- Dr.Reddy’s Q%.'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Hpoaykr: Pa3o®, rabneTku, MokpeIThle KHIIEYHOPACTBOPUMOI 060/10uK0#H, 20 MP

Market / Puinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne FE2500i42 Pa3smep cepuu ° 1500000 ta6
Analytical Repovrt No./ . 890001790046 Date of Analysis / . 30/01/2025
AHasiuTH4decKnii oTyeT Ne Jlara anaansa

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026
HaTa npousBoacrea T'onen no

Mfg. License No. /

IIpoussoacTBeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JINLIEH3HsT Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

Pagelof 5/Crp.1u35

Ne Test / IlokazaTens

Result / PeayabTaTsi

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriible, ABOAKOBBIMYKJbIE
TabJIeTKH, TOKPLITBIE 0O0T0YKOH
CBETJIO-XKEJITOrO LBETa C MaPKHUPOBKOH
kpacHoro 1seta «RB20» Ha oaHoit
cropone. Ha nonepeuHoM paspese 11po
6enoro upeta.

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, NBOSKOBBINYKJIbte TaONETKH, OKPHITHIE
000JI0YKOI OT CBETIIO-KEJITOrO IO KEJITOrO LBETa
¢ MapKHpOBKO# kpacHoro usera «RB20» Ha omHoif
cropone. Ha nonepeyrom paspese sapo ot 6esioro
110 iouTH Benioro 1gera.

Complies as prescribed /
CooteercTByer TpeGoBaHHAM

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»KUBaHUs OCHOBHOTO ITHKA Ha
XpOMaTorpaMMe HCIBITYEMOro pacTBOpPa AOJDKHO
COOTBETCTBOBATH BPEMEHHU YEP>KUBAHUS
OCHOBHOTO MHKA HA XpOMaTOTpaMMe pacTBopa
craHgapTHoro obpasia pabenpasona HaTpUs
(pazmen «KoJHUeCTBEHHOE ONIPENETICHHED).

2 | Identification By HPLC /
HApentudukaunsa BIKX
3 | Average weight /

Cpeausis macca

205.01 mg /205,01 mr

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

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akniouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBieHo: % [IposepeHo: & S\ OnobpeHno: Menemiep / Pyxosoautens
Date / i | Date/ U O -2 Date /

Jara: 3 | # U{ e Tara: b S Hara: 2l ol — v S




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
[pogykr: Pazo”, tabneTku, MOKPLITBIE KMIIEYHOPACTBOPUMOIT 060/10uKO#, 20 MT

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne + €2500742 Pa3mep cepun © 1500000 tab
Analytical Repoﬁrt No./ . 890001790046 Date of Analysis / . 30/01/2025
AnajguTnyeckuii oruer Ne Jata anannsa

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026
JlaTa npounsBoacraa Toxen po

JueH3usa Ne

Mfg. License No. /
I poussoacTeennas

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

MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

[Analysis performed according ND No / Anaan3 nposeaen no HJI Ne: JIII-Ne(004603)-(PT-RU)-130224

Page2 of 5/Crp.2 m35

4 | Dissolution / PacTBopenne

Unit-1/Eaunnua-1 1%
Unit-2/Enununna-2 0%
Unit-3/Enunnua-3 3%
Unit-4/Egprnua-4 = | 0%
Unit-5/EquHuna-5 0%
Unit-6/E qunnua-6 2%
Average / Cpenn. 3Hayeuue: 1 %
Unit-1/Eauuuna-1 88 %
Unit-2/Emnanua-2 93 %
Unit-3/Egunuia-3 93 %
Unit-4/E nuHuia-4 92 %
Unit-5/E iuauua-5 92 %
Unit-6/Equunna-6 92 %

Average / CpeaH. 3HaueHue: 92 %

In 0.1 M hydrochloric acid solution — not more than
10 % of C18H20N303SNa (Rabeprazole sodium) label
claim in 2 h. / B 0,1 M pacrsope
XJOPUCTOBOJIOPOAHOM KUCHOTH — He Gostee 10 % ot
HOMHUHAJIBHOTO COOEPIKAHUS C1sH20N303SNa
(pabenpazon HaTpHs) yepes 2 4.

In buffer solution pH 8.0 —not less than 75 % (Q) of
CisH2oN303SNa (Rabeprazole sodium) label claim
in 60 min. / B 6ydepHom pactBope pH 8,0 — He meHee
75% (Q) oOT HOMMHANBHOrO  COAEPKAHUSA
Ci3H20N303SNa (pabenpazon Hatpus) yepes 60 MuH.

5 | Related Substances /
PoacTeeHHBbIe MpUMecH

Rabeprazole N-oxide/
Pa6enpazona N-okcun

cynbhoH

Rabeprazole Sulfone/ PaGenpazona

Rabeprazole Methoxy analog/
Pa6enpa3ona METOKCH aHaJlor

Rabeprazole Chloro analog/
Pa6enpasona xyiopo aHaaor

Rabeprazole Sulphide/
Pabenpazona cynsdun

npumech A

Rabeprazole Related compound A/
Pabenpazona poaCTBEHHas

Not detected / He oO6HapyxeHa

0.13%/0,13%

Not detected / He obHapyxeHa

Not detected / He o6HapyxeHa

0.03% /0,03%

Below LOD (LOD = 0.019 %) / Huxe
npenena o6uapysxenus (I10 = 0,019 %)

Not more than 0.5 % / He 6ostee 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 6oniee 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/
IIpumeuanne: [Tpoxykt cootBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

JlaTa:

Prepared by / - Checked by / Approved by: Manager/Executive /
IToarorosneHo: # IIposepeHo: L@ Onobpeno: Meneep / PykoBoaurens
Date / | { | Date/ Y7 Date /

Jara:




CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIM3A

@
. Dr.Reddy’s €z

Product : Razo", enteric-coated tablets, 20 mg
Hpoaykr: Pazo®, tabaerku, nokpbirsie KULWEYHOPACTROPUMOI 0bosioukoii. 20 Mr

Market / PoiHoK

: Russia / Poccus

AuanutHyecknii oruer Ne

Jara ananuza

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne : €2500742 Paszmep cepun " 1500000 a6
A i : i

nalytical Report No. / . 890001790046 Date of Analysis / . 30/01/2025

Date of Manufacture /
JaTta mponssonacrea

: 19/11/2024

Date of Expiry /
TI'open g0

: 31/10/2026

Mfg. License No. /
ITpousBoacTBeHHAs
Jinnensna Ne

¢ 59/RR/AP/9T/F/R

MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Auaaus nposenesn mo H/I Ne: JII-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3 u3 5

|Rabeprazole Related compound C/
Pabenpa3ona poncteenHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumecs npu RRT
1,37 (macca m/z=310 umnunazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / Ipumecs rpu
RRT 1,51 (Macca m/z=458
6eH3UMuIa30M1a auIyKT)

Individual unidentified impurity /
Enuununas
HeHIeHTH(UIMPOBAHHAS MIPHMECH

Below LOD (LOD = 0.02 %) / Huxe
npenena obnapyxenus (110 = 0,02 %)

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpauuu (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 6onee 0,5 %

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

Total impurities / Cymma
TIpUMECE

0.2%/0,2%

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

6 |Residual Solvents content /
OcTaTo4HbIE OPraHuYecKHe
PACTBOPHTEJH

1362 pg/tab / 1362 mkr Ha Tabnetky

Isopropanol — not more than 2621 ug per tablet /
Wzonponanon — He 6osee 2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OnHopogHOCTh A03HPOBAHHBIX
€HHAL

28728

Aceptance value (AV) should be not more than 15.0.
/ Tokazarens npuemneMoctu (AV) nomkeH ObITh HE

6ostee 15,0.

Remarks : The Product confirms to ND/
Hpumeuanne: IIpogykTt cooTBeTcTBYET TpeboBaHuam HJT

Conclusion : APPROVED /
3axnrwuenne: OJJOBPEHO

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

[TonrorosneHo: % IIpoBepeHo: L@ Onobpeno: Menemkep / PykoBomuteb
. P .

Date / < | Date/ Date / '

Jara: ! ’d\ Ve Jlara: N0~ Iara: T | —2028




S
" Dr. Reddy’s Q'.. CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

rﬁ?oduct : Razo®, enteric-coated tablets, 20 mg

Tpoayxr: Pa3o®, Tabaertin, nokphirsie KHLLe4YHopacTBopiHMoil obonoukoii, 20 Mr
Market / Perok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne Pasmep cepun " 1500000 Ta6
A i . i

nalytical Repourt No./ . 890001790046 Date of Analysis / . 30/01/2025
AHanuTHYeCKHIl 0THeT No JlaTa anasuza
Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026
Mara npousBoacrsa T'open g0
Mfg. License No. /
IIponsBoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JMueH3na Ne
{Analysis performed according ND No / Ananus nposeen no HJL Ne: JITI-No(004603)-(PT-RU)-130224

Page4 of 5/Crp.4u35

8 | Microbiological purity*/ Mukpo6uosornieckas YHcToTa*

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
Ob1wee uncio a3poOHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHUKPOOPTaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6iee uncio Menee 10 KOE/r He 6omee 100 KOE/r
APOXOKEBBIX U IUIECHEBBIX FPUOOB
¢) E.coli Absentin 1g/ Shall be absent in 1g/
OrtcytcrByer B Ir JomxkHsl oTCyTCTBOBaTH B 1 I
9 |Assay / KoanvecTBeHHOe 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of C1gH20N30:SNa (Rabeprazole

sodium) (90 to 110 % of label claim) per tablet, /

onpeaejeHHe
Ot 18,0 mr o 22,0 mr CisH20N303SNa
(pabenpazon Harpus) (ot 90 no 110 % ot
HOMHHAJIbHOTO COJEPXaHHs) B TableTKe.,

10 |Packaging / Ynakoska 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters witha | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 Tabnetok B 6ikcrepe w3
Tabnerok B 6nncrepe u3 (IIBX/AJI/TIA) | (TIBX/AJI/TIA) donsru / anromunneBoit donsru. ITo
donbru / amoMuHUeBOH QONbru. 2 1 vy 2 65McTepa BMECTE C JIMCTKOM-BK/IAJbILIEM B
67HCTEepa BMECTE C JIUCTKOM- Ma4yKy KapTOHHYIO.

BKJIaABIIIEM B NaYKy KAPTOHHYIO

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanne: [Tpoxykr cooTBeTcTBYeT TpebosanusM HJI 3akmouenue: OJIOBPEHO

Prepared by / Checked by / / Approved by: Manager/Executive /
IToaroroBneHo: @@f/ IposepeHo: ﬁ_\) Onobpeno: Menespkep / Pykosoaureb
Date / ! Date / Alereols | Date / e
Hara: U 0\~ ¥ V( Tata: -0l Jara: UNeo)—2°




Bo
- Dr.Red dy’s ‘;’ CERTIFICATE OF ANALYSIS
‘ CEPTH®HKAT AHAJIN3A

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

Hpopyrr: Pazo”, TabaeTky, nokpeireie KHIIeqHopacTBopHMoii obonoukoit, 20 Mr

Market / Prinox : Russia / Poccust

Batch No. / Batch Quantity / 1500000 tab /
: C2 2 s

Cepus Ne 250074 Pa3zmep cepuu * 1500000 tab

Analytical Report No. / . Date of Analysis /

AHaJuTHYecKHi oTyeT Ne LS JlaTa anann3za s CQUEDES

Date of Manufacture / ) Date of Expiry /

Taxdl EpcisEhEnia : 19/11/2024 Tomen a0 : 31/10/2026

Mfg. License No. /

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

JHLEeH3HA Ne

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

PageSof 5/Ctp.5m35

API name / HanmenoBanue ADPC: Rabeprazole sodium / PaGenpazon HaTpus

INN / MHH: Rabeprazole / Pabenpazon

API manufacturer batch number /

Homep cepuu npousBoantens ADC: S U

FP Manufacturer API Batch number /

Howmep cepum cy6eranuu FCRA02494

npoussoanteas I'JID:

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

IIponssoantens A®C, crpana: J-p Pennu'c Jlaboparopuc JItn., Unmus.

gl‘}“:; ::f‘irc ‘;flsr’iz“t:‘i‘t’: ‘/Z?:t;fl‘t‘rZOSf;’: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HaunmeHoBaHHe, aipec H HOMep JHIEH3HH (iiegnselionpERQR LI

e —— i elglj's.nmo eﬁp 1 [TpouzBoACTBEHHOE MoApa3aeneHue - 3, ydactku Ne 41, yacte 42, yacteb 45 ¥ yacth

o 0:{“3;:) C"I‘BO%ICI(I)HT - m 46, Bauynannu (Bunnamk), bauynamnu (Maugan), Meauan Mankamxrupu (JIucT.),
P A p wrrat Tenanrana, Muavs (JIniensust Ne 59/RR/AP/97/F/R)

kavectsa/Bemyck [JIM /

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».

3aKiTioueHue 0 co0TBeTCTBHM: «HacTOAIUM s MOATBEPKAAL0, YTO MPUBEAESHHAA BbIlle MHGOPMAaLMA ABNSETCA JOCTOBEPHON M TOYHOM.
Dra cepus MPOLyKUMH Mpom3BeaeHa (BKIIOUas ynakoBky (MapkHpOBKY) U KOHTPOJIb KauecTBa) Ha BhINEYKa3aHHOH NPOU3BOICTBEHHOM
nomanxe (MIOMaAKax) B MOJHOM COOTBETCTBHM ¢ TpeGoBaHUAMHM TIpaBuUN Hajutexalleil MPoM3BOACTBEHHOH npakTvkn EBpasuiickoro
skoHomu4eckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMAMM KOHTpPOJA Kauye€CTBA JIEKAPCTBEHHBIX
CPENCTB, & TAKKE B COOTBETCTBHU CO CTIELH(UKALMAMH, COAEPXKALIUMUCS B PETMCTPALIMOHHOM JOChE CTPaHBI-UMIIOpTEpa. 3anucH 1o
NPOM3BOACTBY, YIIAKOBKE ¥ aHAJIU3Y [TPOBEPEHBI, H YCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHHAM IIpasun HanexaleH POU3BOACTBEHHOH

NpaKTHKH EBp%HﬁCKOl"O 3KOHOMHYECKOro COr3san.

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

Mpumeuanne: TpoaykT cooTBeTcTBYET TpeboBanuam HJI 3axmouenue: OJJOBPEHO

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

Iloxnrorosneno: QA//D [TposepeHo: @l Onobpeno: Menemxep / PykoBoauTess
i

Date / ] Date / ) Date / o

Jara: 10\ V( JaTta: QoS JlaTta: X)p | — 20 S




