De
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HIKAT AHAJIM3A

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

Iponysr: Paso”, Tabnetkn, mokpeIThie KHIIETHOPACTEOPHMOTT 060104KO0i1, 20 Mr

Market / Poivok

: Russia / Poccust

ABasuTHYeCKHT oTYeT No

aTa anannza

Batch No. / . Batch Quantity / . 1500000 tab /
Cepun Ne mgeeoe Pasmep cepun "~ 1500000 a6
Analytical Report No. / . 890001834173 Date of Analysis / . 31/08/2025

Date of Manufacture /
AaTa npoussoacerea

Date of Expiry /

: 08/07/2025
|Tl'omen oo

: 30/06/2027

Mfg. License No. /
IponzsoacrBennas
Junenzung Ne

: 59/RR/AP/9T/E/R

MA number: / Homep PY : J I1-Ne(004603)-(PT'-RU)

| Analysis performed according ND No / Ananus nporenen no H/1 Ne: JITI-Na(004603)-(PT-RU)-130224

Page1of5/Crp.1m35

Test / MMoka3zaTean

[ Ne

Result/ P_e3y.m>Ta'rb|

Specification / Hopma -

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriible, ABOSKOBbIMyKJIbIe
TabIeTKH, MOKPBIThIE 060N0YKO
CBETJIO-)KENITOrO UBETA C MAPKUPOBKOJ
kpacHoro ugeta «RB20» na ognoii
cTopoHe. Ha nonepeutom paspese sapo
6enoro upera.

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. /
Kpyrnsie, nrogkossinyknsie Tabnetku, noxpeirsie
000JI0UKOl OT CBETIIO-KENTOrO IO KENTOI0 1IBCTa
C MapKHpOBKOH kpacHoro LpeTa «RB20» ua onHoii
cropone. Ha nonepeunom paspese sapo ot Genoro
0 nodtH 6enoro useTa.

2 | Identification By HPLC /
Haentngukauns BIKX

3 | Average weight/
Cpeansst macca

Complies as prescribed /
CooTBeTcTByeT TpebOBaHHSIM

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
YIEP>KUBAHUS OCHOBHOTO IMKa HA
XpOMaTorpaMMe UCTIBITYEMOr0 PACTBOPA AOMKHO
COOTBETCTBOBATL BPEMEHH YIEPIKHUBAHUS
OCHOBHOrO NMMKa Ha XpoMaTorpaMMe pacTBopa
cranaapTHoro obpasua pabenpa3zona HaTpus
(paznen «KonuuecTBeHHOE onpenencHe»).

21054 mg /210,54 mr

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

Remarks : The Product confirms to ND/
Ipumeuanue: [IponykT coorBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /

3axnouenue: OJOBPEHO

~Approved by: Manager/Executive /

Prepared by / Checked by / o=

HOII?FOTOBJ'I};HO: & [IposepeHo: (4?%4.’" Onobpeno: Menekep / PykoBonntens
< e

Date / Date / 2~ ) 025 | Date / . 9

Jara: 30-03-20%5" Jara: 8/ Jara: 2DE
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALY

SIS

CEPTHDHKAT AHAJIN3

A

Product : Razo", enteric-coated tablets, 20 mg
Npoaycr: Pazo”. Tadnerki. nokpeirsie KHLIEYHOPACTEOPHMOLT 0007104K0#, 20 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . C2510232 Batch Quantity / ; 1500000 tab /

Cepusi Ne Pasaiep cepun 1500000 Tad

Analytical Report No. / . Date of Analysis /

Anannrauecienii oaer N : 890001834173 . : 31/08/2025

Date of Manufacture / ] Date of Expiry /

P — : 08/07/2025 Fosten a0 : 30/06/2027

Mfg. License No. / o o o
[IpousBoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIT-Na(004603)-(PI'-RU)
JHueHznn Ne

-_-\nal_vsis performed according ND No / Anaans nposencn no 111 No: JITT-Ne(004603)-(PI"-RU)-130224

—

_Page2of 5/Crp.2 w35

4 | Dissolution / PacTBopenue Unit-1/Eaunnua-1 %  [In 0.1 mydrochlonTacid solution — not more than|
Unit-2/Eaunnua-2 0% 10 % of C13H20N303SNa (Rabeprazole sodi um) |abel ‘
Unit-3/Eaunnua-3 4% claim in 2 h. / B 01 M pacteope
Unit-4/Enunnna-4 3% XNIOPHCTOBONOPOAHON KHCIIOTHI — He Gonee 10 % or
e Unit-5/Eminuua-5 4% HOMHHaNbLHOTO COAEpKaAHUA CisH0N30;SNa
Unit-6/Epnunua-6 ‘ 4%, (pabenpazon narpus) uepes 2 4.
Average / Cpen. 3Hauenne: 3 %
Unit-1/Eaunnna-1 | 80 % In buffer solution pH 8.0 — not less tﬁﬁSW(Q)_@f
Unit-2/Eannnua-2 77% _ |CisH20N3O03SNa (Rabeprazole sodium) label claim
Unit-3/Eaunnua-3 82 % in 60 min. / B 6ydepHom pacteope pH 8,0 - He menee
Unit-4/Egunnua-4 82% 75% (Q) OT HOMHUHAJBLHOIO cofepXXaHus
Unit-5/Equanna-5 78 % CisH20N303SNa (pabenpazon HaTpus) uepes 60 MuH,
Unit-6/EanHua-6 84 %
Unit-7/Eapnnua-7 85% |
Unit-8/Eannua-8 86 %
Unit-9/Ennanua-9 87 %
Unit-10/Eaunnua-10 90 %
Unit-11/Eannanna-11 92 %
Unit-12/Eaunnua-12 82% |
Average / Cpen. 3Hauenue: 84 %
5 | Related Substances /
Poactsennbie npumecu
Rabeprazole N-oxide/ Not detected / He oOHapyskeHa Not more than 0.5 % / He 6onee 0,5 %
Paternipazona N-okcug
Rabeprazole Sulfone/ Pabenpasona 0.11%/0,11% Not more than 0.5 % / He 6onee 0,5 %
cynbdoH
Rabeprazole Methoxy analog/ 0.05% /0,05% Not more than 0.5 % / He Gonee 0,5 %
Pabenpazona MeTokcu aHanor
Rabeprazole Chloro analog/ Not detected / ne oBHapyxena Not more than 0.5 % / He 6oee 0,5 %
PaGenpasona xnopo ananor
Remarks : The Product confirms to NDY/ Conclusion : APPROVED /
Ipumeuyanue: [IponykT cooreTcTBYET TpedopaHsM HJL N gaxmoqerme: OJOBPEHO
p
Prepared by / Checked by / “"FApproved by: Manager/Executive /
[logrorosnexo: & Hponcpcun? OnobpeHo: i\gfnen}rcq?‘f_’ Pyxroponnrens
Date / — Date / ‘ % ~202.6] Date / i .
Jlara: A -od sl Jara: Gl Hara: 5126 ol
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

’T’roduct : Razo", enteric-coated tablets, 20 mg

[MpoaykT: Pa3o®, taGnericn, nokpbrrsic KHIWIEYHOPACTROPHMOH o6onoukoii, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /

: C2510232 -

Cepiia Ne 251023 Pasmep cepun " 1500000 Tab

Analytical Repourt No./ . 890001834173 Date of Analysis / . 31/08/2025

Ananuruyecknii oryer Ne llaTa ananuza

]?ate of Manufaclt_ure/ . 08/07/2025 Date of Expiry / . 30/06/2027
|lata nponssoacrea I'ogen o

Mifg. License No. / o
ITpoussoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIN-Ne(004603)-(PI'-RU)
nnueHsusi Ne _ -
Analysis performed according ND No / Ananns npogeacH no 1 No: JIM-Ne(004603)-(PT-R1)-130224

Page3 of 5/Crp.3 w35

"_Rabeprazolc Sulphide/
Pabenpasona cynsdun

Rabeprazole Related compound A/
Pabenpazona poncreeHHas
npumech A

Rabeprazole Related compound C/
Pabenpasona poncreennas
npumeck C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

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

imidazole adduct) / IMprumecs npu
RRT 1,51 (macca m/z=458
OeH3uMHAa30Na aanyKT)

Individual unidentified impurity /
Ennnuunas
HeuAeHTHQUUWpOBaHHA NPUMECH

0.03%7/0,03%

Not detected / He oGnapykeHa

Below LOD (LOD = 0.02 %) / Huwxe
npeacia obnapysxennst (IO = 0,02 %)

0.01%/0,01%

Not detected / He oGHapyseHa

Below BDL (BDL= 0.1 %) / Husxe
nopora peructpaunu (TP 0,1 %)

Not more than 0.5 % / He 6osntee O,F/o_

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 0.2 % / He 6onee 0,2 %

Total impurities / Cymma
npuMecel

0.2%/0,2%

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

Remarks : The Product confirms to ND/
IMpumeuyanne: [TponyxTt cooTBeTCTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

P .
Prepared by / Checked by / _ Approved by: Manager/Executive /
[ToaroToBneHo: & [posepenq: (/_)f’ Opnobpeno: g\lcﬁf{l&PJ Pyxosopurens
Date / 8o | Date/ o> 2-2c2 ] Date/ v 9= T
Jara: 3103V Jara: 3’ Jara: 3 ["[)g




@
Dr. Reddy’s ‘3’ CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIM3A

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

Mponyit: Pazo®, Ta6nerki, MOKPBITEIC KHILCHHOPACTROPHMON 00onouKkoii. 20 Mr

Market / Poinok : Russia / Poccus

B'atch No. / . 2510232 |Batch Quantity / . 1500000 tab /

Cepusnt Ne Pasmep cepnn 1500000 Ta6

Analytical Report No. / . Date of Analysis /

| AHAJTNTHYeCKHIl 0TueT No g 00T I JaTa anannza SIS

Date of Manufacture / . Date of Expiry /

e ———— : 08/07/2025 Togen 10 1 30/06/2027

Mfg. License No. / o
lpouzBoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PI'-RU)
[uueHzust Ne |

L&nai)'sis performed according ND No / Awaauz nposeaen no H/I No: ..'I!I-.N?_-((JO-I(){IS}—(P_F-RLT}—130224

Paged of 5/ Crp.4m35

’76 Residual Solvents content / 1484 pg/tab / 1484 mkr Ha Tabnerky  |Isopropanol — not more than 2621 ﬁg p_er tablet/
OcTaTouHble opranuyecKue Hzonponanon — ve Gonee 2621 Mkr Ha Tabnerky
pacTBOPHTEH

7 |Uniformity of dosage units / 64/64 [Acceptance value (AV) should be not more than
OaHOPOAHOCTE JO3HPOBAHHBIX 15.0. / Tlokazarenp npuemnemoctu (AV) gomken
eqMHNI 661TH He 6onee 15,0.

8 | Microbiological purity*/ Muxpo6uonornyeckas uncrora®

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
Ob1ee uncno aspobGHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPraHU3MOB
b) Total combined yeasts and K Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obwee yuco Memnee 10 KOE/r He 6onee 100 KOE/r
JPOXIKEBLIX U TUIECHEBLIX TPHGOB
¢) E.coli R Absentin 1g/ Shall be absent in 1g/
OrcytcrByeT B 1T JomxHe! otcyreTBoBaTth B 1 1
9 | Assay / KosimdectBenHoe 194 mg/ 19,4 mr 18.0 to 22.0 mg of C1sH2N303SNa (Rabeprazole

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

onpeaeJjenue
Ot 18,0 mr mo 22,0 mr C3sH20N3;03SNa
(pabenpazon narpus) (ot 90 o 110 % ot
HOMMHANIBHOTO COAEPKaHus) B TabJleTKe.

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/Al/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. / I'To 15 carton. / Tlo 15 -Tabaerok B Onucrepe mu3
Ttabnerok B 6uctepe uz (IBX/AJI/ITA) | (TIBX/AJI/TIA) doneru / anmromuuneBoit donern. [o
doneru / anoMuHueBoii Gonbru. 2 1 unu 2 6nucTepa BMECTE C TUCTKOM-BKIIa[bIIEM B
6sucTepa BMECTE C JIHCTKOM- MayKy KapTOHHYIO.

BKJIaJBIIIEM B MTAYKY KAPTOHHYIO I
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykr coorBeTcTBYET TpeboBaHuam HJJ 3akawouenue: OJOBPEHO

Y )

Prepared by / Checked by / o /@f‘i’,‘, Approved by: Manager/Executive /
[Toarorosneno: & [TposepeHo: %/ g Onobpeno: [\-1ci-|e;L3|cc[3_L Pykoeoanrens
-

Dato / U 081005 | Date/ L)L 2024 Date/ LR~

Hara: Hara: Hara:
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. Dr. Reddy’s Q.O. CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A
[ - = S
Product : Razo", enteric-coated tablets, 20 mg -

Oponywr: Pazo’, rabnetin, nokpsirsie KUY HOPACTBEOPIIMOIT obonoukoit, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / . C2510232 Batch Quantity / : 1500000 tab /

Cepun Ne Pasmep cepun 1500000 Ta6

Analytical Report No. / . Date of Analysis /

ABanHTRYeckHii oraer No : 890001834173 Jata anaansa : 31/08/2025

Date of Manufacture / . Date of Expiry /

lata npowssoacrea : 08/07/2025 | Foen o : 30/06/2027

Mfg. License No. / o -
MpoussoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITE-Ne(004603)-(PT-RU)
JUUeH3us Ne |

|Analysis performed according ND No / Anaans npopened mo HJL Ne: JITT-Na(004603)-(PT'-RU)-130224

PageSof5/Crp.5us 5

| API name / Haumenosanne ADC: Rabeprazole sodium / Padenpazon narpus
INN / MHH: Rabeprazole / PaGenpason
API fact batch
manniactmenha (Ch Ambery/ ACSH000110 & ACSH000134

Homep cepun npoussogurtens ADC:

FP Manufacturer API Batch number /

Homep cepnu cyGeranumm FCSA00212 & FCSA00213
nponssoautens [JO:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Iponssoautens AQPC, crpana: H-p Pennw’c JlaGoparopuc JIta., Uunus.
?rf"l':f;If:;‘:iffr’iz'g‘tshi‘t’:‘fgfl’t‘rz"siff: i FTO Unit 3. Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / Bachupally (Mandal)., Medchal-Malkajgiri (Dist.), Telangana , India
HanmenosaHme, aapec ¥ HoMep JHUEH3NH (License No SO/RR/AP/97/F/R)

i N T[IpoussoncTeenHoe nofpazaenetue - 3, yuactku Ne 41, gacts 42, uacTs 45 u yacts
TIOMAIH, OCYIMECTBIISI0IUEH 46, Bauynannu (Bunnamk), Bauynannu (Mangan), Meauan Mankamkrvpu (Jucrt.),
MpONEEONETE0/KOHEPOE war Tenanrana, Unaus (Jluuensus Ne 59/RR/AP/97/F/R)

KkavecTBa/Buinyck I'ID /

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».

3axuioyeHne 0 cooTBeTCTBHM: «HacToAMM 51 MOATBEPXKAAIO, YTO NPUBEASHHAS BhILIE WH(OPMALMS SIBIAETCS NOCTOBEPHOIH M TOUHOM.
OTa cepus NPOAYKUMM NpOH3BEAEHA (BKITIOYAs YNIAaKOBKY (MapKMPOBKY) U KOHTPOIb KadeCTBa) Ha BhILIEYKa3aHHOW MPOM3BOACTBEHHOM
nrouwlanke (MIolaaKax) B MOJHOM COOTBETCTBMH ¢ TpeboBanmamu IIpaBun Haanexaiiell NPOU3BOACTBEHHOM mpakTvku EBpaszmiickoro
skoHoMuueckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHsMKH KOHTPONS KA4eCTBA JIEKAPCTBEHHBIX
CPENCTB, a TAKKE B COOTBETCTBHH CO CrielMbHUKAUMAMA, COAEPKALIMMHUCST B PECHCTPALMOHHOM [OChe CTPaHBI-UMIOPTEPA. 3amicu 1o
NPOHU3BOJCTRY, YIAKOBKE M aHAIU3Y NMPOBEPEHDl, U YCTAHOBIEHO 11X COOTBETCTBHE TpeGoBausiM [IpaBuit Haanexaluef IpoOH3BOACTBEHHOH

NpaKTUKK EBpazuiickoro 3KOHOMHUUYECKOTO COKO3an.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouyenne: OJOBPEHO

IIpumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanuam H]
? P

Prepared by / Checked by / o2~ L Approved by: Manager/Executive /
[MoarorosjieHo: & Hposepex—xo:%’%/ OnobpeHo: Menemicep / PykoBonuTens
0l

Date/ . “Date /
TRl e o e




