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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

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

Mpoayxr: Pa3o®, tabneriu, mokphiTbie ki LEeHHOPACTBOPHMOIi 0Bonoukoil, 20 MP

Januensusi Ne

Market / Poinox : Russia / Poccus

Batch No. / . C2511158 Batch Quantity / . 1500000 tab /

Cepun Ne ) Pazmep cepun * 1500000 ta6

Analytical Repovrt No./ : 890001838286 Date of Analysis / . 20/09/2025
AHaJHTHYECKHI OTueT No Jata anasunsa

Date of Manufacture / - 10/07/2025 Date of Expiry / . 30/06/2027

Jdara npoussoacrea Togxen 0

Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposenen mo HJL Ne: JITI-Na(004603)-(PT-RU)-130224

—)

Pagelof5/Crp.1mu35

Test / IToka3zaTens

Result / PesyabTaTsl

Specification / Hopma

1 | Appearance / Ouncanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrnsie, IBOAKOBHINTYKIIBIE
TabNETKH, MOKPHITHIE 06070UKO#H
CBETJIO-JKETOrO L{BETA C MAPKHPOBKOI
KpacHoro 1gera «RB20» na ogHoit
cropoHe. Ha nonepeunom paspese sapo
6emnoro 1pera.

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. /
Kpyruibie, nposikoBbiyKiibie TafneTicn, NOKPHITEIE
0601104KOI OT CBETHO-XKENTOr0 [0 KENTOro 1BeTa
C MapkMpOBKOH KpacHoro upeta «RB20» Ha omuHoi
cropore. Ha nonepeunom paspeze sapo ot 6eoro
JI0 oYTH 6€NoTo LBETA.

2 | Identification By HPLC /
HMaenTuduranus BIXKX

Complies as prescribed /
CootBercTByeT TpeGoBaHUAM

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
YAEP)KMBAHHS OCHOBHOIO MKKa Ha
XpOMaTorpaMMe HCIIBITYEMOrO PacTBOpPa NOJIKHO
COOTBETCTBOBATE BPEMEHH YACPKUBAHHS
OCHOBHOTO [TMKA HAa XPOMATOrpaMMe pacTBopa
cTaHaapTHOro obpasua pabenpasona HaTpus
(pasaen «Konu4ecTBEHHOE ONPENENEHHEY).

3 | Average weight/
Cpeansas macca

205.37 mg / 205,37 mr

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

Remarks : The Product confirms to ND/
IIpumeuanne: TIponykt cooTBeTcTBYeT TpeboBanusm HJJ \

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO
1

Prepared by / ~Approved by: Manager/Executive /

Ho,umeOBnyeHo: @ Onobpeno: Menemxkep / PykoBoguTess
S

Date / Date / : ~) o) | Date/ aJ — oy

Hara: L3 o ?‘”7/0 = Harta 23—.(36/’ Jlara:
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Dr. Reddy’s Q‘f CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

|7Pr0duct : Razo", enteric-coated tablets, 20 mg
Mpoayxr: Paso”, Tabnerin, MOKPEITEIE KiedHopacTBOpUMoii o6onoukoit, 20 Mr
Market / PoiHoK : Russia / Poccns
Batch No. / . Batch Quantity / 1500000 tab /

: C2511158 -
Cepun Ne Pasmep cepun 1500000 Ta6
Analytical Report No. / . Date of Analysis /
AHaauTnyeckuii oruer No R ERZss JlaTa anaamza # 20/09/2025
Date of Manufacture / X Date of Expiry /
T — : 10/07/2025 Yo 1o : 30/06/2027
Mfg. License No. /
IIpoussoacreeHnas ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JITT-Ne(004603)-(PI'-RU)
JHueH3HA Ne
Analysis performed according ND No / Anasus nposenen mo HJI No: JITT-No(004603)-(PT-RU)-130224

Page2 of 5/C1p.2 u35

|4 | Dissolution / PacTBopenne Unit- 1/Egunnua-1 1% In 0.1 M hydrochloric acid solution — not more than
Unit-2/EnpHuua-2 0% 10 % of C1sH;0N303SNa (Rabeprazole sodium) label
Unit-3/Ennauna-3 4% claim in 2 h. / B 01 M pacTtBope
Unit-4/Eannnna-4 39, XJIOPUCTOBOAOPOAHOM KMCIOTE — He Gonee 10 % ot
Unit-5/Eanunia-5 2%  |HoMuHamBHOTO  comepxanus  C 3HpoN3;O:SNa
Unit-6/Eqnnuua-6 2% (pabenpazou Harpus) yepes 2 u.
Average / CpenH. 3Havenne: 2 %
Unit-1/Enunnua-1 87 % __|In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/Enurnua-2 88 % CigH20N303SNa  (Rabeprazole sodium) label claim
Unit-3/Ennanna-3 84 % in 60 min. / B 6ydeprom pacteope pH 8,0 — ne menee
Unit-4/Enpmnia—4 84 % 75% (Q) or HOMHHAIBHOTO conepyKanus
Unit-5/Ennmnua-5 86 % CisH20N303SNa (pabenpason Hatpus) sepes 60 mun.
Unit-6/Eminnua-6 85 %

Average / Cpens. 3HaueHue: 86 %

5 | Related Substances /
PoacreenHble npumecn

Rabeprazole N-oxide/ Below LOD (LOD = 0.008 %) / Huxe | Not more than 0.5 % / He 6ouee 0,5 %
Pa6enpasona N-okcup, npexena o6uapyxenus (T10 = 0,008 %)

Rabeprazole Sulfone/ PaGenpasona 0.09% / 0,09% Not more than 0.5 % / He 6onee 0,5 %
cynbhoH

Rabeprazole Methoxy analog/ Not more than 0.5 % / He 6onee 0,5 %
Pabenpa3ona MeTokcH aHaor 0.06% / 0,06%

Rabeprazole Chloro analog/ Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona xi1opo aHanor Not detected / He oOHapykeHa

Rabeprazole Sulphide/ Not more than 0.5 % / He 6oaee 0,5 %

PaGenpazona cynbdun 0.03%/0,03%

Below LOD (LOD = 0.019 %)/ Hwke  [Not more than 0.5 % / He 6oiee 0,5 %

Rabeprazole Related compound A/ npezena obuapyeris (110 = 0,019 %)

Pabenpazona poncreeHHas
npuMmech A

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykr coorBeTcTByeT TpeboBanusm HJ{ . | 3axmodenmue: OIXOBPEHO
P

Prepared by / Checked by / o 2~ Approved by: Manager/Executive /
IlonrorosneHo: & IMposepeHod 2=~ Ono6peno: Menemkep / PykoBoauTens

_--f_ V
Date / . Date / . ) | Date/ o3 5 N
Jara: % 0Y oS Ilata: - 7 222 JlaTa:
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

[Product : Razo®, enteric-coated tablets, 20 mg
Ilpoaywr: Pazo®, tabnerki, nokpeitsie KHIIEYHOPACTBOPHMOIi 0Bonoykoii, 20 Mr

ARaauTHyecKuii oTyer Ne

Jara ananuza

Market / Petaox : Russia / Poccus

Batch No. / . C2511158 Batch Quantity / . 1500000 tab /
Cepust Ne ) Paimep cepun " 1500000 Ta6
Analytical Report No. / : 890001838286 Date of Analysis / . 20/09/2025

nMHeH3Hs Ne

Date of Manufacture / . Date of Expiry /

T —— : 10/07/2025 Fogen 10 : 30/06/2027

Mfg. License No. /

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

Analysis performed according ND No / Anaans nposenen no HJI Ne: JITI-N2(004603)-(PT-R1)-130224

Page3 of 5/ Crp.3u35

Rabeprazole Related compound C/
Pa6enpazosna poacTeeHHas
npumeck C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

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

imidazole adduct) / [Tpumecs npu
RRT 1,51 (Macca m/z=458
6eH3uMUIa30Na aIayKT)

Individual unidentified impurity /
EnunuuHas
HEeHIEHTH(ULMPOBAHHAS IPUMECH

Below LOD (LOD = 0.02 %) / Huxe
npenena obHapyxenus (TI0 = 0,02 %)

0.03%/0,03%

Not detected / He oGHapys«eHa

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpauuu (ITP 0,1 %)

Not more than 0.5 % / He 6osee 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
npuMecer

0.2%/0,2%

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

6 |Residual Solvents content /
OcraTo4HbIe OpraHuYecKHe
pacTBOPHTEJH

1395 pg/tab / 1395 mkr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
Hsonponanon — He 6osiee 2621 MKr Ha TaGneTky

7 (Uniformity of dosage units /
OnHOPOAHOCTH 103HMPOBAHHLIX
eJHHHL

7.1/7,1

Acceptance value (AV) should be not more than
15.0. / Tlokasatens npuemnemoctd (AV) nomxeH
OnITE He Oonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: ITponykTt cooTBeTcTBYET TpeboBanuaM HI

Conclusion : APPROVED /
3axiouenne: OJJOBPEHO
)

/Approved by: Manager/Executive /

Prepared by / Checked by, o o]

TToaroToBieHo: ITposepeto; fﬁV Onobpeno: Menemxkep / P}élgOIH/ITCIIL
Date / Date / o9 - Date / a3 -0G ~aow
JaTa: W 0 400 Jara: 25 7 202 Jara:
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A

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

Mpoayxr: Pazo®, raGnetky, nokpsitsie KHIIIEYHOpacTBOpuMOii oboioukoii, 20 Mr

: 890001838286

Market / Poinok : Russia / Poccus

Batch No. / . C2511158 Batch Quantity / ° . 1500000 tab /
Cepusi No ) Pazmep cepun * 1500000 Tab
Analytical Report No. / Date of Analysis /

1 20/09/2025

AHanuTHYeCKHii oTueT No JaTa ananusza
Date of Manufacture / . Date of Expiry /
JaTa npoussoacTea e e Topen po : 30/06/2027

Mfg. License No. /

Juneusus Ne

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

MA number: / Homep PV : JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Apanns nposensen mo HJI Ne: JII-No(004603)-(PT-R1)-130224

Page4 of 5/Crp.4mu3 5

F—

8 | Microbiological purity*/ Mukpo6nonornyeckas uncroTa®

mould count / O6uiee yucio
JPOACKEBBIX H [UIECHEBBIX TPHOOB

Menee 10 KOE/r

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
O61wee yueio aspo6HbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKpPOOPraHH3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /

He 6onee 100 KOE/r

c) E.coli

Absentin 1g/
OtcyrctByeT B I

Shall be absent in 1g /
JomxHbl OTCYTCTBOBATE B 1 T

9 |Assay/ KoanuectBennoe

19.6 mg/ 19,6 mr

18.0 to 22.0 mg of C13H20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /

onpeaejieHue
Ot 18,0 Mr go 22,0 mr Ci1gH20N103SNa
(pabenpazon Hatpus) (ot 90 g0 110 % ot
HOMHHAJILHOTO COAEpXKaHUs) B TableTke.
10 |Packaging / YnakoBka 15 tablets in a (PVC/A1/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
Tabnerok B 6nuctepe u3 (TIBX/AJITIA) | (TIBX/AJIVIIA) bonsru / antoMHHHEBO toneru. ITo
donbru / antoMmunmeBoit Gonery. 2
6iHcTepa BMeCTE C JIMCTKOM-
BKJIAJBIIEM B IIA4Ky KAPTOHHYIO

carton. / Tlo 15 Tabnerox B 6nucrepe w3

1 vy 2 Gnrcrepa BMeCTe ¢ THCTKOM-BKIIaBINEM B
MaYKy KapTOHHYIO.

API name / Hanmenosaune ADPC:

Rabeprazole sodium / Pa6enpazon natpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponspoguressi ADC:

" FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIMH
npoussoaurens [JID:

ACSH000149 & ACSH000859

FCSA00215 & FCSA00479

Remarks : The Product confirms to ND/

IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanmsM HJJ

Conclusion : APPROVED /
3akiaouenune: OJOBPEHO

-

\/ > ‘
Prepared by / Checked by / . 2~ 4 Approved by: Manager/Executive /
: : {2~ Ono6 :M / PyxoBoauTens
IoxroToBineHo: [Tposepeno:l =% nobpeno: Menemxep }é/. M|

Jara:

Date / 93 _/09_2010/ Date /

Jlara:

230x)-2225 | Date! a3 47 -

Jara:
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A
Product : Razo", enteric-coated tablets, 20 mg
MpoaywT: Pazo”, Tabnerky, mokpsIThbie KHIIETHOPACTBOPUMOIi obonoukoii, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . C2511158 Batch Quantity / . 1500000 tab /
Cepun Ne ) Paszmep cepun 1500000 Ta6
Analytical Repo“rt No./ : 890001838286 Date of Analysis / . 20/09/2025
AHaJuTHYeCKHIT 0TueT No JaTta aHanu3a
Date of Manufacture / « 10/07/2025 Date of Expiry / : 30/06/2027
AaTta npon3soiacrea Topen ao
Mfg. License No. /
INpoussoacrsennan : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)
nnnensus Ne
Analysis performed according ND No / Anaaus nposegen no HJI Ne: JITI-Na(004603)-(PT-RU)-130224

PageS5of 5/Crp.5u3 5

KPI Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIponssoantens A®C, crpana: H-p Penmu'c JlaGoparopuc Jita., Uunus.
?;‘:f;::f‘:; iflsr’li‘l“tsli‘t’:‘/zgz’t‘rz"sf;’: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Rel ite / g Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
ease st (License No S9/RR/AP/97/F/R)

H He eC H HOMep JIMIeH3 U
nHa"M: z:a:c i ?cf‘nﬁmloo e:ip N - lNponseoncreentoe noapasaenenne - 3, yuactin Ne 41, vacrs 42, vacts 45 1 4acTh
JTOI[AAKH, OCYILL Ly 46, bayynasnu (Brannamk), Bauynanmm (Maunan), Menuan Mankamxrupn (Mucr.),

NPOH3BOACTBO/KOHTPOIL urrat Tenaurana, Magua (JIunenzus Ne 59/ RR/AP/9T/F/R)
wagecTea/Boinyck 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 establisheds.

3axmoyenue 0 cooTseTcTBHM: «HacToAmuMM 5 IOATBEPKAAIO, 4TO NPHBEEHHAS BBIIE HHPOPMALHUS ABNAETCS JOCTOBEPHOI H TOYHO}A.
OTa cepus MPOAYKUMH Npou3Be/eHa (BKITIOYas YIIaKOBKY (MapKUPOBKY) H KOHTpONb KauecTBa) Ha BBLIIICYKa3aHHOI NPOM3BOICTBEHHOM
miow@ske (MIomankax) B MOJHOM COOTBETCTBHH ¢ TpeGoaruaMu [IpaBan Hammexaneii MPOU3BOACTEEHHOM npakTHku Espasuiickoro
aKoHOMHuecKkoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6OoBaHMSAMH KOHTPOINS KauecTBa JIeKapCTBEHHBIX
CPEIICTB, & TAKXE B COOTBETCTBHH CO CIeLU(UKALMAMH, CONEPKAIUMMHCS B PEFHCTPAHOHHOM JOChE CTPaHbI-MMIOpPTEPa. 3amucy no
TIpOU3BOJICTBY, YIMAaKOBKE M aHAJIU3Y MPOBEPEHBI, U YCTAHOBIIEHO MX COOTBETCTBUE TpeGoBaHHsM IIpaBun Hanmexareif IpoM3BOACTBEHHOM

MpakTHKH EBpa3uiickoro 3KOHOMHYECKOTO COI03a%.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITponykt cooTBeTCcTBYET TpeboBanusM HJJ I’Balcnmqemtc: OIOBPEHO

Approved by: Manager/Executive /

Wi
Prepared by / A Checked by 2 e
IToAroToBNIEHO: (X~ [TpoBepeHQ =" Onobpeno: Menemxkep / PykoBoaurens

Date / (2/9“ .~ ?_ 201/ Date / 23@7 ’_2—’0% Date / a3 09 "\M

Hara: JlaTa: Hara:




