Dr.Reddy’s “:.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets,

20 mg

Mpoaykr: Pazo®, Tabnerku, NOKPBITHIE KHIIEYHOPACTBOPUMOH 060s104KOi, 20 Mr

Market / PeiHox : Russia / Poccus

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

|Cepus Ne E250681 Pazmep cepun 1500000 Tab

Analytical Repo\}'t No./ . 890001815657 Date of Analysis / . 11/06/2025
Ananutnueckuii oruer Ne JaTa ananuza

Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027

JaTa npon3BoacTBa L T'ogen o -
Mfg. License No. /

Tpou3BoaCTBEHHAST : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
annensus Ne

Analysis performed according ND No / Auaaus nposeaen no HJI Ne: JIIT-Ne(004603)-(PT-RU)-130224

Page1of S/Ctp. 1 m35

Result / Pesyabratsi

Specification / Hopma

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrible, ABOAKOBEINYKJIBIE
TabNeTKH, MOKPLITbIE 0060I0UKOH
CBETJIO-XKEITOro LBETAa C MAPKHPOBKOH
kpacHoro usera «RB20» Ha ogHoii
cropoue. Ha nonepeuynom pazpese sapo
6enoro 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. /
Kpyrisie, 1BOSKOBBITYKJIblE TaONETKH, MOKPHITHIE
060JIOUKOH OT CBETIIO-KENITOTO [I0 XKEJITOTrO LBETa
¢ MapKHpOBKOif kpacHoro nsera «RB20» Ha oxHOi
cropoHe. Ha monepeyHom paspese sapo ot 6e10ro
1o noytH Gesoro 1BeTa.

Complies as prescribed /
CooTsercTByeT TpeSOBaHUAM

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). / Bpewmst
yIEP>KUBaHH OCHOBHOTO IHKa Ha
XpoMaTorpaMMe HCTIBITYEMOr0 PacTBOPa JIOKHO
COOTBETCTBOBATH BPEMEHH YAEPXKUBAHHS
OCHOBHOT'O [TMKa Ha XpOMaTorpaMMme pacTeopa
cranpapTHoro obpazia pabenpazona HaTpus
(paznen «KomyecTBEHHOE ONpEnENeHHE).

| Ne Test / IToka3arenn
1 | Appearance / Onucaune N
2 | Identification By HPLC /
HUaentnurxanus BIIKX
3 | Average weight /

Cpennsa macca

208.24 mg /208,24 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: [Iponykt cooTBeTCTBYET TpeboBanuam HJL

S

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / -\& ~e . Checked by / . S5 Approved by: Manager/Executive /
TloarorosneHo: \C "W‘\g& \ [Tpo BCp{i‘ng = Onobpeno: Mernemxep / PykoBoautens

Date / ‘L—t€ -2 Lg— Date / ) 2 € -2 Qs | Date/ \a ~9G Ao

Jara: Hara: Jlara: J




Dr.Reddy’s Qf-

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Razo”, enteric-coated tablets,

20 mg

Mpoayxt: Paso”, TadaeTku, MokpsITHIC KitEHHOPACTROPHMOIT 060104 K0i, 20 Mr

Market / PoiHok : Russia / Poccus

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

Cepun Ne HG2E0ERIS Pazmep cepnn © 1500000 Ta6

Analytical Repovrt No./ . 890001815657 Date of Analysis / . 11/06/2025
AHanuTHuecKkmii oTuer Ne JlaTa ananuza

Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027

Hata npoussoacrea |Tomen mo B
Mfg. License No. /

IIponssoacTBeHHAR : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
nHnen3nst Ne

Analysis performed according ND No / Auasaus nposenen no HJI Ne: JITT-Ne(004603)-(PI'-RU)-130224

Page2 of 5/Crp.2 w35

4 | Dissolution / PacrBopenne

| HOMHHANIBHOTO

Unit-1/Emqunnua-1 4%
Unit-2/Exquanua-2 3%
Unit-3/Eaununa-3 3%
Unit-4/Equnnna-4 1%
Unit-5/EquHuna-5 3%
Unit-6/EauHuna-6 3%

Average / CpenH. 3Hauenue: 3 %

In 0.1 M hydrochloric acid solution — not more than
10 % of C13H20N303SNa (Rabeprazole sodium) label
claim in 2 h. / B 0,1 M pacrtBope
XJIOPUCTOBOAOPONHON KHCIIOTHI — He 6onee 10 % ot
cogepxanuss  CigHN3;03SNa
(pabernpazon Hatpus) uepes 2 u.

Unit-1/Eqununa-1 81 %
Unit-2/EnuHnia-2 92 %
Unit-3/Eqnunua-3 93 %
Unit-4/Enununa-4 92 %
Unit-5/EnyuHuiia-5 91 %
Unit-6/Eauanua-6 95 %

Average / CpenH. 3Hauenue: 91 %

In buffer solution pH 8.0 — not less than 75 % (Q) of
CisH20N303SNa  (Rabeprazole sodium) label claim
in 60 min. / B 6ydeprom pacteope pH 8,0 — He menee
75% (Q) OT HOMMHAIBHOrO  COAEpXaHuUs
Ci3H20N3035Na (pabenpazon Hatpus) uepes 60 MUH.

5 | Related Substances /
PoacTBeHHBIe MpuMecH

Rabeprazole N-oxide/
Pa6enpa3omna N-okcun

Rabeprazole Sulfone/ PaGenpasona
cynetoH

Rabeprazole Methoxy analog/
Pabenpazona MeTokcH aHanor

Rabeprazole Chloro analog/
Pabenpasona xjiopo aHaor

Rabeprazole Sulphide/
Pabenpasona cynspun

Rabeprazole Related compound A/
Pa6enpazona poacreedHas
npuMech A

Not detected / He o6HapyxeHa

0.10%/0,10%

0.06% / 0,06%

Not detected / He 0bHapyxeHa

Below LOQ (LOQ = 0.027 %) / Huxe
npeaena KoJIM4ECTBEHHOIO OIIpEeaciICHHA

(TTKO = 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 6onee 0,5 %

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

Remarks : The Product confirms to ND/
IIpameyanne: ITpoaykT cooTBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

—_

;Approved by: Manager/Executive /

Prepared by /  \(~Mgun®, | Checked by e

IToarorosineHo: \g(\ I |[’J(1Bepa~[0@/p/’%’€:/ Onobpeno: Menemxep / PykoBoauTens
V

Date / . S Date / L Q¢ Date / ot G N

Jara: \L-cé-20 Jara: 12 Jara: !
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Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHAJIM3A

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

Npoaykr: Pa3o®, tadnieTkn, NoKpsIThiEe KHIEYHOPACTEOPUMOIT 050T0MKOMN, 20 Mr

Market / Peinok : Russia/ Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
| Cepus Ne ¢ C2006010 Pazmep cepun " 1500000 Ta6
Analytical Report No. / ) Date of Analysis / .
AHaauTHYECKHH oTyeT Ne JEluasy Hata ananuza ¢ IN052025
Date of Manufacture / . Date of Expiry / .

T —— : 18/04/2025 Tomen 110 : 31/03/2027
Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposeaen no HJT Ne: JII-Na(004603)-(PI-RU)-130224

Rabeprazole Related compound C/
Pabenpa3zona poacreensas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / ITlpumecs npu RRT
1,37 (macca m/z=310 umunazon)

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

imidazole adduct) / [TIpumecs npu
RRT 1,51 (Macca m/z=458
6eH3MMHIa3012 aIyKT)

Individual unidentified impurity /
EnvHnuHas
HEUIECHTU()HUUMPOBAHHAS MTPUMECH

Below LOD (LOD = 0.02 %) / Huxe
npenena obuapyxenus (110 = 0,02 %)

0.01%/0,01%

Not detected / He oBHapyxena

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

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

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

Page3 of 5/Crp.3 m3 5

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

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

Total impurities / Cymma
npumeceit

0.2%/0,2%

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

6 |Residual Solvents content /
OcTaTo4YHbIe OPraHHYeCKHe
PACTBOPHTEJH

1514 pg/tab / 1514 mkr Ha tabneTky

Isopropanol — not more than 2621 pg per tablet /
HzonponaHon — He 6ostee 2621 MKr Ha TabneTky

7 |Uniformity of dosage units /
OaHOpOAHOCTH 103NPOBAHHBIX
eAHHNL

3.9/3,9

Acceptance value (AV) should be not more than
15.0. / Iokazarens npuemneMoctH (AV) momkex

6BITH He Oonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cootBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / \& M g . Checked by / = " Approved by: Manager/Executive /
Iloarorosneno: S\ ITposepeHo: Onobpeno: Menemxep / P%’gl’aoumenb
Date / \L-t6-1 Date / 2 ,@6'2 oS Date / _oC =~
Jlata: &) Jlata: 4 Jara: BN




@ e
? a6 CERTIFICATE OF ANALYSIS
D r. Re d d y S ‘.. CEPTHDOUKAT AHAJIM3A

|Froduct : Razo®, enteric-coated tablets, 20 mg

[(Mpoayrr: Pa3o®, TabneTkH, HOKPHITEE KMIIEUHOPACTBOPUMOH 060m10uKoi#, 20 Mr

Market / Poiok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab,/

Cepua Ne § C2506815 Pasmep cepun " 1500000 Tab

Analytical Repovrt No./ . 890001815657 Date of Analysis / . 11/06/2025
AHanuTHYeCKHii oTyeT Ne JlaTa aHaJan3a

Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027

JaTa npounsBoacrsea TI'ogen go o
Mfg. License No. /

IIpousBoacTBEHHAN : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT"-RU)
JUIeH3UsT Ne

Analysis performed according ND No / Anasaus nposeges mo HJI Ne: JITI-Ne(004603)-(PI"-RU)-130224

- - - - Page4of S/ C1p.4u35
8 | Microbiological purity*/ MmkpoGuoaornyeckast 4ucTora*
a) Total aerobic microbial count / Less than 10 CFU/g / |Not more than 1000 CFU/g /
O61ee YHCNo adpoOHBIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / Obmee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U [JIECHEBBIX TPUOOB
¢) E.coli Absentin 1g/ Shall be absent in 1g /
OrcytcrByeT B IT JomxHbl oTcyTcTBOBaTH B 1 1
9 [Assay / KonnuecTBeHHOE 19.7 mg/ 19,7 mr 18.0 to 22.0 mg of Ci13H20N303SNa (Rabeprazole

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

omnpejejieHne
Ot 18,0 mr go 22,0 mr CisH20N303SNa
(pabenpazon narpus) (ot 90 mo 110 % ot
HOMUHAJILHOTO COJepKaHUsl) B TabNeTKe.

10 |Packaging / YnaxoBxa 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. / Io 15 carton. / Tlo 15 Tabnerok B Onucrepe u3
tabnetok B 6nucrepe u3 (TIBX/AJITIA) | (TIBX/AJI/TIA) donbru / amomuauesoi donsru. ITo
doneru / amoMuHueBoi Gonbru. 2 1 unu 2 6avcrepa BMECTe C JIMCTKOM-BKIIAABILIEM B
6JMcTepa BMECTE C TMCTKOM- Nayky KapTOHHYIO.

BKJIA/(BIIIEM B MTaYKy KapTOHHYIO
API name / HanumenoBanue A®C: Rabeprazole sodium / Pabenpazon Hatpus
INN /MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACRH004344

Homep cepun npoussogutens A®C:

FP Manufacturer API Batch number /
Homep cepun cyGcTaHuun FCRAO02711
npoussoantens I'JIP:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanue: [TpoxykT coorBeTcTBYET TpedoBanusm HJI 3akmouenue: OJOBPEHO

Prepared by / ~ ~ 0 . : _}\ppmvcd by: Manager/Executive /

[ToarorosneHo: \ %MA S‘\ Onobpeno: Menemxep / PykoBoanTens
>

Date / w-c 6“—*1:,'1&‘ Date / 1266~ xa5 Date / oK

JHara: Hara: 2 M Hara: ol
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y ‘o. CERTIFICATE OF ANALYSIS
Dr.Red dY S Ne CEPTHOHKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
Nponyict: Pazo®. tabnerxn, nokpsireie KUWEYHOPACTEOPUMOIT 06on0ukoil, 20 Mr
Market / PoiHok : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
¢ C2506815 H
Cepun Ne Pasmep cepun 1500000 Tab
Analytical Repovrt No./ . 890001815657 Date of Analysis / . 11/06/2025
AnagntTrnyecknii oruyer Ne JlaTa ananu3za
Date of Manufacture / . 18/04/2025 Date of Expiry / . 31/03/2027
Jarta nponssoncTaa Togen go _
Mfg. License No. /
IpounssoacTBeHHAR ¢ 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
Juuenzus Ne
Analysis performed according ND No / Anasiuz nposeaes mo HJI Ne: JIII-Ne(004603)-(PI'-RU)-130224

PageSof 5/Crp.Smu3$

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIpoussoantess APC, cTpana: I-p Peqnn'c Jlaboparopuc JIta., Huaus.
1;;‘::’; ::gc etfnf‘l‘:;‘t’: ‘/Zét;‘l’l’t‘rﬁ"sff: 7 FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HaumeHoBaHHe, aipec U HOMep JHUEH3HH (e e )

i " [MpousBoacTBeHHOE NoAgpazaenenye - 3, yuactku Ne 41, gacts 42, yacTe 45 u yacTs
TLTOTLAIECH, ocymeCTBJmlomen 46, Bauynannm (Buutamk), bauynannu (Mangan), Meauan Mankamkrupy (Juct.),
MPOM3BOACTEO/KOHTPO.E wirat Tenanrana, Ungus (JInuensus Ne 59/RR/AP/97/F/R)
KavecTBa/Beinyck [JI® /

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».

3akaroueHue 0 cOOTBeTcTBHM: «HaCTOAMNM 51 MOATBEPXKAAID, YTO NPUBEAEHHAS BbILIE HHPOPMALHS SIBJIAETCA JOCTOBEPHOH M TOUHOM.
Dta cepusi MPOLYKLHH NIPOU3BeleHa (BKIIIOUas yNakoBKy (MapKUPOBKY) U KOHTPOJIb KauecTBa) Ha BhbIEYKa3aHHOH MPOHU3BOACTBEHHOH
mowmanke (MIOIaAKaxX) B MOJIHOM COOTBETCTBUM C TpeGoBanusmu IMpasun Hajuiexaineii MpoH3BOACTBEHHOH npakthHku EBpasuniickoro
skoHomuueckoro cowsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHMsMH KOHTpPONS Ka4eCTBa JIEKapPCTBEHHBIX
CpelCTB, a TAaKXKE B COOTBETCTBUM CO CHEUM(UKALMAMY, COACPKAMMHUCA B PETMCTPALMOHHOM JOChE CTPAaHbI-UMMOPTEpa. 3aMucy 1o
NpPOW3BOCTBY, YITIAKOBKE H aHAJIU3Y POBEPEHbI, U YCTAHOBIIEHO HX COOTBETCTBHE TpeboraHusaM IpaBun HaanexameH mpoH3BOACTBEHHOM

MpaKTHUKH EBpa3HICKOro 3KOHOMHYECKOTO COO3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanune: [IpoaykT cooTBeTcTBYeT TpebosanusaM HJ| N 3axmouenne: OJJOBPEHO
19

Prepared by / \I\M N g‘, . Checked by / _ ; /f’"k " Approved by: Manager/Executive /
[MoarorosneHo: ' IIposepeno,~ et Onobpeno: Menemkep / PykoBoanTens

y’
Date / -l - WS Date / 12 € - Z%rDate/ \a—0 G -
Hara: Hata: Jara:




