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Dr.Reddy’s @€z

Product : Razo", enteric-coated tablets, 20 mg
Mpoaywr: Pa3o®, radnerkn. mokpsirsie KHIIeYHOpacTBopumoil obonoukoii, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

JAUUeH3usa Ne

Market / Poinok : Russia / Poccust

Batch No. / . C2417280 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pazmep cepun " 1500000 Ta6

Analytical Repovrt No./ : 890001784016 Date of Analysis / . 30/12/2024
AHaJHTHYECKHIi 0T4YeT No Hara anasnuza

Date of Manufact.ure / . 18/10/2024 Date of Expiry / . 30/09/2026

Hara npoussoncraa Toaen a0

Mfg. License No. /

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

Analysis performed according ND No / Anaaus rnposeaen mo HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Pagel1of 5/ Crp.1 u3 5

Ne

Test / IlokasaTtesn

Result / PesyabraThi

T

Specification / Hopma

1

Appearance / Onucanne

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrumsle, iBoSKOBBINYKIbIE
TabJIeTKH, TOKPBITHIE 060I04KOI
CBETNO-XXEATOrO 1BETa C MAPKHUPOBKOM
kpacHoro usera «RB20» Ha onHoit
cropone. Ha nonepeuHom paspese saapo
6enoro ugera.

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. / Kpyrisie, JBOSKOBBITyKNbIE TaGIETKH,
TIOKPEITEIE 0607104KO OT CBETJIO-KEIITOrO 10
JKEJITOrO 1IBE€Ta C MApPKHUPOBKOH KPacHOTo 1BeTa
«RB20» Ha oxHoit cropone. Ha nonepeunom
paspese aapo oT 6enoro a0 noutu 6eroro 1BeTa.

Identification By HPLC /
Haenrnduxamna BIKX

Complies as prescribed /
CoortsetcTBYyeT TpebOBaHUAM

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). /
Bpewms ynepxuBaHHs OCHOBHOTO MUKA Ha
XpOMATorpaMMe UCTIBITYEMOIO PacTBOpa
JOJDKHO COOTBETCTBOBATH BPEMEHH
yAEepKHBaHUsI OCHOBHOTO IMKa Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHOTO
o6pa3zna pabenpasona Harpus (pazgen
«KonuyectBeHHOe onpeneneHme).

Average weight /
Cpeauss Macca

207.13 mg /207,13 Mr

212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 mr £ 5 % (ot 202,05 mr no 223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykT coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO

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

IToaroTosineHo: Iposepeno;~77 Onobpeno: Menensxep / Pykosoaureb
R -Aavee) Keddy == |

Date / Date / ate 31An ey

Jata: %\r—\'z”z 5 Hata: A\ ~12 ~op2t) | Hara:




Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
Mpoaykr: Pasa”, raGaerky, nokpeirbie KHLICYHOPACTBOPHMOIT 000/104K0iT, 20 Mr

Market / Peisok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne =Catlias0 Pasmep cepun * 1500000 Tab
Analytical Repovrt No. / . 890001784016 Date of Analysis / . 30/12/2024
AHanuTHYecKHii oTyeT Ne Jara ananuza

Date of Manufacture / . 18/10/2024 Date of Expiry / . 30/09/2026
Mata npoussoacrsa I'open no

Mfg. License No. /
MpoussoacTeennan
JHueH3Ha No

: 59/RR/AP/97/F/R

MA number: / Homep PY :

JITI-Ne(004603)-(PT-RU)

Analysis performed according ND No / Anaans nposeaed no H Ne: JITT-Ne(004603)-(PTI'-RU)-130224

Page2 of 5/Crp.2 m35

4 | Dissolution / PacTBOopenne

ot HoMumHaneHOro cogepxkanus Ci1gHyoN3;O;SNa

Unit-1/Eqununa-1 1%
Unit-2/Enunnua-2 1%
Unit-3/Equnnna-3 0%
Unit-4/Eaununna-4 1%
Unit-5/Enudnna-5 1%
Unit-6/Enununa-6 1%

Average / Cpepn. 3Hauenue: 1 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of CisH2oN3O3SNa  (Rabeprazole
sodium) label claim in 2 h. / B 0,1 M pactsope
XJIOPUCTOBOJOPOJHOM KHCIOTEI — He Gonee 10 %

(pabemnpa3zon Hatpus) uepes 2 u.

|In buffer solution pH 8.0 —not less than 75 % (Q)

Unit-1/Eaununa-1 93 %
Unit-2/Enudunua-2 91 %
Unit-3/Ennuunna-3 91% |
Unit-4/Eauavua-4 90 %
Unit-5/Equnnua-5 92 %
Unit-6/EqnHnua-6 91 %

Average / Cpenn. 3uadenue: 91 %

of CisHz0N303SNa (Rabeprazole sodium) label
claim in 60 min. / B 6ydepHom pacteope pH 8,0 —
He MeHee 75% (Q) oOT HOMMHAJIBLHOIrO
conepxanust  CigHoN3O3SNa  (pabenpazon
HaTpus) Yepes 60 MHH.

5 | Related Substances /
PoacTBenHble npumecH

Rabeprazole N-oxide/
Pabenpazona N-oxcun

Rabeprazole Sulfone/ PaGenpazona
cyabdoH

Rabeprazole Methoxy analog/
PaGenpazona METOKCH aHANOr

Rabeprazole Chloro analog/
Pabenpa3ona xiopo aHajior

Rabeprazole Sulphide/
Pabenpasona cynbdun

Rabeprazole Related compound A/
Pabemnpazona poacTBeHHAas
rnpumecs A

Not detected / He o6HapyxeHa

0.08% / 0,08%

Not detected / He o6HapyxeHa

Not detected / ne-o6HapyxeHa

Less than LOQ (LOQ: 0.027 %)/
Hudke npenena KojM4ECTBEHHOTO
onpezneneuns (ITKO: 0,027%)

Not detected / He obHapyxeHa

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 %

Not more than 0.5 % / He 6o:ee 0,5 %

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

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYET TpeGoBanusiM HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

IToarorosneHo: [TpoBepen J N\, —~2 Onobpeno: MeHnemxkep / PykoBoanuTens
R -Q\lavern) &Ady @ _ : S

Date / Date/ Date S| A

Hara: LP%\.—\L"ZM Hata: 23/~ 9 ~207 2/ Hara: ™
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Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
Tipoaywr: Pazo”, vabnerkn, nokpeireie KHIIIEY HOPacTBOPHMOIi odonevkoii, 20 Mr

Market / PuiHok : Russia / Pocens
Batch No. / . C2417280 Batch Quantity / . 1500000 tab /
Cepns Ne ) Pasmep cepun 1500000 Tab
A i . i

nalytical Repourt No./ . 890001784016 Date of Analysis / . 30/12/2024
AHanuTnuyecknii otyer Ne Jara ananusa
D .

ate of Malnufacture/ . 18/10/2024 Date of Expiry / . 30/09/2026
Jdata npou3soacrTea Logen no
Mfg. License No. /
Iponseoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
nnuens3ns Ne

Analysis performed according ND No / Anasiu3 nposegen no H/I Ne; JIIT-Ne(004603)-(PI-RU)-130224

Page3 of 5/ Crp.3 u3 5

Rabeprazole Related compound C/
Pabenpa3ona poacTBeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / TIpumecs npu
RRT 1,51 (Macca m/z=458
OeH3uMUIa3oNa aLayKT)

Individual unidentified impurity /
EnunnuHas
HeUIeHTHHUIMPOBAHHAS NIPUMECH

Below LOD (LOD = 0.02 %) / Huxe
npenena obHapyxenus (IT0 = 0,02 %)

0.02%/0,02%

Not detected / He obHapyxeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpauuu (ITP 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 6ounee 0,5 %

Not more than 0.2 % / He 6onee 0,2 %

Total impurities / Cymma
npumeceit

0.1%/0,1%

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

6 |Residual Solvents content /
OcTaToYHbIE OPraHuYecKHe
PACTBOPHTEJH

1392 pg/tab / 1392 Mkr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
Hsomnponanon — He bonee 2621 Mxr Ha TabneTky

7 |Uniformity of dosage units /
OqHOpPOJHOCTL O3MPOBAHHBIX
eTHHHILI

5.7/5,7

Aceptance value (AV) should be not more than
15.0. / Tlokasarens npuemiaeMoctu (AV) I0mKeH
6eITH He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [TponykT coorBercTByeT TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouenue; OJOBPEHO

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

[Toarorosnexo: LIposepeHo: 9 Onobpeno: MeHemxep / PyKkOBOAHUTEND
Q ~L\LQ UQQ/' ) eeddy - — / -

Date / Date / Date 31Ax

Jara: V\% v~ 2/2,0"'7 Jara: A~z -~ 2024y | Hara: '
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) o® CERTIFICATE OF ANALYSIS

Dr.Re ddy S ‘,0 CEPTU®UKAT AHAJTH3A

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

lpoaywr: Pazo”, TabneTky, NOKPHITHIC KHIIEHHOPACTBOPHMOH 060040, 20 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / ) Batch Quantity / . 1500000 tab /

Cepns Ne el Bassepreepun * 1500000 Ta6

:nalytlcal Rep03't No./ . 890001784016 Date of Analysis / . 30/12/2024
HAJIHTHYECKH oT4eT No JaTta ananu3za

Date of Manufacture / . 18/10/2024 Date of Expiry / . 30/09/2026

Jata npousBoacTBa Toxen mo -

Mfg. License No. /

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

Junensus Ne

Analysis performed according ND No / Aranus nposegen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224
Page4 of 5/ Ctp. 4 35

8 | Microbiological purity*/ MukpoGuosiorudeckasi yucrora*

a) Total aerobic microbial count / 10 CFU/g / Not more than 1000 CFU/g/
O6ee YHCeno aspoOHBIX 10 KOE/r He Gonee 1000 KOE/r
MHKPOOPraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6mee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JIPOXOKEBBIX U TUIECHEBBIX rpuboB
¢) E.coli Absentin 1g/ Shall be absent in 1g /
OrcyTterByeT B 11 JomxHbI oTCYyTCTBOBaTH B 1 T
9 |Assay/ KonnuecTBenHoe 19.8 mg/ 19,8 mMr 18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole

sodium) (90 to 110 % of label claim) per tablet. /

ornpeaeJeHuHe
Ot 18,0 mr g0 22,0 mr C13H20N303SNa
(pabenpa3zon Harpus) (ot 90 mo 110 % ot
HOMMHAJILHOTO COAePKaHus) B TabneTke,

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 Ttabnetok B O6nuctepe u3
Tabnetok B Gnucrepe uz (IIBX/AJI/ITA) | (ITIBX/AJI/TIA) doabru / antoMuHHEBOH (obru.
¢donpru / amroMHHHEBOH POJBTH. 2 ITo 1 unu 2 6nucrepa BMeCTE€ C JIHCTKOM-
6aMcTEpPa BMECTE C JIUCTKOM- BKJIQJILIIIEM B TT2UKY KAPTOHHYIO.

BKJTAJIBIILIEM B MAYKY KAPTOHHYIO

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ilpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusm HJJ 3akmwoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosneso: Hposepex—xo@mf Onobpeno: Menemxep / PyxoBoaurens

¢ -Qlavevn Reddy ) >
Date / W : Date / o Date / 3

20 U/ Fv—=e

Hara: 2 A\2” Jlara: A ~12 ~209 04 | Hara: i i
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y q.. CERTIFICATE OF ANALYSIS
Dr.Re ddy S e CEPTHOUKAT AHAJIN3A

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

Hpoaywr: Paso”, taGnerwn, MOKPEIThIE KHIIEYHOpacTBopiMoii obonoukoii. 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: C24172 :

Cepusn Ne 80 Paszmep cepun 1500000 Tab

Analytical Report No. / . Date of Analysis /

AnannTndeckuii oryer No B ENOMEIIG Jara anannza E EQi20st

Date of Manufacture / . Date of Expiry /

- : 18/10/2024 Tozen 1o : 30/09/2026

Mfg. License No. /

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

JHIEH3HsT No

Analysis performed according ND No / Ananus nposenen no HJ/I Ne: JITT-Ne(004603)-(PT-RU)-130224

PageSof S/ Crp.S5u35

API name / Haumenosaune A®C: Rabeprazole sodium / Pabenpazon narpus

INN / MHH: Rabeprazole / Pabenpa3son

API manufacturer batch number /

Homep cepun npoussogutens ADC: ACQHO000106, ACQHO00082

FP Manufacturer API Batch number /

Homep cepnu cyGeranunu npoussoantens FCQAO00249, FCQA00248

IJ1®:

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

IIponssoaurtess A®C, crpana: H-p Penau’c Jlabopatopuc Jita., Uanus.

ﬁ e ;‘:ﬂ: fﬁ;’ ;‘t‘:'/‘"crg:fr‘;’l“sg: /f(l){eleasEP FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

HaumeHoBanue, agpec H HoOMep JTHUEH3UH
e l’l.lel(l:!l)‘BJIﬂlO eﬁp u ITpouzBoacTBeHHOE MoApazaencHue - 3, yuactku Ne 41, yacts 42, yacte 45 1 yacts
) 0CY lll 46, bayynannu (Bunnamxk), bauynannu (Manpan), Mexuan Mankamkrupu (Jluct.),

;%0£3/BOMTBOIKOHTPOHL RASCETB/BEYCK wrat Tenanrana, Uuaus (JTuuensus Ne 59/RR/AP/97/F/R)

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».

3akiai04yenue 0 cooTBeTcTBUM: «HacTosmum s NoATBEpXKAar0, YTO NPUBENEHHAs BhIlUe HH(GOPMALIHS ABJISETCS JOCTOBEPHOM U TOYHOIA.
Dra ceprs NPOAYKLMH MPOU3BEACHa (BKJIFOYas YIAaKOBKY (MapKHPOBKY) U KOHTPOJb KAuecTBa) Ha BHILIEYKa3aHHOH NMPOU3BOACTBEHHOMH
momanke (MouaaKax) B HOJHOM COOTBETCTBHU ¢ TpeGoBanusaMu [IpaBun Hamnexaiieil npoW3BOACTBEHHOMN NpakTHKH EBpasuiickoro
skoHoMHueckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGOBaHUAMH KOHTPONS KauecTBa JIEKAPCTBEHHBIX
CpPEICTB, a TAK)XE B COOTBETCTBHH CO CrielU(UKALUIMH, COAEPKAIMMUC B PETHCTPALIMOHHOM IOChe CTpaHbl-MMIOpTepa. 3aIlkcH 1o
TIPOU3BOJICTBY, YIIAKOBKE M AHAJIM3Y MPOBEPEHB!, H YCTAHOBJICHO WX COOTBETCTBHE TpeboBaHuAM [TpaBun Hagnexatei Mpou3BOACTBEHHOMN
npakTuku EBpa3uiickoro 3KOHOMHUYECKOTO COK3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykt coorBercTBYeT TpeboBanunsaM HJJ 3axsmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: IIpoBepeHo: @ —~ Onobpeno: Menemxep / PykoBomutens

£ .(lavers) ﬂedd;/ = >
Date / % Date / N Date / 3

A

Jlara: lrllﬂ’m'y Hara: A 1~12 ~202¢/4 Iara: ‘ “




