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" Dr.Reddy’s €3¢

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJINU3A

MpoaykT: Pa3o®, TabneTkH, MOKPHIThIE KMIIEYHOPACTBOPHUMOI 060J104K0i, 20 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne 8 S Pasmep cepun " 1500000 Tab

Analytical Report No./ . 890001810410 Date of Analysis / . 15/05/2025
AHaauTHYECKHii oTyeT No JaTa anamsa

Date of Manufacture / . 21/03/2025 Date of Expiry / . 28/02/2027

Jata npou3BoacTBa T'onen a0

Mfg. License No. / .

IIpounsBoacTBeHHas : 59/RR/AP/97/F/R 11\)/1; mniberice/Homep : JITI-Ne(004603)-(PT-RU)
JaunneH3us Ne

Analysis performed according ND No / Anauu3 nposenen no HJ Ne: JII-Ne(004603)-(PT'-RU)-130224

Pagelof 6/ Crp.1u36

Ne Test / IToxka3zaTenn

Result / Pe3ynbTaTsl

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrisre,
JIBOSIKOBBIMTYKJIbIC TaDTETKH,
HOKPBITBIE 00OMOUYKOH KENTOro
[BETa C MAPKHUPOBKOH KpacHOTO
1Bera «RB20» Ha OZHOW CTOPOHE.
Ha nomnepeunoM paspese Aapo
Genoro nBera.

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. / Kpyribie, TBOSKOBBITYKIIbIE
TaONEeTKH, MOKPBIThIE 060NOYKOH OT CBETIIO-
HEJITOTO JI0 HKENITOrO IIBETA C MAPKUPOBKOM
KpacHoro 1BeTa «RB20» Ha oaHoii cTopone. Ha
MIOTIEPEYHOM pa3pese sApo OT 6esroro 10 NoYTH
6eoro 1BeTa.

2 | Identification By HPLC /
HpenTudunranns BIKX

Complies as prescribed /
CootBeTcTBYeT TpeOOBAHUIM

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 yaep)kuBaHHS OCHOBHOI'O NHKa Ha
XpoMaTorpaMMe UCIBITYEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yIEepKHBaHUS OCHOBHOT'O ITHKA Ha
XpoMarorpaMme pacTBopa CTaHIapTHOTO
obpasiia pabenpasona Hatpus (paszen
«KonmyecTBEHHOE ONpEaENEHUE).

3 | Average weight /
Cpeansist Macca

210.90 mg /210,90 mr

212.68 mg £ 5 % (202.05 to 223.31 mg) /
212,68 Mr+ 5 % (ot 202,05 mr g0 223,31 mr)

I L E—

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cootBeTcTBYeT TpeboBanuaM HJJ 3akmouenue: OJJOBPEHO

~
Prepared by / Checked by ] ﬁ.,cpy Applioved by: Manager@@
[ToaroTtoBnexo: ITpoeepeHd: 95— = Onodpeno: Menemkep / PykosoanTeb

{2

Date / o Date / | PS5~ 2005 Date / X+ 20
Jara: 17 o532 Iata: Jara: 7 =




_Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaykr: Pazo®, TaGneTky, MOKPBIThIE KMIIEYHOPACTBOPHMOiE 060JIOUKOH, 20 MT

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne ¢ CA505287) Pa3smep cepun " 1500000 Tab
Analytical Repog‘t No./ . 890001810410 Date of Analysis / . 15/05/2025
AHagnTHYyecknii oTyer Ne JlaTa ananusa
Date of Manufacture / . 21/03/2025 Date of Expiry / . 28/02/2027
aT2 MPOM3BOJACTBA Tonen a0
Mfg. License No. / .
TponssoacTBennasn : S/RR/AP/9T/F/R 11?3‘," number: /HOMEP . 11y \o(004603)-(PT-RU)
JinieH3ns Ne

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

Page2of 6/ Crp.2 36

4 | Dissolution / PacTrBopenue Unit-1/Enynnna-1 2 % |In 0.1 M hydrochloric acid solution — not more
Unit-2/Epununa-2 2%  |than 10 % of Ci;sH;0N3;O3;SNa (Rabeprazole
Unit-3/Exqununa-3 1% |sodium) label claim in 2 h. / B 0,1 M pacteope
Unit-4/Eqvunia-4 0% XJIOPHCTOBOAOPOJHOM KHCIOTHI — He 6ojee 10 %
Unit-5/Equnnna-5 39, 0T HoMHUHanbeHOrO conepkanus CsHyN3O3;SNa
Unit-6/Enunnua-6 2% |(pabenpason Hatpus) yepes 2 4.
Average / Cpenn. 3nauenne: 2 %
Unit-1/Enununa-1 87 % |In buffer solution pH 8.0 —not less than 75 % (Q)
Unit-2/Enqununa-2 88 % |of CisH2N3O3SNa (Rabeprazole sodium) label
Unit-3/Enununa-3 88 % |claim in 60 min. / B 6ydeprom pacreope pH 8,0
Unit-4/Eunnna-4 85% |- Be wmenee 75% (Q) OT HOMHHAIBLHOIO
Unit-5/Enununa-5 88 9% |comepxanus  CisHaoN3O3;SNa  (pabGempazon
Unit-6/E nunnia-6 85% |HaTpus) uepe3 60 MUH.
Average / Cpenn. 3nauenue: 87 %
5 | Related Substances /

Poacreennsie IIPpHMECH

Rabeprazole N-oxide/
Pabenpazona N-okcua

Rabeprazole Sulfone/
Pa6enpazona cynshoH

Rabeprazole Methoxy analog/
Pabenpazona METOKCH aHaJIOT

Rabeprazole Chloro analog/
Pa6enpasosna xJ0po aHaIoOT

Not detected / He 0bHapyxeHa

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

0.08%/0,08%

Not more than 0.5 % / He 601ee 0,5 %

0.04% / 0,04%

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

Not detected / He obHapyxeHa

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

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT coorBeTcTBYeT TpeboBaHusm HJJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

_/"' P
Prepared by / Checked by / M Approved by: Manager(tg;ff:utive
IToarorosnexo: @” Hpoaepeﬁé)j@“ Onobpero: ll\hfleHenx(ep/ PykoBonnTens
=%
Date / e R Date / )0 @S 2c2.5 | Date/ ' Ao
Jlara: |7-0L-20 Hara: 9 Jlara: ! ¥ 3y~
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. Dr. Red dY S ‘,‘ CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoayxr: Pazo”, 1abaeTkil, NOKpsIThIE KNLIEYHOPACTBOPUMOi 0607104K0H, 20 M
Market / Peinok : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
: C2 .
Cepus Ne 2505247 Pa3mep cepun * 1500000 Tab
Analytical Report No. / . Date of Analysis /
AHajsuTHYecKH#i oTyer No ° ORI JaTa ananuza 151032025
Date of Manufacture / . Date of Expiry / -
e —. : 21/03/2025 Tonen 10 : 28/02/2027
Mfg. License No. /
IIpoussoacTBennas : 59/RR/AP/97/F/R gl; mumbers Howep : JIII-Ne(004603)-(PT-RU)
JinneH3ns Ne
Analysis performed according ND No / Ananu3s nposexen mo HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

Page3of 6/ Crp.3 u3 6

T —

Rabeprazole Sulphide/ 0.04%/0,04% Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona cynbsdun

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

Eompound G Not detected / He obHapyxeHa
Pa6enpazona poncteeHHas

npumecs A

Rabeprazole Related Not more than 0.5 % / He 6onee 0,5 %
compound C/ Not detected / He oOHapyxeHa

Pa6enpasona poacTBeHHas
npumecs C

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

about RRT 1.37
(Mass m/z=310
Imidazole) / [Ipumecs mpu
RRT 1,37 (macca m/z=310

Not detected / He oOHapykeHa

UMHUIA30.1)

Specified Impurity at Not detected / He oOHapykxeHa Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs

npu RRT 1,51 (macca Below LOQ (LOQ = 0.1 %) / Hivke

m/z=458 npe/iesia KOMTHIECTBEHHOTO

6eH3UMHIA30J1a aIIyKT) ompeaenenus (ITKO = 0,1 %)

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

impurity / EquHuunas

HeueHTHOHLUPOBaHHASL

PUMECH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanue: ITpoaykT cooTBeTcTBYET TpeboBanusM HJI 3axmouenue: OJOBPEHO

\ /_\

12
Prepared by / Checked by /, o2 , 22| Approved F)y: Managc@§w |
IToarorosneHo: [Ipoeepeno; : Onobperio: M_eHemKep/ PykoBoOaHTE b

<
- [
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_ Dr.Red dY,S ‘.0. CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIU3A
[Product : Razo®, enteric-coated tablets, 20 mg
Hponykr: Paso”, Tabnerku, NoOKpbiThble KHIIEYHOPACTBOPUMON 060104K0M, 20 MI
Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepust No = €2505047 Pasmep cepun * 1500000 Ta6
Analytical Report No. / . Date of Analysis /
AHaguTHYecKHii oTuer Ne * £ MODIOIOD JaTa anaaunsa + 15/05/2025
Date of Manufacture / . Date of Expiry / .
| e — : 21/03/2025 Tonen 10 : 28/02/2027
Mfg. License No. /
TpoussoxcTBennasn : SO/RR/AP/97/F/R 1}\)4; number: /HOMEP . 111y 3, (004603)-(PT-RU)
Jiunen3us Ne
| Analysis performed according ND No / Ananus nposegen no HJ{ Ne: JITI-Ne(004603)-(PT-RU)-130224

Page40of 6/ Crp.4 u3 6

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6osee 2,0 %
npumecei

6 |Residual Solvents content / 1789 pg/tab/ 1789 mxr Ha Isopropanol —not more than 2621 pg per tablet /
OcTaTo4Hbi¢c OPraHHYecKHe TabneTKy Hsonponanon — He Gonee 2621 MKr Ha TabneTky
PACTBOPHTE/IH

7 |Uniformity of dosage units / 3.1/3,1 Acceptance value (AV) should be not more than
OaHOpOAHOCTH 15.0. / Tlokazatens npuemsieMocTtd (AV) nomken
J03HPOBAHHBIX €IHHHIY 651Th He Honee 15,0.

8 | Microbiological purity*/ Mukpo6Hnosoruieckas yucrora*

a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / ObiLee 9ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPraHHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obuiee ymcio Memnee 10 KOE/r He 6onee 100 KOE/r
JIPONOKEBBIX U TUIECHEBBIX
rpuboB
¢) E.coli Absentin 1g/ Shall be absent in 1g/
OTCcyTCTBYET B 1T JIOJDKHBI OTCYTCTBOBaTh B 1 T
9 |Assay / KonnuecrBenHoe 19.6 mg/ 19,6 mr 18.0 to 22.0 mg of CisH2oN30O3SNa

(Rabeprazole sodium) (90 to 110 % of label

omnpeneeHne
claim) per tablet. /
Or 18,0 MI" 10 22,0 mr C1sH0N303SNa
(pabenpazoun Hatpus) (o1 90 1o 110 % ot
HOMHHAJIBHOTO COJIepKaHNs) B TabJIETKe.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Tpoaykt cooTBeTcTBYET TpeboBanusaM HJI . ’3axmoqeﬂne: OJAOBPEHO
W _
Prepared by / Checked by, ﬂ@)ﬂ Approved by: Manager(Executivel/
[ToaroToBnEHO: % HpOBepeHW Onobpero: Menemikep / Pykosoautresns
Q2
Date / ITe 0 3502 Date / | 25 popess | Date/ X \ B oG Al
Hara: Hara: Hara:




Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product : Razo®, enteric-coated tablets, 20 mg o - ]
IpoxyxT: Pa30®, TabneTky, MOKPBITHIE KHIIEYHOPACTBOPUMOi 060104KOH, 20 MT
Market / PoiHoK : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /

: C2 :

Cepus Ne 2505247 Pazmep cepun * 1500000 tab
Analytical Report No. / . Date of Analysis /
AHajinTHYecKHi oTyer Ne SAISIONN0 JaTa anaim3a % 1510512025
Date of Manufacture / . Date of Expiry /
P ——— : 21/03/2025 Tonen 10 : 28/02/2027
Mfg. License No. / B o
TponssoacTBennas : 59/RR/AP/97/F/R IIZI;," number: / HOMEP . 111 no(004603)-(PT-RU)
JHIeH3Hs Ne

Analysis performed according ND No / Anaaus nposexer no HJI Ne: JIIT-Ne(004603)-(PI'-RU)-130224

PageSof 6/Crp.5u36

10 |Packaging / YnakoBka

L

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / ITo 15
TabneTok B 6nucTEpE U3
(IIBX/AJI/TIA) donbru /
anoMuHHEBol Qonbru. 2 6nucrepa
BMECTE C JIMCTKOM-BKJIAJBIIIEM B
HavykKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil|
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnetrox B Omucrepe u3
(IIBX/AJI/TIA) donbru / amoMuHUEBO# HONBIH.
Ilo 1 wnu 2 6nucTepa BMeCTE C JMCTKOM-
BKJIAJbILIEM B HAYKy KAPTOHHYIO.

API name / HanmenoBanue A®C:

Rabeprazole sodium / Pabenpaszon Harpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Howmep cepun nponssoguteass APC:

ACRH004243

FP Manufacturer API Batch number /
Homep cepun cy0cTanmuH
npousBopurens I'JIP:

FCRA02706

API Manufactured by & country /
IIpousBoautenn ADC, ctpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennmu'c Jlabopatopuc JIta., Muaus.

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBaHue, a/pec H HOMep
JIHIEH3HH [LIOHIAXKH,
OCYLIECTBJAIOMICH
MPOH3BOACTBO/KOHTPOJIbL
KayecTBa/Boimyck I'JI® /

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)

[MpousBoaCTBEHHOE MoApasaeneHue - 3, yuacTku Ne 41, qacts 42, yactb 45 u
qacTs 46, Bauynamu (Bumiamk), badynannu (Mangan), Menqan
Mankamkrupu (J{uct.), wrat Tenanrana, Uuaus (JIunensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

ITpumeuanue: [TponykT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
gaxmoqelme: OJAOBPEHO

)_/-—’— —
Prepared by / Checked byn ,0’0 Approved by: Managcr@i&:ﬂlti\_{g)f
TToAroTOBJIEHO: IMpoBepeHp<] 2= OnobpeHo: wencmzcep / PYKOBOJWTES
2
Date / N Date / l 9 OGD OO Date / ’ ,
-— L2 Yad M
Hara: 1T-65-20 Hara: Hara: \ighoy 8
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‘ Dr.Red dY’S ‘.0. CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A
[Product : Razo®, enteric-coated tablets, 20 mg
poaykr: Pa30®, TabIeTKH, HOKPBITHIE KULIEYHOPacTBOpUMOH 0607104K0MH, 20 Mr
Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepna Ne i Pasmep cepun * 1500000 Tab
Analytical Repog‘t No./ . 890001810410 Date of Analysis / . 15/05/2025
AHajmTHdeckmii oTuer No JlaTa ananmnza
Date of Manufacture / . 21/03/2025 Date of Expiry / . 28/02/2027
JaTa npou3BoACTBa Toxen g0
Mfg. License No. / ]
IIpousBoacTBEeHHAR : 59/RR/AP/97/F/R II\:I}‘} e Homep : JII-Ne(004603)-(PT-RU)
JnueHznsa Ne
Analysis performed according ND No / Anaaun3 nposenen no HJI Ne: JHI-Ne(004603)-(PI'-RU)-130224

Page 6 of 6/ CTp. 6 13 6
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».

3aki04ueHne 0 cOOTBeTCTBHE: «HacTosIum 51 IOATBEPIK/AAL0, YTO IPHBEICHHAS BBILE MHOOPMALIUS SIBIISIETCS] JOCTOBEPHOH
Y TOYHOM. DTa Cepus NPOAYKIIMH HPOU3BeeHA (BKIII0YAs YIaKOBKY (MApKHPOBKY) U KOHTPONb KAYECTBA) HA BbILLICYKa3aHHOMN
NPOM3BOACTBEHHON IUTomagke (MIomiankax) B IOJHOM COOTBETCTBUM C TpeOoBanmsamu IlpaBun Hapnexawei
MPOU3BOJICTBEHHOM mpakTuku EBpasuiickoro sxoHomuueckoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHMAMU KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPEACTB, & TAKOKE B COOTBETCTBUM CO CIENU(HKALMAMU, COAEPHKAILMMHCS
B PErHCTPALMOHHOM JOChE CTPaHbI-MMIIOPTEpa. 3aliCH O NPOU3BOACTBY, YIIAKOBKE M aHAIU3Y NIPOBEPEHBI, U yCTAHOBJIEHO
HX cooTBeTCTBHE TpeboBanusaM [TpaBui Hajexalel Npou3BOICTBEHHON MPAKTHKU EBpasuicKOro 9KOHOMHIECKOrO COr03a.

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

Ipumeuanne: [TIpoxykt cooTBeTcTBYET TpeboBanusm HJI - j?.axmoqeﬂne: OJOBPEHO
P4

Prepared by / Checked byé—— W Approved by: Manager@ﬂgg)f
Tloarotosnexo: Qg’ [Tpoeepenos o Onobpeno: Menewkep / PykoBojmTens
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Date / .f 9 @9..2;925)- Date / \'}‘_'Of‘ %%/
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