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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 10 mg
MpoaykT: Pazo” . TabneTkii. HOKPhIThIE KHiLIEYHOPACTBOPUMOH 060710uKo#, 10 MI

Market / PoiHoK

: Russia / Poccust

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

Cepnsi Ne L Paimep cepuu 700000 Tab

Analytical Repovrt No./ . 890001806821 Date of Analysis / . 25/04/2025
AnanurHiecknii oryer Ne JaTa anaansa

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

JlaTta npousBoAcTBa B Tomen xo

Mfg. License No. /

IIpoussoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-No(004603)-(PT'-RU)
JIHLeH3usA No

Analysis performed according ND No / Auaau3 nposeaen mo HJI Ne: JIIT-Ne(004603)-(PI'-RU)-130224

Page1 of 5/ Crp. 1 m35

Ne Test / Ilokazarenn

Result/ Pe3y.m>Ta;bl

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. /
Kpyrnble, TBOSKOBBITYKIIbIC
TabJIeTKH, MOKPBIThIE 060I0UKOi
KOPHYHEBATO-PO30BOrO [[BETA C
MapKHPOBKON YEPHOTO TIBETA
«RB10» na ogHOH ctopone. Ha
TIOTIEPEYHOM pa3zpese saApo 6enoro
IBETA.

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. / Kpyrinble, 1BOSIKOBBIMYKJIbIE
TabJIETKHU, IOKPBIThIE 0O0I0UKOH OT PO30BOroO
JIO KOpHYHEBATO-PO30BOTO LIBETA C
MapKHpOoBKoOH uepHoro usera «RB10» Ha
onHoii cropoHe. Ha nmonepeuHoM paspese sapo
ot Oesoro s0 mouTH 6enoro uBera.

2 | Identification By HPLC /
HNnentudpuranna BIKX

Complies as prescribed /
CooTBeTCTBYeT TpeGOBaHUSIM

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 yaepxuBaHHS OCHOBHOTO MUKa Ha
XpoMaTrorpaMmme UCHBITYEMOro pacTBOpa
JOJDKHO COOTBETCTBOBATH BPEMEHHU
yIepKHBaHUSA OCHOBHOI'O NTHKA HA
XpoMaTorpaMme pacTBopa CTaHAapTHOrO
obpasua pabenpazona HaTpus (pasgen
«KonmuuecTBeHHOE ONpeneieHue).

3 | Average weight /
Cpennsis macca

108.09 mg /108,09 mr

109.30 mg £+ 7.5 % (101.10 — 117.50 mg) /
109,30 mr + 7,5 % (ot 101,10 mMr oo 117,50
M)

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

A

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

[ToaroroBieHo: L( 1[ HpOBepeHo:(ﬁ Onobpeno: Menemxkep / PykoBoauTens
P o WY mf g

Date / Date / 2z po Date / ALY ok

Jara: QQD‘F~9/°>r Jara: 45 Jara:




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
I poaykt: Pa30®, TabneTkn, NOKpHITHIE KMINEYHOPACTBOPUMON 060104KOi, 10 MT

Market / PoiHoK : Russia / Poccust

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

Cepun Mo e Pasmep cepun " 700000 Ta6

Analytical Repo“rt No./ . 890001806821 Date of Analysis / . 25/04/2025

AHannTnryeckHi oTuer Ne JlaTa ananuza

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

/laTa npoH3BoOACTEA Tonxen a0 .
Mfg. License No. /

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

Juuenzusa Ne

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

Page2 of 5/Crp.2 m35

4 | Dissolution / PacTBopenue

Unit-1/Ennnuna-1 0%
Unit-2/E tuanna-2 0%
Unit-3/Enunanna-3 3%
Unit-4/E nuauna-4 0%
Unit-5/Eaununa-5 6 %
Unit-6/E nunuia-6 3%

Average / CpenH. 3Hauenue: 2 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of C;sH2N3O3SNa (Rabeprazole
sodium) label claim in 2 h. / B 0,1 M pactBope
XJIOPUCTOBOJOPOAHOH KHCIOTEL — He 6ojee
10% OT  HOMMHaNBHOTO  COEEpPXKAHUS
Ci3H20N303SNa (pabenpason Harpus) yepes 2
y.

Unit-1/Epunua-1 84 %
Unit-2/Enununa-2 87 %
Unit-3/Enununa-3 83 %
Unit-4/Enununa-4 84 %
Unit-5/Enunanna-5 85 %
Unit-6/Eqnnuna-6 84 %

Average / CpenH. 3HadeHue: 85 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisH»0N30:SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydepnom pacrsope
pH 8,0 — e menee 75 % (Q) oT HOMMHANBLHOTO
conepxxkanus  CisHaoN3O3SNa  (pabemnpason
HaTpus) uepes 60 MHH.

5 | Related Substances /
PoacrBeHHble IPpUMECH

Rabeprazole N-oxide/
Pabenpazona N-okeua

Rabeprazole Sulfone/
Pa6enpazona cynshon

Rabeprazole Methoxy analog/
Pabenpasona meTokcu ananor

Rabeprazole Chloro analog/
Pabenpazona xiopo aHanor

Rabeprazole Sulphide/
Pa6emnpazona cynbbun

Rabeprazole Related compound
A/ Pabenpazona
pOICTBEHHAs MPUMECH A

Not detected / He oGHapyXeHa

0.08 %/ 0,08 %

Not detected / He oOHapyxeHa

Not detected / He 0OHapysxeHa
0.03%7/0,03 %

Not detected / He obnapyskeHa

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoayKT cOOTBETCTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

)
Prepared by / Checked by / > | Approved by: Manager/Executive /
[MoaroToineHo: ) = e - [TpoBepeno;~G; Onobpeno: Menemxkep / PykosoauTens
’\/\_ ‘({h 3~
Date / — Date / SOE005 Date / A5 0L oK
Jara: 2ot -24 Hara: Z- Hara:




Dr.Reddy’s Q-:'

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
[Tpoayxr: Pazo”, Tabnerku, NOKpPeITEIE KUIIEYHOPACTBOPHMOI obonoukoit, 10 Mr

Market / PeiHoK : Russia / Poccus

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

Cepnsa Ne f C2505998 Pa3mep cepun * 700000 tab

Analytical Repovrt No./ . 890001806821 Date of Analysis / . 25/04/2025
AHaJUTHYECKHI oTueT No JlaTa ananuza

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

Jata npoH3BoacTBa I'open no

Mfg. License No. /

ITpoussoacTBeHHasn : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND No / Ananuns nposegen no HJI Ne: JITT-Ne(004603)-(PT'-RU)-130224

Page3 of 5/Crp.3 w35

Rabeprazole Related compound
C/ Pabemnpazona
poAcTBeHHas npuMeck C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

UMM 1a30.1)

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

imidazole adduct) / ITpumecs
npu RRT 1,51 (Macca m/z=458
OeH3UMKAA30/1a aA0YKT)

Individual unidentified impurity
/ Ennuudnas
HeuIeHTHDHITHPOBAHHAS
TpUMeCh

Below LOD (LOD = 0.02 %) /

Huxe npenena obuapyxeuus (110 =

0,02 %)

0.02 %/ 0,02 %

Not detected / He 0OHapyxkeHa

Below BDL (BDL= 0.1 %) /

Hixe nmopora perucrpanuu (I11P

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 6oinee 0,2 %

Total impurities / Cymma
npumeceii

0.1%/0,1%

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

6 |Residual Solvents content /
OcTaTOYHBIE OPraHAYECKHE

891 pg/tab / 891 Mkr Ha TabneTKy

Isopropanol — not more than 1379 pg per tablet

/ Uzonponanon — He 6onee 1379 Mxr Ha
TabNeTKy

AJ03HPOBAHHBIX €IHHHAILL

pPacTBOPHTEH
7 |Uniformity of dosage units / 3.3/33 Acceptance value (AV) should be not more than
OnHOpOIHOCTH 15.0. / Tlokaszatenr mnpuemieMoct (AV)

JoJDKeH OBITH He Oonee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanmsM HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

>

N
Prepared by / Checked by / 2 , 2V Approved by: Manager/Executive /
IMoarotosneHO: k ,\%{)ﬁ IposepeHo: s Onobpeno: Menemxep / PykoBoaurens
= L V
Date / - Date / 2F ol 20 Date / K DY
Jata: X021 Jlata: 7 = Jara: B




@
Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product ;: Razo®, enteric-coated tablets, 10 mg
Npoaykr: Pazo®, ranerky, nokpsIThIe KUILIEYHOPACTBOPHMOiT 0607104K0i, 10 Mr

Market / PoIHOK : Russia / Poccus

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

Cepus Ne e Pa3zmep cepuu 700000 Tab

Analytical Repovrt No./ . 890001806821 Date of Analysis / . 25/04/2025

AnajuTHyeckuii oryer Ne NaTa anaausa

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

Harta npon3BoacTBa T'oaen xo |
Mfg. License No. /

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

JanueHznsg Ne

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

Page4 of 5/ Ctp.4 m3 5

'8

Microbiological purity*/ Mukpo6uosoruyeckas yncrora™*

a) Total aerobic microbial count
/ Ob1ee quco a3pobHbIX
MHUKPOOPraHH3MOB

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 / O6riee unciio
JPOMOKEBBIX U THIECHEBBIX
rpudos

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

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

¢) E.coli

Absentin 1g/
OtcyTtcTBYeT B 1T

Shall be absent in 1g /
JlokHBI OTCYTCTBOBaTh B 1 T

Assay / KoanuecTtBenHoe

10.0 mg / 10,0 Mr

90mg to 11.0mg of CisHyN30;SNa
(Rabeprazole sodium) (90 to 110% of the

/aluminum foil blister. 1 blister

with a package insert in a carton. /

ITo 15 tabnetok B GiucTepe U3
(IIBX/AJI/TIA) donbru /
aMIOMUHIEBOH Goibru. 1 6mucTep
BMECTE C JTUCTKOM-BKJIAJIBIIIEM B
nayky KapTOHHYIO

omnpeseeHne
labeled amount) per tablet /
Or 90 mMr gmo 11,0 mr C;sH20N303SNa
(pabenpazon natpus) (ot 90 mo 110 % or
HOMHHAJILHOTO COTEPXkKaHHUs) B TableTke.
10 | Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil |15 tablets in a (PVC/AI/PA) foil /aluminum foil

blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Tabnetox B Onucrepe wu3
(IIBX/AJI/TTIA) donbru /  anoMUHHEBOH
¢omeru. Ilo 1 ummu 2 Gauctepa BMmecTe C
JMCTKOM-BKJIAJIBILIEM B MTAUKy KAPTOHHYIO.

API name / HanmenoBaHue ADC:

Rabeprazole sodium / Pabenpa3son HaTpus

INN / MHH:

Rabeprazole / Pabenpaszon

API manufacturer batch number /
Homep cepun npoussoguteass APC:

ACRHO003969 & ACRH004395

Remarks : The Product confirms to

ND/

I[Ipumeuanne: IIponykTt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akiaouenne: OJJOBPEHO

~_~h
Prepared by / 5 Checked by / 2.2, Approved by: Manager/Executive /
[ToaroToBneHo: },(_Q.:\f' r_ [1ponepeungw Onobpeno: Menenxep / Pykosonurens
Date / ~— | Date / . ) o2 | Date/ P SETREY'Y
Hara: 28l e Jlara: ’2"96‘/ JlaTa: 5
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? @
Dr. Reddy S q_o. CERTIFICATE OF ANALYSIS
- CEPTHU®UKAT AHAJIV3A

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

Tponyxr: Pa3o®, TabneTky, MOKpHITHIE KHIIEYHOPACTBOPHMOI 0601104K0i, 10 Mr

Market / PeHok : Russia / Poccus

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

Cepun Ne . Pazmep cepun * 700000 Tab

Analytical RepOft No. / . 890001806821 Date of Analysis / . 25/04/2025
AHanuTH4ecKHi oTyeT Ne JlaTa anann3za

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

Jata nponsBoacraa I'oaen a0 ]
Mfg. License No. /

IpoussoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
Junensus Ne

Analysis performed according ND No / Anaans nposesen no HJ No: JITT-Ne(004603)-(PT-RU)-130224

PageSof 5/Crp.5u35s

FP Manufacturer API Batch number /
Homep cepun cyGcTaHmuH FCRA02588 & FCRA02701
npouspoauteas I'JID;
API Manufactured by & country / Dr. Reddy's Laboratories 1.td., India
Iponseoaurens ADC, cTpana: J-p Pexnu ¢ Jlaboparopuc Jita., Unaus.
E;I:f;;?fi l;is;i?;t:li::l/zé:r:rﬁosg: / FTO Unit 3, Survey No. 41, 42 part, 45 part .&.46 part, Bachupally (Vil‘lage),
Release site / Bachupally (Mandal),‘ Medchal-Malkajgiri (Dist.), Telangana , India
HaunmenoBanue, agpec n mome (EicenseNoISS/RR/APIITIEIR)

i P IIponzeoacteeHHOE Noapasaenenue - 3, yuactku Ne 41, vactb 42, yacts 45
T T s yacTth 46, bauynamnu (Bunnamk), bauynamnm (Mannan), Meguan
OCYIECTBIHIOIICH Mankamxrupy (Jluct.), mrat Tenanrana, Maans
MPCHIBOACTE0/KOmIPOTIE (JIuuensust Ne 59/RR/AP/97/F/R)
kavecTBa/Bhinyck 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».

3axin04eHHe 0 COOTBETCTBHH: «HacTosIIUM g TOATBEPKIAr0, YTO MPUBEICHHAS BhIIe HHGOPMAIIHS SBISETCS JOCTOBEPHOU
¥ TOYHOH. JTa cepys MPOAYKUMH Tpou3BeacHa (BKIOYas YakoBKY (MapKUPOBKY) M KOHTPOJb KauecTBa) Ha BhILIeyKa3aHHOM
NpPOU3BOACTBEHHON IUTOIIaAke (TUIOIAJKAaX) B TMOJHOM COOTBETCTBHM ¢ TpeboBanusMu [lpaBun Hagnexamei
NpOU3BOACTBEHHOH MpakTHkU EBpasuiickoro skoHomuueckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeOOBaHUSIMH KOHTPOJIS KA4€CTBA JICKAPCTBEHHBIX CPEJICTB, & TAKKE B COOTBETCTBHH €O CHEIM(PUKALUSIMHU, COMEPKAUIUMUCST
B PEFMCTPALMOHHOM JOCHE CTPAHBI-UMIIOpTepa. 3alicH M0 MPOU3BOACTBY, YIIAKOBKE H aHAIN3y NPOBEPEHBI, U YCTAHOBIEHO
HX COOTBETCTBHE TpeboBaHusM [IpaBun Haaexauel Mporn3BOACTBEHHOM NpakTHKH EBpa3uiickoro 3kOHOMHYECKOro COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeqanue: [lpoayxt coorBercTByeT TpeboBanusm HJJ 3axmouyenne: OJJOBPEHO

¢ P

Prepared by / Checked by / > | Approved by: Manager/Executive /
, pﬂ’(j
[ToAroToBeHo: k /cmﬁ I"ipoacpeuogﬁ"‘/ Ono6peno: Menemxkep / Pykosoautens
g o

Date / oY - e Date / 2 s34 Jo)s | Date/ N e
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