‘Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

\Product : Razo", enteric-coated tablets, 20 mg
T poaysct: Pa3o®, tabnerku, nokpsiThie KHIIEYHOPACTBOPHMOIE 060104KO#, 20 MI

Market / Poinok : Russia / Poccus

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

|Cepusi Ne ) Pasmep cepun * 1500000 Tab

proalytiedl Reporc No./ : 890001850386 lateaf Analyais/ : 28/11/2025
AHanuTHYeCKHii oTyeT No JaTa ananun3a

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JaTa npon3BoacTBa T'oaen no

Mfg. License No. /

IlpousBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JINUEH3Hs No

Analysis performed according ND No / Auanns nposenen o HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Pagelof5/Crp.1m35

N Test / Iloxa3arenn

Result / Pe3yabTaThi

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. / KpyrJisie, ABOSKOBHIITYKJIbIE
TabaeTKH, HOKPHIThIE 060JI0UKOH
CBETJIO-XKEITOro LBETa C MapKUPOBKO#t
KpacHoro 1geta «RB20» Ha omHO#M
cropoHe. Ha nmonepeynom paspese siapo
6enoro 1Bera.

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, ABOSKOBBIMYKIIEIE TAONETKH, IOKPHITHIE
060IOUKOM OT CBETJIO-XKENTOrO A0 JKEJITOTO LIBETA
¢ MapkHpoBKo# kpacHoro 1peta «RB20» Ha oxuo#i
cropone. Ha nonepeynoM paspese saapo ot 6enoro
10 TIOYTH GENIoro LBera.

2 | Identification By HPLC /
Hpenrupuxanna BIKX

Complies as prescribed /
CootsercTByeT TpeGOBaHHM

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
yAEp>KHBaHHUA OCHOBHOFO [THKA Ha
XpOMaTorpaMMe HCIBITyeMOro PacTBOpa AOJBKHO
COOTBETCTBOBATh BPEMEHH YIEPIKUBAHMS
OCHOBHOTO [THKA Ha XpOMaTorpaMMe PacTBopa
craHgapTHoOro obpasua paGenpazona HaTpus
(pazmen «KoaH4eCTBEHHOE OIIpeNIeNIeHHER).

Average weight /
Cpeanns Macca

210.88 mg /210,88 mr

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykT coorBeTcTBYeT TpeGoBanusM HII 3axmouenue: OJJOBPEHO
~O

Prepared by / VA Checked by / 2 s o>=~| Approved by: Manager/Executive /
[ToAroTOBIEHO: (L7 IIpopepeno: (_<F=*"_—~—" | Opobpeno: Menemxep / PykoBoaurens

e s
Date / [T rYYs Date / B0t ~pop < | Date/ 30\ W
[ara: Jarta: Jara:




 Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

ITpoayxT: Pazo®, tabnerky, MOKPEIThIE KUIIEYHOPACTBOPUMOii o6onoukoit, 20 Mr

Market / Prinox : Russia / Poccus

Batch No./ . 02514531 Batch Quantity / . 1500000 tab /
Cepusi Ne i Pa3mep cepuu ‘1500000 Tab
Analytical Repo:‘t No./ . 890001850386 Date of Analysis / . 28/11/2025

| AHAJINTHYeCKHH oTyeT Ne Jdata ananan3a

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
JaTta npoH3BoCTBa Tomen no

Mfg. License No. /

Ipou3BOACTBEHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JHIeH3HA No

Analysis performed according ND No / Anasins nposened mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2 of 5/Crp.2 n35

4 | Dissolution / PacTrBopenue

In 0.1 M hydrochloric acid solution — not more than

Unit-1/Enunnua-1 3%
Unit-2/E qununa-2 3%
Unit-3/Equnania-3 1%
Unit-4/Enysnua-4 1%
Unit-5/E nunnua-5 3%
Unit-6/Enununua-6 2%

Average / Cpenn. 3Hauenue: 2 %

10 % of C13H20N303SNa (Rabeprazole sodium) label
claim in 2 h. / B 01 M pacrBope
XJIOPUCTOBOAOPOAHOH KHCIOTH — He Gonee 10 % ot
HOMMHAJILHOT'O conepKaHusa Ci13H20N303SNa
(paGenpazon HaTpus) yepes 2 4.

Unit-1/Equuuna-1 84 %
Unit-2/Equnurna-2 86 %
Unit-3/Enunnna-3 84 %
Unit-4/EnuHuna-4 87 %
Unit-5/Enununa-5 85 %
Unit-6/E qunnna-6 86 %

Average / Cpens. 3HaucHue: 85 %

In buffer solution pH 8.0 — not less than 75 % (Q) of|
CisH20N303SNa  (Rabeprazole sodium) label claim
in 60 min. / B 6ydeprom pacteope pH 8,0 —He menee
75% (Q) oT HOMHHANBHOTO  COJEPMKAHHA
CisHoN3O3SNa (pabenpazon Hatpus) uepe3 60 MUH.

5 | Related Substances /
PoacTBenHbie MPpHMeECH

Rabeprazole N-oxide/
Pa6enpazona N-oxcun

cynbhoH

Rabeprazole Sulfone/ PaGenpazona

Rabeprazole Methoxy analog/
Pa6enpggona METOKCH aHaJior

Rabeprazole Chloro analog/
PaGenpasona xsiopo aHasor

Rabeprazole Sulphide/
Pabenpasona cynspun

Pabenpa3ona poacTBEHHas
rnpuMech A

Rabeprazole Related compound A/

Below LOQ (LOQ =0.022 %) / Huke
npeaecna KOMMYCCTBCHHOTO ONPEACIICHUA
(TIKO =0,022 %)

0.10%/0,10%

0.05% /0,05%
Not detected / He oGHapykeHa

0.06% / 0,06%

Not detected / e o6uapyxena

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

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

Not more than 0.5 % / He 6o1nee 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 %

Remarks : The Product confirms to ND/
r IIpumeuanue: [IponykT cootBeTcTBYET TpeboBannsM HJ

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / N Checked by /K-fL e y‘ "‘Approved by: Manager/Executive /
IToprotoBneHo: [ IIpoBepeHo: > '»'7' & | Opobpeno: Menemxep / PykoBoaurens
e~ ;,.—-"‘_ S
| Date / 90—t 1ol x Date / 201t 20| Date/ Bl il
“ Hata: Hara: Jlata:




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

|Product : Razo", enteric-coated tablets, 20 mg
M poayxr: Pa3o®, tabnerin, nokpeiTsie knmeuHopacTeopuMoii o6onouKoii, 20 mr

Market / Poinox : Russia / Poccus

Batch No./ . 02514531 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pa3mep cepun * 1500000 tab

Analytical Repovrt No./ . 890001850386 Date of Analysis / . 28/11/2025

| AHAJIHTHYECKH oTaeT Ne JlaTa aHaJn3a

Date of Manufacture / + 12/09/2025 Date of Expiry / . 31/08/2027

JlaTa npou3BOACTBa T'open no

Mfg. License No. /

IpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
AHueH3HA No

| Analysis performed according ND No / Anaans nposenes mo HJI Ne: JIII-Ne(004603)-(PI'-RU)-130224

Page3 of S/ Crp.3 u3 5

Rabeprazole Related compound C/
PaGernpasona poacTeeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / TIpumecs mpu RRT
1,37 (macca m/z=310 umupnazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / [Tpumecs npu
RRT 1,51 (Macca m/z=458
6eHzuMmnaazona ayKT)

Individual unidentified impurity /
Enunuunas
HeueHTH(OHUIIHPOBAHHAS TIPUMECh

Below LOD (LOD = 0.02 %) / Huxe
npenena o6uapysxenus (I10 = 0,02 %)

0.02%/0,02%

Not detected / He 0GHapyxeHa

Below BDL (BDL~ 0.1 %) / Huske
nopora peructpauuu (ITP 0,1 %)

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 %

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

Total impurities / Cymma
npumeceit

0.2%/0,2%

Not more than 2.0 % / He Gonee 2,0 %

Residual Solvents content /
OcraTouHble OpraHHYECKHE
PacTBOPHTENH

1978 ng/tab / 1978 mMkr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
H3zonpomnanon — He 6osee 2621 Mkr Ha TabneTky

[7 Uniformity of dosage units /
OnHOPOAHOCTD JO3HPOBAHHLIX
eMHHL

2.8/28

Acceptance value (AV) should be not more than
15.0. / Tlokaszatens mpuemniemoctd (AV) AOJDKEH
6bITh He Gonee 15,0.

Remarks : The Product confirms to ND/
[Ipumeuanue: ITponyxT cooTBeTCTBYET TpeboBanusm H]T

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

o

Approved by: Manager/Executive /

Prepared by / Checked by / MY
IoaroTosaeHo: ﬁ>/ IpoBepeno: (. g‘f)/ ol Onobpeno: Menemxep / PykoBoaurens
2 o< e
Date / Date / - Date / ~
= - f gc ) e o 2 36 S
Hara: >o-t ( W Jara: ( -2P25 Jara: K




@
Dr.Reddy’s ‘,‘o’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Razo®, enteric-coated tablets, 20 mg
Tlpoayxt: Pa3o®, Tabnetiu, OKPHITHIE KMIIEYHOPACTBOPUMOit 0605104KOiH, 20 Mr

| Market / Phmok : Russia / Poccus

Batch No. / ——— Batch Quantity / _ 1500000 tab /
|Cepusi Ne ) Pa3mep cepuu * 1500000 Tab

\ i 5

Analytical Repourt No./ . 890001850386 Date of Analysis / . 28/11/2025
AHaJuTHYECKHH oTyeT Ne JlaTa ananuza

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
JlaTa npon3BoOACTBA Topen no

Mfg. License No. /

[Tpon3BoACTBEHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JTHIEeH3HA Ne

|Analysis performed according ND No / Anaiu3 nposeaen no HJI Ne: JIIT-Ne(004603)-(PT-RU)-130224

Page4 of 5/Crtp. 4m35

8 | Microbiological purity*/ Mukpo6noiornuecKkas YucToTa*

OtcyrcTByer B 1

a) Total aerobic microbial count / Less than 10 CFU/g/ Not more than 1000 CFU/g /
O6111ee YHCNO a3poOHBIX Mesnee 10 KOE/r He 6onee 1000 KOE/r
MHMKPOOPraHU3MOB

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6mee uucio Mesnee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX M IJIECHEBEIX TPHOOB

¢) E.coli Absentin 1g/ Shall be absent in 1g /

JloJDKHEBI OTCYTCTBOBATh B 1 1

9 |Assay / KonnuecTBeHHOE
omnpejeeHHe

19.4 mg/ 19,4 mr

18.0 to 22.0 mg of Ci3Hz0N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 Mr mo 22,0 mr Ci3H20N303SNa
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMMHAJILHOTO COepKaHus) B Tabierke.

10 |Packaging / YnaxoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnetok B Gnucrepe u3 (IIBX/AJI/TIA)
(oneru / amomunueBoii gonsru. 2
6HcTepa BMECTE C JIMCTKOM-
BKJIAZBILIEM B NTAYKy KapTOHHYIO

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 OGnucrepe wu3
(TIBX/AJUTIA) donbru / anmiomunueBoii ¢ponsru. Ilo
1 w2 6nucTepa BMECTE € JIHNCTKOM-BIJIAJBIIEM B
MaykKy KapTOHHYIO.

Rabeprazole sodium / PaGenpazon HaTpus

| API name / Hanmenosanne ADC:

' INN / MHH:

Rabeprazole / Pabenpaszon

API manufacturer batch number /
Homep cepun npoussoautens A®C:

ACSH000750 & ACSH000785

' FP Manufacturer API Batch number /

IIpumeuyanue: IIpoaykT coorBeTcTBYET TpeboBanusm HJJ

Homep cepuu cyGeTaHIHU FCSA00519 & FCSA00520
npouspoautens I'JID:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3aknouenne: OJOBPEHO

Prepared by / Checkedby /[~ >, . o= 'f T'Approved by: Manager/Executive /
[ToaroToBNeHO: ﬂ‘\/ [Tposepero;- 4:”14 ~___—— | Onobpeno: Menemxep / PykoBomurens
Date / , Date / Date /

- s f P 0y
Jara: 5011 ?/OL( Jlata: % [~2o25 Jlara:
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, Dr. Red dy S ‘.‘ CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
M poaykr: Pa3o®, Tabnerky, mokpeiThie KHIIEYHOPaCTBOPHMOH 060104KOi, 20 MT

Market./ Peinox : Russia / Poccust

Batch No. / . 02514531 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pasmep cepun * 1500000 Ta6
Analytical Repourt No./ . 890001850386 Date of Analysis / . 28/11/2025
AHaJIUTHYECKHIi oTdeT Ne JlaTa ananansa

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
|laTa npou3BoaCTBA Topen ao

Mfg. License No. /

TlpousBoacTBeHHAst 1 59/RR/AP/97/F/R MA number: / Homep PY : JOI-Ne(004603)-(PT'-RU)
| TUIeH3Hs Ne

Analysis performed according ND No / Anasnn3 mposesen mo HJI Ne: JII-Ne(004603)-(PI'-RU)-130224

_ PageS5of 5/ Crp.S5uss
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIponsBoaurtens A®C, crpana: I-p Pennu'c JTaboparopuc JItxn., Unaus.
INAme, sikiress, anithorizition No-lor FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
IP;Ie’lgl:::itc;urlng sute,/ Controlsite; Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HanmeHnoBaHue, apec 1 HOMeP JTHICH3UH (Ligensz o SRR AR BHTR)

| ’ i IIpoH3BOACTBEHHOE HOApa3/ieieHHe - 3, yuactku Ne 41, uacts 42, yacte 45 ¥ yacth
DTN, ey ECTRImome 46, Bauynamnu (Buutamk), Bauynanmu (Mannan), Meayan Mankamkrupu (Jucr.),
HPOHARONETRO/KOHIPOTN mrar Tenaurana, Uupus (JIuuensus Ne 59/RR/AP/97/F/R)
KavecTBa/Bbinyck I'JI® /

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».

3axaiouenue 0 cooTBeTCTBHH: «HacTOAIM¥M s MOATBEPIKAAIO, YTO [IPUBEACHHAS BhilIe UHOPMAL¥s ABIAETCS JOCTOBEPHOM M TOYHOM.
OTa cepus MPOAYKLMH npou3BeleHa (BKIHOYas ynakoBKy (MApKHPOBKY) M KOHTpOJIh Ka4uecTBa) Ha BhILIEYKa3aHHOH NPOU3BOJCTBEHHOMN
njomanke (IUIOMaAKaxX) B MOJHOM COOTBETCTBHU C TpeGoBaHuAMH IIpaBun Hamnexainei Npou3BoJCTBEHHOM NMpakTHKU EBpasuiickoro
sxoHoMuueckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGOBaHMAMH KOHTpPOJS Ka4YeCTBa JIEKAPCTBEHHBIX
CPEICTB, a TAKIKE B COOTBETCTBHHU CO CTEIM(HMKAIMAMY, CONEPKAIMMHCA B PETHCTPALMOHHOM JIOCh€ CTPaHLI-MMIOpTepa. 3amucH 1o
NPOU3BOJCTBY, YIIAKOBKE M aHAIU3Y NPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBUE TpeboBauusamM IIpaBun Hauiexaeif NpoOH3BOJACTBEHHOIM

MPaKTHKH Eapazm‘»icxoro 3KOHOMHYECKOI'0 COro3a».

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

IIpumeuanne: IIpogykT coorBeTCTBYET TpeboBanusaM H]J 3axmouenune: OJJOBPEHO

Prepared.by / Checked by / ey 2P ~ _#Approved by: Manager/Executive /

[ToxroroBneHo: @/ [Tposepeno: - 4”1"’/ . Ono6peno: Menepxep / PykoBoputenb
T .y y

Date / So-11 —)ols Date / 20-1)-202 < Date/ e 1 I T

ara: Jlara: JlaTa:




