Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpogyxt: Pazo®, TabneTku, NOKpEITHE KHUEYHOPACTBOpUMOif 060104K0i1, 20 MT

Market / Peinox : Russia / Poccust

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

Cepusi Ne L Pasmep cepun 1500000 Tab

Analytical Repo“rt No./ . 890001793917 Date of Analysis / . 19/02/2025
AuaguTHyeckuii oryer Ne JlaTta ananusza

Date of Manufacture / . 17/12/2024 Date of Expiry / . 30/11/2026

Hata mpon3BoacTea Togex a0

Mfg. License No. /

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

Junensusa Ne

Analysis performed according ND No / Anasiu3s nposenen no HJ{ Ne; JITI-Ne(004603)-(PI'-RU)-130224

Pagelof5/Crp.1m35

[ Ne " Test/ MokasaTens

Result / PesyabTaThl

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. / Kpyrisie, ABOAKOBBIMYKIbIE
TabIeTKH, MOKPBITHIE 060IOYKOMH
CBETIIO-XKENTOrO IIBETa C MApKHUPOBKOii
kpacHoro useta «RB20» Ha oxgHoi
cropone. Ha monepeunoM paspese sapo
6enoro 1pera.

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. /
Kpyrinsle, 1BOSIKOBBINYKIIbIE TabIETKH, MOKPHITHIE
000JI0UKOM OT CBETIIO-XKENTOTO IO XKEJITOTO LBETA
€ MapKUpoBKOH KpacHoro 1eeTa «RB20» Ha omHoif
cropoHe. Ha nonepeunoM paspese saapo ot 6esoro
[0 noutH Benoro 1Bera.

2 | Identification By HPLC /
Haentunpuxamus BIIKX

Complies as prescribed /
CooTBeTcTBYET 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
YIOEPKUBAHMSI OCHOBHOIO MHKa Ha
XpoMaTorpaMMe HCIBITYEMOrO pacTBOpa JOJDKHO
COOTBETCTBOBATH BPEMEHHU YepIKUBaHHS
OCHOBHOTO ITHKa Ha XpoMaTorpaMMe pacTBopa
craHgapTHoro obpasua pabenpasona HaTpus
(paznen «KonuuecTBEHHOE OIpeieTIeHHED).

3 | Average weight /
Cpeansist macca

208.69 mg /208,69 mr

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTseTcTBYeT TpeboBanusM HJT
2

Conclusion : APPROVED /
3akiouenne: OJJOBPEHO

lI_’Irepared by/ (’7/%; . C;,,f‘ f;"'/?:l(_ihecked by / gppgoved b}hl:%’ Manager//Eli(ecutive/
OATOTOBJIEHO: _Iﬁg/.// poaepc@ —~/ nobpeno: Menemxkep / PykoBoauTes
) — Q’?—";‘-_
Date / O J-6D ~Q 0 | Date/ - Date / s
Iara: J-e2-2¢ Jata: Q) <02 ~2024 | Hara: 2401 — 2024




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Pa3o®, TabaeTku, MOKPHITHIE KHIIEYHOPACTBOPHMO#t 0607104K0H, 20 Mr

Market / PoiHoK : Russia / Poccust

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

Cepna Ne § £2501A04 Pasmep cepuu * 1500000 Tab

Analytical Report No./ . 890001793917 Date of Analysis / . 19/02/2025
AnanuTHyeckHii oTder No Jara ananusza

Date of Manufacture / . 17/12/2024 Date of Expiry / . 30/11/2026

|daTa npoussoacTBa Tonen o

Mfg, License No. /

MpousBoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT'-RU)
JHUeH3us1 Ne

| Analysis performed according ND No / Anasiu3 nposeaex mo HJ Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page2 of 5/ Crp.2 m3 5

4 | Dissolution / PactBopenue

In 0.1 M hydrochloric acid solution — not more than

Unit-1/Egnauua-1 0%
Unit-2/Epunnia-2 0%
Unit-3/Egununa-3 1%
Unit-4/Eaunyua-4 3%
Unit-5/Enunnna-5 2%
Unit-6/Equauna-6 0 %

Average / Cpenn. 3nauenne: 1 %

10 % of C13H20N303SNa (Rabeprazole sodium) label
claim in 2 h / B 0,1 M pacrsope
XJIOPUCTOBOAOPOAHOH KHCNOTHI — HE Gonee 10 % ot
HoMHHaisHOro  comepxanus  C3HyN303;SNa
(pabenpazon HaTpus) yepes 2 4.

Unit-1/E nuamua-1 93 %
Unit-2/Epunnna-2 92 %
Unit-3/Egudnua-3 92 %
Unit-4/Eaunuua-4 92 %
Unit-5/EnuHuna-5 92 %
Unit-6/Enunuua-6 94 %

Average / Cpenn. 3uayenue: 93 %

In buffer solution pH 8.0 — not less than 75 % (Q) of
Ci1sH20N303SNa (Rabeprazole sodium) label claim
in 60 min. / B 6ydeprom pacteope pH 8,0 — He meHee
75% (Q) OT HOMHMHAQJIBEHOTO  COAEPXKAHHS
Ci3H2oN303SNa (pabenpazon Hatpus) yepes 60 MuH.

5 | Related Substances /
PoacTBeHHBIE NpUMecH

Rabeprazole N-oxide/
| PaBenpazona N-okcun

Rabeprazole Sulfone/ PaGerrpasona
cynbtoH

Rabeprazole Methoxy analog/
Paberipazona METOKCH aHanor

Rabeprazole Chloro analog/
PaGenpa3ona XJI0po aHajnor

Rabeprazole Sulphide/
Pabemnpasona cynsbun

Rabeprazole Related compound A/
Pa6enpasona pojcTBeHHas
npumechk A

Not detected / He o6HapyxeHa

0.09% / 0,09%

Not detected / He oGHapyxeHa

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.027 %) / Hwixke
npenena KONHYECTBEHHOTO ONpeeNieHus
(TTKO = 0,027 %)

Not detected / e obHapyxeHa

Not more than 0.5 % / He 6oniee 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 6osiee 0,5 %

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Yo 2E S Checked by / Approved by: Manager/Executive /

IMoaroTosneno: 7. = [Tposepenc _ Onob6peno: Menemxep / PykoBogutens
f — € =X

Date / 2D P25 Date / Date / L

Iata: Jata: 2l ~b2 2024 | Hara 2Aro)L—2o2g”




. @e
Dr. Reddy,s ‘;. CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A
‘Rroduct : Razo®, enteric-coated tablets, 20 mg
(ITpoxyxr: Pazo®™, TabneTku, MOKPHITEHIE KHIIEYHOPACTROPHMO#T 060/10uKOH, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus N SHE2501404 Pasmep cepun * 1500000 Tab
Analytical Repo“rt No./ . 890001793917 Date of Analysis / . 19/02/2025
AHanutuyeckmii oryer Ne HNarta anaansa
Date of Manufacture / . 17/12/2024 Date of Expiry / . 30/11/2026
Jara npon3Boacrsa Togen mo
Mfg. License No. /
TponssoacTeeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PI'-RU)
JuueH3uss Ne
Analysis performed according ND No / Anaaus nposegeu no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3 u35

Rabeprazole Related compound C/ Not more than 0.5 % / He 6onee 0,5 %
Pabenpasona ponctsentas Below LOD (LOD = 0.02 %) / Huxke

npumeck C npenena obuapyxenus (IO = 0,02 %)

Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
aboutRR, 157) Not detected / e obHapyxeHa

(Mass m/z=310
Imidazole) / TTpumecs npu RRT
1,37 (macca m/z=310 umunasoin)

Specified Impurity at Not more than 0.5 % / He 6oxnee 0,5 %

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
6eH3uMIIa301a aUIyKT)

Not detected / He obHapyxeHa

Individual unidentified impurity / Not more than 0.2 % / He Gonee 0,2 %
Below BDL (BDL= 0.1 %) / Hike

Enynuunas
nopora peructpauun (ITP 0,1 %)

HeuzaeHTHGVUHPOBaHHAS TIPUMECh

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He Gonee 2,0 %
npumecei
6 |Residual Solvents content / 1624 pg/tab / 1624 mkr nwa Tabnerky |Isopropanol —not more than 2621 pg per tablet /
OcTaTouyHble OpraHuyYecKHe H3omponaHon — He Goniee 2621 MKT Ha TabNneTKy
paCTBOpHTEH
7 |Uniformity of dosage units / 3.0/3,0 Acceptance value (AV) should be not more than
OaHOPOAHOCTH JO3HPOBAHHBIX 15.0. / ITokazarens npuemieMoctd (AV) momieH
eIHHULY OwITh He Oonee 15,0,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IponykTt cooTBeTcTBYeET TpeboBanusm HJJ 3axkmouenune: OJOBPEHO
i -
Prepared by / Checked by / Approved by: Manager/Executive /
pared by ﬂ;;_af/ /- pproved by 8
IToarorosneHo: ’ Hposepeg-\]\ /f_} Onobpeno: Menemkep / PykoBoautens
2/ e~9
Date / Q0D & |Date/ Date / ki
O/~
Jlara: 21 Z Iara: 21 ~69 -202# | JNata: 24~0% ~ 2024
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Dr.Red dy’s ‘.'.. CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

Mpoaykr: Pazo”, rabrerki, nokpsirsie KuLIey HopacTeopiMoii odosoukoii, 20 Mr

Market / Poinox : Russia / Poccus

B‘atch No./ . C2501404 Batch Quantity / ; 1500000 tab /
Cepns Ne Pasmep cepun 1500000 Ta6
Analytical Report No. / Date of Analysis /

AHajauTH4YecKHit oTuer No : 890001793917 Jlata aHanu3a f *EE R0
Date of Manufacture / . Date of Expiry /

Jlata npowssozcrsa 2 17/12/2024 Fonen 10 : 30/11/2026
Mifg. License No. /

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

Analysis performed according ND No / Auaans npoeegen mo HJl No: JITI-Ne(004603)-(PT-RU)-130224

Page4 of 5/ Crp.4 m3 5

8 | Microbiological purity*/ Muxpo6uoaoruueckas yucrora*

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
Ob6wee yncno a3pobueix Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6uee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JIPOMOKEBBIX H [UIECHEBBIX IpuBoB
¢) E.coli Absentinlg/ Shall be absent in 1g /
OrcyrcrByeT B It HomxHel oTcyTCTBOBaTh B 1 T
9 |Assay / KoangecTBeHHoe 19.9 mg/ 19,9 mr 18.0 to 22.0 mg of CsH29N;03SNa (Rabeprazole

sodium) (90 to 110 % of label claim) per tablet. /

onpeaeJjenue
Ot 18,0 mr oo 22,0 mr C;3H20N303;SNa
(pabenpazon natpus) (ot 90 1m0 110 % ot
HOMHHAJIBHOrO coaeprkanus) B Tabierke.

10 |Packaging / YuakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters witha |blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 rabnerok B Gnucrepe u3
tabnetok B 6nucrepe us (IIBX/AJI/TTIA) | (TIBX/AJIV/IIA) donsru / amomunneroit ponsru. ITo
tdoneru / anrOMUHUEBOH QOJIBIH. 2 1 unu 2 6nucrepa BMECTe C INCTKOM-BKNAABIIIEM B
6nmcTepa BMECTE C JIMCTKOM- nayKy KapTOHHYIO.

BKJIaJABILIEM B MMAYKY KAPTOHHYIO

API name / Haumenoanue ADC: Rabeprazole sodium / Pabenpazon HaTpus
INN / MHH: Rabeprazole / Pabenpazon

API manufacturer batch number / ACRH003642 & ACRH003676
Homep cepuu npoussoautens APC:

| FP Manufacturer API Batch number /

Homep cepun cydcTaHIHH FCRA02495 & FCRA02496

npou3poaureana I'JID:

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

IIpumeuanne: [Ipogyxr COOTBCTC’];B}'(—.‘,T TpeboBanusm HJ{ 3axmrouenue: OJOBPEHO

Prepared by / / >=""[ Checked by / Approved by: Manager/Executive /

[Toarorosneno: [Tposepend: /* (1N 7/ Onobpeno: Ngﬂenmep / PykoBoauTensb
- e = (3_9_&{/

Date / e 202 | Date/ Date / /

Jara: z Jara: 0 | ~ 02 ~opp4| Hata: 2402 —~2024
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Dr.Redd y’s q;. CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Razo”, enteric-coated tablets, 20 mg
Hponywr: Pasa”, Tabnetki, nokpeiteie KHLIEHHOPACTBOPHMOIT o0osoukoii, 20 Mr

Market / Poinok : Russia / Pocens

Batch No. / ) Batch Quantity / 1500000 tab /

Cepust Ne g 0t Pa3smep cepnu 1500000 Ta6

A i ; i

Analytlcal Repovrt No./ : 890001793917 Date of Analysis / . 19/02/2025
HAJTMTHYECKHii oT4eT No [laTa anaansa

Date of Manufacture / . 17/12/2024 Date of Expiry / . 30/11/2026

Jara nponzsoncrea T'ogen xo

Mfg. License No. /

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

Januensus Ne

[Analysis performed according ND No / Auaans nposeaen no HJI Ne: JITI-Ne(004603)-(PI-RU)-130224
Page S of S/ Ctp.5m3 5

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

IponspoanTens ADC, cTpana: J-p Pennnu'c Jlaboparopuc JIta., Uuaus.

g;‘:f; ::f‘:l‘; ‘;f;:l‘;:‘l‘t’: '/th;;’l’t‘rg:ﬂ’: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HanmeHoBaHue, agpec U HOMED JHIEH3NU (85 g b 1 )

T ocyiuecn;.nmomeii TIpouseoncTeenHoe Noapasaenenne - 3, yuactku Ne 41, yacts 42, yactrs 45 u yacTh
npoussouc",rso . 46, bauynannu (Buinanx), Bauynanm (Mannan), Megaan Mankamkripu (ducr.),
; wrar Tenanrana, Huaus (JInuensus Ne 59/RR/AP/97/F/R)

wauecTea/soinyck 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.

3ak/i04eHHe 0 cOOTBeTCTBHM: «HacTosmmM 5 MoATBEPKal0, YTO NpHBEIEHHA Bbiwe HHHOPMALKS ABIAETCS TOCTOBEPHOMN U TOYHOIA.
3Ta cepus MPOAYKUUHM NpousBeneHa (BKIFOYas YNaKoBKy (MapKHPOBKY) U KOHTPOJIb KayecTBa) Ha BhIEyKa3aHHOM NPOH3BOACTBEHHOM
niowaake (MIOIaaAKax) B MOJHOM COOTBETCTBHH C TpeGoBaHMsMM IIpaBHII HalJiexallel IPOM3BOACTBEHHOMN npaxTuku Eppasuiickoro
aKoHoMHUYeckoro cor3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGOBaHHSMH KOHTPON KAYECTBA JIEKAPCTBEHHBIX
CPENCTB, a TAKXKe B COOTBETCTBHM CO CMELM(UKALUAMH, CONCPXAIMMUCS B PETHCTPALIMOHHOM [OCHE CTPAHBI-MMIIOPTEPA. 3aMHCH MO
NPOU3BOIACTBY, YIIAKOBKE M aHAJTU3Y NPOBEPEHEI, 1 YCTAHOBJIEHO HX COOTBeTCTBUE TpeGoBanusmM [IpaBui Hagnexaieii MpoHU3BOACTRBEHHOM

NpaKTHKHA EBpaBHﬁCKOFO 3KOHOMHYECKOIr0o Coro3any.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: [IpoaykT cootBeTcTBYET TpeboBanusm HJJ 3akmouyenue: OAOBPEHO
A )

Prepared by / ; 2 S ~JChecked by / Approved by: Manager/Executive /

'Hnnrommlcrlo%gy Iposepenoy ) Onobpeno: Menemxkep / PykoBoaurens
_..-"_’_/'I e Q_ %

Date / - Date / i

Date / e - s Won
Jlara: 2re2 /j_p,?.\) Hata: 2| ~02~Qsm2« | Nata: QA rpL— I




