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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

[Product : Razo"

. enteric-coated tablets, 20 mg

| MpoaywT: Pazo®, raGnerk, MOKPLIThIE KHITEYWHOPACTBOPHMOIT 0Bonoukoil, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / . C2501914 Batch Quantity / . 1500000 tab /
Cepus No ) Pasmep cepun " 1500000 a6
Analytical Repovrt No./ . 890001795159 Dat.e of Analysis / . 24/02/2025
AHAJTHTHYECKHIT oTyeT Ne Jlara ananu3sa

l?ate of Mgnufacture / . 17/12/2024 Date of Expiry / . 30/11/2026
Jata npoussoacrea T'open mo

Mfg. License No. /

IMpouzBoacTeennas ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JiHueH3usi No

Analysis performed according ND No / Aranns nposenen no H/1L No: JII-Ne(004603)-(PT-RU)-130224

Page1of 5/Crp.1m35

Ne Test / Iloka3arennb

Result / PesyabTaTnr

Specification / Hopma

1 | Appearance / Onucaune

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyruisle, IBOSKOBBIMYKJIbIE
TabNETKH, MOKPBIThIE 060IOUKOH
CBETJIO-)KENTOrO LBETA C MapKUPOBKOM
kpacHoro useta «RB20» na omnoit
ctopoHe. Ha nonepeunom paspese sapo
6esoro LBeTa.

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, nBosKOBBINyKIIbIE TAGNETKH, MOKPHITHIE
060JI09KOH OT CBETIIO-KENTOrO IO KEITOrO LBETA
€ MapKUpOBKO# kpacHoro 1peta «RB20» Ha onHoit
cropoHe. Ha monepeyHoM pazpese anpo ot 6enoro
Jlo noutH 6ernoro LBera.

2 | Identification By HPLC /
HUaentnduxamua BIKX

Complies as prescribed /
CooTBeTcTBYET 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). / Bpems
YAEp>KHBaHUSA OCHOBHOTO MUKA Ha
XpoMaTorpaMMe HCIBITYEMOrO paCTBOPa JOKHO
COOTBETCTBOBATh BPEMEHH YIEPKMUBAHUS
OCHOBHOTO IMHKa Ha XpOMaTOrpaMMe pacTBopa
cTaHHapTHoro obpasia pabenpazona HaTpHs
(paznen «KonuyecTBEHHOE ONpEiENEHHE).

3 | Average weight /
Cpeansist Mmacca

207.22 mg /207,22 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/ Conclusion ;: APPROVED /

IIpumeuanme: IIpogykTt cootBeTcTByeT Tpeboanusm HJJ 3axniouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager, M

IloarorosiieHo: Z@. [Tpo Bepwof \r{’ Onobpeno: MeHemxep / PyROBOITE Db
=2

Date / e Date / Date / T
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

Npoayxr: Pa3o®, Tadnerkir, NOKPHIThIC KAIIEYHOPACTBOPHUMOH 0605104K0H, 20 MT

Market / Poinok : Russia / Poccust

Batch No. / . 2501914 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pasmep cepun * 1500000 Ta6
Analytical Repog‘t No./ . 890001795159 Date of Analysis / . 24/02/2025
AHajauTnyecKknii oraer Ne Jlara ananusa

Date of Manufacture / . 17/12/2024 Date of Expiry / . 30/11/2026
Hata npoussoacrea T'opex no

Mfg. License No. /

Mpoussoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuueH3us Ne

[.-\nalysis performed according ND No / Auaans nposeaen no HJ Ne: JIII-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Ctp.2 w3 5

4 | Dissolution / PacTBopenue

Unit-1/Enunanua-1 0% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Epununia-2 4% 10 % of C13H30N303SNa (Rabeprazole sodium) label
Unit-3/Epunuua-3 2% claim in 2 h. / B 0,1 M pacreope
Unit-4/Equnnna-4 0% XIJIOPUCTOBOAOPOIHOI KucyoTsl — He Gonee 10 % oT
Unit-5/Ennauna-5 2% HOMHHanbHOTO  comepxkanusa  CigHyoN303SNa
Unit-6/E quHnLa-6 1% (paberipazon HaTpus) uepes 2 4.

Average / Cpen. 3Hagenue: 2 %

Unit-1/Epusnna-1 87 %  |In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/Exunania-2 87 % CisH20N3O3SNa (Rabeprazole sodium) label claim
Unit-3/Enuaunua-3 85 % in 60 min. / B 6ydepHom pactBope pH 8,0 — ue menee
Unit-4/Exuayua-4 86 % 75% (Q) OT HOMHHAJIBHOrO  COHEepXKAaHUs
Unit-5/Eausuna-5 88 % Ci1sH20N1O3SNa (pabenpazon Hatpus) yepes 60 MUH.
Unit-6/Epnanua-6 93 %

Average / CpenH. 3HayeHue: 88 %

5 | Related Substances /
PoacTeeHHbIe puMecu

Rabeprazole N-oxide/
Pa6enpazona N-okcuz

cynb¢oH

Rabeprazole Sulfone/ PaGenpazona

Rabeprazole Methoxy analog/
Pa6enpasona MeTokcu aHasnor

Rabeprazole Chloro analog/
Pabenpasona xyopo aHanor

'Rabeprazole Sulphide/
Pabenpazona cynsdpun

Pabenpazona poncreeHHas
npuMech A

Rabeprazole Related compound A/

Below LOD (LOD = 0.008 %) / Husxe
npeaena obrapysxenns (I10 = 0,008 %)

0.07%/0,07%

Not detected / He o6Hapyxena

Not detected / He o6HapyxeHa

0.03%/0,03%

Not detected / He obHapyskeHa

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 6onee 0,5 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Tponykt coorBercTByeT TpeboBanusm HI

Conclusion : APPROVED /
3axiaouenue: OJOBPEHO

——

Prepared by / Checked by /- Approved by: Managerfﬂi&c&x_ti\{c}“
IloarorosneHo: @— [Tpo Bepeung D-\ —_— Onob6peno: Mernemkep / PykoBogurens
Date / o7 902 & |Date/ Date / i

Iara: 26 Hara: 26 ~0 99024 | Hata: 0 o2~ 200"




CERTIFICATE OF ANALYSIS

| ..
Dr.Reddy’s €3¢

CEPTUOUKAT AHAJIU3A

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

Mpoaykr: Pazo”, tabnerku, NOKPEITHIE KUIIEYHOPACTBOPHMOLT 060/104KOH, 20 Mr

Market / Poinok : Russia / Poccust

Batch No. / . 2501914 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pa3mep cepun 1500000 Ta6
Analytical Repovrt No./ . 890001795159 Date of Analysis / . 24/02/2025
AHanuTHYecKHii oTueT No JlaTa aHajau3a

Date of Manufacture / . 17/12/2024 Date of Expiry / . 30/11/2026
Jata npoussoacTea T'ogeH no

Mifg. License No. /

MpoussoacTeeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
|mHueH3us1 Ne

|.—‘\nalysis performed according ND No / Ananuz nposeaen no HJ/I Ne: JIII-Ne(004603)-(PI"-RU)-130224

Page3 of 5/ Ctp.3 w35

Rabeprazole Related compound C/
Pabenpasona poacreenHas
npumeck C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumecs mpu RRT
1,37 (macca m/z=310 umugazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
6eH3uMUa301a aIyKT)

Individual unidentified impurity /
Ennnuunas
HEeHJEHTH(HLIUPOBaHHas IPUMECH

Below LOD (LOD = 0.02 %) / Huxe
npenena o6Hapyxenus (I10 = 0,02 %)

Not detected / He 0OHapyxeHa

Not detected / He o6HapyxeHa

Below BDL (BDL= 0.1 %) / Hinke
nopora perucrpauuu (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 6onee 0,5 %

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

Total impurities / Cymma
npumMecei

0.1%/0,1%

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

Residual Solvents content /
OcTaTo4HbIE OPraHYecKHe
PACTBOPHTEJIH

1592 pg/tab / 1592 mkr Ha Tabnetky

Isopropanol — not more than 2621 pg per tablet /
HzonponaHon — He 6onee 2621 Mkr Ha TabneTky

Uniformity of dosage units /
OOHOPOIHOCTL A03HPOBAHHBIX
eAMHUL

4.1/4,1

Acceptance value (AV) should be not more than
15.0. / Iloka3zatens npuemiemoctd (AV) nomken
ObITE He Oonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipogykr cooreTcTByeT TpeboBanmsimM HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Managm@@

TToarotosieHo: Z@« [TpoBepeHe: f]\\) ~f OnobpeHo: N}ﬁl—lezm(ep / PyKkosoautens
_ - (S

Date / .— | Date / Date / %

Tata: L6022~ 2028 Jata: 2669 90945 | Hara: 5 02~ 224"




CERTIFICATE OF ANALYSIS

Dr.Reddy’s Qf‘

CEPTHOPUKAT AHAJIM3A

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

Ipoayxr: Pa3o®, Tabnerkn, NOKpeITEIE KULIEYHOPACTBOPUMO#i 060n0ukoii, 20 mr

Market / Poinok : Russia / Poccus

Batch No. / . C2501914 Batch Quantity / . 1500000 tab /
Cepus No ) Pazmep cepun * 1500000 Tab
Analytical Repovrt No./ . 890001795159 Date of Analysis / . 24/02/2025
AHaaurnyeckHii oryer Ne JlaTa aHaau3a

Date of Manufacture / . 17/12/2024 Date of Expiry / . 30/11/2026
JlaTa npon3BoacTBa - ~_|Topen g0

Mfg. License No. /

ITpousBoacTBEHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI"-RU)
JuneH3us Ne
|Analysis performed according ND No / Anasius nposegen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Paged4 of 5/Crp.4n35

8 | Microbiological purity*/ MukpoGuonoruyeckasi Yucrora*

a) Total aerobic microbial count /
Obwwee uncno adpobHBIX
MHKPOOPTaHH3MOB

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

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

b) Total combined yeasts and
mould count / OB1uee yucio
JIPOMOKEBBIX M TUICCHEBBIX TPUOOB

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢)-E.coli

Absentin 1g/
OrcytcrByer B It

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

9 |Assay/ KonunuecTBenHoe
omnpejaejieHune

19.5 mg/ 19,5 mr

18.0 to 22.0 mg of CisH0N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr mo 22,0 mr CysH20N303SNa
(pabenpazon natpus) (ot 90 no 110 % ot
HOMHHAJIBHOTO COAEPXKaHHA) B TabneTKe.

10 |Packaging / YnakoBka

15 tablets in a (PVC/Al/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
tabnerok B 6nmctepe u3 (IIBX/AJI/TIA)
doneru / amomuHUeBOH Gobru. 2
6nMcTepa BMECTE C JINCTKOM-
BKJIQ/IBIIEM B HAYKY KAPTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerok B Onucrepe u3
(IIBX/AJI/TIA) ¢oneru / antomunueBoii ¢ponsru. Io
1 unu 2 Gaucrepa BMECTe © TUCTKOM-BKJIabILIEM B
aYKy KApTOHHYO.

Ipumeyanue: ITpoaykT coorBeTcTBYeT TpeboBanusM HJJ

API name / HanmeHoBanne A®C: Rabeprazole sodium / Pabenpazon Hatpus
INN/MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACRH003710 & ACRH003911
Homep cepun npouszBoauntenss ADC:
| FP Manufacturer API Batch number / a B
Homep cepun cyGecTanumnn FCRA02583 & FCRA02584
npoussogutens LJd:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akmouenue: OJOBPEHO

Prepared by / @ Checked by / Approved by: Managc@\})

IloarorosneHo: ITpoepeno: ([;“‘\‘\/_\_/ Onobpeno: Menemxep / PykoBoguresns
) sl Qs

Date / Date/ Date / 7

Hara: 60 o Hara: 26 ~62~ 90345 | Hata: D by ~02- " 202"
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D r. Re d dy,s ‘.... CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaywr: Pa3o®, Tabnetky, MOKPHITEIE KMIIEYHOPACTBOPUMOLT 0B010uKoi, 20 Mr

Market / Poinok : Russia / Poccus
Batch No. / . C2501914 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pa3mep cepun * 1500000 Tab
A i i i
Analytlcal Repovrt No./ . 890001795159 Date of Analysis / . 24/02/2025
HaJMTHYECKH oT4yeT No JlaTa aHasu3a
D ,
ate of Manufacture / « 17/12/2024 Date of Expiry/ . 30/11/2026
Jara npon3BoacTBa Tomen g0
Mfg. License No. /
IMpoussoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuieH3ua Ne

Analysis performed according ND No / Auanus nposeaen no HJI Ne: JIIT-Ne(004603)-(PT-RU)-130224
PageSof 5/Cip.Smu35

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

Mpoussoautens APC, crpana: H-p Pennu’c Jlaboparopwuc JIta., Uuaus.

g;“l:f;::f‘;‘; ‘;flsn;‘l‘;t:‘l‘t’:‘/zgt;‘l’:t‘rz"sff: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Villago),

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

HaumeHoBaHHe, aApec U HOMEP JIHUEH3UM (License No 59/RR/AP/97/F/R)

— ocy:uecna.nmomei‘l ITpouzBoacTBeHHOE NoApasaeeHue - 3, yuactku Ne 41, wacte 42, yacTs 45 U yacThb

npon330uc',r30 /OHTPOTH 46, Bauynaun (Bunnamx), Bauynanmu (Mangan), Mea'-[a.n MankamKkrupu (}:[HCT)
wrat Tenanrana, Uupus (JInuenzus Ne 59/RR/AP/97/F/R)

Kka4yecTBa/Boinyck ['JID /

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».

3akioueHHe 0 cOOTBEeTCTBHH: «HacTOAIMM 5 [OATBEP)KIAF0, 4TO NPHBEACHHAs BhILE HHGOPMAIUSA ABJISETCA NJOCTOBEPHOH H TOUHOH.
DTa cepust NPOAYKIUMU TpoH3BeeHa (BKIIOUast YakoBKY (MapKUPOBKY) M KOHTPONb Ka4€CTBA) Ha BBILIEYKa3aHHOH NPOH3BOACTBEHHOMN
nnowmanake (MUIolaakax) B MOJHOM COOTBETCTBUH ¢ TpeGoBaHuAMU [IpaBUn HajuleXxalleil Mpou3BOACTBEHHOM npakTHku EBpasulickoro
skoHomuueckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMSIMH KOHTPOJIA Ka4eCTBa JIEKApCTBEHHBIX
CpeACTB, a TAKXKe B COOTBETCTBHUM CO CTeLU(HKALMAMH, COAEPKALIMMUCA B PETMCTPALIAOHHOM JOChE CTPaHbl-MMIOpTEpa. 3anKcu 1O
TPOM3BOACTBY, YIAKOBKE M aHAH3y NPOBEPEHBI, U YCTAHOBJICHO X COOTBETCTBHE TpeboBanusamM [IpaBun Hanexalen NpousBoICTBEHHOM

paKTHKH EBpaBHﬁCKOI‘O 3KOHOMHYECKOIro COr3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanusM HJI 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/(Executive )
[loaroToBseHo: @; HpOBepeHoqt \ 7 OﬂODpGHOZ"i%’I%ISIGJIH(e]J / PyKoBoauTEN
Date / vwg~ |Date/ Date / "~

Hara: 16r02-20 Hara: 26 ~09 ~2024 T Hara: DA ~2 -y




