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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Product : Razo”, enteric-coated tablets, 20 mg ]
Ipoaykt: Pa3o®, TabaeTky, NOKpHITBIE KHIIEYHOPACTBOPHMOH 0605104K0i, 20 MI
Market / PeiHox : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne SRRt Pasmep cepun © 1500000 Tab
Analytical Report No./ . 9047873500 DateioRTnalysicr : 21/07/2025
AHanuTHYECKHH oTueT Ne JlaTa anannza
Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027
Jara npouzBonacTna Tonen g0
Mfg. License No. / .
IIpousBoacTBeHHAS : 59/RR/AP/97/F/R ll![}é mumbers:/ HoMep : JII-Ne(004603)-(PI"-RU)
JuneH3us Ne
Analysis performed according ND No / Anaju3s nposenen mo HJI No: JIIT-Ne(004603)-(PI'-RU)-130224

Pagelof 6/Ctp. 1 m36

Ne Test / Tloxaszarenn

Result / Pe3yabTaThI

Specification / Hopma

1 | Appearance / Onucanne

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrisie,
JIBOSIKOBBITYKITbIE TAONETKH,
IIOKPBITBIE 0DOIOUYKOH KENTOro
[[BETA C MAPKHPOBKOU KPacHOro
uBeta «RB20» Ha onHOM cTOpOHE.
Ha nomepeunoM paspese aapo
6enoro nBera.

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. / Kpyrible, IBOSKOBBIMYKJIbIE

TabneTku, MOKPBIThIE 000JIOUKOH OT CBETIIO-
KEJITOro JI0 )KENTOro IIBETA C MAPKUPOBKOM
kpacHoro 1Bera «RB20» Ha oqHOlt cTopoHe. Ha
HONEePEYHOM paspese SApo oT 6eJloro A0 MoYTH
6enoro LBeTa.

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUSIM

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). /
Bpemst yaep>xuBaHusi OCHOBHOI'O ITHKa Ha
XpoMAaTorpaMMe UCTIBITYEMOTO pacTBOpa
JIOJKHO COOTBETCTBOBATEH BPEMEHH

YIEep KUBaHK OCHOBHOIO MHKa Ha
XpoMaTorpaMMme pacTBoOpa CTaHAAPTHOrO
obpasua pabenpazona HaTpus (pasaen
«KoMMueCTBEHHOE ONPEACTICHUEY).

2 | Identification By HPLC /
HNpentudpuxanusa BIKX
3 _A_verage weight /

Cpennss macca

209.47 mg /209,47 mr

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusM HJ 3axkmouenune: OJOBPEHO

[

~

Prepared by / o - | Checked by / Approved by: Manager/Executive /
HOHFOTOB.TICW IIpoBepeHo: f PN OnoGpeHo: Menemkep / Pykosoantes
Date / 9 2.-@2}# 2oN).5 Date / = ) Date /
JlaTa: Jara: 22-07-2024 HaTa:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
MpoaykT: Pa3o”, TabneTku, MOKpbITbIE KHIIEYHOPACTBOPHMOIT 0607104K0ii, 20 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . C2507681 Batch Quantity / . 1500000 tab /

Cepus Ne i Pazmep cepun * 1500000 Tab

Analytical Repo:'t No. / . 890001823500 Date of Analysis / . 21/07/2025

AHananTHyeckHii oTyet Ne JaTa anasusa

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

JlaTta npon3BoacTBa T'onen 1o ]
Mfg. License No. / .

T e e : SO/RR/AP/97/F/R 11‘,43‘," number: /Homep . ;177 no(004603)-(PT-RU)

Juuenszus No

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

Page2 of 6/ Ctp. 2 u3 6

4 | Dissolution / PacTBopenne Unit-1/Eaunnna-1 2% |In 0.1 M hydrochloric acid solution — not more
Unit-2/Ennanua-2 0% |than 10 % of CisHyN303SNa (Rabeprazole
Unit-3/Exquauna-3 4 % sodium) label claim in 2 h. / B 0,1 M pacrsope
Unit-4/Eaunuua-4 4 %, XJIOPUCTOBOJOPOAHOM KUCIOTEI — He Hosiee 10 %
Unit-5/Equauna-5 39, orT HoMuHanbHOTO cogepxkanus CigHyN3O3SNa
Unit-6/Enuanna-6 4% |(pabempason Hatpus) depes 2 4.
Average / Cpenn. 3Hauenue: 3 %
Unit-1/Enqunuima-1 87 %  |In buffer solution pH 8.0 —not less than 75 % (Q)
Unit-2/Enununa-2 89% |of CisHoN3O3SNa (Rabeprazole sodium) label
Unit-3/Exaunuiia-3 859% |claim in 60 min. / B 6ydepHom pactsope pH 8,0
Unit-4/Equnmua-4 889% |- He Menee 75% (Q) OT HOMHHAILHOTO
Unit-5/Equnnna-5 879% |comepxanus  CigsHzo)N3O3SNa  (pabenpason
Unit-6/Epununa-6 88 % |Harpus) uepes 60 MUH.
Average / Cpenn. 3Hauenue: 87 %
5 | Related Substances /

PoacTBenHbie npuMecu

Rabeprazole N-oxide/
PaGenpazona N-oxcun

Below LOQ (LOQ=10.022 %)/ Huxe
npenena KOJIHYECTREHHOTO
onpeneneuns (I1IKO = 0,022 %)

Rabeprazole Sulfone/
Pa6enpazona cynbdoH

0.09%/0,09%

Rabeprazole Methoxy analog/
Pa6enpasona METOKCH aHaJIoT

0.05%/0,05%

Rabeprazole Chloro analog/
Pa6enpasona xnopo aHajior

Not detected / He obHapyxeHa

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusam HJ

N

Conclusion : APPROVED /
3axkaouenne: OJOBPEHO

Prepared by / > {7 Checked byl
IMoarorosnex HpOBepe”g AN\ ,\_/f

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoanTesb

Date /
JaTa:

D 2PN 702 S

Date /
JlaTa:

L2-07-202¢

Date /
Jara:

e ) -—\9*'(




CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
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Product : Razo", enteric-coated tablets, 20 mg

Mpopywr: Paso”, TadneTkil. HOKPLITHIE KIILEYHOPACTEOPIIMOiT 06onouKoH, 20 Mr

Market / PuiHOK : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /
Cepust Ne F e Pa3mep cepuu " 1500000 Tab
Analytical Report No. / . 890001823500 Date of Analysis / . 21/07/2025

AxasuTnyeckuii order Ne

JlaTa aHaIH3a

Date of Manufacture /
Jara npon3BojacTBa

: 05/06/2025

Tonen oo

Date of Expiry /

: 31/05/2027

Mfg. License No. /
ITponseoacTBeHHan
JuneH3usa Ne

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

Py

MA number: / Homep

: JITI-Ne(004603)-(PT-RU)

|Analysis performed according ND No / Ananu3 nposenen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page30of6/Crp.3u36

Rabeprazole Sulphide/
Pabemnpazona cynbdun

Rabeprazole Related
compound A/
Pa6enpazona poacTeeHHas
npumMech A

Rabeprazole Related
compound C/
Pabenpazona poacteeHHas
npumeck C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Tpumecs npu
RRT 1,37 (macca m/z=310
UMHIA30IT)

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

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

OeH3UMHAA30Ma AJIYKT)

Individual unidentified
impurity / ExunuyHas
HEWJEHTU(DHLHIPOBAHHAS
npUMech

0.09% / 0,09%

Not detected / He oOHapyxeHa

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Below BDL (BDL~ 0.1 %) / Huxe
nopora peructpauuu (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 6oiee 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 6onee 0,2 %

Remarks : The Product confirms to ND/
Ipameuanue: [TpogyxT cooTBeTcTBYET Tpebosanusam HJI

Wl

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / , 2" Checked by / Approved by: Manager/Executive /

[MoAroToBACHp: "{7-/6;// ﬂpuBE[‘JBHC/Z‘_ a7 Opnobpeno: Menemkep / PykoBoauTens
s ) = —

Date / 0 Db Date / Date / a0 oM

Hara: 2 ) HJara: 92 ~07-202¢ | Hara




CERTIFICATE OF ANALYSIS

| o
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CEPTUO®UKAT AHAJIN3A

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

HpoaykT: Pazo®, TabneTKH, NOKPHITHIE KMIIEYHOPACTBOPUMOI 060J104KO#, 20 MT

Market / Prinok : Russia / Poccus

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

Cepus Ne s Selioe Pasmep cepun 1500000 Tab
Analytical Repo:‘t No./ . 890001823500 Date of Analysis / . 21/07/2025
A”anuTHndeckuii oryer Ne JlaTa aHaJH32

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

Jarta npoun3Boacrea T'ogen 1o

Mfg. License No. / MA ber: / H

IIpoussoacreeHHas : 59/RR/AP/97/F/R Py number: 7 tomep JITI-Ne(004603)-(PT-RU)
Jinfen3us Ne

[Analysis performed according ND No / Anauu3 nposeaen mo HJI Ne: JITT-Ne(004603)-(PI'-RU)-130224

Total impurities / Cymma
npumeceit

0.2%/70,2%

Page4of 6/ Ctp. 4 u3 6

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

6 |Residual Solvents content /

1468 pg/tab/ 1468 Mxr Ha

Isopropanol — not more than 2621 pg per tablet /

OcrtaTounbie opraHHYeCcKHe TabneTKy Hzonponanon — He 6osee 2621 MKr Ha TablIeTKy
PACTBOPHTEJIH

7 |Uniformity of dosage units / 6.7/6,7 Acceptance value (AV) should be not more than
OaHopogHOCTh 15.0. / ITokasarens npuemiaeMocti (AV) nomxeH

A03HPOBAHHBIX €IHHMUIY

ObITh He Hoee 15,0.

8 | Microbiological purity*/ Mukpo6uonornyeckasi Yucrora*

a) Total aerobic microbial
count / Oblee yucIo
a3p0oBHBIX MUKPOOPraHH3MOB

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 / O61ee uncio
JPOXOKEBBIX U MJIECHEBBIX
rpuboB

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

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

¢) E.coli

Absentin 1g/
OtcyTcTBYET B 1T

Shall be absent in 1g/
JlomKHBI OTCYTCTBOBaTh B 1 T

9 |Assay / KonnuecTBeHHOE
omnpejeneHue

19.4 mg/ 19,4 mr

18.0t022.0 mg of CsH20N303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Or 18,0 mr mo 22,0 mr C;3H20N303SNa
(pabemnpazon "atpus) (ot 90 no 110 % ot
HOMMHAJIBHOTO COJIep>KaHus) B TabneTxe.

Remarks : The Product confirms to ND/
Ipnmeyanwme: [IponyxT cooTBeTcryeT TpeboBanusm HJ|
-,

Conclusion : APPROVED /
3akiouenne: OJOBPEHO

Prepared by / ____CL‘.}’_"/"’Checked by / Approved by: Manager/Executive /

[TonrorosneHo. < jﬁ/ IIpnnepeno(’—‘?‘\\ﬂ_ 7 Onobpeno: Menemxkep / PykoBoanTens
& A=t _ y

Date / QW% Date / Date / PG ~o

Hara: Hara: 99_p7~202¢— | Hata:




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

[Product : Razo ", enteric-coated tablets, 20 mg

i
Mpoaykt: Paso”™, Tabuierki, NOKpPLITHE KHLIEYHOPACTBOPUMOIT 0600uKO#, 20 MT ]
Market / PoIHOK : Russia / Poccust
Batch No. / . C2507631 Batch Quantity / : 1500000 tab /
Cepus Ne Pazmep cepun 1500000 tab
Analytical Repo:‘t No. / . 890001823500 Date of Analysis / . 21/07/2025
AnanuTHyeckuii orger Ne JlaTa ananu3a
Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027
Jara npousBoacTea T'oxen 1o
Mfg. License No. / MA ber: / Home T
Ipon3soacTBeHHAS : 59/RR/AP/97/F/R by L P . JII-Ne(004603)-(PT-RU)
JuueH3usa Ne
Analysis performed according ND No / Anaans nposened mo HJ{ Ne: JITI-Ne(004603)-(PT'-RU)-130224

PageS5of 6/ Crp.5u3 6

10 |[Packaging / YnmakoBka

15 tablets in a (PVC/Al/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / [To 15
TabneTok B GuMcTepe U3
(IIBX/AJI/TIA) donbru /
amOMUHHEBOH (onbru. 2 6iucTepa
BMECTE C JINCTKOM-BKJIABIIIIEM B

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerox B 6nuctepe u3
(TIBX/AJUTIA) donpru / anoMuHHEBOH (HONBIH.
Mo 1 umu 2 OykcTepa BMECTE C JINCTKOM-
BKJIAJIBIIIEM B AYKY KAPTOHHYIO.

MavyKy KapTOHHYIO

API name / Haumenosauue ADC:

Rabeprazole sodium / Pabenpaszon HaTpus

INN / MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /
Homep cepun npoussoautens ADC:

ACSH000150 & ACSH000169

FP Manufacturer API Batch number /
Homep cepun cyOcTaHmMH
npouzBoauTesa I'JID:

FCSA00205 & FCSA00206

API Manufactured by & country/
Mpounssogurens A®C, ctpaHa:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu' ¢ Jlabopatopuc JIta., Munust.

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

HaunmenoBaHue, apec U HOMep
JHIEH3UH LIOMIAAKH,
OCyLIeCTBJIAIOLei
NMPOH3BOACTBO/KOHTPOJb
kauecTBa/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)

TIpou3BOACTBEHHOE TOApa3aeeHue - 3, yqacTku Ne 41, yacts 42, yacTte 45 u
vacTh 46, bauynaanu (Bunnamk), bavynammu (Mangan), Meauan
Maskamkriapu ([ucr.), wtat Tenanrana, Uuaus (Jlunensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Hpumeyanwue: [Tpoaykr coorseTcTBYCeT TpeGoBaHsM HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / _ QHEP*’ ~|_Checked by / Approved by: Manager/Executive /
o . e /;r:“?_ e e .
[MoaroToBleHO; V/ HpOBepeuC[ AN ,_\/ Onobpeno: Menemxkep / PykoeoanTens
- J I"I ——
Date / 0D -Qops |Date/ ™~ Date / qa 09 oY
Hara: Jara: 09 07~ 202y | Hata:




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A

@
Dr.Reddy’s ‘;‘

Product : Razo", enteric-coated tablets, 20 mg
Tpoayxr: Pa3o”, TabneTkn, NOKPbIThie KIISYHOPACTBOPHMOI 060710uKOii, 20 MT

Market / PeiHOK : Russia / Poccus

Batch No. / . 02507681 Batch Quantity / . 1500000 tab /

Cepust Ne ) Pazmep cepun * 1500000 Tab

Analytical Report No. / . 890001823500 Date of Analysis / . 21/07/2025
AHajguTHYecKHii oTHeT No Jata aHann3a

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

JaTa npou3BoACTBA I'oaen g0

Mfg. License No. / .

1| —— : 59/RR/AP/97/F/R g‘,‘ number: /Homep .y N (004603)-(PT-RU)
JauneH3us Ne

Analysis performed according ND No / Anasns nposenen no HJI Ne: JIII-Ne(004603)-(PT"-RU)-130224

Page 6 of 6/ CTp. 6 13 6
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».

3akar0ogyenne o cooTBeTcTBUM: «HacTosIuM s MOATBEPXK1ak0, YTO MPUBEICHHAS BhIlIe HH(OPMALKA ABISIETCS NOCTOBEPHOH
¥ TOUHOM. DTa cepust MpOIyKIUH MPporu3BeieHa (BKIIOUas yakoBKY (MapKUpPOBKY) U KOHTPOJbL Ka4eCTBa) Ha BhIIIEYKa3aHHON
MPOU3BOACTBEHHOH mIowiaake (MUIOIAAKaXx) B TOJHOM COOTBETCTBHM C TpeboBaHusAMM [lpaBun Hagnexatuei
IPOH3BOACTBEHHOM npakTHkH EBpasuiickoro sxonommdeckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHUSIMH KOHTPOJISA KAUECTBA JIEKAPCTBEHHBIX CPEJICTB, & TAKXKE B COOTBETCTBUM CO CELH(DUKALUIMH, COAEPKAUIMMUCS
B PETHCTPALHOHHOM JJOChE CTPAHBI-UMIIOPTEPA. 3aKCH N0 TPOM3BOJACTBY, YIAKOBKE U aHAIU3y IPOBEPEHBl, U YCTAHOBIEHO
UX COOTBeTCTBHE TpeboBaHUAM [IpaBui Hajexalel MPOU3BOJCTBEHHOM MPaKTHKH EBpa3zHiickoro 3KOHOMHUIECKOTrO COK3a.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
Saxmouenne: OJOBPEHO

IIpumeuanne: [Ipoaykr COOTBETCTBYET TpeboBanusm HJJ
Prepared by / K 72> Q,Q%;'Checked by/ s
[Monrotosnen 45)//’;// l‘[posepel-m(/' '}\\ ~/
269700 §

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyvikooauTens
S

Date /
Jara:

Date / S O o

JHara:

Date /
Jlarta:

22 072027~




