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'Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJITH3A

IFroduct : Razo”, enteric-coated tablets, 20 mg
Mpoaywr: Paso”, taGnerkn, nokpbithie KHLIEuHOpacTROpHMOil 00oJi0tKoii, 20 Mr

Market / Peisox : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
|Cepua Ne | S22000 Pasmep cepun * 1500000 Tab

Analytical Report No. /
AnasmTHYecKHii oTuer Ne

: 890001790045

Date of Analysis /
Jara anaiausza

: 31/01/2025

Date of Manufacture /
Jata npoussoacrea

: 17/12/2024

Date of Expiry /
Toaen go

: 30/11/2026

Mfg. License No. /
IIpousBoacTeenuas
JiHIeH3ns N

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

MA number: / Hom

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

| Analysis performed according ND No / Auanus nposenen no HJi Ne: JII-Ne(004603)-(PT-RU)-130224

Page 1 of 5/Crp.1 35

Ne Test / Moka3zaTeas

Result/ PesyabTaTsi

Specification / Hopma

1 | Appearance / Onncanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriible, TBO4KOBLITIYKITbIE
rabneTkn, MOKphITEe 000M04KOi
CBETNO-/KENTOrO UBETA C MAPKHPOBKOIi
Kpacnoro useta «RB20» Ha oauoit
cropone. Ha nonepeuHom paspese aapo
6enoro ugera.

"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. /
Kpyrabie, aBostikoBbImyKITble TAGNETKH, MOKPHITEE
0607104KO}i OT CBETIIO-XKENITOTO O HKENTOTO LIBETA
€ MapKHUpOBKO# KpacHoro 1eera «RB20» Ha omHoit
cropoHe. Ha monepeuHom paspese sapo ot 6enoro
IIo mo4tu 6es1oro 1BeTa.

2 | Identification By HPLC /
HUnentudpnranusa BIKX

Complies as prescribed /
CooTseTcTBYeET 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
yIepKHUBaHHUSA OCHOBHOTO MHMKA Ha
XpOMaToTpaMMe HCIILITYEMOro PaCTBOPA JOJIKHO
COOTBETCTBOBATh BPEMEHH yIECPKHBAHHUSA
OCHOBHOTO ITHKAa Ha XpOMaTorpaMMe pacTBOpa
cTaHgapTHoro obpasua pabenpazona HaTpHs
(pazmen «KoJMYeCTBEHHOE ONPEETIEHHE ).

3 | Average weight /
Cpeanss macca

211.51 mg /211,51 mr

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

Remarks : The Product confirms to ND/
[pumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanuaM HJI

Conclusion ; APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToBneHo: é/ IIposepeno: L@ Onobpeno: Menemwkep / Pykosonutens
Date / Ol 03 Date / I~ Date / _ i

Jara: 31 -6l Hara: Nlgcia ot Jara: ) D) —r0 25




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

[Product : Razo’ , enteric-coated tablets, 20 mg —‘
Mpoaykr: Pazo”, Tadnersn, nokpeirsie KHIICHHOpacTBopuMoii odono4koii, 20 Mr
Market / Puinox : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepus Ne # £2500745 Pazmep cepun " 1500000 Ta6
A i . i
nalytical Repovrt No./ : 890001790045 Date of Analysis / . 31/01/2025
AHajnTHYecKnii oTyeT No JlaTa anasuza
D Z
ate of Manufacture / s 17/12/2024 Date of Expiry / . 30/11/2026
Jata nponszsoacrsa Toxen go
Mfg. License No. /
Mpoussoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JIHnensus Ne
Analysis performed according ND No / Ananus nposesen mo HiI Ne; J1 1-Ne(004603)-(PT-RU)-130224

Page2of 5/Crp.2 u35

4 | Dissolution / PactBopenne

Unit-1/Eqununa-1 1%
Unit-2/Enunnua-2 3%
Unit-3/Epunnna-3 0%
Unit-4/Equanna-4 1%
Unit-5/Eqununua-5 0%
Unit-6/Eaununa-6 0%

Average / CpenH. 3Hadenue: 1 %

In 0.1 M hydrochloric acid solution — not more than
10 % of C15sH20N303SNa (Rabeprazole sodium) label
claim in 2 h / B 01 M pacreope
XJIOPHCTOBONOPOAHON KACHOTEl — HE Gontee 10 % ot
HOMHHAJILHOTO  COIepKaHus C13H20N30;SNa
(pabenpazon HaTpus) uepes 2 4.

Unit-1/Eaunuua-1 90 %
Unit-2/Equnanna-2 92 %
Unit-3/Equuuna-3 92 %
Unit-4/EauHuua-4 93 %
Unit-5/Equnnna-5 93 %
Unit-6/Equnania-6 91 %

Average / Cpean. 3nadenue: 92 %

In buffer solution pH 8.0 — not less than 75 % (Q) of
Ci3H20N3038Na  (Rabeprazole sodium) label claim
in 60 min. / B 6ydeprom pactsope pH 8,0 — He Menee
75% (Q) OT HOMHHAJIBHOTO  COHEpPMAHHsA
C13H20N3038Na (pabenpazon Hatpus) uepes 60 MHH.

5 | Related Substances /
PoncreeHHble npumecu

Rabeprazole N-oxide/
Pa6enpasona N-okcun

Rabeprazole Sulfone/ Pa6ernpasona
cynsoH

Rabeprazole Methoxy analog/
Pa6enpazona MeTokcH aHasor

Rabeprazole Chloro analog/
Pa6enpazona xyopo aHajor

Rabeprazole Sulphide/
Pabenpasona cynmbdun

Rabeprazole Related compound A/
Pa6enpa3zona poacTBeHHas
npuMech A

Not detected / He obHapyxeHa

0.04% / 0,04%

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.027 %) / Hike
npenesna KONMUYECTBEHHOTO ONPEASTEHUs
(ITIKO = 0,027 %)

Not detected / He obuapyxena

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 6onee 0,5 %

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

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

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusM H/J

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: /g/ IIposepeno: L@ Onobpeno: Meuemkep / PykoBoaurens
Date / Date / _ P Date / '

JlaTa: 3l -ol ~30 < Jlata: 0V 2025 Jata: 2) o) ~ 20>5
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Dr. Reddy’s ‘;’ CERTIFICATE OF ANALYSIS
. CEPTHU®HKAT AHAJIM3A

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

[Mpoaykr: Pa3o®, TabreTky, MOKpHITHIE KUIIEYHOPACTBOPHMOI 060104KOA. 20 MT

Market / Poinox : Russia / Poccus

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

Cepust Ne S Pasmep cepun * 1500000 tab

Analytical Report No. / . Date of Analysis /

AHaJuTHYECKHUI oT4eT Nt sFEO00IS00HS Jara anaausa 1 SHONIR025

Date of Manufacture / . Date of Expiry /

| Pl : 17/12/2024 Tomeamo ¢ 30/11/2026

Mfg. License No. /

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

JnueHsus Ne

Analysis performed according ND No / Anannz nposenen no H/I Ne: JIIT-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3m35

Rabeprazole Related compound C/ Not more than 0.5 % / He 6onee 0,5 %
O paE ORI poNCTCH AR Below LOD (LOD = 0.02 %)/ Hinxe

npumeck C npenena obuapyxenus (10 = 0,02 %)

Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37

(Mass m/z=310 Not detected / ne oGHapyxena

Imidazole) / ITpumecs mpu RRT
1,37 (macca m/z=310 umunazon)

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

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

imidazole adduct) / ITpumecs npu
RRT 1,51 (Macca m/z=458
6eH3MMHIa3051a aIIyKT)

Individual unidentified impurity / Not more than 0.2 % / He Gonee 0,2 %
Below BDL (BDL= 0.1 %) / Hixe

Enuuuunas
nopora peructpauuu (ITP 0,1 %)

HeHAEeHTHOULMPOBAHHAS IPUMECH

Total impurities / Cymma 0.04% / 0,04% Not more than 2.0 % / He?onee_Z,OTA)
npuMecei

6 |Residual Solvents content / 1822 pg/tab / 1822 mkr va Tabnerky  |Isopropanol — not more than 2621 pg per tablet /
OcraTouHble OpraHnyecKue Hzonpomnanon — He 6onee 2621 Mkr Ha Tabnerky
pacrBopuTen

7 |Uniformity of dosage units / 1.5/15 Aceptance value (AV) should be not more than 15.0.
OnHOpoAHOCTH J03UPOBAHHBIX / Tokasatene npuemsieMoctd (AV) nomkeH ObITh He
eNMHAL 6ouee 15,0.

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

Ipumeuanne: [TpogyxT coorBeTcTBYET TpeboBaHusm HJL 3axmouyenne: OJJOBPEHO

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

[ToaroToBeHo: * ITpoeepeHo: 2@ Opo6peno: MeHenxep / PykoBonutensb

Date / y -6l 303 Date / 2N Date / o

Hata: 3 Jara: X -0~ > Jlara: BleD) —20 1§
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'Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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

Mpoayir: Paso”, tabnerkn, nokperrsie KHLIEYHOPACTROPHMOI 06onoukoit, 20 MT
Market / Pbinok : Russia / Poccus
Batch No. / . C2500745 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pa3mep cepun " 1500000 Ta6
A i . i

nalytical Repovrt No./ : 890001790045 Date of Analysis / . 31/01/2025
Anamurnyeckuii oryer Ne Jdara ananuza
Date of Manufacture / ] Date of Expiry /
) T——— : 17/12/2024 ToneH 110 : 30/11/2026
Mfg. License No. /
MMpoussoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JeHsnst Ne
Analysis performed according ND No / Ananus nposeaed mo HJT Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page 4 of 5/ Crp.4 m3 5

8 | Microbiological purity*/ Mukpo6uonornyeckas yucrora*

a) Total aerobic microbial count /
O6uee yHco adspobHEIX
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 / Obmee uncno
APONOKEBBIX H MUIECHEBHIX rpUboB

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

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

¢) E.coli

Absentin 1g/
OrcytcrByeT B Ir

Shall be absent in 1g/
JomxkHs! OTCYTCTBOBAThL B 1 1

9 |Assay / KotnyecTBeHHOE 19.6 mg/ 19,6 mr 18.0 to 22.0 mg of CigH20N303SNa (Rabeprazole
onpejeeHue sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr go 22,0 mr C;3H20N303;SNa
(pabenpazout Hatpus) (ot 90 mo 110 % ot
HOMMHAJIBHOTO CONEp)KaHHUs1) B TabneTKe.
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
tabnetox B 6nmuctepe u3 (IIBX/AJVIIA) | (TIBX/AJI/IIA) doneru / amoMuHHesoi donsru. [To
donbry / amoMUHKEBO# Gonbry. 2 1 unu 2 6nucTepa BMECTE C TMCTKOM-BKJIQZIBILEM B
6rpcTepa BMECTE C JINCTKOM-

BKJIA/IBIIUEM B [TAYKY KAPTOHHYIO

carton. / Ilo 15 raGnerok B Guucrepe u3

Ma4yKy KapTOHHYIO.

API name / HaumenoBanue APC:

Rabe

prazole sodium / Pabenpason Hatpus

INN/MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponssogureis ADC:

FP Manufacturer API Batch number /
Homep cepun cy0cTaHUUH
npoussoautess I'JID:

ACRHO003679 & ACRH003710

FCRA02497 & FCRA02583

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT coorercTBYET TpeboBanusM H/J 3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: é/ [TpoeepeHo: @)7 Onobpeno: Menenxep / PykoBonurens
Date / Yy Yd Date / S SL Date / L

JaTa: Sl-ot-2° Jlara: 301~ ( JlaTta: L) D) — 22 S
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Dr. Reddy's q;. CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
[Product : Razo”, enteric-coated tablets, 20 mg ]
Hpoayir: Pazo®, abnerky, nokpsrrsie KnuieyHopacTeopHMon 0000uKoii, 20 mr
Market / Puinok : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepus No  C25007H5 Pasmep cepun * 1500000 Ta6
A i . i
Analytlcal Repovrt No./ + 890001790045 Date of Analysis / . 31/01/2025
HAJTHTHYECKHIi 0TueT Ne Jata anannsa
Date of Manufacture / . 17/12/2024 Date of Expiry / . 30/11/2026
Jata nponssoacTea - T'ogen 10
Mfg. License No. /
IIpounsBoacTBenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PI'-RU)
Jauuensnsg Ne

Analysis performed according ND No / Auanuz nposenen no H/T Ne; JI I1-Ne(004603)-(PI'-RU)-130224
Page5of 5/Crp.5mu35

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

IIponssoautens A®C, crpana: H-p Pennu’c Jlaboparopuc JIta., Unaus.

llj;‘:f;::f‘:lrciff’r’lz‘g‘tshl‘t’:‘/zét;’:t‘rz"sff: ; FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HanmeHoBanHe, aapec H HOMep JIHLEH3HA (EicenselNO:S9/RRIARIII/EIR)

——— ocyl’ueCTB.nmou[eii lpoussoacteeHHoe nogpasaenenue - 3, yuactku Ne 41, yacts 42, gacte 45 1 yacTh

TPOH3EO C',I'BO I 46, bauynannn (Bunnamk), Bauynannu (Mangan), Mepyan Mankamkrupu (ucr.),
p - p wrar Tenanrana, Uuaus (JTuueHsus Ne 59/RR/AP/97/F/R)

kadecTBa/Bpinyck I'JID /

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 Unijon (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».

3axmiouenue o coorBeTcTBHH: «HacToAIEM 51 TOATBEPXKAAID, YTO NPHBEICHHAS BbILIE MHGOPMALIMS SBILETCA JOCTOBEPHOM M TOYHOM.
Ota cepus MPOAYKLIMM MPOM3BEAEHA (BKIIOYas ynakoBKy (MapkHpOBKY) U KOHTPOJb Ka4€CTBa) HA BBIIEYKA3aHHOM [IPOM3BOACTBEHHOM
nowmanke (MiomaaKax) B roJHOM COOTBETCTBUH ¢ TpeGoBaHHAMU [IpaBun Hajiexalleil NPOU3BOACTBEHHOM NIpakTHKKU EBpasuiickoro
3xoHOMuYeckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6GoBaHHAMH KOHTPOJISL KAYECTBA JIEKAPCTBEHHBIX
CPEINCTB, @ TAaK)Xe B COOTBETCTBHM CO CNELM(UKALMAMH, COOEPKAUIMMHCA B PETMCTPALMOHHOM [IOCHE CTPAHBI-MMIIOPTEPA. 3amucH no
NPOU3BOACTRY, YIIAKOBKE U aHAJIU3Y MPOBEPEHEI, U YCTAHOBJICHO X COOTBETCTBHE TpeGoBanuaM [IpaBui Haanexalieil Mpou3BoACTBEHHO

MPaKTUKH EBpaSPIFICKOFO 3KOHOMHYECKOI'o COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanne: [TpogykT cooTBeTcTBYET TpeboBanusam HJJ 3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroTtoBneno: /ﬁ// IIposepeHno: Zé@ OnobpeHo: Mel;lje,[l)i{ﬁp / PyxoBonuTtenb
f 5‘_ 3

Date / Date / Date / _
Hara: 31- ol 03¢ Jlata: < OIS Jara: Z2)eo) = 2§




