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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

Npoxykt: Pa3o®, TabneTku, NOKphIThIE KillIEHHOPACTEOPHMOIT 060104KOM, 20 MT

Market / Poinok : Russia / Poccus

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

Cepus Ne #2508 Pasmep cepun 1500000 Tab

Analytical RepOj‘t No./ . 890001826692 Date of Analysis / . 31/07/2025

AHasuTH4YecKHH oTueT Ne Hata ananusa

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

JaTa npon3eoacTBa o T'open no B

Mfg. License No. / B
TpousBoacTBeHHAsA ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

JanueHzus Ne

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

Pagelof5/Crp. 1 m35 -

Specification / Hopma

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. /
Kpyrnsie, 1BoSKOBBINMYKIIblE TAGIETKH, NOKPBITHIE
06O0ITOYKOI OT CBETJIO-XKEJTOrO A0 XKENTOro LIBETA
C MapKupoBKoii KpacHoTO 11BeTa «RB20» Ha ogHoi
cTopone. Ha nonepedHom paspese sapo ot 6enoro
o novryn 6e51oro uBeTa.

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
yIOepKUBaHUS OCHOBHOTO MHKa Ha
XpOMaTorpaMMe HCIBITYEMOro pacTBOpa JOHKHO
COOTBETCTBOBATL BPEMEHM yIEPXKUBAHHS
OCHOBHOTO ITHKA Ha XpOMAaTorpaMMme pacTBOpa
cranmapTHOro obpasua pabenpasona HaTpus
(paznen «KonH4eCcTBEHHOE ONpeneNeHUe).

| Ne Test / Mokasaresn Result / PesyabTaTsi
1] Appearance / Onucan ue Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriible, JBOAKOBLIMYKJIbIE
TabJIETKH, NOKPBITHIE 060N0UKOM
CBETJIO-XKENTOTO [IBETA C MAPKHMPOBKOIA
kpacHoro usera «RB20» na ogHoit
cropore. Ha nonepeutom pazpese sapo
6eroro UBeTA.
2 | Identification By HPLC / Complies as prescribed /
Upentuduxanus BIKX CootBeTcTByeT TpeOOBAHUSAM
3 | Average weight/ 210.12 mg/ 210,12 mr
' Cpenusisi macca

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

Remarks : The Product confirms to ND/

Hpumevanue: [IponykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosieHo: Hpmchenof ,J Onobpeno: Meneukep / Pykosonutens
Date / 1 n 20U | Date/ Date / B ==
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Dr° Reddy S ‘.. CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

Mpoaykt: Pazo®, TabneTku, NOKPBIThIE KHIIEYHOPACTBOPHMOL! 060104KoH, 20 MT

Market / PriHok : Russia / Poccus

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

Cepus Ne : (2508994 Pasmep cepun © 1500000 tab

Analytical Repovrt No./ . 890001826692 Date of Analysis / . 31/07/2025
AHanuTuyeckHii oTyer Ne Jara ananu3a

Date of Manufacture / © 23/06/2025 Date of Expiry / . 31/05/2027
|laTa npou3BoOACTBA Tomen xo0

Mfg. License No. /

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

|TuueH3usa Ne

|.-\nﬂ]}'si5 performed according ND No / Anammz nposesen o HJL Ne: JIMT-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Crp.2 w35

4 | Dissolution / PacTBopenue Unit-1/Enununoa-1 ] 0% In 0.1 M hydrochloric acid solution — not more than|
Unit-2/EnvHuua-2 0% 10 % of CisH20N303SNa (Rabeprazole sodium) label
Unit-3/Eaunnna-3 0% claim in 2 h. / B 01 M pactBope
Unit-4/Eaununa-4 2% XJIOPHCTOBOAOPOAHON KUCNOTHI — He Bonee 10 % ot
Unit-5/Eguunua-5 '_ 0% HOMUHAJILHOTO colepKaHus CisH2oN3O3SNa
Unit-6/Eqnnnna-6 | 0% (pabenpazon Hatpus) uepes 2 u.

Average / CpeaH. 3HaueHune: 0 % |

Unit-1/EpuHuua-1 96 % In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Eanvna-2 96 % CisH0N3O3SNa (Rabeprazole sodium) label claim
Unit-3/Equnnua-3 - 97% in 60 min. / B 6ydepHom pacrope pH 8,0 — He menee
Unit-4/Equnnua-4 91% |75% (Q) oOT HOMHHANBLHOIO conepkaHus
Unit-5/Eannnua-5 [ 91% |CisH20N303SNa (pabenpazon watpus) uepes 60 MuH.
Unit-6/Eqnanua-6 98 %

Average / CpenH. 3HadeHue: 95 %

5 | Related Substances /
PoncreeHHble mpuMecH

Rabeprazole N-oxide/ Not detected / ve o6HapyxeHa Not more than 0.5 % / He 6onee 0,5 %
Pabemnpazona N-okcuz

Rabeprazole Sulfone/ Pabenpazona 0.09% / 0,09% Not more than 0.5 % / He 6osee 0,5 %
cyneoH

Rabeprazole Methoxy analog/ 0.05%/0,05% Not more than 0.5 % / He 6osee 0,5 %

Pabenpa3zona METOKCH aHanor

0, 0,
Rabeprazole Chloro analog/ Not detected / He oBHapysKkeHa Not more than 0.5 % / He 6onee 0,5 %

Pa6enpazosna xiopo ananor

Rabeprazole Sulphide/ Below LOQ (LOQ = 0.027 %) / Htxe Not more than 0.5 % / He Gonee 0,5 %

PaGerpasona cynbdua npenena KoJIHUeCTBEHHOTO
onpexnenenns (ITKO = 0,027 %)

Rabeprazole Related compound A/ Not more than 0.5 % / He 6onee 0,5 %

Pabenpasona poacTeenHas Not detected / He oGHapyxeHa

npuMecs A
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusaM HJL 3aknouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: [TpoBepeno: N Onobpero: Menemxep / PykoBoanrens

n posep N~ e
?. £ - = ?—’J
Date / v 20% | Date/ Date / —
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@ CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJMU3A

- Dr.Reddy’s Q

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

Mpoaykr: Pa30®, TabneTku, MOKpPhITHIE KHIIEYHOPACTBOPUMOI 06004KOMH, 20 MT
Market / Poinok : Russia / Poceus
Batch No. / Batch Quantity / 1500000 tab /
: C25 4 :
Cepus No 520 Pazmep cepun " 1500000 Tab
Analytical Report No. / . Date of Analysis /
AHaJINTHYECKHI oTueT No & 800001826652 Jarta ananusa 3 ELO7ZNED
Date of Manufacture / . Date of Expiry / o
T _. 23/06/2025 Iogen 110 : 31/05/2027
Mfg. License No. / I a
[IpousBoacTBeHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)
auensis Ne

Analysis performed according ND No / Ananus nposesen no HJE Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 5/ Crp.3 m35

Rabeprazole Related compound C/ [Below LOD (LOD = 0.02 %) / Hue [Not more than 0.5 % / He 6onee 0,5 %
Pa6enpazona poacTBeHHas npenena obuapyxetns (110 = 0,02 %)
npumecst C

Specified Impurity at Not detected / He obHapyxeHa Not more than 0.5 % / He Gosee 0,5 %

about RRT 1.37
(Mass m/z=310
Imidazole) / Ilpumeck npu RRT
1,37 (macca m/z=310 umunazosn)

Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.51 Not detected / He obHapyskeHa

(Mass m/z=458 Benzo

imidazole adduct) / ITpumech npu
RRT 1,51 (macca m/z=458
feHzumMuaasona aanyKr)

Below BDL (BDL~ 0.1 %) / Huce Not more than 0.2 % / He 6onee 0,2 %

Individual unidentified impurity /
nopora peructpauuu (ITP 0,1 %)

EnuHuuHas
HenaeHTUDHIIUPOBaHHas TPUMECH

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
npumecei
6 |Residual Solvents content / 1412 pg/tab / 1412 mkr Ha Tabnerky  |Isopropanol — not more than 2621 pg per tablet /
OcraTouHble OpraHuYccKue HzonponaHon — He 6onee 2621 mkr Ha TabneTky
pACTBOpPHTEIH
7 |Uniformity of dosage units / 37/37 Acceptance value (AV) should be not more than
OaBOpOAHOCTbL A03HPOBAHHBIX 15.0. / Tlokazarem, npuemnemoctd (AV) momxed
eJAMHHUIL 6eITh He Gostee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IponykT coorBeTcTBYeT TpeboBaHuam HJL 3aksmouenne: OJJOBPEHO
Prepared by / * Checked by / Approved by: Manager/Executive /
[loaroToBieHo: HpOBepeuof N P Onobpeno: Menemkep / PykoBoanrens
v J . e it~ 7
. =/ — I O a3
Date / Date / Date /
0 2024 ]
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CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIN3A

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

Npoaykr: Pazo®, Tabnerxy, MOKPBITIE KUIIEYHOPACTBOPUMO#i obooukoi, 20 Mr

Market / PoiHok : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
: C2 :
|Cepus Ne 2508994 |Pazmep cepuu * 1500000 Tab
Analytical Repovrt No./ . 890001826692 Date of Analysis / . 31/07/2025
AHaauTHYecKHit oTuer Ne JaTa anasuza
Date of Manufacture / . 23/06/2025 Date of Expiry / . 31/05/2027
JlaTa npou3BoacTBa Tonen o B

Mfg. License No. /
[IpousBoacTBeHHas
Jumenzns Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY :

JIII-N2(004603)-(PT-RU)

Analysis performed according ND No / Anayius nposenen no HJ Ne: JITT-Ne(004603)-(PI'-RU)-130224

Page4 of 5/ Crp. 4 u3 5

8 | Microbiological purity*/ Mukpo6uotornyeckas 4ncrora*

a) Total aerobic microbial count /
Ob1iee uncao a3pobHBIX
MHMKPOOPTaHH3MOB

Less than 10 CFU/gT
Menee 10 KOE/r

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

b) Total combined yeasts and
mould count / Obiee di1cio
APOXOKEBBIX H TUIECHEBbIX IPHOOB

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

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

¢) E.coli

Absent in 1g/
OrcyterByeT B IT

Shall be absent in 1g /-
Homxnel orcyreTBoBats B 1 1

9 |Assay / KonmuecTBeHHOE
onpenxeaeHHe

19.6 mg/ 19,6 mr

18.0 to 22.0 mg of C sH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr go 22,0 mr CigH20N303SNa
(pabenpazoun natpus) (ot 90 go 110 % or
HOMUKHAJIBHOTO COAepkaHus) B TabneTke,

10 |Packaging / YmakoBka

doneru /

15 tablets in a (PVC/Al/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnetok B Gincrepe uz (IIBX/AJI/IIA)

Onucrepa BMecTe C JIUCTKOM-
BKJIA/IBIIIEM B NA4Ky KapTOHHYIO

anroMHHKEBOH onbru. 2

/ Tlo

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a

carton.
(IIBX/AJV/ITA) doneru / antomunnesoit gonsru. [To
1 mim 2 6nkcTepa BMECTE C JINCTKOM-BKJIablIIEM B

NayKy KapTOHHYIO.

15 Tabnetok B Onucrepe u3

API name / HaumenoBanne APC:

Rabeprazole sodium / Pabenpason HaTpus

INN/MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponspoanteas APC:

ACSH000192

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHHuU
npoussoaurens LJID:

FCSA00207

Remarks : The Product confirms to ND/

Ipameuanne: [IponykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / o ) Approved by: Manager/Executive /
[Toarorosnexo: [Tposepeno ) N\ Onobpeno: Mermmp:_p_/ PyxoBonurens
¢ — s
Date / ’ 2.0 Y| Date / Date / N
— — —¥D
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Dr. Reddy’s ‘.0 CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
[Product : Razo®, enteric-coated tablets, 20 mg ]
Opoaykr: Pazo”, TabicTicn, NOKPLITEIE KHIIEYHOPACTBOPUMO#i 06010uKOH, 20 Mr
Market / PoiHOK : Russia / Poccus
| = = e
Batch No. / ) [Batch Quantity / _ 1500000 tab /
Cepusi Ne i SO0 Pasmep cepun 1500000 Tab
Analytical Repovrt No./ . 890001826692 Date of Analysis / . 31/07/2025
ARanuTuveckui oTueT No laTa anasnza
Date of Manufacture / . 23/06/2025 Date of Expiry / . 31/05/2027
JlaTa mpousBoAcTBA ~ |T'ogen oo -
Mfg. License No. / o
[MpouszsoacTBeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
nnueH3us Ne
Analysis performed according ND No / Anaauns nposeagen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224 T

PageSof S/ Crp.S5u35

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

Mpounssoautenr ADC, crpana: H-p Pennu’c Jlaboparopuc JItn., Huaus.

Name, address,'auth.orlzauon o -for FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village)

FP manufacturing site / Control site / L. A . ’

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

HaumenoBaHMe, aipec H HOMep JIMUEH3HH
TOMALKH. 0 ll(iﬁnﬂmomeﬁp H IlpounsBoacTeeHHOe monpazaeneHue - 3, yuactku Ne 41, yacts 42, yactb 45 1 gacth
S 46, bauynannu (Bunnamx), bauynaniu (Manaan), Meguan Mankamxrupu (Juct.),

MPOH3BOACTBO/KOHTPOIIL wrar Tenanrana, Uaaus (Jluuensus Ne 59/RR/AP/97/F/R)
KkayecTBa/Bbinyck I'JI® / 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».

3akaroueHne 0 COOTBeTCTBHU: «HacTOSUM 5 MOATBEPKAAIO, YTO NPHUBENEHHAs Bblle HHOPMaLUS ABISIETCA JOCTOBEPHON ¥ TOYHOM.
DTa cepys MpoAYKUMH MponzBeaeHa (BKIOUas yrnakoBKy (MapkMPOBKY) M KOHTPOJb Ka4eCTBa) HA BBILICYKAa3aHHOH NPOU3BOICTBEHHOI]
naouwanke (MIOLIaAKaxX) B NOJHOM COOTBETCTBUM C TpeGoBanusmu [IpaBun Haanexamieii Npou3BOACTBEHHOM nMpakTukh EBpaswmiickoro
skoHoMHueckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMAMHM KOHTPOJIS KAaueCTBA JIEKAPCTBEHHLIX
CPEACTB, a TaKiKe B COOTBETCTBHH CO CrEUH(UKAUMAMH, COASPXKAIMMHUCH B PErHCTPALIOHHOM JOChE CTPaHbl-HMIIOPTEpa. 3arucu no
MPOM3BOICTBY, YTAKOBKE U aHAM3Y NPOBEPEHBI, U YCTAHOBIIEHO X COOTBETCTBUE Tpebosanuam Ipasun Haanexawei NpoU3BOACTBEHHOH

NpakTUKH EBpa3HﬁCKOFO 3KOHOMHYECKOI'O COro3a».

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

Hpumeuanue: [Ipogyxt cooTseTcTBYeT TpeboBanuam HJJ 3axmouenne: OJOBPEHO

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

[ToarotosneHo: IMposepeno: N~ Onobpeiio: Men?y}"gp / PykoBoauTens
) — =

Date / / Date / Date / N

Jara: S0 ':}—" ==y Jara: P~ 07 ~2p924 | Hara: 1] .17




