Dr.Reddy’s QE‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Mponyxr: Pa3o®, Tadnerku, nokpeiThie knmeunopacTsopumoii oGonoukoii, 20 Mr

Market / Poraok : Russia / Poccus

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

Cepus Ne it Pa3mep cepuu 1500000 Tab

Analytical Repovrt No./ . 890001806904 Date of Analysis / . 25/04/2025

AnanuTuveckuii oruer Ne JlaTta anaan3za

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

Jata npou3BojcTBa - Toxen o ]
Mfg. License No. /

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

Junenzus Ne

Analysis performed according ND No / Ananu3 nposegen no HJ Ne: JIIT-Ne(004603)-(PI'-RU)-130224

%

Page 1of S/ Crp.1u35

Test / IToxazaTean

Result / Pe3yabTaThi

1

Appearance / Onucanne

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyribie, JBOSKOBBINYKJIbIE
TabJIeTKH, MOKPHIThIe 060104KOH
CBETJIO-XKEJITOrO LBETA C MAPKHUPOBKOI
KkpacHoro 1Bera «RB20» Ha omHOit
cropoHe. Ha monepeynom paspese snpo
6exoro Lpera.

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, IBOAKOBBINYKIIbIE TAOIETKH, HOKPHIThIE
060JI0UKOIf OT CBETIO-XKENTOTO A0 JKENTOTO LBETA
¢ MapkupoBKo#i kpacHoro LBeTa «RB20» na omHoil
cropoHe. Ha monepeuHom paspese sapo ot benoro
IO TO4TH BENoro LBeTa.

Identification By HPLC /
HUaentudpnkauna BIKX

Complies as prescribed /
CoorsercTByeT TpebOBaHUAM

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
yIep>KUBaHKS OCHOBHOIO MHKa Ha
XpOMAaTOorpaMMe HCIIBITYEMOTO PacTBOPa HOIDKHO
COOTBETCTBOBATH BPEMEHH YACPHMBaHHU
OCHOBHOT'O MMHKa Ha XpOMaTorpaMMe pacTeopa
cranaaptHoro obpasiia pabenpasosa HaTpHs
(paznen «Konu4ecTBEHHOE OTIPENIENICHHUER).

Average weight /
Cpennsst macca

208.58 mg / 208,58 mr

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

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

T~

Prepared by / Checked by / &> _|Approved by: Manager/Executi w”

IToarotoBneHo: & [IpoBepeno: ' Onoﬁpeioz klel-]eﬂ}l{cpf PyKOBOAHTEb
(=

Date / Date / : Date / :

Jara: 26 -—0WU ~ors Jara: 2642025 Jara: Do oM - Lo2g”




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets,
Mpoaykr: Pa3o®, TabneTky, NOKpHITEE KMIIEIHOPACTBOPHMOH 060104k, 20 Mr

20 mg

Market / Peinox : Russia / Poccus

Batch Neo. / ] Batch Quantity / . 1500000 tab /

Cepus Ne FE2S04A04 Pa3mep cepun * 1500000 Tab

Analytical RepOft No./ . 890001806904 Date of Analysis / . 25/04/2025

AHajuTHYECKHI O0TUeT Ne Jara anaanza

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

Jara npon3BoacTea TI'ogen go |
Mfg. License No. /

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

Juuensusa Ne

Analysis performed according ND No / Anasus nposeaen mo HJI Ne:

JIII-Ne(004603)-(PT'-RU)-130224

Page2 of 5/ Crp.2 u3 5

4 | Dissolution / PacTteBopenne Unit-1/ExuHuna-1 1% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Equnuua-2 3% 10 % of C1sH20N303SNa (Rabeprazole sodium) label
Unit-3/Enuuuia-3 1% claim in 2 h. / B 01 M pacreope
Unit-4/Equnuua-4 1% XJIOPHCTOBOJOPOZHOH KUCIOTH! — He Gonee 10 % ot|
Unit-5/E qusuna-5 3% HOMMHAJIBHOTO colepXKaHHus Ci18HoN303SNa
Unit-6/Eannmua-6 1% (pabenpazon HaTpus) yepes 2 4.
Average / Cpean. 3Hauenue: 2 % |
Unit-1/Enunnna-1 87 % In buffer solution pH 8.0 —not less than 75 % (Q) of|
Unit-2/Egunina-2 90 % CisH20N3O3SNa (Rabeprazole sodium) label claim
Unit-3/Eausuna-3 89 % in 60 min. / B 6ydepnom pactBope pH 8,0 — He menee
Unit:4/Eaunnua-4 88 % 75% (Q) OT HOMHHAJNBHOTO  COHepPIKAHUS
Unit-5/Eaununa-5 90 % CisH20N303SNa (pabenpaszon Hatpust) yepes 60 MuH.
Unit-6/Enunuiia-6 87 %
Average / CpepH. 3Hadenue: 89 %
5 | Related Substances /

PoacTBeHHbBIE NpHMEeCH

Rabeprazole N-oxide/
Pa6enpa3sona N-oxcua

Rabeprazole Sulfone/ PaGenpazona
cynbdoH

Rabeprazole Methoxy analog/
Pa6enpa3ona METOKCH aHaIor

Rabeprazole Chloro analog/
Pa6ernpazona xjopo aHaior

Rabeprazole Sulphide/
PaGenpasona cynspun

Rabeprazole Related compound A/
Pabenpa3ona poacTeeHHas
npuMech A

Below LOQ (LOQ = 0.022%) / Huxe
npefena KOJMUECTBEHHOTO ONpefeNeH s
(TIKO = 0,022 %)

0.09% / 0,09%

Not detected / He o6HapysxeHa

Not detected / He oGHapysxeHa

0.03%/0,03%

Not detected / He o6HapyxeHa

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

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

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

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

Not more than 0.5 % / He 6oiee (_),5 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykTt cootrBeTcTByeT TpeboBaHusm HJ|

Conclusion : APPROVED /
3alc.mo'leﬂne OJdOBPEHO

Prepared by / Checked by / ’/Qa _,A,pproved by: Manageu(ﬂ'(ccutwc /
[oarorosneno: & [IposepeHo: O,uonpum Menemxep / P\’hOROJIITeHb
&
Date / Date / Date /
Nl
Jara: 26 oY -~loLs Hara: ZQ 4 W Jara: a6 o, 202"




: o
.Dr.Red dY’S ‘.0. CERTIFICATE OF ANALYSIS
CEPTHUOHKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoayxr: Pa3o®, TabneTkyn, NOKPHIThIE KUIIEYHOPACTBOPHMOI 060104KOH, 20 Mr

Market / PoiHok : Russia / Poccust

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

Cepus Ne HE2501A 0 Pa3zmep cepun " 1500000 Tab

Analytical Repourt No./ . 890001806904 Date of Analysis / . 25/04/2025
AHaIHTHYECKHI 0THeT Ne JlaTa aHaJ/m3a

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

Jara npoussoacTea Togen no

Mfg. License No. /

IIpousBoacTBeHHas! : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
auuensus Ne

Analysis performed according ND No / Ananus nposeger mo HJI Ne: JIII-Ne(004603)-(PI'-RU)-130224
Page3 of 5/Crp.3m35

Rabeprazole Related compound C/ |Below LOD (LOD = 0.02 %) / Huske Not more than 0.5 % / He 6onee 0,5 %
Pa6enpaszona pofcTeeHHas npenena oGHapyskerns (I10 = 0,02 %)
npumecs C

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

about RRT 1.37

(Mass m/z=310

Imidazole) / TIpumecs npu RRT
1,37 (macca m/z=310 umunazom)

0.01%/0,01%

0 5 . 0, 0,
Specified Impurity at Not detected / e ofHapyeHa Not more than 0.5 % / He 6onee 0,5 %

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumeck npu
RRT 1,51 (Macca m/z=458
GeH3uMIIa3051a aJyKT)

Individual unidentified impurity / Not more than 0.2 % / He 6oxee 0,2 %
Below BDL (BDL= 0.1 %) / Huxe

EnuHuuHas
niopora peructpauuu (ITP 0,1 %)

HeuaeHTHULHPOBAHHAS MPUMECh

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
npuMecer
6 |Residual Solvents content / 1481 pg/tab/ 1481 mkr na Tabnetky |Isopropanol —not more than 2621 pg per tablet /
OcTaTo4yHbIe OpraHuYecKHe H3onponaHon — He Goniee 2621 Mkr Ha TabneTky
pacTBOpUTEH
7 |Uniformity of dosage units / 44/44 Acceptance value (AV) should be not more than
OIHOPOAHOCTH JO3HPOBAHHBIX 15.0. / Tlokaszatens npuemnemoctd (AV) nomxew
eAHHMUIL 65ITE He Honee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tponykt coorBeTcTBYeT TpeboBauuam HJT 3axmouenue: OJJOBPEHO
Vo]
Prepared by / Checked by / = 2 Approved by: ManageI{E:_(_gEl_J t_i}feJ}'
IToxaroToBneHo: @. ]'[pnaepeW Ono6peno: Mfﬂenmep / PykoBogutens
I (Lo ¥
Date / Date / ' Date / il
Jlara: 26 oY -tors | 2 Go0hb202S5 i Q Loty o2




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

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

TpoaykTt: Paso®, TabneTkH, MOKPHITHIE KUIIEYHOPACTBOPUMOit 0bonoukoi, 20 Mr

Market / PoiHOK : Russia / Poccus

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

Cepus Ne P €2504404 Pazmep cepuu * 1500000 Tab

Analytical Repo“rt No./ . 890001806904 Date of Analysis / . 25/04/2025

AnajiuTHYECKHIi oTUeT Ne Jarta anaanza

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

Jata npousBoacTsa Togen g0 |
Mfg. License No. /

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

JiMueH3nst Ne

Analysis performed according ND No / Anasins nposeaen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4 of 5/ Crp.4u3 5 _

8 | Microbiological purity*/ Mukxpo6uonoruyeckas 4yHcToTa*

a) Total aerobic microbial count /
O61mee uHcI0 a3poOHBIX
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 / Obiee yucno
JPOMOKEBBIX U IMIECHEBBIX TPHOOB

Less than 10 CFU/g /
Memnee 10 KOE/T

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

¢) E.coli

Absentin 1g/
OtcyTcTBYET B 11

Shall be absent in 1g /
JlomKkHBI OTCYTCTBOBATE B 1 T

9 |Assay / KosnuecTBeHHOE
onpeneeHue

19.9 mg/ 19,9 mr

18.0 to 22.0 mg of C1sH20N30:SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr mo 22,0 mMr CigH20N303SNa
(pabenpason Harpus) (o1 90 no 110 % ot
HOMUHAJILHOTO coJiep)KaHus1) B TabreTke.

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 Giuctepe u3 (IIBX/AJI/IIA)
¢donbry / amoMuHHeBoH ¢Gonbru. 2
6IIMCTEPa BMECTE C JINCTKOM-
BKJIa(BIILIEM B Ma4Ky 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 Onuctepe U3
(IIBX/AJI/TIA) donbru / antomuHneBoii Gonsru. I[To
1 win 2 Gnuctepa BMECTE C JIHNCTKOM-BKJIaJBIIIEM B
MayKy KapTOHHYIO.

API name / HanmeHoBauune A®C:

Rabeprazol

e sodium / Pabenpa3on HaTpHs

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Howmep cepun nponssoautens A®C:

ACRHO004372 & ACRH004188

FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIHH MPOH3BOAUTEIIS
IJ®:

FCRA02703 & FCRA02704

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: [Iponykt coorBercTByeT TpeboBaHusM H]T Zaxmovenne; OJOBPEHO

h e e
Prepared by / Checked by / . ;r-":/}"’Approvcd by: ManagerﬁEg_\'gcuti\_fc
IloaroroBneHo: & [Tpoeepeno: i Ono6peno: Menepiep / PyxoBoanTenb

{ ¥

Date / Date / —20) 5| Date/ o
Jara: 26 oU ~Yols | Jlata: 26704 Tata: Lo~ 2025




: o,
. Dr.Red dY’S ‘.0. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Razo®, enteric-coated tablets, 20 mg
Tpoayxr: Pa3o®, TabneTky, MOKphIThIE KUIIEYHOPACTBOPUMOI 060J104k0M, 20 Mr
Market / PoiHOK : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne E (C2S0RA04 Pasmep cepun * 1500000 Tab
Analytical Repourt No./ . 890001806904 Date of Analysis / . 25/04/2025
AHauTHYeCKHii oTueT Ne JlaTa aHaJu3a
Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027
Jara npou3zBoacTBa Toaen go
Mfg. License No. /
IIpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JIHIeH3Hs1 Ne

Analysis performed according ND No / Auanuz nposeaed no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224
PageSof 5/Crp.Suz5

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

Mpoussogurens APC, crpana: I-p Peqnu'c JIaboparopuc JIta., Muaus.

z‘:"l‘:f:c‘:g;f;; T, 20 /f‘l’{eleas? FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

site / Bachupally (Mandal)., Medchal-Malkajgiri (Dist.), Telangana , India

HaumenoBaHue, agpec H HOMep JIMIEH3HH (TieenseiNo S2/RR/AR SHIHE)

IO LA AKH ocyl,necTB.nmomeifl TlponsBoacTBEHHOE MOApazaeeHue - 3, yuacTku Ne 41, vacte 42, yactb 45 1 yacTs
> y / 46, bauynamumu (Buuiamk), bauynanmu (Mangan), Mengan Mankamkrupu (Iuct.),

NPOU3BO/ICTBO/KOHTPOTL KATECTRA/BRIMYCK wrrat Tenanrana, Uapus (JTnuenzusa Ne 59/RR/AP/97/F/R)

e/

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».

3aks04yenne 0 cooTBeTcTBHN: «HacTOsAIMM S NOATBEPXKIAIO, YTO MPUBEINCHHAS BBIMIE HH(MOpMAaLHs ABISETCA NOCTOBEPHON H TOUHOM,
DTa cepHs NPOAYKIMH Tpou3BeneHa (BKIIOUas yakoBKy (MapKHPOBKY) H KOHTPOJb KAauecTBa) Ha BHIIEYKa3aHHOH MPOU3BOJACTBEHHOH
nnowmanke (MUIOMIaAKax) B TIOJHOM COOTBETCTBHMM C TpeboBanusMu [IpaBun HaanekalleH NMPOW3BOACTBEHHOMN NMpakTHKH EBpasmiickoro
skoHOMuUYeckoro cowsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeOoBaHHSMH KOHTpPOJSA Ka4eCTBa JIEKAPCTBEHHBIX
CPEACTB, & TAKIKE B COOTBETCTBUM CO CHEUHUPUKALUIMH, COICPKAIHUMHUCS B PETHCTPALIIOHHOM JIOChE CTPaHBI-HMIIOpPTEpa. 3amucH 1o
MPOU3BOJICTBY, YIIAKOBKE M aHaJIM3y MPOBEPEHbI, H YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHusaM IpaBuil Haanexale mpou3BOACTBEHHOIA
npakTiki ERpazuiickoro 3KOHOMHUYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tponykt cooTBeTcTBYET TpeboBanusaM HJL 3akmouenue: OJJOBPEHO
1 P

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: & HpOBepeHo? Onobpeto: %eﬁezm(ep / Pykosoanrens

(% S
Date / Date / A Date / o
Jlara: 260U LoLS Tara: 2 & 04-202:5 iy 9 o \\~r02g”




