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Dr.Reddy’s Q,'."

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIH3A

Product : Razo", enteric-coated tablets, 20 mg
IMpoaywr: Paso®, raénetkn, nokpeirsie Kitiey HopacTeopumoil o6omoykoii, 20 Mr

Juenszusa Ne

Market / Poinox : Russia / Poccus
Batch No. / . C2500256 Batch Quantity / : 1500000 tab /
Cepun Ne Pazmep cepun 1500000 Ta6
A i ] i
nalytical Repourt No./ . 890001788136 Date of Analysis / . 22/01/2025
AnanuTHYecKuii oTyeT No JaTta ananmsa
D .
Ilate of Manufacture / . 01.11.2024 Date of Expiry / . 31/10/2026
ATA HPOH3BOACTBA T'omen no -
Mfg. License No. /
IlponssoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

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

Pagel of 5/Crp. 1 u35

[_.Ne '

Test / Iloka3aTenn

Result / PesyasTaTsi

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. / Kpyrisie, IBOAKOBBIMYKJTbIE
TabJIETKH, MOKPBITEIE 060MOYKOI
CBETJ/IO-XKENTOrO LIBETA C MAPKHUPOBKOIA
KkpacHoro 1gera «RB20» Ha oaHoif
cropoHe. Ha nmonepeunom paspese saapo
Henoro ugerta.

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. /
Kpyrusie, 1BosSKOBBINyKiIble TaGNETKH, NOKPHITHIE
060710UKOF OT CBETIIO-KENITOTO [0 KEJTOTO [BETA
C MapKHUpOBKO# kpacHoro ugera «RB20» Ha ogHO#H
cropoHe. Ha monepeyHoM pazpese sapo oT 6e10ro
[0 mouTH Henoro serTa.

2 | Identification By HPLC /
HpenTudpuxannsa BIXKX

Complies as prescribed /
CooTBeTCTBYET 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
yOEPXKUBaHHS OCHOBHOTO MUKA Ha
XpoMaTorpaMme HCHbITYEMOro pacTBOPa AOJKHO
COOTBETCTBOBATH BpEMEHH YAEP>KUBaHHS
OCHOBHOTO NIMKa Ha XpoMaTorpaMMe pacTBopa
cTaHgapTHoro obpasna pabenpasona HaTpus
(paznen «KonuuecTBEHHOE ONPEIEICHHUEY).

3 | Average weight /
Cpeanas macca

210.78 mg /210,78 mr

212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 mr+ 5 % (o1 202,05 mr oo 223,31 mr)

Remarks : The Product confirms to ND/
Ilpumeyanne: [IpofyKT COOTBETCTBYET ;rpeGOBaHmM HO

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

e
Prepared by / M t Checked by /
[Toprotosneno: ~j< [IposepeHo:

Approved by: Managerw feﬂi
Opobpero: Menemxep / PykoBoauTens

(&

Date /
Hara:

ps0]-Qo2s | Date/

23 0ILOTS

Jarta:

Date / i
Jara: 250\ - 22y
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoayxer: Pazo”, Tabnerky. NOKpPLITEIE KHWIEYHOPACTBOPUMOiH 060NIOUKOH, 20 MF

Market / Ppisok

: Russia / Poccus

auuensus Ne

Batch No. / . Batch Quantity / 1500000 tab /

Cepus Ne f [€2500258 Pazmep cepun " 1500000 Tab

A i i

Analytlcal Repourt No./ . 890001788136 Date of Analysis / . 22/01/2025
HAJINTHYECKUH oTueT Ne JlaTa ananusa

Date of Manufacture / . Date of Expiry /

1 —— : 01.11.2024 Tozet x0 ¢ 31/10/2026

Mig. License No. /

HponszsoacTeennan : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

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

Page2 of 5/ Crp.2 u3 5

’7 ‘ Dissolution / PactBopenue

In 0.1 M hydrochloric acid solution — not more than

10 % of C1sH20N3038Na (Rabeprazole sodium) label

claim in 2 h / B 0,1 M pacreope

XJIOPHCTOBOJOPOAHOH KHUCHOTHI — He 6osee 10 % ot

HOMUWHAJILHOrO conepKaHUA Ci1sH0N303SNa

Unit-1/Egqununa-1 0%
Unit-2/Equunua-2 2%
Unit-3/Equnuua-3 1%
| Unit-4/Eauuuna-4 2%
Unit-5/Enunuua-5 0%
Unit-6/Equnanua-6 2%

(pabenpazon HaTpust) yepes 2 u.

Average / Cpean. 3nauenue: 1 %

In buffer solution pH 8.0 — not less than 75 % (Q) of’

Ci1sH20N303SNa  (Rabeprazole sodium) label claim

in 60 min. / B 6ydepnom pacrsope pH 8,0 — He Menee

75% (Q) OT HOMMHAJIBHOrO  COAEpPXAHHS

Ci13H20N3O3SNa (pabenpazon HaTpust) yepes 60 MuH.

Unit-1/Equunua-1 92 %
Unit-2/Eaunuua-2 92 %
Unit-3/Ennnuna-3 94 %
Unit-4/Enununa-4 91 %
Unit-5/Equauua-5 91 %
Unit-6/Eqununa-6 92 %

Average / Cpenn. 3Hauenue: 92 %

5 | Related Substances /
PoacTBeHHbIE NpuMecH

Rabeprazole N-oxide/
Pabenpazona N-okcun

Not detected / He o6HapyxeHa

Rabeprazole Sulfone/ Pabenpazona
cynb(oH

Rabeprazole Methoxy analog/
Pabenpazona METOKCU aHaJIOT

Rabeprazole Chloro analog/
Pabenpa3zona xnopo aHanor

Rabeprazole Sulphide/
PaGenipazona cynbun

Rabeprazole Related compound A/
Pa6enpasona poncreeHHas
npumecs A

0.09% /0,09 %

Not detected / ne obHapyxeHa

Not detected / He o6HapyxeHa

Less than LOQ (LOQ: 0.027 %)/
Huxe npenena KOMUYECTBEHHOTO
onpenenenus (ITKO: 0,027%)

Not detected / He o6HapyxeHa

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

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

Not more than 0.5 % / He Gonee 0,5 %

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

Not more than 0.5 % / He Gonee 0_,5 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykrt cooteT¢TByeT TpeboBanusm HJI

®.

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / O’O}A)’ Checked by / Approved by: Mmagerﬂ@gﬁeﬁu_li\@'

[loaroroBsieHo: M2 & IIposepeno: 4@ Oﬂ06peH$46Heﬂ,3<ep / PykoBoanTenp
i (<

Date / 2.56] ~Qpp | Date/ Date / e >

Hara: 51 Jara: 285 OIS Jlata: 2X <N r 2y
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

- -
Product : Razo®, enteric-coated tablets, 20 mg
Hpoayser: Pazo®, taGuerkit, NOKPbITEIEC KIIIEYHOPACTEOPHMON 060104K0i, 20 Mr

Jauuen3zng Ne

Market / Poinox : Russia / Poccust

Batch No. / . Batch Quantity / 1500000 tab /

Cepun Ne + €2500256 Pazmep cepun * 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AHasnTrdecknii oryet Ne + 890001788136 Hara anajmsa | 2eiOTE02

Date of Manufacture / A Date of Expiry /

T : 01.11.2024 Tonen 10 : 31/10/2026

Mfg. License No. /

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

Analysis performed according ND No / Auanus nposenen mo Hjl Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 5/ Crp.3 m35

Rabeprazole Related compound C/
Pa6enpaszona poncteenHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ipumecs npu RRT
1,37 (macca m/z=310 umunazon)

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
6eHsuMuaazona aaayKkT)

Individual unidentified impurity /
EnvHudnas
HEUJIEHTUHLMPOBAaHHAs IPHMECH

Below LOD (LOD = 0.02 %) / Huxke
npenena obHapyxenus (11O = 0,02 %)

0.02% / 0,02%

Not detected / He o6Hapyskena

Below BDL (BDL= 0.1 %) / Hinxe
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
nipumeceit

0.1%/0,1%

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

6 |Residual Solvents content /
OcTaTouHbIe OPraHHYecKHe
pacTBOpPUTENH

1326 pg/tab / 1326 Mkr Ha TabieTky

Isopropanol — not more than 2621 pg per tablet /
HsomponaHon — He bornee 2621 MKr Ha TableTKy

7 |Uniformity of dosage units /
OaHOpPOIHOCTH AO3UPOBAHHBIX
eIMHHUI

4.0/4,0

Aceptance value (AV) should be not more than 15.0.
/ Tlokazarens npHemsiemoctu (AV) nomkeH OHITE He
6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr coorBercTRyeT TpebGoBanusm HJJ
v

Conclusion : APPROVED /
3akirouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: ManagerW/
HoarotosneHo: = ITposepeHo: /@ Onobpeno: Menemxep / PykoBoputens
Date / ] - ) |Date/ — ) il | Date/ %

) -~
Hara: %- Hara: 2500 Jlara: 24 o\ 2oy
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Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

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

ITponyxr: Pazo®, raGretin, mokpeirsie KHIIEYHOPACcTBOPHMOit 0Bonoukoii, 20 Mr
Market / Prinok : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepun Ne ] Pasmep cepun " 1500000 Ta6
A i . i

nalytical Repourt No./ . 890001788136 Date of Analysis / . 22/01/2025
AnasnTrueckuii otuer Ne Jarta ananusza
D p

ate of Manufacture / + 01.11.2024 Date of Expiry / . 31/10/2026
Jata npouseoicraa I'ogen no
Mfg. License No. /
IponssoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
aHuenzns Ne

[Analysis performed according ND No / Anaans nposexen no HJ| Ne: JHT-Ne(004603)-(PT-RU)-130224

BKJIAQBILICM B [TAUYKY KapPTOHHYHO

Paged of 5/ Crp. 4 m3 5
8 | Microbiological purity*/ Mukpo6uoaoraueckas uucrora™
a) Total aerobic microbial count / Less than 10 CFU/g/ Not more than 1000 CFU/g /
O6b1uee gncio a3pobHeIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPTraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6miee uncno Mesnee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX M MNIECHEBBIX TPHO0B
¢) E.coli Absentin 1g/ Shall be absentin 1g/
OtcytctByer B 11 JomxHse! oTcyTcTBOBaTL B 1 1
9 |Assay / KonnyectBeHnoe 20.2 mg/ 20,2 mr 18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole
onpeaesieHue sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 Mr no 22,0 mr C1gH0N303SNa
(paberpazoun Hatpus) (ot 90 no 110 % ot
HOMHHAJILHOTO COAEpKaHHs) B TabJeTke.

10 |Packaging / YnakoBka 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 Tabnerox B Gnucrepe u3
Tabsetok B 6aucrepe uz (IIBX/AJI/TIA) | (TIBX/AJI/TTA) donsru / amomunuesoii goasru. ITo
¢oneru / amomunuesoi gonsru. 2 1 unu 2 6nuctepa BMecCTe C IMCTKOM-BKJIAABILIEM B
OIHcTepa BMECTE C JIHCTKOM- MaykKy KapTOHHYIO.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Iipumeuanue: [IpoaykT cootBeTcTBYeT TpeboBaHMAM H] 3akmouenne: OJOBPEHO

§ L ———e
Prepared by / 2 jﬁ,;_.,c-'f"_‘_':'/’-Checked by/ Approved by: Manager@g—:ct_l_li ve/
IToarorosiexo: e IIposepeno: / ) Onobpeto: Mc.nemxep / PykoBOATEND
Date / osef~Qo02 s | Date/ : ~ | Date/ _
Jara: / Jara: 25011024 Tlata: 2X V- 2.029"
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y °® CERTIFICATE OF ANALYSIS
Dr.Re ddy S Q.o CEPTHOHKAT AHAJIV3A

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

| Opoaywr: Pazo”, Tabnerku, TOKPLITBIC KHIWEUHOpacTRopuMoii obonovkoii, 20 Mr

Market / Peivoxk : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
71 C2 :

Cepus Ne S Pasmep cepun " 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AHajguTHYeCKHii oTyeT No REEOTEEIE0 JlaTa a”Hayu3a ta 22002025

Date of Manufacture / . Date of Expiry /

P —— : 01.11.2024 Tomer 110 1 31/10/2026

Mfg. License No. /

IMponssoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT'-RU)

nnuensna Ne

Analysis performed according ND No / Anasu3 nposesen mo HJL Ne: JITI-Ne(004603)-(PT-RU)-130224

Page5of 5/Ctp.5u3 5

’zPI name / HanmeHoBanue ADC: Rabeprazole sodium / Pabenpazon narpus
INN / MHH: Rabeprazole / PaGenpazos

API manufacturer batch number /

Homep cepnu npoussoantenss A®C: ACQHO000111 & ACQH004475

FP Manufacturer API Batch number /

Homep cepnu cy6eranuum FCQA00250 & FCRA00108

| mponssoauTens I'JID:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
NMpoussoantesns A®C, cTpana: J-p Pennu’c Jlaboparopuc JIta., Unaus.

Name, address, authorization No for

FP manufacturing site / Control site /
Release site /

HaumveHnoBaHHe, agpec B HOMeP JHLEH3HH
JIOAAKH, OCYIeCTBJsIIOIel
NIPOH3BOJACTBO/KOHTPOJIBL
kavyecTBa/Boimyck [JID /

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)

IIpousBoacTeeHHOe Noapasaenexue - 3, ygactku Ne 41, yacte 42, yacts 45 u yacTs
46, bauynannu (Bunnamk), Bauynannu (Mauzgan), Megyan Mankamkrupu (JIucr.),
wrart Tenanrana, Muaus (JTunensus Ne S9/RR/AP/97/F/R)

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».

3aki0ueHne 0 coOoTBeTCTBHM: «HacToswmM s MOATBEPSKAAL0, YTO NPHUBEASHHAS BhIle HHGOPMALMA ABJISETCA JOCTOBEPHON M TOYHOIA.
DTa cepust MPOAYKLMH NPOM3BeAeHa (BKIIIOYas YIaKOBKY (MapKUpOBKY) H KOHTPOJIb KaYECTBA) Ha BBINEYKa3aHHOM NMPOU3BOACTBEHHOM
miowanxe (UIoLafKax) B MOJHOM COOTBETCTBHH ¢ TpebGoBauHsaMH [lpaBwit Haanexamedl Npou3BOACTBEHHOMN NMpakTHKH EBpasuiickoro
skonoMuyeckoro cowsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeOoBaHMsIMH KOHTPOJISI KAYeCTBa JIEKAPCTBEHHBIX
CpENCTB, a TaKXe B COOTBETCTBHH CO CreLIU(PUKALMIME, COAEPKAUMMHUCS B PETUCTPALIMOHHOM JOCHE CTPAHBI-UMITOpTEpa. 3alucH Mo
TPOM3BOACTBY, YIIAKOBKE U aHallu3y MPOBEPEHD], 4 YCTAHOBIEHO X COOTBETCTBHE TpeboBaHHAM IIpaBhi HaasexKallel MPOU3BOACTBEHHOMH
npakTHki EBpasuiicKoro SKOHOMHHECKOrO COK03a.

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

[Ipumeuanue: [Tpoaykt COOTBETCTBYCT TpeboBanusM HJ{ 3akmouenne: OJJOBPEHO

Prepared by / (//?? Q,E’f’;“ | Checked by / Approved by: Managmﬂ::iecuti@)

ﬂ(‘l}][‘OTOBH&I-IW Ilposepeno: L@ Opnobpeno: M§|1e;1mep / PyRoBoanTennb
e

Date / 2]~ Date / . —— | Date

Hara: ' 2% Tata: 2501~ Jara: PG it




