Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Ipoayscr: Pazo”, rabseTiu, NOKPsITLHIE KHITEYHOPACTBOPUMO# o6onoukoi, 10 mr

Market / PoiHOK : Russia / Poccus

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

Cepusi Ne 51 €2503950 Pa3mep cepnn * 700000 Tab

Analytical Repovrt No./ . 890001806820 Date of Analysis / . 25/04/2025
AnaaurHdyeckuii oTdyeT No Jarta aHaauza

Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

JlaTa npoH3BOACTBa T'open no -
Mfg. License No. /

HponssoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuLen3Hsa Ne

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

Pagelof 5/Ctp. 1 m35

Ne | Test / Ilokazarean

Result / Pe3yabTaThl

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. /
Kpyrbie, IBOSKOBBITYKJIbIE
TabJIETKH, MOKPBITEIC 000I0UKOH
KOPHYHEBATO-PO30BOI0 [[BETA C
MapKKPOBKOM YEpHOTO IBeTa
«RB10» na onHoii ctopone. Ha
MOMIEPEYHOM paspese AaApo 6e10ro
[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. / Kpyrible, IBOSIKOBBITYKIIbIE
TabNeTKH, MOKPBIThIE 0O0IOUKOH OT PO30BOIO
JI0 KOPHIHEBATO-PO30BOrO IIBETA C
MapKupoBKo# yepHoro useTa «RB10» Ha
ofiHO# cTopoHe. Ha nonepeuHoM paspese sapo
oT 6enoro A0 MoytH 6eyioro UBeTa.

2 | Identification By HPLC /
Hpentuduxanua BIXKX

Complies as prescribed /
CooteercTBYET TpeOOBaAHUAM

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). /
Bpewmst yiep>kuBaHuUsI OCHOBHOT'O MUKa Ha
XpoMarorpaMMe UCIBITYEMOTO pacTBopa
JOJKHO COOTBETCTBOBATH BPEMEHH
yIAECPKUBaHHUsI OCHOBHOTO [IMKA HA
XpoMarorpaMMe pacTBopa CTaHAAPTHOIO
o6pasina pabenpasona HaTpus (pazaen
«KonnuecTBeHHOE ONPEAEIEHUEN).

3 | Average weight /
Cpennsist macca

106.72 mg /106,72 mr

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusm HJ{

Conclusion : APPROVED /
3axmnouenune: OJJOBPEHO

Prepared by /
IloaroToBJyieHO: ’%

Checked by, Yz
I poB&peW

+Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBoautens

Date /
Jlarta:

25 ook

Date / %’%’ 2045

JaTta:

Date /
Jara:

WG 0 L ons”
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
IIpoayxT: Pa30®, TabneTku, MOKpHITHIE KHIIEYHOPACTBOPUMOIL obooukoit, 10 Mr

Market / PerHok : Russia / Poccus

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

Cepus Ne e Pasmep cepuu * 700000 Tab

Analytical Repovrt No./ . 890001806820 Date of Analysis / . 25/04/2025
AHanuTHyecKkMii oTyet No JlaTa anaju3a

Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

Jarta npon3soacTBa I'oaen no

Mifg. License No. /

IpoussoacreeHnast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JIHUeH3Hs Ne

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

Page2 of 5/Crp.2 u3 5

4 | Dissolution / Pacreopenne

Unit-1/Equanna-1 0%
Unit-2/Eaunnna-2 1%
Unit-3/Egunuia-3 1%
Unit-4/Eaunnia-4 0%
Unit-5/Eqununa-5 0%
Unit-6/E munnma-6 3%

Average / Cpenn. 3Hauenue: 1 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of C;sH20N303SNa (Rabeprazole
sodium) label claim in 2 h. / B 0,1 M pactsope
XJIOPUCTOBOJOPONHON KHCIOTBI — He Gonee
10% oT HOMHHANBHOTO  COAEpPYKAHUS
Ci1sH20N303SNa (pabenpazon Hatpus) depes 2
q,

Unit-1/Eaunura-1 85 %
Unit-2/E qununa-2 82 %
Unit-3/Eaunnna-3 83 %
Unit-4/Ennnuna-4 85 %
Unit-5/Equanna-5 81 %
Unit-6/Eqununa-6 83 %

Average / CpezH. 3Hauenue: 83 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisH2N303SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydeprom pactsope
pH 8,0 — He meHee 75 % (Q) OT HOMHHAJIBHOTO
cogepkanust  CisHxoN3O3S8Na  (pabempazon
Hatpus) uepe3 60 MUH.

5 | Related Substances /
PoacTBeHHBIE IpHMeCH

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/
Pabenpazona cynsgon

Rabeprazole Methoxy analog/
Pabenpasona MeTokcH aHanor

Rabeprazole Chloro analog/
Pa6enpazona xJopo aHanor

Rabeprazole Sulphide/
PaGemnpasona cyns¢un

Rabeprazole Related compound
A/ Pabenpazona
pOJICTBEHHAasA MPUMECh A

Not detected / He obHapyx)eHa

0.08 %/ 0,08 %

Not detected / He oOHapyxeHa

Not detected / He obHapyxeHa
0.03 %/ 0,03 %

Not detected / He oOHapyxeHa

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

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

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

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

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

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

Remarks : The Product confirms to NI/
IIpumeuanne: IIpoaykt cooTeTcTBYET TpeboBanmsm HJ|

=2

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by# /g/‘}’ Approved by: Manager/Executive /
[Moarorosneno: — i I‘I’poaepmé}% Onobpeno: Menemxep / PykoBoauTens
Date / - oy _. | Date/ 0 Fo4L-90D 8 Date / S TR Ve
Jara: 2RO ok Hara: { Hara: N




Dr.Reddy’s ‘f:"

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
TpoaykT: Pa3o®, Tabnerky, NOKpHITHIE KUIIEYHOPACTBOPUMO# 060I04KOMH, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepnsa Ne : 2503057 Pasmep cepuu * 700000 Tab

Analytical Repourt No. / . 890001806820 Date of Analysis / . 25/04/2025

AnasuTHueckuii oTgeT Ne JaTa ananunsa

Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027

JaTa npou3BoacTea Toaxen go )
Mfg. License No. /

MpoussoacTBeHHas1 : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

JHIeH3HA Ne

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

Page3 of 5/Crp.3 m35

|[Rabeprazole Related compound
C/ Pa6enpazona
poxctBeHHas mpuMech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumecs mpu RRT
1,37 (macca m/z=310
HUMUIa300)

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

imidazole adduct) / [Tpumecs
npu RRT 1,51 (macca m/z=458
6eH3uMKAa30T1a aTTYKT)

Individual unidentified impurity
/ EnvHuvHas
HeUJCHTUQUITUPOBAHHAS
pUMeECh

Below LOD (LOD = 0.02 %) /

Huxe npenena obnapyxenus (110 =
0,02 %)

0.02 %/ 0,02 %

Not detected / He o6HapyxeHa

Below BDL (BDL= 0.1 %) /

Hywxe nopora peructpanuu ([1P
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 %

Total impurities / Cymma
npHUMecei

0.1%/0,1%

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

6 |Residual Solvents content /
OcTaToYHbIE OPraHuvecKUe

873 ng/tab/ 873 MKr Ha TabneTKy

Isopropanol — not more than 1379 pg per tablet
/ Vzonpomanon — He 6osiee 1379 MxT Ha
TabneTky

AO3HUPOBAHHBIX €IHHHIL

|

PACTBOPHTEIH
7 |Uniformity of dosage units / 4.5/4,5 Acceptance value (AV) should be not more than
OaHOPOAHOCTDH 15.0. / Tlokasarens mnpuemneMocTH (AV)

JIOJDKEH OBITE He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusaM H/J

\/)

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
[MonroToBNeHp:—t7 )
o

Checked by / /g&@cxfi’
I[poaehei-loc:;gﬂ//

Approved by: Manager/Executive /
Ono6peno: Menemkep / PyxoBoaurens

5/’

Jara:

Date / 252 Ol rmk Date / 25,9,{,2%5

Jara:

Date / LS IREPIY 4
Jara:
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIW3A

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

Tipoayscr: Pazo”, Tabnerkn, NOKpLITHIE KHUIEYHOPACTROPHMO# 060104KOH, 10 Mr

Market / PoiHOK : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne £ el Pazmep cepun 700000 Tab
Analytical Repovrt No./ . 890001806820 Date of Analysis / . 25/04/2025
AnasurHyeckuii oTueT Ne HNara ananauza

Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027
JaTta npon3BoacTsa I'ogen no

Mfg. License No. /

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

LAnalysis performed according ND No / Anaan3s nposeaen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4of 5/Crp.4mu35

8 | Microbiological purity*/ MukpoHoJorageckas YHCTOTa*

a) Total aerobic microbial count
/ Obuee 4HCIO ad3POBHBIX
MHUKPOOPTraHU3MOB

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 / Ob1iee uncio
JIPOMOKEBBIX H ITECHEBBIX
rpubos

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

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

¢) E.coli

Absentin 1g/

OtcytctByeT B Ir

Shall be absent in 1g/
JTOJKHBI OTCYTCTBOBATh B 1 T

Assay / KoaugecTBeHHOE
ompejesieHne

10.0 mg / 10,0 mr

9.0 mg to 11.0 mg of CigH2N303;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet i
Ot 9,0 MI"” a0 11,0 Mr C[stoN30gSNa
(pabemnpazon matpus) (or 90 mo 110 % or
HOMHWHAJIBEHOTO COAEPXKaHHs) B TabNeTKe.

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister
with a package insert in a carton. /
ITo 15 tabnerok B GurcTepe u3
(ITBX/AJI/TIA) dosbru /
aNOMUHHEBOH Qoibru. 1 6auctep
BMECTE C JIICTKOM-BKJIaJIbIILIEM B
nayky 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 Tabnerox B OnucTepe u3
(IIBX/AJI/TIA) doneru / anmoMuHHEBOH
¢oneru. Ilo 1 unu 2 OGnucrtepa BMecTe ¢
JIMCTKOM-BKJIAJIBIIIEM B A4YKy KaPTOHHYIO.

API name / Haumenosanue ADC:

Rabeprazole sodium / Pabenpazon HaTpus

INN / MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /
Howmep cepun npounssoaunteis ADC:

ACRHO003955 & ACRH003969

Remarks : The Product confirms to ND/

Ipumeuanue: [Iponykt cooTBeTCTBYCT TpeboBanusMm HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

A

Prepared by / i Checked by > -] Approved by: Manager/Executive /

Honrommem% [TpoBepeno! ; W Onobpeno: Menemxkep / Pyxosogurens
o ) b

Date / Date / )] 504 ~9025 | Date/ G TWINKY ¢

Jlara: 2570y bk Jlara: JlaTa:
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Dr.Redd Y'S ‘;. CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 10 mg
IpoaykT: Pa3o®, TabneTku, MOKpHIThIE KHIIEYHOPACTBOPUMON 0607104Koi, 10 Mr
Market / Poinok : Russia / Poccus
Batch No. / ) Batch Quantity / . 700000 tab /
Cepusn Ne t €2503957 Pasmep cepun * 700000 Ta6
Analytical Repourt No./ . 890001806820 Date of Analysis / . 25/04/2025
AHanuTnyeckHuii oryet Ne JlaTa aHa/H3a
Date of Manufacture / . 11/02/2025 Date of Expiry / . 31/01/2027
Jarta npousBoacrsa Topen xo B
Mfg. License No. /
IlpoussoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI"-RU)
Juuen3us No .
Analysis performed according ND No / Auasiuz nposenen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page5of5/Crp.Smu3 5

FP Manufacturer API Batch number /

Homep cepun cydcTanmun FCRAO02587 & FCRA02588

npoussoauTes I'JId:

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

Ilpouseogutens ADC, crpana: J-p Pegnu ¢ Jlabopatopuc JIta,., Muaus.

IF\J;I:;;;I?;; l;ifls;i?lut:li(t):l/zgt;z?rios:‘f: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HanmeHoBaHue, anpec H HOMep (BieemseiNoR RIVAPDIGRY

e nnon;amcn [TponzBoacTBeHHOE NIoApa3AeieHue - 3, yuactku Ne 41, wacts 42, yactsb 45 u

ocymecTBAsIOmeH ’ yacTh 46, bauynannu (Bunnamk), bauynannu (Maxzan), Meauan
Mankamxrupu (uct.), wrat Tenanrana, Uaaus

MPOH3BO/CTEO/ROHTPO, (JTuuensus Ne 59/RR/AP/97/F/R)

KavyecTBa/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/09eHne 0 cOOTBETCTBHHU: «HacTosIMM 5 MOATBEPX/1at0, YTO MPUBEICHHA BbIle HHOOPMaLUs ABASETCS JOCTOBEPHOH
U TOYHOHR. DTa cepus NPOAYKIIMY Mpou3BeieHa (BKTI0Uas yNakoBKy (MapKUPOBKY) H KOHTPO/b Ka4eCTBa) Ha BhILICYKA3aHHOM
NpPOU3BOJCTBEHHOU IuIomazake (IUIOLIAAKaX) B TMOJHOM COOTBETCTBHM C TpeboBanusaMn IlpaBun Hapnexaliei
MPOU3BOACTBEHHOM MpakTHKU EBpa3zuiickoro sxoHomudeckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeboBaHUAMH KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPENICTB, & TAKXKe B COOTBETCTBHHU CO celUHKALUAMH, COAECPKALHMHUCS
B PErHCTPALIOHHOM JIOChe CTPAaHBI-UMIIOPTEpa. 3aliCH M0 MPOU3BOACTBY, YIAKOBKE U aHAJIU3Y [POBEPEHBI, U YCTAHOBJICHO
UX cOOTBeTCTBHE TpeboraHusM [IpaBui Haexalel Npou3BOICTBEHHON MpakTHKY EBpa3uiickoro 3kOHOMHUYECKOT0 CO03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJT 3akiaouenue: OJOBPEHO
N

Prepared by / Checked by > !57{‘) Approved by: Manager/Executive /
[ToaroroBneHo; [Tposepenge< é/-// Onobpeno: Menemxep / PykoBoaurens

— 3/
Date / 2K 0 Yo 10 K Date / 9 Sp4~-2¢004| Date/ XS B NS
Jara: Hara: Hara:




