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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

= = -
Product : Razo", enteric-coated tablets, 20 mg
Mpoaykt: Pazo”, taGnerkn. noxpuirsie KHLIEUHOpacTBOpHMOIi obosoukoii, 20 mr

Market / Poinok

: Russia / Poccus

Batch No. / . C2411382 Batch Quantity / . 1500000 tab /
| Cepun Ne T Pazmep cepun " 1500000 Tab
- ] -

Analytica Repourt No./ . 890001758949 pate of Analysis / . 31/08/2024
AnannTudecknii oruer Ne Jara anannza
D -

ate ofMa‘nufacture/ . 30/07/2024 Date of Expiry / . 30/06/2026
Mara nponisogcrea I'ogen go
Mfg. License No. /
TMpoussoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
anuensuss Ne

Analysis performed according ND No / Ananns nposegen mo HJ{ Ne: JITI-Ne(004603)-(PT-RU)-130224

Page1 of S/ Crp.1m35

[N

Test / Tloka3zaTeas

Result / PesyabTatsl |

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. / Kpyrible, ABOSIKOBBIMYKJIBIE
TalAeTkH, [TOKPBITEIE 000IOYKOF
CBETIO-XKENTOr0 LBETa C MAPKHPOBKOM
kpacnoro usera «RB20» Ha ogHoftl
cropoune. Ha nonepeuynom paspese sapo
6enoro LBeTa.

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. /
Kpyrunibie, 1BosSKOBBINYKIbIE TAGNETKH, NOKPBITHIE
060J104KOI OT CBETIO-KEJITOIO 10 JKEJITOTO L{BETA
€ MapKUpOBKOH kpacHoro useta «RB20» Ha omHoii
cropone. Ha nonepewnomM paspese sapo ot 6enoro
Jlo noytu 6enoro ugera.

Complies as prescribed /
CooteetcTByeT TpeHOBAHUAM

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
yIOep>KMBaHWS OCHOBHOTO ITHKA Ha
XpOMaTorpaMMe UCTBITYEMOrO PacTBOPa JOJHKHO
COOTBETCTBOBATH BpEMEHH YIEPKUBAHHsI
OCHOBHOI'O MHUKA Ha XpOMaTorpaMmMe pacteopa
cTaHmapTHoro obpa3sua pabenpasona HaTpus
(pazmen «KonuuecTBeHHOE OMpene/IeHUEN ).

2 | Identification By HPLC /
HUaentuduxauna BIIKX
3 | Average weight /

Cpepusis macca

211.63 mg/ 211,63 mr

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

Remarks : The Product confirms to ND/
IIpumeuanwue: [Tpoaykt cootBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

MV4))
Prepared by / Checked by / o ~x2-"1 Approved by: Manager/Executive /
[Moarorosnexo: Szé ;ﬁ [Tposepeno: 7 V Opnobpeno: Menemkep / PykoBoautenb
Date / A ) Date / - Date / ' _nez
Jara: 3/,0&) i(/ Hara: Blrog: %% Jara: C / rof é‘
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CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Hponykr: Pazo®, Tabnerky, nokphiThie KHIIEUHOPACTBOPUMOI 060104KO#, 20 Mr

Market / Puigok

: Russia / Poccus

Batch No. / . 2411382 Batch Quantity / . 1500000 tab /

Cepusn Ne T Pazmep cepumn * 1500000 Tab

Analytical Repovrt No./ . 890001758949 Date of Analysis / . 31/08/2024
AHaauTHYecKHil oTyeT No - JlaTa ananu3sa

Date of Manufacture / . 30/07/2024 Date of Expiry / . 30/06/2026

Jata npoussoacraa T'onen no

Mfg. License No. /

IlpousBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PI'-RU)
JnueH3ns Ne

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

Page2 of 5/Crp.2 35

IMToAroToBNIEHO: %ﬂ

4 | Dissolution / PacTBopenue Unit-1/Exnuuna- | 4% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Enunvua-2 0 % 10 % of Ci3H20N303SNa (Rabeprazole sodium) label
Unit-3/EnMHuna-3 2% claim in 2 h. / B 0,1 M pacrsope
Unit-4/Eaunnna-4 6% XJIOPHCTOBOJOPOAHOM KUCNOTHI — He Goniee 10 % oT
Unit-5/Equanna-5 5% HOMHUHAJBHOTO  COINEpXKaHHUs C18H20N3038Na
Unit-6/Eaunnna-6 0% (pabenpason HaTpus) uepes 2 u.
Average / CpenH. 3nauenue: 3 %
Unit-1/Eaubnua-| 87 % In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Enunuiia-2 91 % Ci8H20N3;03SNa (Rabeprazole sodium) label claim
Unit-3/Eauanua-3 94 % in 60 min./ B 6ydeprom pacteope pH 8,0 — He MeHee
Unit-4/Eauuuna-4 93 9, 75% (Q) oOT HOMHHAJILHOTO  COAEPXKAaHUA
Unit-5/EquHHua-5 92 9, Ci1gH20N305SNa (pabenpazon Hatpus) uepes 60 MUH.
Unit-6/EauHnua-6 96 %
Average / CpenH. 3naveHue: 92 %
5 | Related Substances /
PoxcreenHblie npumecu
Rabeprazole N-oxide/ Not detected / He ob6HapyxeHa Not more than 0.5 % / He Gonee 0,5 %
Pa6enpazona N-okcup,
Rabeprazole Sulfone/ Pabenpasona 0.12%/0,12% Not more than 0.5 % / He 6onee 0,5 %
cynbhon
Rabeprazole Methoxy analog/ Not detected / He obHapyskeHa Not more than 0.5 % / He 6onee 0,5 %
Pabemnpasosa METOKCH aHaor
= 0,
Rabeprazole Chloro analog/ Not detected / ne o6HapyseHa Not more than 0.5 % / He 6onee 0,5 %
Pa6enpazona xnopo aHanor
Rabeprazole Sulphide/ | Not more than 0.5 % / He 6onee 0,5 %
Pa6enpa3sona cynbdun 0.03%/0,03%
Rabeprazole Related compound A/ 'Not more than 0.5 % / He 6onee 0,5 %
Pa6enpazona poacTeeHHas Not detected / ne o6Hapyxena
npumech A
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHusiM HJJ o 3akmwouenue: OJOBPEHO
e 24 -
Prepared by / >~ Approved by: Manager/Executive /

Checked by /, o2
IlposepeHo: A

Onobpeno: Mewnexep / PykoponuTens

Pz

Date / 8/@&”2024/

Jara:

Date /
JHara:

Drog-2.024

Date /

'wa‘of/ o 2

JaTta:




, .‘.’ CERTIFICATE OF ANALYSIS
Dr.Re ddy S Qe CEPTU®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg _]

IMpoayxT: Pa3o®, Tabnerku, HokphiThIe KUIIEYHOPACTBOPHUMOH 060104K0#H, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . C2411382 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pazmep cepun © 1500000 Tab
A ical ] g i

nalytica Repovrt No. / . 890001758949 Date of Analysis / . 31/08/2024
AHanuTHYecKHii oTueT Ne HJata anannza
D .
_ a_te of Manufacture / . 30/07/2024 Date of Expiry / . 30/06/2026
Hara npomssoacrsa T'open no
Mfg. License No. /
IlpoussoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT'-RU)
Junensusa Ne B
Analysis performed according ND No / Ananns nposegen mo HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

| Page3 of 5/Crp.3 m3 5
Rabeprazole Related compound C/ Not more than 0.5 % / He 6onee 0,5 %

Pabenpasona poacrseHHas
npumecs C

Not detected / He obHapyxeHa

Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37 Not detected / He obHapyskeHa
(Mass m/z=310

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

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

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / [Tpumecs ripu
RRT 1,51 (Macca m/z=458
OeH3uMuaa3ona anayKr)

Not detected / He o6Hapyskena

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

E:““:H“T”":i’)‘“ - omaran nomreey | BE10% BDL (BDL= 0.1 %) / Hinxe
HERICHTHHLMP p nopora peructpauuu (ITP 0,1 %)

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
rpumeceii

6 |Residual Solvents content / 1811 pg/tab/ 1811 mxr Ha Tabnetky |[Isopropanol — not more than 2621 pg per tablet /
OcraTo4HbIe OpraHuYyecKne Hsonponaxon — He Gosiee 2621 Mkr Ha Tabnerky
paCTBOpPHUTEH

7 |Uniformity of dosage units / 6.0/6,0 Aceptance value (AV) should be not more than 15.0.
OaHOPOIHOCTHL HO3HPOBAHHBIX / Tlokazatens npuemnemoct (AV) nomkeH 6bITh He
equHNAILL Gosee 15,0.

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

IIpumeuanwue: I1ponykt coorsercTByet TpedoBanusm HJ| 3axmrouenne: OJJOBPEHO

ra

Prepared by / Checked by / _ C)_g)f’ " Approved by: Manager/Executive /
IToarorosneno: 5,_55,.? [TposepeHo: (gy Onobpeno: Menemxep / Pyxoroautens

Date / SIIDQFMQN' Date / £1r@g )0l 4 Date / '(;\(DQ(WW

Jara: Jara: Jara:




CERTIFICATE OF ANALYSIS

@
Dr.Reddy’s ".. CEPTHOUKAT AHAJIV3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaywr: Pazo”, Tabnerkin, NoKpsITEIe KHILIEYHOPACTBOPUMOi 06010uKoit, 20 Mr

Market / Poisox : Russia / Poccus
Batch No. / . 2411382 Batch Quantity / . 1500000 tab /
Cepus No ) Pasmep cepuu © 1500000 Tab
A i . :

nalytical Report No. / . 890001758949 Date of Analysis / . 31/08/2024

AHanuTHYeCKui# oTuer No JlaTa anannza

Date of Manufacture / . 30/07/2024 Date of Expiry / . 30/06/2026

JaTta npousBoacTaa Togen no

Mfg. License No. /

IponsBoacTBeHHas : S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

SHueH3ns Ne
Analysis performed according ND No / Auaans nposenen no HJI Ne: JTI1-No(004603)-(PT-RU)-130224

Page 4 of 5/ Ctp. 4 n3 5

8 | Microbiological purity*/ MukpoGuoaornyeckas yncrora*

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g/
Obee uncno a3pobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPTaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obwiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JIPOMOKEBBIX U MIECHEBBIX rprGOB
'c) E.coli Absentin 1g/ Shall be absent in 1g/
OtcyTcTBYyeT B 11 HoumxHel orcyTcTBOBaTh B 1 I
9 |Assay / KosinuecTBeHHOe 19.5mg/ 19,5 mr 18.0 to 22.0 mg of CisH20N3038Na (Rabeprazole
onpeaesieHHe sodium) (90 to 110 % of label claim) per tablet. /

OT 18,0 Mr oo 22,0 Mr C18H20N303$Na
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMUWHANLHOTO CONEPXKaHus) 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 with a | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / [To 15 carton. / Ilo 15 Tabneroxk B Osucrepe u3
Tabnerok B 6nuctepe uz (IIBX/AJI/TTA) | (INMBX/AJI/TIA) donbru / amoMutuesoi donsru. ITo
doneru / anmoMuHHeBO# Gonbru. 2 1 unu 2 6nucTepa BMeCTe C IMCTKOM-BKJAABILIEM B
GnucTepa BMeCTe ¢ IMCTKOM- Mayky KapTOHHYIO.

BKJIaABIIEM B IMAYKy KapTOHHYIO

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpnmeuanue: Ilpoaykr cooTBeTcTBYET TpeboBaHusiM HJJ . rjaknmqeﬂne: OAOBPEHO

Prepared by /
[TogrorosneHo: Séf’ﬁ

Date / 3 ,@%wm/

Jara:

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoautens

®
— =

Date /
ara:

) 8-V XY




i .... CERTIFICATE OF ANALYSIS
Dr. Reddy S ® CEPTHO®HUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Paszo®. tadnerku, nokpeitsie kumeynopacTeopiMoii 06o10ukoi, 20 Mr

Market / Poitok : Russia / Poccus

Batch No. / . C2411382 Batch Quantity / . 1500000 tab /

|Cepus Ne ) Pa3mep cepun " 1500000 126

Analytical Repovrt No. / . 890001758949 Date of Analysis / . 31/08/2024

| AHATHTHYECKHI oTyeT Ne Jarta anannsa

Date of Manufacture / . 30/07/2024 Date of Expiry / . 30/06/2026

Jata npousBoacrea TogeH no

Mfg. License No. /

IlpouszBoacTBEeHHAsK : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(004603)-(PI'-RU)

auuenszus Ne
Analysis performed according ND No / Ananus nposeagen no HJI Ne: JITTI-Ne(004603)-(PI’-RU)-130224

PageSof 5/Crp.S5m3 5

API name / HaumenoBanne A®C: Rabeprazole sodium / Pabenpazon Hatpus

INN/MHH: Rabeprazole / Pabenpazon

API manufacturer batch number /

Homep cepuu nponspoanrtens APC: B ACQEID04396

FP Manufacturer API Batch number /

Homep cepun cyGecTaHumu FCRA00069

npoussoantens LJId:

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

Mpoussoaurens ADC, crpaHa: J-p Pennu’c Jlaboparopuc Jita., Uuaus.

Name, address,.auth.orlzatlon No for FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

FP manufacturing site / Control site / P .

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

(License No 59/RR/AP/97/F/R)

HaumMeHoBaHHe, aapec U HOMeP JMLEH3UH 1 3 Ne 4l 42 45

o ————"———— | POU3BOACTBEHHOE MoApa3aeeHue - 3, yuactku Ne 41, vacte 42, yacThb 45 ¥ 4yacTh
’ OHTDO 46, bauynannu (Bunnamgk), bauynannu (Mannan), Menuan Mankamxrupu (JIuct.),

SPOHSE0ASTRC poae wtat Tenadrana, Maaus (JInuensus Ne S9/RR/AP/97/F/R)

kavecrBa/Bbinyck [JIP® /

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».

3axmoueHue o cooTBeTcTBHHU: «HacTtosmm s MOATBEpXKIar0, 4TO NPUBENEHHAs Bbllle MHQOPMAaLUs SABNSETCA AOCTOBEPHON U TOUHOH.
3Ota cepus npoAyKUHWU NpoU3BeAeHa (BKJIFOYAs YITaKOBKY (MapKUPOBKY) ¥ KOHTPO/b KauecTBa) Ha BHILICYKa3aHHOH MpPOU3BOACTBEHHOI
nnoulaaxe (MIolankax) B MOMHOM COOTBETCTBHHU ¢ TpeboBaHuamu [IpaBun Haanexaiueit nMpoH3BOACTBEHHOI npakTiku EBpasuiickoro
skoHomuueckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMSAMH KOHTpPO/s Ka4yecTBa JIEKapCTBEHHBIX
CPEICTB, a TAK)KE B COOTBETCTBMH CO CrielU(UKAUUSIMH, COAEPKALMMKC B PErUCTPALIHOHHOM HOChE CTpaHbl-MMIOpTepa. 3allkcH 1o
NIPOM3BOACTRY, YTIAKOBKE U aHAJIM3Y MPOBEPEHBI, U YCTAHOBIIEHO WX COOTRETCTBUE TpeboBaHMAM [IpaBn Haanexamei Npou3BOICTBEHHOM

NMPaKTUKH EBp&HﬁCKOFO 3KOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipoaykt cooTBeTCTBYeT TpeboBanmnsm HIJ 3axiaouenune: OJJOBPEHO
Prepared by / Checked by /, r = Approved by: Manager/Executive /

Onobpeno: Menemiep / PykoBoautens
pa=,

Date / (gvp&r%w Date / 3&—@8,&% Date / Yol - yo2-4

Jara: Jara: Jarta:

[ToaroroneHo: / [Tpogepeno:




