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Dr. Reddy’s ... CERTIFICATE OF ANALYSS
CEPTHOUKAT AHATIZA
CEPTHONKAT AHAJTI3A

", enteric-coated tablets, 20 mg
", Tabnerkn, [OKPLITHIE KHWeYHOpacTao

PUMOIT 000104K0iT, 20 M

Market / Prinox * Russia / Poceug

Batch Quantity /
Pazmep cepun
Date of Analysis /
Harta ananuza

Date of Expiry / : 30/11/2026
Togen no )
T e

MA number: / Homep PY : JIH—.N‘_J(004603)-(PF -RU)

. 1500000 tab /
" 1500000 ta6

: 30/01/2025

: C2500743

v
AHaanTngecicni oTYeTt No
Date of Manufacture /
Hara n POH3BOACTEA
Mfg. License No. /
Hpoussoacreennag : 59/RR/AP/97/E/R
JTHUeH3HT No

: 890001790043

2 17/12/2024

o HJl Ve (004603)-(Pr -

Page 1 of5/CTQ. 1n35

Specification / Hopma

RU)-130224

Result/ Pesynnrarn:

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, /
Kpyraste, nzosaxos bITYKIIbIE TabAeTKH, NoKpsITEIC
06ooYKoif oF CBETNO-IKENTOro 10 kenroro LBETA
¢ MapKUPORKOIf kpacHoro npera «RB20» ma oanoii
CTopone. Ha monepeunom paspese gapo or Genoro
40 mourn Genoro ygera,

Round, biconvex, light-yellow coated
tablets imprinted "RB2(" with red ink on
the one side. White tablet core on cross-
section. / Kpyririe, ZABOSKOBBINYKITEIE
TabneTkn, NOKpEITEIE 0600YKO}
CBETJIO-XKENTOrO 1BeTa ¢ MapKUPOBKOif
KpacHoro useta «RB20y na OJIHOK
¢Topore. Ha nonepeunom paspese siapo
Genoro ugera.

/

Identification By HPLC /
Haenrudnrcanns B3XX

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
YACPKUBAHMA OCHOBHOTO nika 1ia
Xpomatorpamme ucneiTyemoro pacTBopa nomkHo
COOTBETCTBOBATL BpeMeHH ynepskuBanHus
OCHOBHOIO mika Ha XpoMaTtorpamme pacTBopa
CTaniapTHoro odpasua pabenpazona HaTpHs
(pasnen «Kommuecteennoe onpenieneHue»).

Complies as prescribed /
Cooteercrayer TpeboBaumsim

212.68 mg + 5 % (202.05 to 22331 mg) /

211.40 mg /211,40 mr
212,68 Mr+59 (o1 202,05 Mr no 223,31 mr)

3 | Average weight /
Cpeanss macea

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanmne: Iponyxr COOTBETCTBYET TpeGoBaHusIM HO

Checked by / Z
E}S p)

Ipogepeno:
NrO-Lpes

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

'
—

Date /

Prepared by /

Ioaroroneno: ‘-,1 ]

Date /
Hara:

Date /
Hara;
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Dr. Reddy's ‘;‘ CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIM3A

IFroduct : Razo”, enteric-coated tablets, 20 mg

Mpoaykr: Pa3o®, taGnerkn, nokpeirsie KHLIeYHOPacTEOpUMOIT o0onoukoii, 20 mr
Market / Poinoxk : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
: C2 .
Cepusn Ne S Pasmep cepun " 1500000 Ta6
Analytical Report No. / . Date of Analysis /
AnanuTHueckuii oTuer Ne =E2000 P00 Jdara ananuza Aodurene
Date of Manufacture / . Date of Expiry /
L —— : 17/12/2024 Tonen 10 : 30/11/2026
Mfg. License No. /
IIpouseoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
[mHmeH3nsa Ne
@alysis performed according ND No / Anannaz nposeser mo HJL Ne: JITI-Ne(004603)-(PT"-RU)-130224
Page2 of 5/ Crp.2 m35
’74 Dissolution / Pactsopenne Unit-1/Enmnnnua-1 0 % In 0.1 M hydrochloric acid solution — not more than
Unit-2/Eaunuiua-2 0% 10 % of C18H20N303SNa (Rabeprazole sodium) label
Unit-3/Epnnuna-3 1% claim in 2 h / B 01 M pacreope
Unit-4/Eqununa-4 0 % XJIOPHCTOBOOPOHOM KHCIIOTH! — He Gonee 10 % oT
Unit-5/Eaununa-5 0% HOMMHaNBHOrO  cogepkanms  C3HyoN30;SNa
Unit-6/Eqnnnua-6 0% (pabenpazosn Hatpus) yepes 2 u.
Average / Cpenn. 3Hauenne: 0 %
Unit- 1/Ennniua-1 94 % In buffer solution pH 8.0 — not less than 75 % (Q) of|
Unit-2/Ennnnia-2 90 % CisH20N303SNa  (Rabeprazole sodium) label claim
_ Unit-3/Ennnnua-3 92 %  |in60 min./B 6ydepHom pacteope pH 8,0 — He Menee
Unit-4/Eauniua-4 93 % 75% (Q) oT HOMWHAIBHOTO  comepxKaHus
Unit-5/Enuunua-3 91 % Ci8H20N3038Na (pabenpason Hatpus) yepe3 60 MuH.
Unit-6/Epuunua-6 93 %
Average / Cpenn. 3Hauenue: 92 %
5 | Related Substances /
PoncTBennsie npumecu
Rabeprazole N-oxide/ Not detected / He o6uapyxena Not more than 0.5 % / He 6onee 0,5 %
Pa6enpazona N-okcun
Rabeprazole Sulfone/ PaGenpazona 0.08% /0,08% 'Not more than 0.5 % / He Gonee 0,5 %
cynboH
Rabeprazole Methoxy analog/ Not detected / He oGHapyxeHa Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona MmeTokcH aHanor
0, o
Rabeprazole Chloro analog/ Not detected / He o6Hapyxena Not more than 0.5 % / He Gonee 0,5 %
Pa6enpazona xnopo aHanor
Rabeprazole Sulphide/ - Below LOQ (LOQ = 0.027 %) / Huke Not more than 0.5 % / He 6onee 0,5 %
Pabenpasona cysgun npefena KONHYECTBEHHOTO ONPEAENIEHUs
ITKO = 0,027 %
Rabeprazole Related compound A/ ( ‘) Not more than 0.5 % / He 6osnee 0,5 %
Pa6enpa3zona poacreeHHast
npumecs A Not detected / He obHapyxeHa

Remarks : The Product confirms to ND/ Conclusion ; APPROVED /
IIpumeuanne: [IponyxT cootseTcTBYeT TpeGopanuam HIT 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloproroBnexo: f f) ITpoeepeno: Z@ Onobpeno: Menemxep / PykoBoauTeinsb
Date / ' —90LA Date / QoL Date / '

Hara: 2t /b \ JlaTa: Q\Ol=lols™ Jara: <) rol — 202§




@
Dr.Reddy’s “;. CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIHM3A

Product : Razo”, enteric-coated tablets, 20 mg
[Tpoaykt: Pa3o®, rabnerky, nokpeitsie KHweuHopacTropuMoil o6onoukoii, 20 mr

Market / Poinox : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
= E2 .
Cepus No i Pasmep cepun * 1500000 Tab
Analytical Report No. / . Date of Analysis /
Aunagntiyecknii oryer Ne RE9000I7901H3 laTa ananusa wSUDlene
Date of Manufacture / . Date of Expiry /
P e : 17/12/2024 Tomen 10 : 30/11/2026
Mfg. License No. /
IlpoussoacTBenHas ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

aduenzna Ne
Analysis performed according ND No / Anaau3 nposenen no HJI Ne: JI M-No(004603)-(PI'-RU)-130224

Page3 of 5/ Crp.3 u3 5

Rabeprazole Related compound C/ Not more than 0.5 % / He 6onee 0,5 %
Pabenpasona poncraennan Below LOD (LOD = 0.02 %) / Huxe
npumecs C npenena o6xapyxenns (I10 = 0,02 %)

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

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

Not detected / He oGHapy»ena

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

about RRT 1.51
(Mass m/z=458 Benzo Not detected / He o6Hapyxena

imidazole adduct) / TIpumecs npu
RRT 1,51 (macca m/z=458
6eH3uMHUIA30M1a aTYKT)

Individual unidentified impurity / Not more than 0.2 % / He 6onee 0,2 %
Below BDL (BDL= 0.1 %) / Husxe

EnvunuHas
nopora perucrpauuu (ITP 0,1 %)

HEUICHTH(OHLIHPOBaHHAS IPUMECH

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
npumeceit

6 |Residual Solvents content / 1667 pg/tab / 1667 mxr Ha Tabnetky |Isopropanol — not more than 2621 pg per tablet /
OcTaTouHble OpraHuYecKHe Hzonponanon — He Gosiee 2621 Mkr Ha TabneTky
pacTBOpUTEH

7 |Uniformity of dosage units / 2.0/20 Aceptance value (AV) should be not more than 15.0.
OaHOPOAHOCTH JO3UPOBAHHBIX / Tokazarens npueminemoct (AV) 10KeH 6HITL He
eAMHUIT 6osree 15,0.

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

IIpumevanne: [Iponykxr coorBeTcTBYET TpeboBanusam HJJ 3akmouenue: OJIOBPEHO

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

HoaroroeneHo: k} IIposepeno: @7 Onobpeno: Menemxep / PykoBoautens

Date / Date / Lol Date /

— 2
Jata: Zf /O /')O’/S IaTa: 2\ Ol S Tara: <)o) — 20




@
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

B 3
Product : Razo", enteric-coated tablets, 20 mg
[Tpoaykr: Pa3o®, taGnericn, nokpsrrsie KHLIEYHOpAcTROPUMOIT oGonoukoii, 20 Mr

Market / PoiHok

: Russia / Poccus

Batch No. / . C2500743 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pa3mep cepun 1500000 Ta6
Analytical Repovrt No./ . 890001790043 Date of Analysis / . 30/01/2025
AnanuTHYeckuii oTuer Ne Jara ananuza
D A
ate of Manufacture / : 17/12/2024 Date of Expiry / . 30/11/2026
Jara nponseoncrea Ioaen po
Mfg. License No. /
IIpousBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Jannoensus Ne

|Analysis performed according ND No / Auanus nposenen no HJI Ne: JITT-Na(004603)-(PI-RU)-130224

Paged4 of 5/Crp. 4 u3 5

8 | Microbiological purity*/ Muxpo6uoaoruueckas uncrora®

a) Total aerobic microbial count /
Ob1uee yncio a3po6HBIX
MHKPOOPraHU3MOB

10 CFU/g /
10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / O6wmee uncno
JPOXKEBBIX M IIECHEBHIX TPUGOB

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

Not more than 100 CFU/g /
He 6051ee 100 KOE/r

c) E.coli

Absentin 1g/
OtcyTcrByeT B I

Shall be absent in 1g /
HomxHet oTcyTCTBOBaTH B 1 T

9 |Assay / KosivyecTBennoe
onpeaeseHue

199 mg/ 19,9 mr

18.0 to 22.0 mg of CigH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr o 22,0 mr C 3H20N303SNa
(pabenpazon Hatpus) (ot 90 1o 110 % ot
HOMMHAJIBHOTO COIeprkaHus) B TabJIeTKe.

10 | Packaging / YnakoBxa

15 tablets in a (PVC/Al/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnerok B 6nucrepe u3 (IIBX/AJI/TIA)
donbry / amomMrHHeBOH Gonbru. 2
6J1cTepa BMECTE C JIMCTKOM-
BKJIAJIBIIIEM B M@YKy KAPTOHHYHO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 tabmetok B 6nucrepe wu3
(TIBX/AJI/TIA) donsru / amomuuunesoii ponsru. ITo
1 unu 2 6nucTepa BMECTE C JIUCTKOM-BKIAAbIIIEM B
NayKy KapTOHHYIO.

API name / HaumeHoBanune APC:

Rabeprazole sodium / PaGenpazon narpus

INN /MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npoussoanteiiss ADC:

ACRHO003676 &
ACRH003679

Remarks : The Product confirms to ND/
IIpamedanne: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checkedby/ , _

IloaroroBnexo: ;dﬁ IMposepeno:  ~ | Onobpeno: Menemxep / PykoBonuteb
Date / 2 ] Date / — | Date/ ' ~
Jata: > [0 0% Hara: Qrol-Lots Jlata: Z)eo) — 202 ¢




@ o
Dr.Red dy’s 1'.. CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

ﬁ’roduct : Razo”, enteric-coated tablets, 20 mg

Ipoaykr: Pa3o®, taGnetky, nokpsitbie KHIIEYHOPACTBOPHMOIi 0boJoukoii, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /
Cepun Ne i Pasmep cepun 1500000 Ta6
Analytical Report No. / . Date of Analysis /

AHaanTHYeCKHH oT4eT Ne * 890001790043 Jlata ananuza 1 BUOI2075
Date of Manufacture / . Date of Expiry /

T ——— : 17/12/2024 Tozen 10 : 30/11/2026
Mfg. License No. /

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

Analysis performed according ND No / Auaans nposeen no HI Ne: JIIT-No(004603)-(PI-RU)-130224

PageSof 5/ Crp.5u3 5

| FP Manufacturer API Batch number / FCRA02496 &
Homep cepun cyGeranunn FCRA02497
npoussoguTenn LJID:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIpoussoaurens A®C, cTpama: H-p Pennu'c Jlaboparopuc Jirn., Muams.
gl‘:“n‘f; ::grc etflsr’n‘:‘;s':‘t’er '/Zé‘;;’l’t‘rl(i"sf:’: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
Hanmenosanmue, agpec u HOMep AHIeH3HH (License No SO/RR/AP/97/F/R)
——— OcyI’HCCTBJ'lﬂlOl].leﬁ IIpouzBoacTBeHHOE noapasaeneHue - 3, yuactku Ne 41, yacts 42, yacth 45 1 yacts
TDOH3BO C',I‘BO OHTDONL 46, bauynamiu (Buanamk), Bauynanau (Mangan). Meauan Mankxamxrupw (Jluct.),

P A p wrrat Tenanrana, Muaus (Juuenansa Ne S9/RR/AP/97/F/R)

KavyecrBa/Beinycx I'JID / N

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 establisheds.

3akmouenne o cooTBeTCTBHH: «HacTosWMM st NOATBEPKAIO, YTO MPUBEAEHHA BbILIe MHMOPMALIUS ABIIAETCS IOCTOBEPHOI M TOYHOIA.
Ota cepust NPOAYKUMH NPOn3BEAeHa (BKJIOYas YNIakoBKY (MapKMPOBKY) H KOHTPOJIb KaYeCTBa) Ha BBIIEYKA3aHHOM MPOU3BOACTBEHHOM
Tomake (MIoWanKkax) B NOJHOM COOTBETCTBHU ¢ TpeGoBanuamu IlpaBun Haanexalueil npousBoacTBeHHOM npakThkyu EBpasuiickoro
akoHomHyeckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHAMH KOHTPOJIS KauecTBa JEKapCTBEHHBIX
CPelCTB, a TAKKE B COOTBETCTBHH CO CIIEUUMDHKALMAMY, CONEPKALIMMHC B PETHCTPALHOHHOM OChE CTPaHbI-UMIIOPTEPa. 3allucH 1o
NPOU3BO/ICTBY, YIAKOBKE M aHAIIH3Y MPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBaHusaM [IpaBun Haarexameit IpoU3BOACTBEHHOM

MMPaKTHUKH EBpaSHI;‘ICKOFO I9KOHOMHYECKOIro COr3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: HpoxgykT coorBeTcTBYET TpeboBanmsiM H]J 3akmouenne: OJJOBPEHO

Prepared by / A Checked by / Approved by: Manager/Executive /
T[ToAroTOBJIEHO: %f P TIpoBepeHo: 4@\ Opnobpeno: Menemxkep / Pykosoautens
Date / ! — Date / 052 Date / ' ‘
Jara: Zf’o(/‘)‘om Jara: Qs S Hata: L)oo/~ %7/3/




