Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHM3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa3o®, TabieTkn, NOKPBITEE KULIEYHOPACTBOPHMOIT 060104KOH, 20 MP

Junen3us Ne

Market / Poinox : Russia / Poccus

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

Cepust N FE2S05602 Pasmep cephin 1500000 Tab

Analytical Repourt No./ . 890001813532 Date of Analysis / . 31/05/2025

AHaJsuTHYeCKHii oTyeT No Harta anaanza

Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027

JaTa npon3Boacrea T'open o - |
Mfg. License No. /

IIpon3soacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Ananns nposenen no HJL Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page 1of 5/ Crp. 1 u35

Ne

Test / Iloka3arean

Result / PesyabTaTer

1

Appearance / Onucanue

Specification / Hopma

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. Off-white tablet core on
cross-section. / Kpyririe,
JBOAKOBBINYKJIBIE TaOIETKH, OKPLITHIE
060J104KO}1 CBETIIO-XKENTOTO LBETA C
MapKUpOBKOH KpacHoro ieta «RB20»
Ha OI(HO¥ cTopoHe. Ha nonepeunom
paspese SAPO MOUTH 6eNoro UBeTa.

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. /
Kpyriele, IBOAKOBBIIYKIIbIE TAGNETKH, NOKPBITHIE
060/104KOI OT CBETIO-XKENTOrO A0 KENTOro LIBETA
€ MapKHPOBKO# kpacHoro useta «RB20» Ha omHo#i
cropone. Ha nonepeunom pazpese sapo ot 6enoro
JI0 mouTH Geroro uBera.

Unit-4/Epunnua-4
Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJJ

Average / CpenH. 3HadeHue: 2 %

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
Haentndurxanusa BIKX CootBeTcTByeT TpEOGOBAHUAM 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>KMBaHHR OCHOBHOTO MMHKa Ha
XpOMaTorpaMMe HCIBITYEMOro pacTBOpa JOHKHO
COOTBETCTBOBATh BPEMEH! yIEPKHBAHHA
OCHOBHOT'O [IMKa Ha XpOMaTorpaMmMe pacTBopa
cTaHAapTHOro obpasua pabernpazona HaTpus
(paznen «KonmuecTBEHHOE onpeneneHne»).
3 | Average weight / 206.95 mg /206,95 mr 212.68 mg+ 5 % (202.05 to 223.31 mg) /
Cpeanssi macca 212,68 mr £ 5 % (ot 202,05 mr no 223,31 mr)
4 | Dissolution / PacTBOpe_Hne Unit-1/Enunnna-1 2% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Eguauna-2 4% 10 % of C13H2oN303SNa (Rabeprazole sodium) label
Unit-3/Eaununa-3 3 % claim in 2 h. / B 0,1 M pacrtBope
Unit-4/Egununa-4 2 % XJIOPUCTOBOAOPOIHOM KHCIOTH — He 6onee 10 % ot
Unit-5/Eqnania-5 0% HOMHHAaJIBHOTO conepKaHHs CsH20N303SNa
Unit-6/Eananua-6 2% (pabenipazosn Hatpus) depes 2 u.

Unit-1/Eqununna-1 90 %
Unit-2/Equnnia-2 90 %
Unit-3/Enunmiia-3 90 %

87 %

In buffer solution pH 8.0 — not less than 75 % (Q) of|
CisHz0N303SNa (Rabeprazole sodium) label claim
in 60 min. / B 6ydeprom pacteope pH 8,0 — He MeHee

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / 2~ | Approved by: Manager/Executive /

IoarororneHo: @- HposepeHW Onobpeno: Menemxep / PykoBonutens
.

Date / Date / oS2p25 |Date/ o
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CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Mponykt: Pa30®, TabieTkH, MOKPEIThIE KHIIEYHOPACTBOPUMO#t 050104K0H, 20 M
Market / Peinox : Russia / Poccus
Batch No. / . Batch Quantity / _ 1500000 tab /
Cepusi Ne e Pazmep cepun " 1500000 Tab
Analytical Repo“rt No./ . 890001813532 Date of Analysis / . 31/05/2025
AHanuTayeckuii oTuer Ne Jdata ananu3za
Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027
Jara npoussoacrea T'ogen o
Mfg. License No. /
IlpoussoacrBeHnas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JuueHsust Ne

LAnalysis performed according ND No / Anannz nposenen no HJ/T Ne: JITI-Ne(004603)-(PT-RU)-130224
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PoncrBenunie npumMecu

[ Unit-5/Enunuua-5 88 % 75% (Q) OT HOMHHAIBHOTO  COZEpIKAHMUS|
Unit-6/Equnmia-6 85 % Ci8H20N;03SNa (pabenpazon Hatpus) uepes 60 MuH.
Average / Cpenn. 3uauenue: 88 %
5 | Related Substances /

Rabeprazole N-oxide/
Pa6enpazona N-okcua

Rabeprazole Sulfone/ PaGenpasona
cynbGoH

Rabeprazole Methoxy analog/
Pa6enpa3oiia METOKCH aHanor

Rabeprazole Chloro analog/
Pa6erpazona xnopo aHanor

Rabeprazole Sulphide/
Pa6enpazona cynsdun

Rabeprazole Related compound A/
PaGenpazona poacTBeHHas
npuMecsk A

Rabeprazole Related compound C/
PaGenpasona poncteeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ilpumecs mpu RRT
1,37 (macca m/z=310 umugazon)

Not detected / He o6HapyxeHa

0.11%/0,11%

0.04%/ 0,04%
Not detected / He ob6Hapy»xeHa

Below LOQ (LOQ = 0.027 %) / Huxe
npezena KOMUYECTBEHHOTO ONPEACIICHNS
(TTKO = 0,027 %.

Not detected / He o6HapyxeHa

Below LOD (LOD = 0.02%) / Huxe
npenena obuapysxenns (ITO = 0,02 %)

Not detected / He o6HapyxeHa

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 0.5 % / 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 6osiee 0,5 %

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

Remarks : The Product confirms to ND/
Ipumeuanne: [TponykT coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmmouenue: OJJOBPEHO

Prepared by / Checked by / o pﬁlﬁ Approved by: Manager/Executive /
[oarorosneHo: & ﬂpoaepeﬂ(&;’/ Onobpeno: Meneuiep / PykoBoautens
Date / Date / oS —Jo Date / - o2l
Hara: St -05 w8 Hata: Clans] >S5 Hara: 1’4’( =re
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Junen3usa Ne

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg T
Iponyxr: Pa3o®, TabneTy, MOKPLITHIE KHIIEHHOPACTBOPHMOIT 0607104KOM, 20 MT
Market / Prinox : Russia / Poccust
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne 2 €2505892 Pa3zmep cepuu * 1500000 Ta6
Analytical Repovrt No./ . 890001813532 Date of Analysis / . 31/05/2025
AHanuTHYECKHIT oTYeT Ne JaTta aHanu3a
Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027
JlaTa npousBoacrea T'oxen go -
Mfg. License No. /
IIponssoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

Analysis performed according ND No / Anasus nposenen no HJI Ne: JITT-Ne(004603)-(PT-RU)-130224
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Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / TTpumece npu
RRT 1,51 (macca m/z=458
6eH3UMHUAA30/1a ANIYKT)

Individual unidentified impurity /
EnunndHas
HeHIeHTUQUIMpOBAHHAs NPUMECH

Not detected / ve oOHapyxeHa

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

Below BDL (BDL= 0.1 %) / Hixe
nopora peructpauu (ITP =0,1 %)

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

Total impurities / Cymma
MpUMeceH

0.2%/0,2%

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

Residual Solvents content /
OcTaTo4Hbie OPraHHYecKHe
PacTBOPHTEJH

1417 pg/tab / 1417 mxr Ha Tabnetxy

Isopropanol — not more than 2621 pg per tablet /
Wzonpomnanon — He 6onee 2621 Mkr Ha TabneTky

Uniformity of dosage units /
OqHOpPOIHOCTH A0O3HPOBAHHBIX
eIAMHHI

3.1/3,1

Acceptance value (AV) should be not more than
15.0. / Tlokazatenp mpuemneMoctH (AV) moskeH
owiTh He Oonee 15,0.

Microbiological purity*/ Mukpo6Hnoisoruyeckas yncrora*

a) Total aerobic microbial count /
Obmee gncno aspobHbIX
MHKPOOPTaHH3MOB

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

Not more than 1000 CFU/g /
He 6os1ee 1000 KOE/r

b) Total combined yeasts and
mould count / Obiee uncio
JPOMOKEBBIX U TNIECHEBBIX TPUOOB

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

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

¢) E.coli

Absentin 1g/
OrcyrctByeT B 1T

Shall be absent in 1g /
JomkHel OTCYTCTBOBATH B 1 T

Remarks : The Product confirms to ND/
Ipumeuanne: IIponykr coorBeTcTByeT TpeboBauusam HJ|

Conclusion : APPROVED /
3akirouenne: OJIOBPEHO

Prepared by / Checked by / - Approved by: Manager/Executive /
IToarorosneHo: @ [TpoBepeHo: /ap/c:,f‘/y Onobpeno: Menempkep / PykoBoautens
Date / Date / oS - Date / Y 202X
Hata: 3t -o5--20%" Hara: 2 2925 Hara: T2 <-
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CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
NpoaykT: Pa3o®, TabneTku, MOKpHIThIE KUIMIEYHOPACTBOPUMOit 060m0uKoii, 20 MT
Market / Puinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne F €2505892 Pazmep cepun " 1500000 Tab
Analytical Repovrt No./ . 890001813532 Date of Analysis / . 31/05/2025
AHaauTHYeCKH# oTyeT Ne JlaTa ananu3za
Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027
Hara npou3sonacTaa - Togen jo B T
Mifg. License No. /
TlpousBoacTBeHHas 1 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI™-RU)
JHLeH3Hs Ne |
Analysis performed according ND No / Ananu3 nposeaer no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Paged of 5/ Ctp. 4 u3 5

Assay / Koau4yecTBeHHOE
onpeneneHHne

18.0 to 22.0 mg of C13Hz0N303SNa (Rabeprazole |
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr o 22,0 mr CigsHzoN303SNa
(pabenpazoun narpus) (ot 90 go 110 % or
HOMUWHAJIBHOTO COIEpKaHus) B TableTke.

19.5mg/ 19,5 mr

10 |Packaging / YmakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
TabseTok B 6increpe n3 (IIBX/AJI/TIA)
¢donbru / amoMuHUEBOH Gonbri. 2
6nucTepa BMECTE C JIMCTKOM-
BKJTaBIIIEM B 1aUYKy 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 Tabnerok B Onucrepe wu3
(IIBX/AJI/ITA) donbru / antomuHueBoii donsru. 1o
1 w2 6iHcTepa BMeCTe C JIMCTKOM-BKJIaAbIIIEM B
MaykKy KapTOHHYIO.

API name / Haumenopanune A®C:

Rabeprazole sodium / Pabenpazon HaTpus

INN/MHH:

Rabeprazole / PabGenpazos

API manufacturer batch number /
Homep cepuu npoussogutessi ADC:

ACRH004207 & ACRH004296

FP Manufacturer APT Batch number /
Homep cepumn cyGcTaHIMH
nponssoautens I'JIP:

FCRAO02708 & FCRA02709

API Manufactured by & country /
pounssoantens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Penan’c Jlaboparopuc Jlta., Unaus.

Name, address, authorization No for

FP manufacturing site / Control site /
Release site /

HaumenoBaHue, aapec 1 HOMep JHIEH3HH
MIOWALKH, OCYIEeCTBJIsSIIOLIeH
NMPOM3BOACTBO/KOHTPOJIb
kadectBa/Brinmyck I'JI® /

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)

IIpou3BOACTBEHHOE NoapasaeseHue - 3, yuactku Ne 41, qacts 42, 9acTh 45 1 4acTb
46, bayynannu (Buwutanx), Bauynamm (Mannan), Meauan Mankamxrupu (Juct.),
wtaT Tenanrana, Uuaus (JIunensus Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanwne: [IpogykT cooTBeTcTBYeT Tpebopanusm HJI 3axuouenne: OJJOBPEHO

Prepared by / Checked by / X pc;\p Approved by: Manager/Executive /
IToarorosneHo: @ Ilposepeno: ﬂkﬂ// ~ | Ono6peno: Menemxep / PykoBoaurens
Date / Date / 05222 | Date/ = 2 &
Jlara: 310 §-205" Jata: 3) Harta: L|oS—7°
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
lFroduct : Razo", enteric-coated tablets, 20 mg —‘
Mpoayser: Pazo”, tabneTki. NOKPhiThie KHIICUHOPACTBOPHMOIT 000104K0#, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne  C2200000 Paimep cepun * 1500000 Ta6
Analytical Repovrt No./ . 890001813532 Date of Analysis / . 31/05/2025
AHATHTHYECKHH 0TYeT No JlaTa aHaJIM3a
Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027
Hara npoussoacrsa T'omeH 1o -
Mfg. License No. /
IIpoussoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHIeH3Hs Ne
Analysis performed according ND No / Anasus nposeien no HJL Ne: JITI-Ne(004603)-(PI'-RU)-130224
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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 establishedy.

3akaouenue o cooTBeTcTBHH: «HACTOAINM 5 MOATBEPIKAAIO, UTO IPHUBEAEHHAS BhIlIe HHOPMALIHS ABIAETCS JOCTOBEPHON M TOYHOM.
Ota cepus NpoAyKUMU NpousBeneHa (BKIIOYas YNakoBKY (MApKUPOBKY) M KOHTPONb KauecTBa) Ha BBIIEYKa3aHHOM MPOU3BOACTBEHHOM
nowaake (MIoankax) B MOJHOM COOTBETCTBHU ¢ TpeGoanuamu IpaBui HaanexKallell NPOU3BOACTBEHHOM NpakTiki EBpasuiickoro
3KOHOMM4eckoro coioza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6OBaHHAMH KOHTPONS KauecTBa JIEKAPCTBEHHBIX
CPeICTB, a TaKKe B COOTBETCTBHHU CO CreUU(HKALMAMY, COAEPHKAMNUMNC B PETUCTPALMOHHOM JOChE CTPaHBI-UMIOpTepa. 3anicu no
NPOM3BOJICTBY, YIIAKOBKE H aHAJIU3Y NPOBEPEHBL, U YCTAHOBJIEHO HX COOTBETCTBHE TpeboBaHMHAM IIpaBun Haanexaieil NpOU3BOACTBEHHOH
npakTHKH EBpazHiickoro 3KOHOMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/ Conclusion ; APPROVED /
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpedoBaHusm HJI 3akawuenue: OJOBPEHO

Prepared by / Checked by / ,C?—"G/( Approved by: Manager/Executive /
IToarorosnexo: @ ITposepeno: %”{,ﬁ/ Onobpeno: Menemkep / PykoBoauTenb
Date / Date / ~C G ) P2 S Date / A 5 2o

Jara: 31-05 205 Jlara: 3/ - Jara:




