UNCONTROLLED COPY ISSUED ON 03-06-2025

Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg _-
Ilpoaykr: Pa30®, TabneTky, MTOKPBITBIE KUIIEYHOPACTBOPUMOH 06010uKOM, 20 M

Market / Poiaok : Russia / Poccust

/
Batch No. / . Batch Quantity / . 1500000 tab /
Cepusa Ne 1 €2504407,~ Pa3mep cepun * 1500000 Tab
Analytical Repovrt No./ . 89000181041 1/ Date of Analysis / . 16/05/2025
AHanuTH4YecKkuii oTuer No JlaTa anann3a
Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027
JlaTa npou3BoacTBa T'onen g0 /
Mfg. License No. / .
TIpon3soacTBeHHas : SO/RR/AP/97/F/R lﬁ‘;} number: /HoMep .y v 004603)-(PT-RU)
JuneH3ns Ne

Analysis performed according ND No / Anaans nposesger no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page10f 6/ Ctp.1u36

| Ne Test / [TokazaTean Result / Pe3yabTaThl Specification / Hopma

1 | Appearance/ Onucanue Round, biconvex, yellow coated Round, biconvex, light-yellow to yellow
tablets imprinted "RB20" withred  |coated tablets imprinted “RB20” with red
ink on one side. White to off-white tablet
core on cross-section. / Kpyrisie,
JIBOSIKOBBITYKJIbIE TaOJETKH, MOKPBITHIE
000JIOUKO# OT CBETIO-XKENTOIO J10 YKEITOro

ink on the one side. White tablet core
on cross-section. / Kpyrisle,
JIBOSIKOBBIMYKJIbIE TAOJICTKH,

MOKPBITBIE 000JOYKOIH JKEITOro LIBeTa C MapKMPOBKOH KPacHoro LBeTa
LBETA C MAPKUPOBKOW KPacHOro «RB20» Ha onHolt cTopoHe. Ha

nsera «<RB20» Ha ofiHO# cTOpOHE. IIOIIEPEUHOM paspese spo oT 6enoro a0
Ha nonepeunom paspese aapo no4TH 6eJI0r0 LBeTa.

OeJIoro 1BeTa.

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
Haentudpnranusa BIXKX CooTBeTCTBYET TPeOOBAHUSM chromatogram of test solution should
correspond to the retention time of major
peak in the chromatogram of Rabeprazole
sodium reference standard solution
(section Assay). / Bpemst yaepkuBanus
OCHOBHOTO MHKa Ha XpoMaTorpaMme
UCIIBITYEMOT0 pacTBOpa JOMKHO
COOTBETCTBOBATbH BPEMEHH YACPIKHBAHHS
OCHOBHOTO TIMKa Ha XpOoMaTorpaMmme
pacTBopa CTaHAAPTHOTO 0Opasiia
pabemnpazona HaTpus (paszgei
«KonnvecTBeHHOE OTpeieieHHE).

3 | Average weight/ 209.63 mg/ 209,63 mr 212.68 mg £ 5 % (202.05 to 223.31 mg) /
Cpennsist Macca 212,68 mr £ 5 % (ot 202,05 mr go 223,31
MT)

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

IMpumeuanne: [Ipogykt cootBeTcTBYeT TpeboBanuaM HJI 3akmaouenne: OJJOBPEHO
‘o

P
Prepared by / Checked by / Approved by: Manager(EW/
[TonrotoBiexo: (38/ [IpoBepeno OnobpeHo: I\%eﬂe)m(ep / PykoBoaMTENb
(&9

4
Date / \’T*fowl)’( Date / /9._05,,2% Date / \ o200,

Hara: Hara: Jara:




UNCONTROLLED COPY ISSUED ON 03-06-2025

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20

mg

Mpoaykr: Pa3o®, TabieTkH, OKpHITHIE KHIIEYHOPACTBOPUMOH 0605104KOM, 20 M

Market / Peinok : Russia / Poccus

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

Cepusi Ne : £2504407 Pa3mep cepuu 1500000 ta6

Analytical Report No. /. 450151041 Date of Analysis / . 16/05/2025
AHannTH4yeckuii oTueT Ne JMarta anaym3a

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

JaTta npousBoacTBa T'onen 10

Mfg. License No. / .

IpomsoacTsennas : SO/RR/AP/97/F/R lﬁ‘}‘;* number: "HOMED . ;11 Ne(004603)-(PT-RU)
JanueH3us Ne

Analysis performed according ND No / Anaau3 nposeaen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page 2 of 6 / C1p. 2 u3 6

| 4 Dissolution / PacTBopenue

In 0.1 M hydrochloric acid solution — not

more than 10 % of Ci;3HyN3;03;SNa

(Rabeprazole sodium) label claim in 2 h. / B

0,1 M pacTBOpe XJIOPHCTOBOAOPOAHOM

KUCHOTHI — He Oojiee 10 % OT HOMUHANBHOTO

Unit-1/Egununa-1 0 %
Unit-2/EguHnna-2 1%
Unit-3/Equanma-3 1%
Unit-4/Equnuua-4 2%
Unit-5/Eqununa-5 1%
Unit-6/Eqununa-6 | 3%

conepxanns CisHN3;O3SNa (pabenpazon

Average / Cpenn. 3Hauenue: 1 %

HaTpusi) uyepes 2 u.

In buffer solution pH 8.0 — not less than 75

% (Q) of CisH2N303SNa (Rabeprazole

sodium) label claim in 60 min. / B 6yhepHom

pactBope pH 8,0 — ne menee 75 % (Q) ot

HOMHWHAJIBHOTO CoCpKAHUA

Unit-1/Eqununa-1 90 %
Unit-2/Eguunua-2 90 %
Unit-3/Eqununa-3 88 %
Unit-4/Eqununa-4 90 %
Unit-5/Equnnna-5 88 %
Unit-6/Egununa-6 89 %

C1sH20N303SNa (pabenpasos HaTpus) uepes

Average / Cpens. 3Hauenue: 89 %

60 MuH.

5 | Related Substances /
PoacrBeHHble npuMecH

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/
PaGenpazona cyiabdon

Rabeprazole Methoxy analog/
Pabenpa3zona MeTOKCH aHaior

Rabeprazole Chloro analog/
Pabenpa3zoia xj0po anaor

0.09%/0,09%

0.04% / 0,04%

Not detected / He obHapyxeHa

Not detected / He 0bHapyxeHa

Not more than 0.5 % / He Gonee 0,5 %

Not more than 0.5 % / He 6o1ee 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: [IpogykT cooTBeTcTBYET TpeboBanusiM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Iy
Prepared by / Checked b Approved by: Manager/Executive
[Tonrorosnexo: a% IIposepen Onobpeno: Mgﬂeml(ep / PyKkoBOIUTEND
)
Date / |‘],—e&fv7—fo"( Date / /gﬁa\gkzpég Date / \ o 20g
Jlara: Hara: Jara:




UNCONTROLLED COPY ISSUED ON 03-06-2025

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa3o™, TabeTky, MOKPHITHIE KHIIIEYHOPACTBOPMUMOI 0007104KOif, 20 MI

Market / Peinox : Russia / Poccus

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

Cepus Ne : €2504407 Pa3mep cepun 1500000 Ta6

Analytical Report No. / . Date of Analysis / .

AHaguTHYeckuii oryer N ° 890001810411 JlaTa anajm3a 2 16/05/2025

Date of Manufacture / - 10/03/2025 Date of Expiry / . 28/02/2027

JaTta npousBoacTsa I'onen 1o

Mfg. License No. / .

MpoussoncTennas . SO/RR/AP/97/F/R l“f;f‘ number: /HOMED . ;111 No(004603)-(PT-RU)
JuHeH3usi Ne

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

Page 3 of 6/ Ctp.3 n3 6

I

Rabeprazole Sulphide/
Pa6enpazona cynpdun

Rabeprazole Related compound
A/ Pabemnpazona
POJCTBEHHas TPUMeECh A

Rabeprazole Related compound
C/ Pabemnpazona
poacTteeHHas npumech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / ITpumecs npu RRT
1,37 (macca m/z=310
HMUAA3007)

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

imidazole adduct) / [Tpumecs
npu RRT 1,51 (macca m/z=458
OeH3UMHJa3051a AITYKT)

Individual unidentified impurity
/ Ennauynas
HenaeHTU(puLMpoBaHHas
npUMech

0.03%/0,03%

Not detected / He oOHapysxeHa

Not detected / He oOHapyxkeHa

Not detected / He oGHapyxeHa

0.01%/0,01%

Below LOQ (LOQ = 0.1 %) / Huxe
Tpeziena KOJIM4eCTBEHHOTO
onpeaenenus (ITKO = 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 0.5 % / He 6o1ee 0,5 %

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

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

Total impurities / Cymma
puMecen

0.2%/0,2%

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

Remarks : The Product confirms to ND/

IIpameuyanue: [Iponykt coorBeTcTByeT TpeboBanusm HJ

s ]

Conclusion : APPROVED /

. 933KJ1]O‘-[€HI/IC: OAOBPEHO

Prepared by / Checked by / Approved by: Manager@/
[MonrorosieHo: Q@/ IlpoBepeHo: Opnobpeno: geHemKep / PykoBoauTeb
Date / ey Date / D25/ Date / = _

Jara: [T(-oL- 90 Jata: )2 229 JlaTa: V- D00y




UNCONTROLLED COPY ISSUED ON 03-06-2025

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20

mg

Tpoaykr: Pa30®, TabneTku, MOKpbITHE KHIIEYHOPACTBOPUMOH 000510uK0i#t, 20 Mr

Market / PoiHok : Russia / Poccust

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

Cepusi Ne + £2504407 Pa3mep cepuu 1500000 Tab

Analytical Repo:‘t No. / . 890001810411 Date of Analysis / . 16/05/2025
AHaJIUTHYECKH oTUeT No JlaTa ananusa

Date of Manufacture / - 10/03/2025 Date of Expiry / . 28/02/2027

Jata npousBoacTBa Togen xo

Mifg. License No. / MA number: / H

IIponsBoacTBeHHast : 59/RR/AP/97/F/R PY sromep JITI-Ne(004603)-(PT-RU)
JinueH3ns Ne

Analysis performed according ND No / Anaans nposeaen no HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

Page4 of 6/ Ctp. 4 u3 6

| 6 |Residual Solvents content / 1636 pg/tab/ 1636 Mkr Ha Isopropanol — not more than 2621 ug per
OcTaTo4HbIe OpraHuYecKHe TalJIeTKy tablet / M3onponanon — ne Gonee 2621 Mkr
PacTBOPUTEH Ha TabJeTKy
7 |Uniformity of dosage units / 3.1/3,1 Acceptance value (AV) should be not more
OpHopoaHOCTH than 15.0. / Tlokasartens mnpuemmeMocTH
JI03MPOBAHHBIX €AUHUI (AV) nomxkeH 6bITh He Gonee 15,0.
8 | Microbiological purity*/ Mukpo6uoJjioruyeckasi 4ucTora*
a) Total aerobic microbial count Less than 10 CFU/g / Not more than 1000 CFU/g /
/ Ob11ee 4uciio adpoOHBIX Memnee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O61ee yrciio Menee 10 KOE/r He 6onee 100 KOE/r
JIPOSOKEBBIX U TJIECHEBBIX
rpuboB
¢) E.coli Absent in 1g/ Shall be absent in 1g /
OtcyTtcTBYeT B 11 JlomXKHBI OTCYTCTBOBATh B 1 T
9 |Assay/ KosinyecrBeHHOE 19.7 mg/ 19,7 mr 18.0 to 22.0 mg of C1sH0N303SNa
onpeaeneHne (Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /
Or 18,0 MI" 10 22,0 mr C13H20N303SN21
(pabenpazon Hatpus) (ot 90 g0 110 % ot
HOMMHAJILHOTO COAEpIKaHus) B TabJIeTKe.

Remarks : The Product confirms to ND/

IIpumeuanue: [Iponykr coorBeTcTBYET TpeboBanusm HJT

N

Conclusion : APPROVED /

93a1<moqenne: OJOBPEHO

24
Prepared by / Checked by Approved by: Manager@/
[Tonrotosnexo: IIpoBepen OnobpeHo: I\geﬂez(mep / PykoBomuTenn
Date / oS0 Date / S5~ 2005 Date / i -
Jara: 1 Jlara: / 9 Jlara: |9 —oC-2000




UNCONTROLLED COPY ISSUED ON 03-06-2025

@
Dr.Redd Y,S “0‘ CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Pazo®, TabneTky, MOKpbIThIE KULLIEYHOPACTBOPUMOH 000J10uKk0l, 20 Mr
Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne : £2504407 Pa3mep cepun 1500000 tab
Analytical Repo:‘t No. / . 890001810411 Date of Analysis / . 16/05/2025
AHanuTHueckHii oTyer Ne JaTta anaauza
Date of Manufacture / - 10/03/2025 Date of Expiry / . 28/02/2027
JaTta npousBoacTBa TIomen no
Mfg. License No. / MA number: / Home
IIpousBoacTBeHHast : 59/RR/AP/97/E/R PY ) P . JITI-Ne(004603)-(PT-RU)
JineH3ust Ne
Analysis performed according ND No / Ananns nposeaen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page 6 of 6 / Ctp. 6 u3 6
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
een 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».

3akuoueHHe 0 cooTBeTCTBHH: «HacTosIuM st IOATBEPK AL, UTO MPUBE/ICHHAS BbILIE HHPOPMALKS SABSETCS JOCTOBEPHON
¥ TO4HOM. DTa cepusi MPOAYKLUKY IPOK3BeeHa (BK0Yas YaKoBKy (MapkHPOBKY) H KOHTDPOIIb Ka4ecTBa) Ha BhIlIeyKa3aHHOI
MPOM3BOACTBEHHOH  IuIoWanKke (mIowankax) B TOJHOM COOTBETCTBHH C TpeGoBaHMsMH IIpaBui  Haaiexailei
NPOM3BOJICTBEHHOM NMpakTHky EBpasuiickoro skoHomuueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHUSIMH KOHTPOJISl KAY€CTBA JIEKAPCTBEHHBIX CPE/ICTB, & TAKXKE B COOTBETCTBHHU CO CIELU(DUKALMIMH, COICPIKALUMUCS
B PErUCTPaLlMOHHOM JI0ChE€ CTPAHBI-MMIIOPTEPA. 3aMUCH MO MPOM3BOJCTBY, YIIAKOBKE U aHAJIN3Y IPOBEPEHBI, M YCTAHOBICHO
WX COOTBETCTBHE TpeOoBanusAM IIpaBun Haexaleii POU3BOACTBEHHOM MPaKkTUKK EBpa3uiickoro 3KOHOMHYECKOT0 COR3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TponykT cooTBeTcTBYeT TpeboBaHusM HJJ >3alc.moqenﬂe: OAOBPEHO

]
P

Prepared by / Checked by /, 1 Approved by: Manager@lt_i\@/
[ToarotosneHo: &%’ [Tposepeno: Onob6peHo: OMeHemxep / PykoBoauTennb
Com

Date / |08 - ol Date / ,;,.05,2’% Date / T VA ~0. 5200

Hara: Jara: Jara:




UNCONTROLLED COPY ISSUED ON 03-06-2025

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaykr: Pazo®, Tabnetky, MTOKPBITHIC KUIIEYHOPACTBOPUMOM 000510uKOi, 20 MI
Market / PeiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne + £2504407 Pa3mep cepuu 1500000 Ta6
Analytical Repo“rt No./ . 890001810411 Date of Analysis / . 16/05/2025
AHajquTHYecKHil oTyeT Ne JlaTta anajansa
Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027
HdaTa npousBoacTBa Tonen 10
Mfg. License No. / i
Tponssoxcreennasn . SO/RR/AP/97/F/R lﬁ%‘f‘ number: /HOMCP . 11y No(004603)-(PT-RU)
JuneH3ust Ne
Analysis performed according ND No / Anaaus nposeaen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page5of 6/ Ctp.5u3 6

| 10 [Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / ITo 15
TabJIeTOK B OyMcTepe U3
(ITIBX/AJI/TIA) dosnsru /
aJIOMUHUEBOH ¢onbru. 2 6nucrepa
BMECTE C JIMCTKOM-BKJIQIBIIIIEM B
Ha4YKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters with a package
insert in a carton. / ITo 15 rtabnerok B
6mucrepe u3 (IIBX/AJIVITA) donsru /
amoMuHueBoll  ¢oneru. Mo 1 wumm 2
OaucTepa BMECTE C JIMCTKOM-BKIA/bILIEM B
Ha4yKy KapTOHHYIO.

API name / HaumenoBanue ADC:

Rabeprazole sodium / Pabenpazon Hatpust

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /

npoussoautes I'JID:

Homep cepun npoussoautesiss ADC: ACRH004188 & ACRH004237
FP Manufacturer API Batch number /
Homep cepun cybcTaHuuu FCRA02704 & FCRA02705

API Manufactured by & country /
IpousBoaurenn ADC, ctpana:

Dr. Reddy's Laboratories Ltd., India
J-p Pennu’c Jlabopatopuc Jita., Unaus.

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBaHue, agpec 1 HoMep
JIMIIEH3HH TJIOMIA/IKH,
ocyuiecTBIs oI e
NMPOU3BOACTBO/KOHTPOJIb
kayecTtBa/Boimyck I'JID /

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

IIpousBoacTBeHHOE noapazenerue - 3, yuactku Ne 41, yacte 42, yactb 45 u
4acTh 46, bauynannu (Bunnapx), bauynannu (Maunnan), Mequan
Manxampxrupu (Qucr.), wrat Tenanrana, Muaaus (Jlunensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

IIpumeuanmne: ITpogykt cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Ay

Prepared by / Checked by / " Approved by: ManagerW’

IToarotoBneHo: /g’ [IpoBepeHo: Opnobpeno: l\%gﬂemxep / PykoBoauTeNb
@9’;%-’—

Date / 11 cov -yl Date / ) I0S~2028 Date / \ 9 —oY- 2004

Hara: Jara: Hata:






