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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

3 .
Product : Razo™, enteric-coated tablets, 20 mg
[Tponywer: Pazo”, Tabnerkit, NOKPLITHIE KHIIEYHOPACTBOPHMOI 0601104K0iT, 20 Mr

Market / Poinox : Russia / Poccust

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

Cepusn Ne F €2409530 Pasmep cepun * 1500000 Ta6

Analytical Repovrt No. / . 890001751177 Date of Analysis / . 23/07/2024
AnanuTHyeckuii oTyer No JdaTa anaiu3a

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

|[daTa npoussoacTea T'oaen go

Mfg. License No. /

IMpousBoacTeeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JnueH3ug Ne

Analysis performed according ND No / Anasius nposenen o HJI Ne: JITT-No(004603)-(PT-RU)-130224

Page 1 of 5/Crp.1m35

Test / [TokasaTenn

Result / PesyabTaTsl

Specification / Hopma

E
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, IBOSKOBSIMYKIIBIE
TabIeTKH, OKPBITHIE 000IOYKOM
CBETII0-XKEJITOrO LIBETa C MapKHUPOBKOIA
KpacHoro useta « RB20» Ha ogHOif
ctopoe. Ha nonepeunom paspese sapo
6esoro uBerTa.

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, IBOSKOBBINYKbIE TAONETKH, TIOKPBITEIE
060J104KOH OT CBETIIO-3KETOTO [0 KEITOrO LBETA
C MapKHUpOBKO# kpacHoro useta «RB20» Ha omHoit
ctopone. Ha nonepeunom paspese sapo ot 6eioro
JI0 IOYTH Oesoro LBeTa.

2 | Identification By HPLC /
HNnenrndpunkauns BIKX

Complies as prescribed /
CooTtetcTRyeT TpeOGOBaHUIM

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
YIEpXHUBaHHUS OCHOBHOTO ITHKA Ha
XpoMaTorpaMMe HCTBITYEMOro pacTBOpa JODKHO
COOTBETCTBOBATh BPEMEHH yICPKUBAHH
OCHOBHOIO [TMKa Ha XpOMAaTOrpamMMe pacTBopa
cranpapTtHoro obpa3sua pabenpazona HaTpus
(pasmen «KomnuecTBEHHOE OMpPENENIEHHE ).

3 | Average weight /
Cpennsist macca

209.28 mg /209,28 mr

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

Remarks : The Product confirms to ND/
Hpumeuanue: [Ipoxykt coorBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
Zaxnwuenne: OJJOBPEHO

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

IloxaroToBneHo: @ Ilposepen@‘-\ ) OnobpeHo: Menemxep / PykoBonutelb
| Date / ~2OLY Date / . Date / g -1

Harta: 9/6‘\0# Hara: Q4 ~07-202¢s | Hata: )
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° Y . CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

[Product : Razo®, enteric-coated tablets, 20 mg
MpoayxT: Pazo”, Tabnerkn, NOKpLITHIE KMLIEYUHOPACTROPHMOIT 06010UKOM, 20 Mr

Market / Poinox : Russia / Poccus

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

Cepus N2 i 205980 Pasmep cepun " 1500000 ta6

Analytical Repo“rt No./ . 890001751177 Date of Analysis / . 23/07/2024
AHanuTHYecKHH oTueT Ne Hata ananusa

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

Jara npouseoacrea I'ogen no

Mfg. License No. /

Ipoussodcreennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N2(004603)-(PT'-RU)
NHLIEeH3HSA No

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

Page2 of 5/Ctp.2 u3 5

4 | Dissolution / PacrBopenue Unit-1/Egunnua-1 0 % 'In 0.1 M hydrochloric acid solution — not more than
Unit-2/Enunnua-2 0% 10 % of C13H20N303SNa (Rabeprazole sodium) label
Unit-3/Eqununa-3 0% claim in 2 h. / B 0,1 M pactsope
Unit-4/Equnnna-4 0% XJIOPUCTOBOIOPOAHOM KUCIOTH — He Gonee 10 % ot
Unit-5/Eqununa-5 0% HOMMHHAaJILHOTO coaepxanws Ci1sH20N30O3;SNa
Unit-6/Eqnanna-6 0% (pabemnpazon HaTpus) uepes 2 .

Average / Cpen. 3Hayenue: 0 %

Unit-1/Eaunnua-1 91 % In buffer solution pH 8.0 — not less than 75 % (Q) of|
Unit-2/Eqununa-2 89 % CisH20N3O38Na  (Rabeprazole sodium) label claim
Unit-3/Enuxuua-3 88 % in 60 min. / B 6y¢depHom pactBope pH 8,0 — He Menee
Unit-4/Enuunia-4 90 % 75% (Q) oOT HOMHHAIBHOTO  COOCPIKAHMSA
Unit-5/Enunnia-5 87 % Ci8H20N3035Na (pabenpazon vatpus) uepes 60 MuH.
Unit-6/EgnHuua-6 89 %

Average / CpenH. 3HaueHue: 89 %

5 | Related Substances /
PoacTBenHbIE puMecH

Rabeprazole N-oxide/ Not detected / ne obuapyxeHa Not more than 0.5 % / He 6onee 0,5 %
Pabenpasona N-okcun

Rabeprazole Sulfone/ PaGenpasona 0.12%/0,12% Not more than 0.5 % / He 6onee 0,5 %
cynbhoH
Rabeprazole Methoxy analog/ Not detected / He oGHapyseHa Not more than 0.5 % / He 6onee 0,5 %

Pabenpazona MmeTokcn aHasior

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

Not detected / ue oGuapyskena
Pabenpazona xnopo ananor

Below LOQ (LOQ = 0.027 %) / Huxe
npenena KOJHYECTBEHHOrO

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

Pabenpazona cynsgun onpenenenms (TTKO = 0,027 %)
Rabeprazole Related compound A/ Not more than 0.5 % / He 6onee 0,5 %
Pabenpasona poacreetHas Not detected / He ob6HapyxeHa
npUMech A
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Ipoaykt cooTBeTcTBYET TpebopanusM HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrortoBJeHo: 4@ [TpoBepeHg: 9 7 Onobpeno: Menemkep / PykoBoautens
/ ) P V
Date / o Date/ — Date / a G N
Iara: 2 6@‘?} Y Iara: 26 ~ 7~ 90y 9 14 | Dara: /
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaywkr: Pa30®, TabneTky, NOKpHITHIE KUIIEUHOPACTBOPHMOF 060104Koil, 20 Mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne b C2409530 Pazmep cepun 1500000 Tab

Analytical Repovrt No./ . 890001751177 Date of Analysis / . 23/07/2024
AHaJnTHYecKHil oTueT Ne Jara ananusa

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026

Jdara npou3BoacTBa I'ogen o

Mfg. License No. /

IpoussogcTBennan ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHueH3ust Ne

Analysis performed according ND No / Auanns nposegen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page3 of 5/Ctp.3 m3 5

Pabemnpasona poacTeeHHas
npumecs C

Rabeprazole Related compound C/

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

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

RRT 1,51 (Macca m/z=458
6eH3uMKOa3ona aanyKT)

imidazole adduct) / Ilpumecs npu

Individual unidentified impurity /
EnnHuuHas

HCVI)ICHTI/ICbIdLalOBaHHaﬂ npuMechb

Not detected / He o6HapyxeHa

Not detected / He 06Hapyxena

Not detected / He o6HapyxeHa

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 6oniee 0,2 %

Total impurities / Cymma
npumeceit

0.1%/0,1%

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

6 |Residual Solvents content /
OcraTouHbIe OpraHHYecKHe
PACTBOPHTEJH

1485 pg/tab / 1485 mkr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
Hsomnponanon — He Gonee 2621 mxr Ha Tabnerky

7 |Uniformity of dosage units /
OaHOpPOAHOCTH JO3HPOBAHHBIX
eMHHAL

3.7/3,7

Aceptance value (AV) should be not more than 15.0.
/ Tlokazarens npuemiieMocTH (AV) 10/keH 6bITh He
6oustee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: @2 Hpompe@ 2] Ono6peno: MeHemxkep / PykoBoauTeb
= = u
Date / Date / Date /
~ a g 5N
Jara: <LG<‘O‘('} 204 Jara: D6~ 07~ 9024 4 | Hata: il =)




@
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

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

IMpoaywr: Paso”, TadneTkn, NOKPLITEE KHLLEYHOPACTBOPHMOIT 0607104KOf, 20 Mr
Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / 1500000 tab /
Cepus Ne s €2409530 Pa3wep cepun " 1500000 Ta6
Analytical Repourt No./ . 890001751177 Date of Analysis / . 23/07/2024
AHasuTHYeCKHH oTueT No JaTta anannza
D -
ate of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026
Jarta npouzBoicTBa TI'ogen no
Mfg. License No. /
Ilpouzsoacraennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
LTHEeH3HH Ne
Analysis performed according ND No / Ananns nposesen no H/I Ne: JITI-No(004603)-(PT-RU)-130224

Page4 of 5/Crp.4m35

8

Microbiological purity*/ Mukpo6uosorudeckas yucrora*

a) Total aerobic microbial count /
O61ee yncio a3pobHbIX
MHKPOOPraHH3MOB

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 / O61iee umcio
JPOAOKEBBIX H MIECHEBbIX TPUOGOB

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

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

c) E.coli

Absent in 1g/
OtrcyterByeTB I

Shall be absent in 1g/
JomxHe! oTcyTcTBOBaTE B 1 T

9 |Assay / KonnuecTBeHHOe
onpeseyieHne

199 mg/ 19,9 mr

18.0 to 22.0 mg of CisHacN303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Or ]8,0 MTI oo 22,0 Mr C13H20N303SNa
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMHHAJIEHOTO COAepXKaHus) B TabneTke.

10 |Packaging / Ynakoeka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / Ilo 15
Tabnetok B 6aucrepe us (IIBX/AJI/TIA)
¢donbru / amomuuveBoit Goabru. 2
6aucTepa BMeCTe ¢ TMCTKOM-
BKJIAJIBIIIEM B MAUKY KAPTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Tabnetok B Onucrepe wu3s
(TIBX/AJI/TIA) donbru / antomuaueBoit Gonbru. [lo
1 unu 2 6nuctepa BMecTe ¢ TUCTKOM-BKJIaAbILIEM B
Hauky KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykr cooreeTcTByeT Tpeboanusm HJJ

Conclusion : APPROVED /
3axnwyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: 1&2 IIposepeHoy: ) ) Onobpeno: Meunenxep / PykoBoauress
Date / Date / Date /

Hara: 9’6‘\@#(2’0/&’[4 Jlara: Qb ~67-202 | Jara: it i)
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

’?roduct : Razo®, enteric-coated tablets, 20 mg

Ipoayxr: Pa30®, tabneTki, MOKpLITLIE KHINEYHOPACTBOPHMOI 060104 KOIL. 20 MI

Market / Poinox : Russia / Poccns

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne J €2605590 Pazmep cepuu " 1500000 Tab
Analytical Repourt No. / . 890001751177 Date of Analysis / . 23/07/2024
AHajnTnueckrii oTyer Ne Hata ananusa

Date of Manufacture / . 14/06/2024 Date of Expiry / . 31/05/2026
Jara nponssoncTsa I'onen go

Mfg. License No. /

Ipouseoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
anuen3ust Ne

Analysis performed according ND No / Auasaus nposesen no HJI Ne: JITI-No(004603)-(PT-RU)-130224

PageSof 5/Ctp.5mu3 5§

| API name / Haumenosanue A®C: Rabeprazole sodium / PaGenpason natpua
INN / MHH: Rabeprazole / PaGenpason
API manufacturer batch number /
Howmep cepuu npoussoauretas ADC: ACQEO0439, & ACQH0TAI6
FP Manufacturer API Batch number /
Homep cepun cyGcranunn FCRA00068 & FCRA00069
| mpoussoauTeasn IJI@:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Mpouzsoanrens A®C, cTpana: J-p Peanu’c JIaboparopuc Jita., Uaans.
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 / o )
Release sife / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

MEeHOBaHHeE, HOMep JI1
II;I;: a :z“ oc l’uaeacg;;:m eiip JHUCH3HH IIpon3BoacTBEHHOE NoApa3aeneHue - 3, yuacTku Ne 41, gacth 42, yacTs 45 1 yacThb
P0G, - 46, bauynamu (Bunnamk), Bauynannu (Mangan), Menuan Mankamxrupu (JIuct.),

MPOH B0 CIRO|IKOREDONE: witaT Tenanrana, Huaus (Jluuensus Ne S9/RR/AP/97/F/R)
Kkauecrea/peimyck [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 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».

3axmo4yeHne 0 COOTBETCTBHH: «HacToAMNM 5 MOATBEPIKAAI0, YTO NPHUBEAEHHAA Bbilie WHPOPMALHS SBJSETCS HOCTOBEPHOM M TOYHOIA.
OTa cepus NpoAyKUHH Mpou3BencHa (BKIIFOYas YIakoBKY (MapKHpOBKY) M KOHTPO/IL KaYeCTBa) Ha BbILIEYKA3aHHOM NMPOM3BOACTBEHHOM
nomaake (Miolaakax) B MOJHOM COOTBETCTBHM ¢ TpeGoBaHUsIMU [IpaBun Hauiexalueil NPOU3BOACTBEHHOM MpakTHKKW EBpasuiickoro
sxoHoMHYeckoro corsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGOBaHHAMM KOHTPOJISI KAyecTBa JIEKAPCTBEHHBIX
CPenCTB, a TAaKKE B COOTBETCTBHH CO CHELM(PUKALUAMH, COAEPKAIUMUCH B PETUCTPALIMOHHOM NOChE CTPaHbI-MMIIOPTEPa. 3armkcH 110
MpPOW3BOACTBY, YITAKOBKE U aHANIM3Y POBEPEHE], M YCTAHOBJICHO UX COOTBETCTBHE TpeGoBaHusAM I1paBuit Haasexalei MpOH3BOACTBEHHOM
npakTHkH EBpa3niickoro sSkOHOMHUUYECKOTO COKO3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmue: [TponykT cooTBeTCTBYET TpeboBanusM HJT 3axmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxarortosneHo: 14@ Iposepeng/ p Onobpeno: Menemkep / PykoBoguTess
Date / o Date / Date / o g—o1
Hara: 'L@I'O ';’t Jara: 2_51— O7~20624 | Hara: e




