Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
[Tpoaywt: Pazo’, tabaeTkil. NOKPLITHIE KUIEYHOPACTBOPUMONH 060N04KOM, 20 Mr

Jauuen3us Ne

Market / Puinok : Russia / Poccus

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

Cepusn Ne HC2SNGE2 Pazmep cepuu © 1500000 Tab

Analytical Repovrt No./ . 890001826691 Date of Analysis / . 31/07/2025

AHaJuTHYECKNI oTYeT N Jara aHaau3a

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

laTa nponsgoacTea T'ogen oo -
|Mfg. License No. /

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

Analysis performed according ND No / Auaaus nposegen no HJ/I Ne: JITI-Ne(004603)-(PI'-RU)-130224

Ne Test / Tloka3aTen

Page1 of 5/ Ctp.1u35

Result / PesyabTaThl

Specification / Hopma

1 | Appearance / Onucanne

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyribie, IBOSKOBBIMYKJIbIe
TabneTKu, MOKphIThIE 060JT0UKOM
CBETII0-XKEJTOro LBeTa ¢ MapKHUPOBKOIi
kpacHoro useta «RB20» Ha ogHOiA
cropoure. Ha nonepeynom paspese siapo
6enoro uBera.

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. /
Kpyrnsle, [BOSIKOBBIMYKIIbie TaGNETKH, MOKPEIThIE
000NOUKO# OT CBETJI0-XXENTOrO A0 XKEJITOro LBETA
¢ MapkupoBKoO#l kpacHoro useta «RB20y Ha opHoil
ctopoHe. Ha nonepeurom pazpese sapo ot 6enoro
JI0 IOYTH 6eJI0ro 1BeTa.

' 2 | Identification By HPLC /
Upentudpukauna BIAX

Complies as prescribed /
CooTBeTcTBYyeT 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). / Bpewmst
yIoepXXUBaHUsi OCHOBHOTO MNUKa Ha
XpOMaTOrpaMMe UCTILITYEMOTO pacTBOpa JODKHO
COOTBETCTBOBATh BPEMEHH yJIePKMBaHNA
OCHOBHOTO MUK2 Ha XpOMaTorpamMmme pacTeopa
cTaHpapTHoOro obpasua pabenpaszona HaTPUs
(paznen «KonnuecTBeHHOE OMpeneNeHHe»).

3 | Average weight /
Cpeaunsis macca

207.27 mg/ 207,27 mr

212.68 mg =+ 5 % (202.05 to 223.31 mg) /
212,68 mr = 5 % (o1 202,05 mr 10 223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr cooTBeTCTBYET TpeboBaHuaM HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / il
IToaroroBneHo: ITposepeHo: gw L Onobpeno: Menemxep / [’)-‘](0!30}1[1-:1:‘5!_ S, IF
Date / U Date / Date / —
JaTa: 2\ 0% e JlaTa: A ~07~200— | Harta: | D)~




@&~
: Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
MpoayxT: Pa30”, TabneTku, NOKphIThIE KUIIEYHOPACTBOPUMOit 06010uKoit, 20 MT

Market / PoiHOK : Russia / Poccust

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

Cepun Ne » €2507682 Pazmep cepun © 1500000 Tab6

Analytical Repovrt No./ . 890001826691 Date of Analysis / . 31/07/2025

AHaguTHYeCKHii oTueT Ne HaTa anaausa

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

Hata nponssoacTea - T'oaen a0 T |
Mfg. License No. /

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

anueH3usa Ne

Analysis performed according ND No / Ananus nposexen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224 ‘

Page2 of S/ Ctp.2 m3 5

PoacTBeHHBbIC MpUMecH

4 | Dissolution / PacrBopenne Unit-1/Ennnnua-1 0% In 0.1 M hydrochloric acid solution ~ not more than
Unit-2/Epqunnua-2 0% 10 % of CisH20N3038Na (Rabeprazole sodium) label
Unit-3/Eaunnna-3 0% claim in 2 h / B 01 M pacreope
Unit-4/Eannnua-4 1% XJIOPHCTOBOJOPOAHOUM KUCIOTBL — He Bonee 10 % ot
Unit-5/EquAnua-5 0% HOMWHaNLHOTO conepaHus Ci3H»N303SNa
Un_it-G/EﬂI/lH;lL[a-6 2y (pabenpason Hatpus) uepes 2 4,
Average / Cpenn. 3nauenne: 1 % |
Unit-1/Egnnnua-1 88 % In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/Enunnua-2 88 % CisH0N303SNa (Rabeprazole sodium) label claim
Unit-3/Eaunuia-3 90 % in 60 min. / B 6ydeprom pacreope pH 8,0 — He MeHee
Unit-4/Eqnanna-4 92% |75% (Q) OT HOMMHANBLHOTO  COIEPXKaHWs
Unit-5/Eauuuua-5 90 % C1sH20N303SNa (pabenpazon Hatpus) uepes 60 MuH.
Unit-6/Enuavna-6 92 %
Average / CpenH. 3Hadenne: 90 %
5 | Related Substances /

Rabeprazole N-oxide/
Pa6enpazona N-okeuz

Rabeprazole Sulfone/ PaGenpazona
cyneGoH

|Rabeprazole Methoxy analog/
Pa6enpazona METOKCH aHanor

Rabeprazole Chloro analog/
PaGenpazona Xja0po aHanor

Rabeprazole Sulphide/
Pa6enpazona cynedun

Rabeprazole Related compound A/
Pabenpazona poACTBEHHas
npumech A

Not detected / e obHapyxeHa

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

0.09% / 0,09%

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

0.05% 7 0,05%

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

Not detected / He oGHapyxeHa

0.03%/0,03%

Not more than 0.5 % / He 6onee 6,5__%_ -

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

Below LOD (LOD =0.019 %) / Huxe
npenena obnapyxenus (110 = 0,019 %)

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

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoayKT cooTBeTCTBYET Tpebopanuam H/JL

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / o)
ITonrorosnexo: [posepenoy/ 1\ __ 7 Opnobpeno: Menemkep / P-\"KOB“*“"””-‘L*}Q‘-f? 4

. e ..'r L—— _ﬁi‘_’, I
Date / %) /O?' - 70'1{ Date / Date / q/\./
Jlara: Jara: A/ ~07- 2000 | Hata: ) ’57




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa3o®, TabneTku, NOKPHITbIE KHIIEYHOPACTBOPUMOI 0GONOUKOH, 20 MT

Market / Poinox : Russia / Poccus

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

Cepusi Ne : (2507682 Pa3ivep cepun 1500000 Ta6

Analytical Repo:‘t No./ . 890001826691 Date of Analysis / . 31/07/2025

AnanuTnyeckmii oryer Ne Jara ananuza

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

Jdata npon3soacraa Tonen no

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

JUHIEeH3HA Ne

)
Analysis performed according ND No / Aranus nposenen no M1 No: JIT-Ne(004603)-(PT-RU)-130224

Pabenpa3ona poicreeHHas
npumecs C

Rabeprazole Related compound C/

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ilpumecs npu RRT
1,37 (macca m/z=310 nmuaazon)

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

RRT 1,51 (macca m/z=458
feH3uMKAA30a anyKT)

imidazole adduct) / [Tpumech npu

Below LOD (LOD = 0.02 %) / Huxe
npenena odnapyxenus (110 = 0,02 %)

0.01%/0,01%

Not detected / He obHapyskeHa

Page3 of S/Crp.3 u3 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 0.2 % / He Gonee 0,2 %

Individual unidentified impurity /
Ennnndnas
HEeUAEHTUDHLIUPOBAHHAS PHUMECh

Below BDL (BDL= 0.1 %) / Hyxe
ropora peructpauuu (I1P 0,1 %)

Total impurities / Cymma
npumeceit

0.2%/0,2%

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

6 |Residual Solvents content /
OcTaTo4HbIe OPraHuYecKHe
pacTBopHTENH

1540 pg/tab / 1540 mkr Ha Tabnerky

Isopropanol — not more than 2621 pg per tablet /
H3zonponaHon — He 6ojiee 2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OOHOPOAHOCTD J03HPOBAHHBIX
eMHHLL

5.8/58

Acceptance value (AV) should be not more than
15.0. / Tlokasatens npuemaemoctn (AV) momkeH
6uITh HE Goutee 15,0,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanne: [TpoayKT cooTBETCTBYET TpeboBaHusM HJI 3akmouenne: OJOBPEHO

Prepared by / Checked by / : Approved by: Manager/Ez(ecutive / v
IloarorosneHo: Q/QA-P Iposepeno: [ 0 . ’—70/.9 Opobpeno: Menemxep / | yumaw;;t;a UL
e 2170 e 3107 2007 Tara: Yy
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Mpoayxrt: Pazo®™, TabneTkn, MOKpbIThE KHIIEYHOPACTBOPHMOI 060JI04KOH, 20 Mr
Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / _ 1500000 tab /
Cepus Ne + (2507682 Pasmep cepuu " 1500000 Tab
A i : i
nalytical Repo“rt No./ . 890001826691 Date of Analysis / . 31/07/2025
AHadnuTHYEeCKHH oTueT Ne JlaTa ananusa
Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027
Jara npousBoacrea Togen po
Mfg. License No. / -
IlponsBoacTBeHHasn : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
Jnuensus Ne
Analysis performed according ND No / Auanns nposegen no HJT No: JITI-Ne(004603)-(PT'-RU)-130224

Paged4of S/ Crp. 4 m35

A : p ——
Microbiological purity*/ MukpoGuoJsiornueckas uncrora*

Obiee 4ncao adpobHBIX
MHKPOOPraHH3MOB

a) Total aerobic microbial count /

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 / Obiee uncio

IpPOXKEBBIX U MIECHEBBIX rpubOB

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

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

¢) E.coli

Absentin lg/
OrcyrerByeT B 1T

Shall be absent in 1g/
JomxHe! oTCyTCTBOBaTH B 1 T

9 |Assay/ KoanuecTtBeHHoe 19.5 mg/ 19,5 mr 18.0 to 22.0 mg of C sH20N303SNa (Rabeprazole
onpeaejieHne sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr mo 22,0 mr CisH20N303SNa
(pabenpazon Hatpus) (ot 90 1o 110 % ot
HOMHHAJIBHOTO COAep KaHus) B TableTke.
10 |Packaging / Ynakxosxa 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. / [To 15
Tabnerok B Guicrepe u3 (IIBX/AJI/TIA)
doneru / amomMuanesoii Gosbru. 2
6HcTEpa BMECTE C THCTKOM-
BKJIaJbIIEM B MAYKy KapTOHHYIO

blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Ttabnerok B Oaucrepe u3
(ITBX/AJI/TIA) donbru / antomunneBoii donsru. Io
1 unu 2 6nucTepa BMECTE C JIICTKOM-BKJIaJIbILIEM B
nayKy KapTOHHYIO.

API name / Hanmenosanue A®C:

Rabeprazole sodium / Pabenpazon HaTpus

| INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepnu npoussoantens APC:

ACSH000169 & ACSH000192

FP Manufacturer API Batch number /
Homep cepun cy0cTaHuNH
npoussoanTens LJD:

FCSA00206 & FCSA00207

Remarks : The Product confirms to ND/

IHpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3aximouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / )
[Toarorosnexo: ﬂgp I"lposepe;-;@ A D OnoGpeno: Menemxep / Pyxosoiresty_ é“
Date / 5 ~202% |Date/ - Date / "
Jlata: g1 —)6 ¥ JlaTa: 2(-07~202¢ | Nara: L\ )P




Dr. Reddy’s q.. CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg - o
Mpoayxr: Pa3o®, TabneTkH, NOKPLITHIE KMIIEYHOPACTBOPHMOIT 0B6ONOUKOM, 20 MI o
Market / Peinok : Russia / Poccust
Batch No. / . Batch Quantity / 1500000 tab / h
Cepus Ne + €2507682 Pasmep cepun 1500000 Tab
Analytical Repovrt No./ . 890001826691 Date of Analysis / . 31/07/2025
AHaJuTHYeCKHii oTueT No JaTa avaausa
Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027
Jarta nponsBoacTea Topen ao
Mfg. License No. / N
[IpoussoacTBEeHHAsN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuueH3ns Ne

Analysis performed according ND No / Auanuz nposenen no HJL Ne: JIT-Ne(004603)-(PI-RU)-130224

Page5Sof 5/Crp.5m35

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

Mponssogureas A®C, crpana: H-p Pennu’ ¢ Jlaboparopuc Jita., HHausa.

llj;n;f;::g I;T:ls;ii;tshi(t):l/zét;zl:rl:losf:: / FTO Unit 3, Survey No. 41, 42 part, 45 part &‘46 part, Bachupally (Village),

Release site / Bachupally (Mandal)-, Medchal-Malkajgiri (Dist.), Telangana , India

HaumeHoBaHue, agpec U HOMeP JHUEH3UH (License No 59/RR/AP/97/F/R)

NIOMAKH, 0 cy;u Tl IIponsBoacTBeHHOE MojApa3aeneHue - 3, yuacTku Ne 41, yacts 42, yacte 45 U yacThb

nponss OIIC"I‘B By — 46, bauynannu (Bunnanx), bauynamiu (Maspan), Meauan Mankamkrupu (Jucr.),
wrat Tenanrana, Huaus (JIuuensus Ne 59/RR/AP/97/F/R)

kavecTa/Buinyck LJID /

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».

3aKa0yenne 0 cooTBeTCTBHH: «HacTOSIIKUM 5 NOATBEPIKAAID, UTO MPUBEACHHAS BBIILIE HHOOPMAUKR SBIASTCA TOCTOBEPHONM U TOUHOM.
DTa cepus MPOLYKLMH Npou3BeaeHa (BKItoyas ynakoBKy (MapKMpOBKY) U KOHTPOJIb KayecTBa) Ha BbllICyKa3aHHOH MPOM3BOACTBEHHOM
naowanke (MIOMANKax) B NOJHOM COOTBETCTBHU ¢ TpeGoBatusmu [IpaBun Hainexaluel Npou3BOACTBEHHON MpakTHku Eppaszuiickoro
sxoHoMHuueckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHMAMH KOHTPOJIA KayeCTBa JIEKAPCTBEHHBIX
CPEJCTB, a TaKXKe B COOTBETCTBHUU CO CrieUu(pUKALUIMHU, CONEPKAMMUCH B PETHCTPALIMOHHOM JIOChe CTPaHbI-UMIIOpTEpa. 3anucu mo
MPOM3BOACTBY, YIAKOBKE W aHAJIU3y MPOBEPEHBL, M YCTAHOBJIEHO WX COOTBETCTBHE TpebosanHam [paBun Haanexamen npor3BOACTBEHHOH

MpakTHUKH EBp%HﬁCKOFO SKOHOMHYECKOTO COrO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeyanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJJ Zaxmouenne: OJJOBPEHO

Prepared by / I Checked by / Approved by: Manager/Executive / 9

Ioarorosnewo: HPOBEF‘!‘-‘“p-. f\i_ Onobpeno: Menemkep / Pyxosontess -

Date / i 20 Date/ Date / W
-0 v ; — ~9V

JHara: z’ + Hara: A JrO7~2092¢ Ilata: }\(‘Y)




