Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product : Razo", enteric-coated tablets,
Mpoaykt: Paso®, TaGierku, NOKpLITLIE KILICUHOPACTEOPUMOIT 06010uK0il, 20 Mr

20 mg

Market / Poinox

: Russia / Poccus

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

Cepun Ne § 200D Paszmep cepun 1500000 Ta6

Analytical Repovrt No./ . 890001815658 Date of Analysis / . 11/06/2025

AHannTHYECKHH 0TYeT No Jara anannsa

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

Jara nponseoacrea T'oaen mo -
Mfg. License No. /

ITpoussoacrBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Juien3Hn Ne

Analysis performed according ND No / Ananus nposesen no HJI Ne: JITI-Ne(004603)-(PI-RU)-130224

Page1 of 5/Ctp.1m35

Ne Test / HoxazaTeans

Result / PesyabTaTnl

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. / Kpyruible, ABOAKOBBITIYKIIbIE
TabJIeTKH, TOKPBITHIE 060N0YKOH
CBETJIO-XKENTOrO LIBETA C MAPKUPOBKOMH
kpacHoro upeta «RB20» Ha ogHo#t
cropoHe. Ha nonepeyHoM paspese aupo
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. /
Kpyrabie, 1BOAKOBBITYKITBIE TAOIETKH, NOKPBITIE
060JT0YKOH OT CBETHO-XKENTOTO IO KEJITOrO LBETA
C MapKupoBKOH KpacHoro upeta «RB20» Ha oxHoii
cropoHe. Ha nomepedyHoM pazpese sapo ot 6esoro
o moyTH 6enoro 1seTa.

Complies as prescribed /
CootBeTrcTByeT 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
yIep>KHBaHHA OCHOBHOTO ITHKA Ha
XpOMAaTorpaMMe HCIBITYeMOro pacTBOpa JOIDKHO
COOTBETCTBOBATEH BPEMEHH YAEPKHBAHUs
OCHOBHOI'O NMHKa Ha XpOMaTorpaMMe pacTBopa
CTaHAapTHOTO 06pasia pabenpasona HaTpus
(pasnen «KosMyecTBEHHOE OMpeNeNeHUe).

2 | Identification By HPLC /
Upentnpuxauua BIKX
3 | Average weight /

Cpeansas macca

208.27 mg/ 208,27 mr

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / i NN Checked by / _ 20~ Approved by: Manager/Executive /
IlogrotosneHo: \L‘M g‘\ Hposepex—xo% - Ono6peno: Menemiep / PykoBoauTensb

- Al ) _— :
Date / o Date / 1206~z & Date / U
Tlara: L—eé et Jlata: Jara: \2-06
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets,
Mponyxr: Pa3o®, rabnetku, mokpeireie KHIIeYHOpacTBOPHMOIT 060104KOH, 20 Mr

20 mg

Market / PoiHOK : Russia / Poccust

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

Cepua Ne FEL0EoM6 Pasmep cepun 1500000 Tab

Analytical Repourt No./ . 890001815658 Date of Analysis / . 11/06/2025
AHaJINTHYECKHIT oTueT No Jara anannza

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

HaTa npousBoacTBa B Tonen no

Mfg. License No. /

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

Analysis performed according ND No / Anaanz nposegen mo HJI Ne: JIII-Ne(004603)-(PI-RU)-130224

Page2 of 5/Crp.2 35

4 | Dissolution / Pacreopenne

Unit-1/Eaununga-1 0%
Unit-2/Euanna-2 1%
Unit-3/Exqunnna-3 2%
Unit-4/E nunuua-4 0 %
Unit-5/Equavna-35 5 %
Unit-6/Equnnua-6 5%

Average / Cpenn. sHauenue: 2 %

In 0.1 M hydrochloric acid solution — not more than|
10 % of C13H20N303SNa (Rabeprazole sodium) label
claim in 2 h. / B 0,1 M pacreope
XJIOPUCTOBOJOPOAHOHN KUCIOTE! — He Gonee 10 % ot
HoMMHansHOro  comepxkanus  CygHxoN3O3SNa
(pabenpason vatpus) uepes 2 u.

Unit-1/EanHuua-1 91 %
Unit-2/Equauna-2 92 %
Unit-3/Enqudnua-3 91 %
Unit-4/Equavna-4 93 %
Unit-5/Eauanna-5 91 %
Unit-6/Eauunna-6 92 %

Average / CpenH. 3HaueHne: 92 %

175 %

In buffer solution pH 8.0 —not less than 75 % (Q) of
Ci13H20N303S5Na  (Rabeprazole sodium) label claim
in 60 min./ B 6ydepnom pactBope pH 8,0 — He MeHee
(Q) oT HOMHHAJNBHOIO  COOEPIKAHUS
Ci3H20N303SNa (pabenpazon Hatpus) uepes 60 MuH.

Related Substances /
PoacTBeHHBIE MpuMecH

Rabeprazole N-oxide/
Pa6enpasona N-okcua

Rabeprazole Sulfone/ PaGenpazona
cynedoH

Rabeprazole Methoxy analog/
Pabenpa3zona METOKCH aHasior

Rabeprazole Chloro analog/
Pa6enpasona xyopo aHasior

Rabeprazole Sulphide/
Pa6enpazona cynsbun

Rabeprazole Related compound A/
Pabenpasona poacTBeHHas
npumech A

Not detected / ve oGHapyxena

0.09% / 0,09%

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

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

0.06% / 0,06%

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

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.027%) / Huxe
npenena KOJIH4eCTBEHHOTO OMPeaesIeHUs
(ITKO = 0,027 %)

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

Not more than 0.5 % / He Gonee 0,5 %

Below LOD (LOD = 0.019 %) / Huxe
npenena o6Hapyxeuus (110 = 0,019 %)

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

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT coorBeTcTBYET TpeboBaHusM HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / W ‘k N & | Checked by / ) 22 / Approved by: Manager/Executive /
T[loAroTOBJIEHO: \ Hposepem:%/ Onobpeno: Me Heriil{f:p / PYyKOBOAMTEND
Date / . ) Date / T Date / Ry V.S
Hara; \i—ebElg Hara: | 2eE-2025 Hara: 110 b
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Dr.Re ddy S ‘.‘ CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

[Product : Razo®, enteric-coated tablets, 20 mg
Hpoayxr: Pa3o®, TabneTky, NOKpHITHIE KMIIEYHOPACTBOPUMOH 060I04KOH, 20 MF

Market / PbiHOK : Russia / Poccnst

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

Cepun Ne 1 62506516 Pazmep cepun * 1500000 Tab

Analytical Repourt No. / . 890001815658 Date of Analysis / . 11/06/2025
AHaauTH4ecKuii oTyeT No Jarta anasmsa

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

JaTta npon3BoacTsa Togen a0 T B
Mfg. License No. /

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

Analysis performed according ND No / Ananns nposenen no HJT Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page3 of 5/Ctp.3 m35

Rabeprazole Related compound C/ [Below LOD (LOD = 0.02 %) / Hrke Not more than 0.5 % / He 6onee 0,5 %
Pa6enpa3ona poacTeeHHas npenena obHapysxkenns (I10 = 0,02 %)
nipumecs C

Specified Impurity at 0.01%/0,01% Not more than 0.5 % / He 6onee 0,5 %

about RRT 1.37
(Mass m/z=310
Imidazole) / Ipumecs npu RRT
1,37 (macca m/z=310 umunazon)

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

about RRT 1.51 Not detected / ne o6Hapys eHa
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (Macca m/z=458
OeH3UMKIa30M1a aITyKT)
Individual unidentified impurity / | Below BDL (BDL= 0.1 %) / Hinxe Not more than 0.2 % / He 6onee 0,2 %

Enunuanas nopora perucrpauus (ITP 0,1 %)
HEMICHTHUIIIPOBAHHAS TIPUMEC

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He Gonee 2,0 %
npumeceit
6 |Residual Solvents content / 1360 pg/tab / 1360 Mkr Ha Tabnetky |Isopropanol —not more than 2621 pg per tablet /
OcTaTo4HbIe OPraHuYecKHe HzonponaHon — He 6onee 2621 Mkr Ha TabneTky
pacTBOPHTEIN
7 |Uniformity of dosage units / 56/5,6 Acceptance value (AV) should be not more than
OaHOpoAHOCTH J03MPOBAHHBIX 15.0. / Ilokasarens mpuemnemMoctd (AV) momxed
eAMHMII 65ITE He Gostee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHmsIM HJJ 3akmouenue: OJJOBPEHO
LY -
Prepared by / _ M‘ : Checked by / }z,c-v‘prpmvcd by: Manager/Executive /
IloproroBnexo: &S & \ IposepeHo: W Onobpeno: Mw PykoBoauress
Date / Date / Date / A
—cb-1cd 2L 2025 -0
Jlara: bl JHara: f JHara: ‘?"ﬁé
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Dr.Redd Y’S "0 CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
MpoayxT: Paso”, TabneTky, NOKpHITEE KHIIEYHOPACTBOPUMOMH 060s104KO, 20 MF

Market / PeiHoK : Russia / Poccus

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

Cepus Ne + €2506576 Pazmep cepin " 1500000 Ta6

Analytical Repovrt No./ . 890001815658 Date of Analysis / . 11/06/2025
AHanuTH4ecKHit oTueT No HaTa aHajau3a

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

JlaTta npon3BoacTBa T'open no -

Mfg. License No. /

IlponssoacTBeHHan ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JHLeH3us No

Analysis performed according ND No / Anasins nposeaen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4 of 5/ Crp.4 35

8 | Microbiological purity*/ MuxpoGuosornyeckas uncrora*

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /

Obiee ynca0 a’spobHBIX Meuee 10 KOE/r He 6osiee 1000 KOE/r

MHKPOOPTaHU3MOB

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

mould count / Obmee yucno Menee 10 KOE/r He 6onee 100 KOE/r

APOXIKEBBIX U IJIECHEBBIX TPHOOB

¢) E.coli Absentin 1g/ Shall be absent in 1g /

OrcyrcTByeT B 1r JomxHbl OTCYTCTBOBATL B 1 T

9 |Assay / KoaudecTBeHHOE 19.6 mg/ 19,6 mr 18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole

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

omnpejesieHne
Ot 18,0 mr mo 22,0 mr Ci13Hz0N303SNa
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMHHAIBHOTO COAEpIKaHus) B TabiieTke.

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. / Tlo 15 Tabnerok B Omucrepe u3
Tabnerok B 6uvctepe u3 ([IBX/AJI/TIA) | (TIBX/AJI/TIA) doneru / antomunanesoi doneru. Ilo
¢donbru / amomunnesoit gossra. 2 1 unu 2 6iMcTepa BMECTE C JMCTKOM-BKJIAIBILIEM B
6nucTepa BMECTE C JIMCTKOM- Nayxy KapTOHHYIO.

BKJIQ[IBIIIEM B MTAYKY KaPTOHHYIO

API name / HanmenoBanue A®C: Rabeprazole sodium / Pabenpazon Hatpus
INN / MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACRHO004314
Homep cepnu npousBoaurens APC:
FP Manufacturer API Batch number / o -
Homep cepun cy0cTaHIHA FCRAO02710
npoussoantens LJID: |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusm HJ 3axmouenne: OAOBPEHO
Prepared by / W a R Checked by / /@@520 Approved by: Manager/Executive /
[loarotosneno: ‘- g‘\ [Npoeepeno: (—Z7= Onobpeno: Meuemkep / PykoBonnuTens
Date / - Date / 2 Date / no 25

L~tE=WLS 12 08~202s 06—
Hara: -6 Ly Hara: 2 Hata: \L b
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Dr.Red dY’S ‘;. CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
MpoayxT: Pazo®, TabneTky, NOKpLITEE KHIIEYHOPACTBOPHMOIT 060I0UKOH, 20 Mr

Market / PbiHok : Russia / Poccust

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

Cepusn No S SR Pasmep cepuu " 1500000 Tab

Analytical Repo“rt No./ . 890001815658 Date of Analysis / . 11/06/2025

AHaguTHYecKHii oTueT Ne Hata anannsa

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

Harta npon3BojicTea - Tomen no -
Mfg. License No. /

IIpousBoacTBeHHAR : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JHueH3us Ne

Analysis performed according ND No / Anaaus nposenen no HII No: JITI-Ne(004603)-(PT-RU)-130224
PageSof 5/ Crp.Sm3 5

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

IIpousBoantens A®C, crpana: H-p Pepnu'c Jlaboparopuc JIta., Uunus.

g;n:;;l:g l;iis;i?lzt:li(::l/zégﬁrtlrl:]osf?: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HaumeHoBaHUe, aipec H HOMEP JIHLEH3HU (icenseNOPARRISRISHIRIRY

B ocy:ueCTB.rmlomeii IIpousBoacTBEHHOE NoApazaeneHue - 3, yuacTkd Ne 41, yacteb 42, yacte 45 1 4acThb

llpOH3B0}.lC',l'BO (——— 46, bauynannu (Bunnanx), bauynannu (Manaan), Mendan Mankamkrupy (Jucr.),
wtat Temanrana, Muaus (JInuenzus Ne 59/RR/AP/97/F/R)

KavyecTBa/BoInyck TJID /

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».

3akaioueHne 0 cOOTBEeTCTBUM: «HacTOSINM 51 MOATBEPXKAAIO, YTO TIPHBEAECHHAS Bhille MHGOPMALUS SBISETCS JOCTOBEPHON M TOUHOIA.
Dta cepus NPOLYKLHH Npou3BeAeHa (BKIOYAs YIaKOBKY (MapKUPOBKY) M KOHTPOJb KauecTBa) Ha BbILIEYKa3aHHOM MPOM3BOACTBEHHOM
wiomaake (TI0IAaKaX) B MOJHOM COOTBETCTBMH C TpeGoBanusmu IpaBun Haiexaineii MPOU3BOACTBEHHON pakTUKU EBpasmuiickoro
sKkoHomuueckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHAMH KOHTPONS KAue€CTBA JIEKAPCTBEHHBIX
CpelCTB, a TakKe B COOTBETCTBUM CO crieuuUKalMAMH, COAEPKAIMMHUCSA B PETHCTPALMOHHOM JOChE CTPAaHBI-UMIIOpTEpPa. 3anucH Mo
NpPOM3BOJICTBY, YIIAKOBKE M aHAJIM3Yy NPOBEPEHDL, ¥ YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHMaM [TpaBun Haanexalel Npou3BOACTBEHHOM

npaxkTUKl EBpa3suiickoro 3KOHOMHYIECKOrO COK3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT cooTBeTcTBYET TpeGoBanuaM HJ{ 3akmouenune: OJOBPEHO

Approved by: Manager/Executive /

Prepared by / C‘(\'E R Checked by / a
INoarorosneHo: \ &“ HpOBepeHo%/ OnobpeHno: Me@rmﬁf PyxoBonutenb

Date / —cC-wLe Date / I2’0€ ) 025 Date / [‘),-rﬂévwnr

Hara: Hara: Hara:




