| ..
Dr.Reddy’s ‘}'

CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIM3A

Product : Razo’, enteric-coated tablets, 20 mg
Ipogyxt: Pa3o”, tabaetkn, nokpeirsie KnwedxopacTsopimoil obonodkoii, 20 mMr

Market / Poinok : Russia / Poccus
Batch No. / ) Batch Quantity / _ 1500000 tab /
Cepus Ne + £2502632 Pasmep cepun * 1500000 Tab

Analytical Report No. /
AHauTHYECKRi oTyeT Ne

: 890001799245

Jara anaamsa

Date of Analysis /

: 18/03/2025

Date of Manufacture /
JlaTa npoussoacrsa

2 27/12/2024

Togen qo

Date of Expiry /

: 30/11/2026

Mfg. License No. /
‘ IIponspoacTeennan
Juuensnst Ne

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

Py

MA number: / Homep

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

‘_.-\nal_vsis performed according ND No / Ananns nposesgen no HJI No: JITI-Ne(004603)-(PI'-RU)-130224

Page1of 5/Crp.1u35

Ne Test / Iloka3zarennb

Result / Pe3yabTaTh!

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. / Kpyriisle,
JBOSIKOBBITIYKJIbIE TAONETKM,
MOKPBIThIE 000JIOUKO# KENTOro
L[BETa C MapKUPOBKOH KPAacHOTo
ngera «RB20» Ha oxHOli cTopoHe.
Ha nonepeynoM paspese sapo
6eJoro 1BeTA.

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. / Kpyriisle, ABOSKOBBINyKIIbIe
TabJeTKH, MOKPbIThIE 060JIOUKOI OT CBETIIO-
JKEJITOrO JI0 KENTOro UBETa C MAPKUPOBKOI
kpacHoro upeTa «RB20» Ha oaHO# cTOpOHE.
Ha monepeunom paspese sapo ot 6enoro no
no4uty benoro 1sera.

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
HNagentndpuramus BIIKX CooTBeTCTBYET TpeOOBaHMAM 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 ynep:xuBaHHs OCHOBHOTO IIHKA Ha
XpoMaTorpaMmme HCHBITYEMOro pacTBOpa
IOJDKHO COOTBETCTBOBATH BPEMEHH
YIAEpXKUBaHUS OCHOBHOTO MUKA HA
XpoMmaTorpaMme pacTBopa CTaHAAPTHOro
obpasua pabenpaszona HaTpus (pasnen
«KonnuecTBeHHOE OnpeeieHue»).
3 | Average weight / 207.94 mg /207,94 mr 212.68 mg £ 5 % (202.05 to 223.31 mg) /
Cpenusis macca 212,68 Mr =5 % (ot 202,05 Mr oo 223,31 mr) i
| e
[ Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Ilponykt cooreTcTBYET TpeboBanusm H/J i O3a1c.moueune: OJOBPEHO
Prepared by / Checked by / - Approved by: Manager/Executive /
[Toxprorosneno: ITpoBepeHo: Onob6peno: Menemxkep / PykoBoautensb
Date / LorOB'w"( Date / 2 0-c3~ 904G Date‘/ om0
Hara: Jara: Jara:




| N
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

‘Hponvu’r Pazo®™, Tabnerky, NOKPAITBIE KHIIEHHOPACTBOPHUMON 000104K0i, 20 Mr

‘-Market / PoIHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
‘CCE! a7 Ne eSSl 2 Pasmep cepun * 1500000 tab
Analytical Report No. / . 890001799245 Date of Analysis / . 18/03/2025
AnanuTHYecKnii oTder No Hara ananusa

Date of Manufacture / . 27/12/2024 Date of_' Expiry / . 30/11/2026
Jdara npoussojicrea T'ozen 10

'Mfg, License No. /
‘ IIpousBoacTBeHHas

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

Py

MA number: / Homep

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

‘nnueuslm Ne

|Analysis performed according ND No / Ananu3s nposenen no HJ{ Ne: JII-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Crp.2 m3 5

‘4 Dissolution / Pacreopenne |

~ |than 10 % of CisH,0N;03SNa (Rabeprazole

Unit-1/Enunuua-1 3%
Unit-2/Enunnna-2 2%
Unit-3/Enunanua-3 1%
Unit-4/E nuanna-4 1%
Unit-5/Equuuna-5 4%
Unit-6/Enunnna-6 1%

Average / CpesH. 3Hauenue: 2 %

In 0.1 M hydrochloric acid solution — not more

sodium) label claim in 2 h. /B 0,1 M pactsope
XJIOPHCTOBOJOPORHO# KUCIOTHI — He 6onee
10% OT HOMHHAIBHOIO  COEp)KaHHs
CisH20N303SNa (paGenpason Hatpus) uepes 2
.

Unit-1/Eaqunnna-1 88 %
Unit-2/Eqvunna-2 92 %
Unit-3/Enquauna-3 92 %
Unit-4/Enununa-4 92 %
Unit-5/Enuunua-5 90 %
Unit-6/Enununa-6 90 %

Average / CpenH. 3Hauenue: 91 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisH0N303SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydepHom pacteope
pH 8,0 — He menee 75 % (Q) 0T HOMHHATBLHOIO
comepxanust  CisHoN3O3SNa  (pabempason
Hatpus) yepe3 60 MuH.

IIpumeuanune: Ipoaykr cooTBeTcTBYET TpeboBanusIM HJJ

5 | Related Substances /
PoacTBeHHBIE MpUMecH
Rabeprazole N-oxide/ Not detected / He 0OHapyKeHa Not more than 0.5 % / He 6onee 0,5 %
Pa6enpasona N-okcujg
Rabeprazole Sulfone/ 0.09%/0,09% Not more than 0.5 % / He 6oxee 0,5 %
Pa6enpazona cynbdon
Rabeprazole Methoxy analog/ |Not detected / He oGHapyxeHa Not more than 0.5 % / He 6ostee 0,5 %
Pa6enpazona MeTOKCH aHajIor
Rabeprazole Chloro analog/ Not detected / He obHapyxeHa Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona xiopo aHajior
Rabeprazole Sulphide/ Not detected / He 06HapyKeHa Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona cynbdup
|
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3a1<moqeﬂne: OJOBPEHO

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

[Tonrorornexo: Eg/ [Mposepex Omnobpeno: Menemkep / PykoBoautens
Tt

Date / 30-063 3038 Date / DO~ -90028 Date'/ Yol - 202§

Harta: Jara: JHara:
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’ °® CERTIFICATE OF ANALYSIS
Dr.Red dy S ‘.‘ CEPTHDUKAT AHAJIN3A

Product : Razo , enteric-coated tablets, 20 mg
Mpoaykr: Pa3o", Tabnerkn, noxpeitsie KILIEYHOPACTBOPHMOMH 060n04K0iH, 20 Mr
Market / Poinox : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
: C2502632 :
Cepnst N Pasmep cepin * 1500000 Tab
Analytical Report No. / . Date of Analysis /
AHajuTHyecKkHii oTgyetr Ne ° 890001799245 JarTa anaamnsa A HEUIEIR0ZD
Date of Manufacture / . Date of Expiry /
e D —— 1 27/12/2024 Tonen 10 : 30/11/2026
Mfg. License No. / .
Mpoussonctaentas . SORR/AP/97/F/R MA number: /HOMEP . 111y Nu(004603)-(PT-RU)
Jinensns Ne 4
Analysis performed according ND No / Anaams nposenen no HJ Ne: JIII-Ne(004603)-(PT'-RU)-130224

Page3 of 5/Crp.3 m35

[Rabeprazole Related compound | Not detected / He oGHapyxena Not more than 0.5 % / He Gonee 0,5 %
A/ Pa6enpazona
POACTBEHHAs IPUMeECH A

Rabeprazole Related compound Not more than 0.5 % / He 6onee 0,5 %
C/ Pabenpazona Below LOD (LOD = 0.02 %) /
poacrBeHHas npumecs C Huxe npenena o6Hapyxenus (110 =

o
Specified Impurity at C:22%) Not more than 0.5 % / He 6osnee 0,5 %
about RRT 1.37
(Mass m/z=310 Not detected / He 06HapyxeHa

Imidazole) / ITpumecs npu RRT
1,37 (macca m/z=310
UMK A23001)

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

about RRT 1.51 Not detected / He o6HapyxeHa
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs
npu RRT 1,51 (Macca m/z=458
GeH3zumuazona anayKkT)

Individual unidentified impurity Not more than 0.2 % / He 6onee 0,2 %
FEanENgTaT Below BDL (BDL= 0.1 %) / Husxe
HenaeHTUULIUPOBaHHAS .
nopora peructpauun (TP 0,1 %)
pUMeEch
Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
npumecei
| 6 |Residual Solvents content / 1461 pg/tab/ 1461 mkr Ha Isopropanol — not more than 2621 pg per tablet
OcrtaTounbie OpraHuvYecKHe TabneTKy / V3onponanon — He 6onee 2621 MKT Ha
pacTeopuTesn TabNeTKy
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: [TponykT coorBeTcTBYeT TpeboBaHuaM H]I . ‘)3%1!{.11]0'-](’]"!3: OJAOBPEHO
Ny
Prepared by / Checked by _~| Approved by: Manager/Executive /
ITonrorosnexo: pg’ [Tposepeno! . Onobpeno: Mesekep / PykoBoaurens
Date / Y Date / O-ZB-22C Date / };mg,w}.g‘_
Jara; 2003 Hara: | 2 Jara:
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

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

lpoayxr: Paso®, Tabnerku, NOKPBITHIE KHILEYHOPACTBOPHMONR obosoukoii, 20 Mr

Market / Poinok : Russia / Poccus

'Batch No. / Batch Quantity / 1500000 tab /

: C25 .

Cepusi Ne e Pasmep cepuu " 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AHannTnyeckuii oryer No ° S00008045 Jarta aHanm3a S

Date of Manufacture / ) Date of Expiry /

1) P———— : 27/12/2024 Fones jio : 30/11/2026

Mfg. License No. /

IpoussoncTBeHRas . SORR/AP/97/F/R MA number: /HOMCP . 1111 3(004603)-(PT-RU)
. PY

Jnnensnus Ne

|.\|1a[ysis performed according ND No / Ananu3 nposesen no HJ{ Ne: JITI-No(004603)-(PT-RU)-130224

Page4 of 5/C1p.4mu3 5

7 Uniformity of dosage units /

44/44

Acceptance value (AV) should be not more than!

OaHopoaHocTh 15.0. / Tlokasatens npuemiemoctn (AV)
JO3HPOBAHHBIX €IHHHI JOJoKeH ObITh He 6onee 15,0.
8 | Microbiological purity*/ Mukxpo6unoagornueckas 4ucTora*
a) Total aerobic microbial count Less than 10 CFU/g/ Not more than 1000 CFU/g /
/ ObLuee 9HCIo ad3poBHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obuiee yuciio Memnee 10 KOE/r He 6onee 100 KOE/r
JPOAOKEBBIX U TIIECHEBBIX
rpubos
¢) E.coli Absent in 1g/ Shall be absent in 1g/
OtcyrcrByeT B Ir JloKHBI OTCYTCTBOBATh B 1 T
9 |Assay / KonnuecTBeHHOE 19.9mg/ 19,9 mr 18.0 to 22.0 mg of CisH20N303SNa
onpejeaeHmne (Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /
Ot 18,0 mr go 22,0 mr Ci3sH20N303SNa
(pabenpazon Harpusi) (ot 90 10 110 % ot
HOMHHAQJILHOFO COZICPIKaHus) B TabJeTKe.
10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/Al/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters with | blister. 1 or 2 blisters with a package insert in a
a package insert in a carton. / [To 15 |carton. / Ilo 15 Tabnerox B Onuctepe u3
TabneTok B OnucTepe u3 (IIBX/AVTIA) ¢omeru  /  amoMUHHEBOM
(IIBX/AJI/TIA) bonbru / doneru. [lo 1 unu 2 OaucTepa BMECTE C
ANMOMUHIEBOH (ONbLTH. 2 GNHUCTEpPa | TUCTKOM-BKJIAJBILEM B AYKy KAPTOHHYIO.
BMECTE C JIMCTKOM-BKIAJIbIIIEM B
naykKy KapTOHHYIO

Remarks : The Product confirms to ND/
IMpumeuanne: [TpoayxT coorBeTcTBYET TpeboBanuam H/I

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

A~
Prepared by / Checked by %@( Approved by: Manager/Executive /
TToprorosneno: 5?/ [Tposepen - Ono6peno: Menemxkep / PykoBonutens
Date / 30 < D3~ 50 35 Date / DO~12 2005 Date/ oot 20>$
Hara: Hara: Hara:
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) ‘.. CERTIFICATE OF ANALYSIS
Dr. Reddy S Ne¢ CEPTUDHKAT AHAJIN3A
'Product : Razo’ . enteric-coated tablets, 20 mg —‘
‘[_IEO-;[}’KT: Pa30®, tabnerkii, MOKPLITBIE KHILEYHOPACTEOPHMON 0000uKkeji, 20 M

Market / Peinox : Russia / Poccus

Batch No. i

Ca c 1}(‘1 / . 2502632 Batch Quantity / : 1500000 tab /
X_cpuﬂ [ Paszmep cepun 1500000 Ta6

nalytical Report No. / . Date of Analysis /

AHanuTHYecKkHii oTueTr No ° 0001798245 JlaTa aHanu3a S ECEE0S
Date of Manufacture / Date of Expiry /

!,E[aTa p————— : 27/12/2024 Tomen 10 : 30/11/2026
Mfg. License No. / -

NpoussoacTeennas : SORR/AP/97/F/R MA mumber: /HOMEP . 1111 No(004603)-(PT-RU)
‘.l_muemnﬂ Ne Py

Analysis performed according ND No / Anaau3 nposencu mo HJT Ne: JITI-Ne(004603)-(PT-RU)-130224

PageSof5/Crp.5u3 5

API name / HaumeHnoBanue ADC: Rabeprazole sodium / Pabenpazon natpus
INN / MHH:; Rabeprazole / Pabenpason

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

FP Manufacturer API Batch number /

ACRHO003918 & ACRH003954

Howmep cepun cyGeTanuun FCRA02585 & FCRA02586
| nponsBoauTes I'JIdD:
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India
IIponssoaurtens ADPC, crpana; H-p Pennu’c Jlaboparopuc Jita., Unaus.
N dd izati .
ame, & ress,.auth.orlzatlon No for FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village)
FP manufacturing site / Control site / NA ) ’
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

HaumeHnoBaHue, agpec 1 HOMe
» AP P ITpousBoacTBeHHOE NTOApa3AeNeHue - 3, yuactku Ne 41, uacte 42, yacTb 45 u

JIMIEeH3NH MUIOLIAJKH
oc umeCTB.nmo:lule ; ? qacTs 46, bauynannu (Bunnamk), bauynannu (Maugan), Meauan
Yy Masnkamxrupu (uct.), wrat Tenaurana, Uaans (JIuuensus Ne

NPOU3BOACTBO/KOHTPOJIbL RR
KayecTBa/Bpinyck I'JID / o S EREROUR)

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».

3axir0yeHne 0 COOTBETCTBHU: «HacToAUIMM s MOATBEPKAALO, UTO MPHBEACHHAs Bbile HHQOpMaL|s SIBISETCS JOCTOBEPHOH
11 TO4YHOM. DTa cepys MPOAYKIKY Mpou3BeeHa (BKJIFoYas ynakoBky (MapKUpOBKY) U KOHTPOJIb Ka4eCTBa) Ha BhIIIEYKa3aHHOM
MPOU3BOACTBEHHOM mjoiaake (MiolaaKax) B TOMHOM COOTBETCTBHM C TpeboBanusamu IIpasun Hamexawen
NpOU3BOACTBEHHOM NpakTukK EBpasuiickoro skonomudeckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHUAMH KOHTPOJIS KAYECTBA JEKAPCTBEHHBIX CPEJICTB, & TAKOKE B COOTBETCTBUH CO CrieldGUKalUsIMH, CodepKallliMUC
B PECHCTPALIMOHHOM JOChE CTPaHBI-UMIIOPTEPa. 3alHCH MO NPOU3BOACTBY, YIAKOBKE M aHANM3Yy NPOBEPEHBI, U YCTAHOBJIEHO
WX COOTBETCTBUE TpeboBaHUAM [IpaBun HaaNexXalelH NPOU3BOACTBEHHON NPakTHKH EBpasuiickoro 3kOHOMHUYECKOTO COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanue: [IpogykT coorBeTcTBYeT TpeboBanusaM HJJ 3akntouenue: OJJOBPEHO

Prepared by / Checked by / )(’ Approved by: Manager/Executive /
[Toxrorosnexo: p?' IIpogepeHo: % Onobpeno: Menemxkep / PykoBoaurens
Date / 20(03qu( Date / POCB 2028 Date / pr&/%"g—

Hara: Hara: Jara:




