHoN303SNa
(pabenpason Hatpus) (o1 90 o 110 % or
HOMMHaJILHOT'O cojepkaHus) B Tabnerke.

10 [Packaging / Ynaxoska 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. / [To 15 carton. / Tlo 15 Tabnerok B Onuctepe U3
Tabnerok B 6nuctepe us (ITIBX/AJI/TIA) | (TIBX/AJUITA) donbru / antomutueroit gonsru. o
Gunbin  amomnHnesUl Quab w2 1 v 2 Givivtupa BMLLLC U JIMOT RUMESBRIIAABILLLY B
Oaucrepa BMECTe C TUCTKOM- NavykKy KapTOHHYIO.

BKJIAJILIIIEM B [A4YKy KaPTOHHYIO

API name / Haumenosanue ADC:

Rabeprazole sodium / Pabenpazon Hatpus

INN /MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponssoautens ADPC:

ACSH000192 & ACSH000206

Homep cepuy cybeTaHIuH
npoussoautes ['JIP:

FP Manufacturer API Batch number /

FCSA00207 & FCSA00208

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBaHusM H/I

Conclusion : APPROVED /
3akmiouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / 0.
[Toarorosneno: [Ipogepeno: L@; OnobpeHo: Menemxkep / PykoBojure _ﬁﬁ

£ ,cﬂd:{ii“
Date / i Date / Date / —
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| DI'. Red dY,S ‘.'. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Pa3o®, TaGrieTkH, MOKPBITbIE KHILIEYHOPACTBOPUMON 0GOMOUKOH, 20 MT
Market / Poinok : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /

: C2 -
Cepusi Ne 2508995 Pazmep cepun * 1500000 Tab
Analytical Repovrt No./ : 890001826690 Date of Analysis / . 31/07/2025
AHaJHTHYECKHH oTueT Ne Jlara anaansa
Date of Manufacture / "L 23/06/2025 Date of Expiry / . 31/05/2027
JaTa npon3BoACTBA Togen no
Mfg. License No. /
IMpoussoacTeeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT'-RU)
JuneH3usa Ne
Analysis performed according ND No / Auasus nposemen no HJI Ne: JINM-Ne(004603)-(PI-RU)-130224

PageS5of 5/ Crp.5u3 5

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

Mponssogurens ADC, crpana: J-p Pennn’c Jlaboparopuc JIta., Uuaus.

Dpmegaddress, authorizstoniNoior FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

FP manufacturing site / Control site / MDA .

Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

HaumMenoBaHue, agpec 1 HOMep JHUEH3HH
e —— l,ueiﬂsnmomeﬁp u [TponzBoacTeeHHOE noapasaeneHue - 3, yuactku Ne 41, uacts 42, uacte 45 1 yacThb
» 0y 46, bauynannv (Bunnamx), bauynanmu (Manaan), Meauan Mankamxrupu (JIucr.),

NPOM3BOACTBO/KOHTPOJIb
xauectpa/pimyci [JID / wrar Tenaurana, Maaus (JTuuensus No 59/RR/AP/97/F/R)

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».

3akaroueHue 0 cOOTBeTCTBIH: «HacTOALIMUM 5 OATBEPIXKAat0, YTO MPHUBEAEHHAs Bbillle MHQOPMALMS SIBISETCS NOCTOBEPHON M TOUHOM.
Dta cepust NPOAYKLUHH MPOH3BeAeHA (BKIOYAs YNAKOBKY (MAPKMPOBKY) W KOHTPOJIb Ka4ECTBA) HA BBILICYKA3dHHOM MPOU3BOACTBEHHON
niowaake (MJOIANKAX) B MOJHOM COOTBETCTBMH C TpeGoBanusMu [IpaBun Haanexaweil npon3BOACTBEHHOM npakTHky EBpasmiickoro
skoHoMHueckoro cotos3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHUSIMM KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX
CPENCTB, a TAKXKE B COOTBETCTBUH €O creuudUKauMsIMH, COAEPHAMMUCS B PETHCTPALMOHHOM AOChE CTPaHbI-HMIOpTepa. 3anucH mo
MPOU3BOJICTRY, YTAKOBKE W aHalK3y MPOBEPEHDI, U YCTAHOBIIEHO WX COOTBETCTBHE TpeboBanusaM [IpaBni Haanexaluei mpou3BOACTBEHHOM

NHPdKTUKH EBp'd‘jMﬁUKUI'U JKOHUMHMHEURUI'U CORI3A».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Iponykr coorseTcTBYET TpeboBanusm HJJ 3akauenue: OJJOBPEHO
Prepared by / . Checked by / Approved by: Manager/Executive / A
IlonroropnieHo: [Tpoeepeno: OnobpeHo: Menemxep / Pykosoau y$
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Date / ,erﬁ)‘}( O W | Date/ :(\(Ora%lg\ Date / }\’37/9’\77’&/
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