CERTIFICATE OF ANALYSIS

Dr.Reddy’s "20

CEPTUOPUKAT AHAJIM3A

Product : Razo™, enteric-coated tablets, 10 mg

Mpoaykr: Pazo®, Tabnerku, noxpuitsie KHIIEYHOPACTBOPHMOiT 06004k, 10 Mr

Market / PoiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne : €2500377 Pazmep cepun ‘700000 Tab
Analytical Repovrt No./ . 890001788135 Date of Analysis / . 22/01/2025
AHATHUTHYECKHIA oTUeT No Jdata avanansza

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026
Jara npon3BoaCTRA T'omen go

Mfg. License No. /

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

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

Pagel of 5/Crp.1u35

Ne Test / IToxazaTenn

Result / Pezyabrarst

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section. /
Kpyrinsie, IBOSKOBBITYKIIbIE
TabJIETKHU, TOKPBITEIE 060I0UKO#T
KOPHYHEBATO-PO30BOT0 LBETA C
MapKHPOBKOM YEPHOIO 1[BETA
«RB10» Ha oaHolt ctopore. Ha
IIONIEPEYHOM paspese SApo 6enoro
[BeTA.

Round, biconvex, pink to brownish-pink
coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyrisle, TBOSIKOBBIYKJIbIE
TabJIETKM, TOKPBITBIE 000JI0YKO# OT pO30BOro
JI0 KOPHYHEBATO-PO30BOTO IIBETA C
MapKHUpOBKOH yepHoro 1Beta «RB10» Ha
ofiHO#M cTopore. Ha nonepeunom paspese sinpo
ot 6eyioro 710 nouTH 6eIoro IBETA.

2 | Identification By HPLC /
Hnentudpurxamusa BIKX

Complies as prescribed /
CooTBercTByeT TpeOOBaHUM

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>kuBaHus OCHOBHOTO MHKA Ha
XpoMaTtorpaMme HCIIBITYEMOrO pacTBOpPa
JIOTKHO COOTBETCTBOBATH BPEMEHH
YJep)KUBaHHS OCHOBHOTO NHKa Ha
XpoMaTorpaMMe pacTBopa CTaHAapTHOro
obpasua pabenpazona HaTpus (paszen
«KonnyecTBeHHOE ONpeeNcHue).

3 | Average weight /
Cpenuss macca

107.91 mg /107,91 mr

109.30 mg £+ 7.5 % (101.10 — 117.50 mg) /
109,30 mr + 7,5 % (ot 101,10 Mr no 117,50
MT)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt coorBeTcTBYeT TpeboBaHusM HJI 3axarouenue: OJJOBPEHO

D
Prepared by / Checked by / LzApproved by: Manager/Executive /
IMoarorosieHo: &/ IMposepeno: Onobpeno: Menenxep / Pykosoautens
Date / 91-01-20 »C Date / 05 -ol ~9e) ¢l Date/ 25 caflel
Hara: Hata: Hara:




. Qe
Dr.Reddy’s €s¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 10 mg
TIpoayxr: Pa3o®, TabneTku, MOKPLITbIE KHIllEY HOPACTBOPUMOLT 060m10uKoH, 10 Mr

Market / PoiHOK : Russia / Poccust

Batch No. / ) Batch Quantity / . 700000 tab /

Cepus Ne el Pa3mep cepuu 700000 Tab

Analytical Repourt No./ . 890001788135 Date of Analysis / . 22/01/2025
AHajaurudeckuii oTyer Ne JaTta aHann3a

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026

|laTa npou3BoACTBA T'oaen no

Mfg. License No. /

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

Analysis performed according ND No / Anaan3s nposeaen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Crp.2 35

4 | Dissolution / PacrBopenue

Unit-1/Equnva-1 - | 3%
Unit-2/Eqununa-2 3%
Unit-3/Enqununa-3 3%
Unit-4/Enunvna-4 3%
Unit-5/Equnnna-5 1%
Unit-6/Enunnna-6 3%

Average / Cpenn. 3nauenue: 3 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of CisH2N3;O3SNa (Rabeprazole
sodium) label claim in 2 h. / B 0,1 M pacrtsope
XJIOPUCTOBOZIOPOIHOM KHCIOTBI — He 6Gonee
10% oT HOMUHAJIBHOTO  COAEpXKAHUS
C18H20N3038Na (pabenpaszosn HaTpus) depes 2
.

Unit-1/Exununna-1 88 %
Unit-2/Eqununa-2 88 %
Unit-3/Exnnauna-3 87 %
Unit-4/Enunnna-4 87 %
Unit-5/Enunuma-5 87 %
Unit-6/Enunnna-6 91 %

Average / Cpenn. 3Hauenune: 88 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CizsH20N303SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydepromM pactsope
pH 8,0 — re menee 75 % (Q) OT HOMHHAIBHOTO
conepxanus  Cy;sH20N3O3S8Na  (pabemnpaszon
Hatpus) yepes 60 MUH.

5 | Related Substances /
PoacTBennbie npumecH

Rabeprazole N-oxide/
Pabenpasona N-oxcua

Rabeprazole Sulfone/
Pabenpazona cynbdon

Rabeprazole Methoxy analog/
Pabenpazona meTokcu ananor

Rabeprazole Chloro analog/
Pabenpazona xnopo ananor

Rabeprazole Sulphide/
PaGemnpazona cynbbua

Rabeprazole Related compound
A/ Pa6enpa3zona
pOICTBEHHAs NpUMech A

Not detected / He obHapyxeHa

0.11%7/0,11 %

Not detected / He oOHapyxeHa

Not detected / nHe obHapy)eHa
0.03 %/ 0,03 %

Below LOD (LOD = 0.019 %) /
Hwxe npenena oonapyxenus (I10 =
0,019 %)

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

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

Not more than 0.5 % / He 6o1ee 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 %

Remarks : The Product confirms to ND/
Ipumeuanne: IIpogykr coorBeTcTBYET TpebosanmsiM HJJ

-~

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by / O = , Approved by: Manager/Executive /
[Moarorosneno: ﬂ/ ﬂptmsepenég Onobpeno: Menemxep / PykoBoaurens
Date / o 0\(7;07/( Date / D -e)~92)S | Date/ a1 o
JlaTta: Jara: Jara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
[poaykr: Paso", Tabnetku, NOKPHITHIE KMIIEYHOPACTBOPUMOIi 060m10uK0#, 10 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepusi Ne FESONE Pasmep cepun 700000 Tab

Analytical RepOft No./ . 890001788135 Date of Analysis / . 22/01/2025
AnannTuyeckuii oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026

JlaTa npou3sBoacTBa Toaen oo

Mfg, License No. /

IIpouseoacrBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuueH3us Ne

Analysis performed according ND No / Ananus nposeaen no HJ Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page3 of 5/Crp.3 u35

Rabeprazole Related compound
C/ PabGenpazona
poactBeHHas mpuMmech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumech npu RRT
1,37 (macca m/z=310
HMHUI230I)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [Tpumech
npu RRT 1,51 (macca m/z=458
6eH3uMHUAa301a aJUIYKT)

Individual unidentified impurity
/ EanHnunas

Below LOD (LOD = 0.02 %) /

Hwuxe npenena obHapyxenus (110 =

0,02 %)

0.02%7/0,02 %

Not detected / He 0OHapyxeHa

Below BDL (BDL=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 %

npumecei

HEUIEHTHQHULUPOBAHHAS Hwxe nopora peructpanuu (ITP
IPHMECh 0,1 %)
Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %

6 |Residual Solvents content /
OcTaTouHble OPraHUYecKHe
PACTBOPHTEJH

913 pg/tab/ 913 Mkr Ha TabneTKy

Isopropanol — not more than 1379 ng per tablet
/ V3onponanon — He 6onee 1379 Mkr Ha
TabneTky

7 |Uniformity of dosage units /
OanopogHOCTH
NO3HPOBAHHBIX €IHHHU

3.0/3,0

Acceptance value (AV) should be not more than
15.0. / Ilokazatenpr mnpuemiaeMmoctd (AV)
JomkeH ObITH He Oosee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akiaouenue: OJJOBPEHO

2
Prepared by / Checked by / ) C:;Q[—/ Approved by: Manager/Executive /
IloaroTosneno: é/— Hpompe@/ Onobpeno: Menemxep / Pykooautens
L
Date / — Date / 0] ~Qo2s | Date/ an o1 AN
Hara: 27 -0l 20248 IaTa: 27 Iara:
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D ‘0. CERTIFICATE OF ANALYSIS
Dr.Reddy’s Q¢ CEPTHOUKAT AHAJI3A

Product : Razo®, enteric-coated tablets, 10 mg
lpoaykr: Paso”, rabnerky, NOKpeITLIE KHUIEYHOPACTROPHMOIT 060510uKOi#, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / ) Batch Quantity / . 700000 tab /

Cepusi No ] 200 Pazmep cepun * 700000 tab

Analytical Repovrt No./ . 890001788135 Date of Analysis / . 22/01/2025
AHanuTHYeckuii oTyer No JlaTa aHanm3a

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026

Jara npousBoacrea Topen g0 -

Mfg. License No. /

IponssoacrBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHLeH3Us No

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

Paged4 of 5/Ctp. 4 u35

8 | Microbiological purity*/ Mukpo6uoJioruueckass yucrora*

OrcyrcTByeT B 1T

a) Total aerobic microbial count 10 CFU/g/ Not more than 1000 CFU/g/
/ Ob1uee YUCa0 a9pOBHBIX 10 KOE/r He 6omee 1000 KOE/r
MHKPOOPraHU3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Ob1uee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U MJIECHEBBIX

rpuboB

c¢) E.coli Absentin 1g/ Shall be absent in 1g/

JlomxHBI OTCYTCTBOBATH B 1 T

9 |Assay / KortnuecTBeHHOE 9.8 mg/ 9,8 mr
onpejejieHue

9.0 mg to 11.0 mg of CigHz0N303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 9,0 MIT A0 11,0 Mr C13H20N303SNa
(pabemnpazon Harpus) (ot 90 mo 110 % ot
HOMUHAIILHOT'O CONEPKaHMs) B TableTKe.

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister

ITo 15 Tabnerok B b6auctepe U3
(IIBX/AJI/TIA) donbru /
antoMUHUeBoH ¢osbru. 1 bnucrep
BMECTE C JINCTKOM-BKJIAZBIIIEM B
NayKy KapTOHHYIO

with a package insert in a carton. /

15 tablets in a (PVC/AL/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabrnetok B Onuctepe u3
(TIBX/AJVTIA) domeru  / amoMUHHUEBOI
doneru. Ilo 1 wmu 2 6aucrepa BMecCTe C
JIUCTKOM-BKJIA/IBIIIEM B TAYKY KAPTOHHYHO.

API name / HaumenoBanune APC: Rabeprazole sodium / Pabenpa3zon HaTpus
INN / MHH: Rabeprazole / Pabenpazon

API manufacturer batch number / ACRH003109 & ACRH003642
Homep cepun nponssoautes ADC:

Remarks : The Product confirms to ND/
Ilpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3aknaouenne: OJOBPEHO

%
Prepared by / Checked by / , ol 5
IToproroineHo: /k [l ponepw@é =

” Approved by: Manager/Executive /
Ono6peno: Menempkep / PykoBoauTens

V

Date / Q) 61 ASYS

Date / 1"(0\(20?/( Date / Do) 2p25

JaTta: Jlata:

Jlara:
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Dr.Re ddy’s q;‘ CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 10 mg
HMponykT: Pa3o®, TabneTky, MOKPLITEIE KHILIEYHOPACTBOPHMOI 060/109K0#, 10 Mr
Market / Poinokx : Russia / Poccus
Batch No. / ) Batch Quantity / . 700000 tab /
Cepus Ne FC25000 Pazmep cepun * 700000 Tab
Analytical Repovrt No./ . 890001788135 Date of Analysis / . 22/01/2025
AHajnTrdecknii oruer Ne Jara ananusa
Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026
JlaTa npon3BoacTea Tonen o
Mfg. License No. /
IlpousBoacTBEeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Jaunensus Ne
Analysis performed according ND No / Ananus nposeaen no H Ne; JITT-Ne(004603)-(PT'-RU)-130224

PageSof S/Crp.Smu3 5

'FP Manufacturer API Batch number /

Homep cepuu cyGcTannuu FCRA02494 & FCRA02495
npounszpoauTens I'JID:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIponseogurtenr ADC, ctpana: H-p Pennu'c Jlaboparopuc JIta., Uuaus.
Name, address, authorization No for | proy 17,13 gurvey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / e R 5
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)
HaumenoBanue, agpec 1 HomMep
IIpousBoacTBEHHOE MOApaseneHue - 3, yyacTku Ne 41, gacTh 42, yacte 45 u

JINIEH3NH TIOIIA/IKH,

' " yacTh 46, bauynamnu (Bunnamk), bauynanmm (Mangan), Mengan
OCyIIeCTBJISIFOLI e

e N Mankamxrupd (Jluct.), wrar Tenanrana, Uanus

A poe (JIuuensust Ne 59/RR/AP/97/F/R)

KauecrBa/Boinyck 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 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».

3ak/II049eHHe 0 COOTBETCTBHH: «HacTOSIINM s TOATBEPXKAAIO, YTO MPHUBEACHHAs BhIILE HHPOPMALIKS ABISETCS JOCTOBEPHOH
¥ TOUHOM. DTa cepust MPOLYKLIMH NPpou3Be/ieHa (BKIIOUas yakoBKY (MapKUPOBKY) M KOHTPOJIb KAYECTBA) Ha BBINIEYKA3aHHOM
NPOM3BOACTBEHHON muolIaaKe (MIOMAnKax) B TOJNHOM COOTBETCTBMHM ¢ TpeboBanmsiMu I[lpaBun Hammexaiuen
TIPOM3BOJICTBEHHOM pakTHKK EBpasuiickoro skoHoMudeckoro coiosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeBOBaHUSIMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEMCTB, 4 TAKKE B COOTBETCTBUM CO CIELH(DUKALMAMH, COAEPKAIUMHUCH
B PETHCTPALMOHHOM JI0ChE CTPAHBI-UMIIOPTEpa. 3allMCH 110 IPOM3BOACTBY, YIIAKOBKE M aHAIM3Y MPOBEPEHDI, H YCTAHOBJIEHO
UX COOTBETCTBUE TpeboBanusaM [TpaBun Haaexalnel Npor3BOJCTBEHHON NpakTHKU EBpa3uiickoro skOHOMHUUYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ipumeuanne: TIpoaykT cooTBeTcTBYET TpeboBaHusam HJI 3axknouenne: OAOBPEHO
%

~
A

Prepared by / Checked by / , 1 Approved by: Manager/Executive /

[TonroroBneHo: Hpoaepan Onobpeno: Menemxep / PykoBoautens
/§/ S S -~

Date / 91 «Ol-l‘ﬂ/( Date / 29_6/,2925‘ Date / an ol ASM

Jara: Hara: Jara:




