Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIW3A

NS ¥ .
Product : Razo”, enteric-coated tablets, 20 mg
[Tpoaywcr: Pa3o®, tabnerki, nokperrsie KHIIEUHOPACTBOPHMOIT 0ba0ukoii, 20 Mr

Market / PeiHok

: Russia / Poccus

Batch No. / . C2417284 Batch Quantity / . 1500000 tab /
Cepuist Ne ) Pa3mep cepun * 1500000 Tab
A i . i

nalytical Repovrt No./ . 890001784163 Date of Analysis / . 31/12/2024
AHaguTnyeckuii oryet No MaTta aHanu3a
D .

ate of Manufac.ture / . 01/11/2024 Date of Expiry / . 31/10/2026
Jdara nponssoacrea I"oaen no
Mfg. License No. /
IpoussoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JII-N2(004603)-(PT'-RU)
muuenzua Ne

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

Pagel of 5/ Crp.1m35

[N |

Test / IloxazaTean

Result / PesyabTaTh!

Specification / Hopma

1 | Appearance / Onucaunue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriisle, IBOSKOBBINMyKIIbIE
TabJIETKH, OKPBITEIE 06OJIOUKOH
CBETJIO-XKEJITOTO LBETA C MAPKHUPOBKOM
kpacHoro ugeta «RB20» na ogHoii
ctopone. Ha nonepeunoM paspese sapo
6enoro 1Bera.

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. /
Kpyrusie, 1BosikoBbInmykIIble TaGNETKH, MOKPHITHIE
060JI0UKOIf OT CBETIIO-XKENTOrO [0 KENTOTO LBETA
C MapKUpoBKO# kpacHoro npera «RB20» Ha ouoii
cropore. Ha nonepeunom paspese sapo ot 6esoro
1o moyTH 6enoro Lperta.

Complies as prescribed /
CootBercTByeT 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
YIEepKUBaHHA OCHOBHOTO MHKa Ha
XpOMaTOrpaMMe HCHBITYEMOr0 PacTBOpPa HOJIKHO
COOTBETCTBOBATH BPEMEHHU YIEP>KHBAHUS
OCHOBHOTO MHKa Ha XpoMaTorpaMMe pacTBopa
cranmapTHoro ofpasua pabenpazona HaTpus
(paznen «KonnyecTBEHHOE ONpENENEHHE).

2 | Identification By HPLC /
Haenrndukamus BIXKX
3 | Average weight /

Cpeansst Macca

208.68 mg / 208,68 mr

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

Remarks : The Product confirms to ND/
IIpumeyanmue: [Iponykt cootsetcTryeT TpeboBansm HJJ

-l

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Approved by: Manager/Executive /

Prepared by / (( 2 %/M " Checked by /

} j epe Onobpeno: MeHemkep / PykoBoauTenb
HOﬂFOTOBHeHO‘E'LW nponcpwc@ p 100p PVX
Date / 2D Date / Date / 31U
Iara: Bl-122 2% Hara: A1~ 19 ~0p9224 | HaTa: !
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTH3A

' n B
Product : Razo™, enteric-coated tablets, 20 mg
Hponyskr: Pa3o”, Tabnerku, mokpriThie KHILEYHOPACTEOPHMOI 060104KOI, 20 Mr

AHajlaTHYECKHIT oTueT Ne

Hara anannza

Market / Prinox : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
| Ceprist Ne : (G2, Pasmep cepun * 1500000 Tab
A i ; i

nalytical Report No. / . 890001784163 Date of Analysis / . 31/12/2024

Date of Manufacture / Date of Expiry /

Jlaea npomsoncraa : 01/11/2024 e piry : 31/10/2026

Mfg. License No. / R

IMpoussoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)
JMHueH3ua Ne

\i\nalysis performed according ND No / Anaans nposenen no H/I No: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/Crp.2 u3 5

4 | Dissolution / PacTeopenue

Unit-1/Eanauna-1 0%
Unit-2/Enunvua-2 1%
Unit-3/Enunnna-3 2%
Unit-4/Enuanua-4 2%
Unit-5/Eguuuna-5 1%
Unit-6/Eaununa-6 3%

Average / Cpenn. 3Hauenme: 2 %

[Ino1M hydrochloric acid solution — not more than

10 % of C1sH20N303SNa (Rabeprazole sodium) label
claim in 2 h / B 01 M pacreope
XJIOPUCTOBOAOPOOHOM KUCIOTEI — He 6onee 10 % oT
HOMHHAaNbLHOIO colep KaHus C13H20N303SNa
(pabemnpazon Hatpus) uepes 2 u.

Unit-1/Enuauna-1 93 %
Unit-2/Eqununa-2 92 %
Unit-3/Enqununa-3 93 %
Unit-4/Eaununna-4 93 %
Unit-5/Equnuia-5 91 %
Unit-6/Enunnua-6 95 %
Average / CpeaH. 3nauenne: 93 % |

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 meree
75% (Q) OT HOMMHAIBHOIO  COMEPHKAHHUS
CisH20N303SNa (pa6enpazon Hatpust) uepes 60 MuH.

5 | Related Substances /
Poacteennsie npumecu

Rabeprazole N-oxide/
Pabenpasona N-okcun

Rabeprazole Sulfone/ PaGenpazona
cynetoH

Rabeprazole Methoxy analog/
PaGemnpazona METOKCH aHAJIOT

Rabeprazole Chloro analog/
Pa6enpazona xmopo aHanor

Rabeprazole Sulphide/
Pabenpazona cynsdun

|Rabeprazole Related compound A/
Pa6enpasona polcTBeHHas
npuMech A

Not detected / He oGrapyxeHa

0.10%/ 0,10 %

Not detected / ne o6HapyxeHa

Not detected / He o6HapyxeHa

Less than LOQ (LOQ: 0.027 %)/
Huxe npepena Konu4ecTBEHHOTO
onpenenenus (ITKO: 0,027%)

Not detected / He obuapyxena

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

Not more than 0.5 % / He Gonee 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 %

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

Remarks : The Product confirms to ND/
IIpnmeuanne: I[Iponykt cootBercTayeT TpedoBaHuam HJJ

2

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by / /s ,’(/;,"“/ “Checked by / Approved by: Manager/Executive /
[TogroroBneno: ‘- % Iposepero; /\p OnobpeHo: Menemxep / PykoBoautens
i (PneE——. 37
=
Date/ 2112~ 2,924 Date / Date/ 3y vy
Hara: Hata: B)~12~Q20D 4/ Hara:




Dr.-Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

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

Mpoayir: Pazo”, Tabnericn, NOKpHITHIC KMIEYHOPACTBOPHMOTT 000701K0i1, 20 MT

Market / Poinok : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: C2417284 :

Cepust Ne Pasmep cepun 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHajiHTHYECKH#H oTyeT No g JaTta ananmusa 3 EIAEE0es

Date of Manufacture / . Date of Expiry /

S ——— : 01/11/2024 Fomen 10 : 31/10/2026

Mfg. License No. /

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

Jnmenzng Ne

Analysis performed according ND No / Anaaus nposejen no H/T Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 5/ Ctp.3 m3 5

[ Rabeprazole Related compound C/ |Below LOD (LOD = 0.02 %) / Husxe Not more than 0.5 % / He 6onee 0,5 %
Pabenpasona poacreeuHas npenena obHapyxenus (I10 = 0,02 %)
npumecs C
Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37 0.01%/0,01%
(Mass m/z=310
Imidazole) / ITpumece npu RRT
1,37 (macca m/z=310 umunazon)
Specified Impurity at Not detected / ve o6Hapyxeua Not more than 0.5 % / He 6osee 0,5 %
about RRT 1.51
(Mass m/z=458 Benzo
imidazole adduct) / Ilpumecs npu
RRT 1,51 (macca m/z=458
6eH3uMKIa3oNa aanyKr)
Individual unidentified impurity / Below BDL (BDL= 0.1 %) / Hivke Not more than 0.2 % / He 6onee 0,2 %
Envnuynas 0
nopora peructpauunu (ITP 0,1 %)
HeuaeHTH(HUHPOBaHHas TIPUMECH
Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6oaee 2,0 %
rnpumece
6 |Residual Solvents content / 1473 pg/tab / 1473 mkr Ha tabnerky | Isopropanol — not more than 2621 pg per tablet /
OcraToyHbie OpraHM4ecKHe Hsonpomnaxon — e Hosiee 2621 Mxr Ha TabneTky
pacTBOpPHUTEH
7 | Uniformity of dosage units / 25725 Aceptance value (AV) should be not more than 15.0.
OaHOpOAHOCTL J03HPOBAHHBIX / Moka3zarens npruemyieMocTd (AV) noymxeH ObITh He
eAHHHUIL bonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipogyxr COOTBETCTBYET Tpeboanusm HJI 3akmouenne: OJOBPEHO
e
Prepared by / ] €Checked by / _ Approved by: Manager/Executive /
[ToarorosieHo: [TposepeHoy 9 ,\70 Onob6peno: Menemxep / PyxoBoautens
By s == 3
Date / Date / ) : Date /
Harta: Hata: A ~12 —op2¢/ Hara: 31 Uy
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) o CERTIFICATE OF ANALYSIS
D r. Re d d y S ‘.. CEPTHOUKAT AHAJIU3A

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

Hpoayxr: Paso”, tabnerin, HOKphIThIE KHLIEYHOPACTBOPHMOIT 00010MKOiT, 20 MI

Market / PoIHOK : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /
Cepus Ne P C2417284 Pazmep cepun 1500000 Tab
Analytical Repovrt No./ . 890001784163 Date of Analysis / . 31/12/2024
AHasuTHYecKHii oTyeT No HaTa aHann3a

Date of Manufacture / . 01/11/2024 Date of Expiry / . 31/10/2026
Mara npou3zsoactsa TIogen no

Mfg. License No. /

Ilpoussoacreennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI’-RU)
anuensna Ne

E\nal_vsis performed according ND No / Ananus nposenen no HJT Ne: JITE-Ne(004603)-(PT-RU)-130224

Page4 of 5/Crp.4u3 5

’78 Microbiological purity*/ MuxpoGuosiornueckas aucrora*

a) Total aerobic microbial count / Less than 10 CFU/g/ | Not more than 1000 CFU/g/
Ob61ee ynco a3poOHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MUKPOOPraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obuee uucio Menee 10 KOE/r He 6onee 100 KOE/r
APORCGKEBBIX U IJIECHEBBIX TPHEOB
¢) E.coli Absentin 1g/ Shall be absent in 1g/
OtcytcrByet B I JlomKHBI OTCYTCTBOBATE B 1 1
9 |Assay / KonudecTBeHHOe 19.8 mg/ 19,8 Mr 18.0 to 22.0 mg of C1sH20N303SNa (Rabeprazole
onpeaeeHue sodium) (90 to 110 % of label claim) per tablet. /

Ot 18,0 mr m0 22,0 mr C13H20N303SNa
(pabenpazon natpus) (or 90 xo 110 % ot
HOMUHAJIBHOTO COAEPKaHUs) B TabJieTke.

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters with a | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 Tabnerok B OGnucrepe us
Tabnetok B Gnucrepe uz ([IBX/AJI/ITA) | (IIBX/AJI/ITA) donbru / amomuHueBoit donsru. Mo
donbru / anroMuHueBoit Gonbru. 2 1 vnu 2 6aucrepa BMECTE C JINCTKOM-BKJIEBIIIEM B
Onucrepa BMeCTe C JIICTKOM- MaYKy KapTOHHYO.

BKJIAABIIEM B Ma4YKy KApTOHHYIO

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Ipoaykr COOTBeTC'Sﬁ‘ TpeboBanusm HJI 3axmoyenne: OJOBPEHO

Prepared by / /(25T Checked by / Approved by: Manager/Executive /
[Moaroroieno: <Fz) Hposepem:@ ~pP Opnobpexo: Menemxep ;{’)\ZKOBOHI/ITCHB
Date / 3 IH2-2.00L Date / = - Date / e oy
Hara: Hata: A1) ~jo - 9n2¢s | Hara:
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} ‘O. CERTIFICATE OF ANALYSIS
D r. Red d y S g CEPTUDPUKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa3o®, TaGneTky, MOKpBITEIE KMLIEYHOPACTBOPUMOI 060104KOit, 20 Mr

Market / PoIHOK : Russia / Poccus

Batch No. / . 2417284 [Batch Quantity / 1500000 tab /

Cepun No ) Pa3mep cepun 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHanuTH4YecKuii oTyer Ne RGSDTINISAIED JlaTta anaymnza u S

Date of Manufacture / . Date of Expiry /

| g Se—— : 01/11/2024  |Tomen no : 31/10/2026

Mfg. License No. /

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

Analysis performed according ND No / Anasnus nposeaen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224
PageSof 5/Crp.5us s

API name / HaumenoBauue ADC: Rabeprazole sodium / Pa6enpazon Hatpus

INN / MHH: Rabeprazole / PaGernpazon

API manufacturer batch number /

Homep cepun nponssoaureasa AQC: ACQHO000111

FP Manufacturer API Batch number /

Homep cepun cyGeranunu FCQA00250

npoussoauTens I'JId:

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

IlponsBoautens ADPC, crpana: H-p Pennu'c Jlaboparopuc JIta., Uunus.

IF\I;H:;;:; l;iis;i:;t:li(t):l/zét(:ﬂ]:rl:]osg): / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HanmeHoBaHHe, agpec M HOMeD JIMLEH3HH (ligenseione I AN 1)

e — Ocyl’I.leCTBJ'lﬂlOl.lleﬁ ITpomsBoacTBEeHHOE Noapa3enenue - 3, yuactku Ne 41, yacte 42, yacte 45 H yacth

TDOH3BO C',I"BO OHTDON 46, bauynamnu (Buinamk), bauynanny (Mannan), Menuan Mankamkrupu (Jucr.),
P 2 P wtar Temanrana, Uuaus (JIuuensus Ne 59/RR/AP/97/F/R)

kavecTsa/Beimyck LJID /

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».

3akuiiouenue 0 cOOTBeTCTBHM: «HACTOAIINM s MOATBEPXKIAKO, YTO NMPUBEACHHAS BhIlIe HHOpMALMA ABISETCA JOCTOBEPHOH W TOUHOM.
DTa cepus NPOAYKUMM Npou3BeneHa (BKrouas ynakoBKy (MapKHpOBKY) M KOHTPOJIb KayeCTBa) Ha BbIICYKa3aHHOH MPOU3BOACTBEHHOH
ruomaake (MomaaKax) B MoJIHOM COOTBETCTBUU C TpeboBanusimMu [IpaBuNl Haanexaliei Npon3BOACTBEHHON MpakTHki EBpasuiickoro
skonommyeckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHSIMH KOHTPOJIA KAYeCTBA JIEKAPCTBEHHBIX
CpPeNCTB, & TAKKE B COOTBETCTBUMH CO CHEUHPUKALMAMY, COAEPIKAMMHCSA B PETUCTPALHOHHOM [OChE CTPaHBI-UMIOPTEpA. 3aNKCH TI0
TPOU3BO/ICTBY, YIIAKOBKE W aHAJIN3Y NMPOBEPEHEI, U YCTAHOBJIEHO MX COOTBETCTBUE TpeboBaHUAM IIpaBun Hajexamei npor3BOACTBEHHOM

NpaKTUKH EBpaSPIﬁCKOFO IKOHOMHUYECKOI'0 COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusim H/J 3akmouenune: OJOBPEHO
b )

Prepared by / ﬁﬂ' “t~Checked by / Approved by: Manager/Executive /
Iloarotosneno: | M [MposepeHd: p )\ ~_p Ono6peno: Menemxep / PykoBoAUTENb

- N s ol :3’/
Date / Date / Date /

~1 : 31y

Iara: 32 W Jata: At ~12 ~907¢ / JlaTa:




