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Product : Razo", enteric-coated tablets, 20 mg
Mpogyrr: Pazo”, Tabnetku, MOKPBITHIE KHIIEYHOPACTBOPIHMOIT 0donoukol, 20 mr

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJTH3A

Market / Prinok

: Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepusa Ne P Pasmep cepun 1500000 Tab

inalyncal Repourt No./ - 890001834165 Da.tf of Analysis / . 31/08/2025
HAJTNTHYCCKHIT 0T9eT Ne Jlara auanuza

l_:‘ate of lelllufacture / . 28/06/2025 Date of Expiry / . 31/05/2027

|aTa npoussonacrsa |ToacH go

__——____
-

Mfg. License No. /
lMponseoacreennasn
auuenzis Ne

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

MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

Analysis performed according ND No / Anaans nposesen no H.I Ne: JIT-Na(004603)-(PT-RU)-130224

Page1ofS/Crp.1u35

Ne

Test / MokasaTennb

Result / PesyabTaTsl

Specification / Hopma

1

Appearance / Onucanue

Round, biconvex, light-yeliow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrnele, nBoskoBbInykbsle
TabeTKH, NOKPLITHIE 000J10UKOf
CBETJIO-XKENTOrO LBETA ¢ MAPKMPOBKOH
Kpacnoro usera «RB20» Ha oaHoil
cropone. Ha nonepeuHom paszpese sapo
Gesoro Bera.

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, 1BosKOBBIMYKIIbIE TAGTETKH, MOKPBIThIE
060/104KOH OT CBETIIO-XKENTOrO 10 KENTOro LBeTa

C MapKkUpOBKOH KpacHoro usera «RB20» Ha onHoii
cropoHe. Ha nonepeunom pazpese aapo ot 6enoro
JI0 NOUTH 6enoro UBeTa.

Complies as prescribed /
CooTBeTCTBYET TPeOOBAHMAM

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
YAEPXKHBAHUST OCHOBHOIO NMHUKa Ha
XpOMATOTpaMMe HCTIbITYEMOTO PacTBOpa AOHHO
COOTBETCTBOBATH BPEMEHH yIEPKUBAHUSA
OCHOBHOIO MHKA HAa XpOMaTorpamMMe pacTeopa
craHaapTHoro obpasua pabenpazosa HaTpHs
(paznen «KonuvecTBEHHOE OMpeneneHHEY).

2 | Identification By HPLC /
Haentndpnrauua BIXKX
3 | Average weight /

Cpennsia macca

205.08 mg / 205,08 mr

212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 Mmr£5 % (o1 202,05 mr go 223,31 mr)

Remarks : The Product confirms to ND/
Ilpumevanne: [IpoaykT coorsercTByeT TpebosaHism H/L

Conclusion : APPROVED /
3axawuenue: OJOBPEHO

Prepared by / Checked by / s Approved by: Manager/Executive /

HOEI‘OTOBHCHOZ @ Hposepeﬁop 2 Z e OnobpeHo: Menemxep [ Pykosognrens
o o

Date / Date / ~)AS] Date / : oy =5 X G

I[ZTZ: g [ —o8-lY Jara: 8)"08 Hara: "%l TE
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CERTIFICATE OF ANALY

'SIS

CEPTUDUKAT AHAJIM3A

Product : Razo*, enteric-coated tablets

.20 mg

Mpoayrt: Pazo”, Tadaerki, nokpeirsie KHIIEHHOPACTBOPUMOIT 060m0oukoit. 20 Mr

Market / Puinox

: Russia/ Poccus

AHanuTHYeCcKHii oTueT Ne

Batch No. / . 2509603 \Batch Quantity / . 1500000 tab /
Cepns Ne Passiep cepun 1500000 Tab
Analytical R " i

nalytical Report No. / - 890001834165 Date of Analysis / . 31/08/2005

Aara anannza

Date of Manufacture /
dara nponssoacrsa

1 28/06/2025

Date of Expiry /
INopen no

: 31/05/2027

Mfaz. License No. /
MpoussoacTeennas
JUueH3ua Ne

: 59/RR/AP/97/F/R ‘

MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

Analysis performed according ND No / Ananus nposeten mo H/L Ne: JITT-Ne((04603)-(PT-R1U)-130224

Page2 of 5/ Crp.2 m3 5 -

4 | Dissolution / PacTBopenne Unit-1/Enunnna-1 | 2%  |In 0.1 M hydrochloric acid solution — not more than|
Unit-2/Ennnunua-2 8 % 10 % of CisH2N;03SNa (Rabeprazole sodi um) label
Unit-3/Equnnna-3 2 % clam in 2 h / B 01 M pacTeope
Unit-4/Eanunia-4 XA XJIOPHCTOBOOPOAHON KUCIOTHI — He Gostee 10 % oT
Unit-5/Eauniig-5 30 HOMHWHaJIbHOrO coaepKaHus C1sH20N303SNa
Unit-6/Eantinua-6 29,  |(pabenpason natpua) uepes 2 u.
Average / Cpean. 3HadeHne: 4 % N
Unit-1/Enunnua- 1 | 84% In buffer solution pH 8.0 —not less En?%(—Q) of|
Unit-2/Eannuua-2 84 % CisH20N303SNa  (Rabeprazole sodium) label claim
 Unit-3/Eqununa-3 83 % in 60 min. / B 6ydeprom pacreope pH 8.0 — ne mMenee
 Unit-4/Eaunnua-4 83% |75% (Q) oOT HOMHHANBLHOMO  comepikaHHs
Unit-5/Eqvnnua-5 81 % CisH20N;03SNa (paGenpason narpus) yepes 60 mun.
Unit-6/Enunuua-6 80 %
| Average / Cpenn. 3naduchue: 83 %
5 | Related Substances /

PoacTBeHnbIe nmpumMecu

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/ PaGenpazona |
cynpdoH

Rabeprazole Methoxy analog/
Pabenpazona meTokcH aHanor

Rabeprazole Chloro analog/
Pabenpazosna xaopo aHanor

Rabeprazole Sulphide/
Pabenpazona cynedus

Rabeprazole Related compound A/
PaGenpa3zona poacreeHHas
npumecst A

Not detected / He oOHapy:kena

0.10%/0,10%

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

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

0.05%/ 0,05%

Not detected / He 0OHapykeHa

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

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

Below LOQ (LOQ = 0.027 %%) / Huwxe
npezena KoSM4eCTBEHHOTO
onpeaenenns (ITKO = 0.027 %)

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

Not detected / He oGHapysKkeHa

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

Remarks : The Product confirms t

IIpumeuanue: [poaykt coorBeTcTBYET TpeboBaHNsM H/J

o ND/

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosJieno; @ [Tposepel V Onobpeno: Menemicep [ Pykosoanrent
= —

Date / Date / 2o~ .&| Date / 1 92 S
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CERTIFICATE OF ANALYSIS

CEPTHD®HKAT AHAJIM3A

I_roduct Razo", enteric-coated tablets,

20 mg

[ITpoaywer: Pa3o®, Tabretkit, nowkprirsie KHINEYHOPAcTBOPMON 06osioukoi, 20 Mr

auuenzna Ne

|

Market / Poitox : Russia / Poccus

I%atcll No./ © C2509603 Batch Quantity / . 1500000 tab / .
Cepust Ne Pasmep cepun 1500000 Ta6

Analytical Report No. / . Date of Analysis /

Aunaanrnuecknii oruer Ne : 1820003 Jara anaausa © 31/08/2025

Date of Manufacture / . Date of Expiry /

Jlata npowasoacrsa : 28/06/2025 Foxen 10 : 31/05/2027

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

Analysis performed according ND No / Anaaus nposeren nmo Hl No: ."II'I-Ng([l{l4603)~{l’l‘-RU}-130224

Page3 of 5/ Crp. 3 H3S

Rabeprazole Related compound C/
Paenpazona poacreennas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / [Tpumeck nipu
RRT 1,51 (macca m/z=458
6eH3UMHKa301a aIIYKT)

Individual unidentified impurity /
Ennnuynas
HEUAEHTHDHULUMPOBAHHAS IPHUMECDH

|Below LOD (LOD = 0.02 %) / Huske

npencna obuapysicnus (IO = 0,02 %)

0.02% /0,02%

Not detected / He oOHapysena

Below BDL (BDL~= 0.1 %) / Huxe
nopora peructpauuu (TTP 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 6osee 0,2 %

Total impurities / Cymma

0.2%/0,2%

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

npumMeceii

6 |Residual Solvents content / 1428 pg/tab / 1428 mkr Ha TabneTky "Isopropanol —not more than 2621 g per tablet /
OcTaTo4HbIe OPraHHYeCcKHe H3onponanon — He 6onee 2621 Mkr Ha TabneTky
pPacTBOPHTEH

7 | Uniformity of dosaée units / - 102/10,2 Acceptance value (AV) should be not more than
OaHOPOAHOCTL JO3HPOBAHHBIX 15.0. / IMokazarens npuemsemocti (AV) nosxeH
eAMHHLY O®ITH He Gonee 15,0.

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

Ipumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusm H/J

3akmouenue: OJOBPEHO

Prepared by / Checked by / ol | Approved by: Manager/Executive /
[NoarorosneHo: & Hpoacch Onobpeno: Menemkep [PyrosoanTens
Date / Date / e~ )02 Date / = 93K

Jlara: —‘2 l —= - l@ﬁf Jara; 3 2 Hara: 3 1698—
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

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

- ® & ~ ~
Hp[},lp'm : Pazo™, TabneTkii. nokpeireie KHLIEYHOpacTROpHMOH oGonoukok, 20 mr

Market / Poinok

: Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: (€2 i
Cepun Ne Seiin Pasmep cepun " 1500000 Ta6
Analytical Report No. / . Date of Analysis /
AHANUTHYECKHH oTYeT No  B0000I8S1ES JdaTta ananusa : SLEEER
Date of Manufacture / . Date of Expiry /
Jlata mpoussoacrsa : 28/06/2025 ToneH 1o : 31/05/2027
Mfg. License No. /
IlpousBoacreennas : 59/RR/AP/9T/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
aunueszns Ne

{Analysis performed according ND No / Anasus nposeaen no H/I Ne: JHI-Na(004603)-(PT-RU)-130224

Page 4 of 5/ Crp. 4u35

8 | Microbiological purity*/ Mukpo6uosornueckas 4ncrora®

Obiee yncao a3pobHeIX
MHKpPOOPraHHW3MOB

a) Total aerobic microbial count /

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 / O6uee uucno

DBPONAOKEBBIX U MIECHEBBIX rpuGoB

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

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

¢) E.coli

Absentin lg/
Orcyrcreyer B 1r

Shall be absent in 1g/
HomxHbl otcyTeTBOBaTE B 1 1

9 |Assay / KosquyecTBeHHOE
onpesaeieHne

194 mg/ 19,4 mr

18.0 to 22.0 mg of Ci3H2N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr g0 22,0 mr C1sH20N303SNa
(pabenpazon Hartpus) (o1 90 go 110 % ot
HOMWHAJILHOTO COAEPXKaHUsA) B Tabnerke.

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / [To 15

doneru / amomutneBoit poabru. 2
6micTepa BMeCTE C JTHCTKOM-
BKJIAJIbILIEM B MaYKy KApPTOHHYHO

carton. / Tlo

15 tablets in a (PVC/AV/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
6aucrepe m3
Tabnerok B 6anctepe w3 (ITIBX/AJI/TIA) | (ITIBX/AJI/TTA) dosbru / amomunuesoii gonbry. ITo
1 v 2 Gnucrepa BMecTe € JINCTKOM-BKIIafbiIeM B
NayKy KapTOHHYIO.

15 Tabnetok B

API name / HaumenoBanne A®C:

INN / MHH:

Rabeprazole sodium / Pabenpa3zon HaTpus
Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npousBoaurenss AQC:

Homep cepun cybecTaBUNH

| FP Manufacturer API Batch number /

ACSH000246 & ACSH000110

FCSA00210 & FCSA00212

nponspogutes [JID:

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykr coorseTcTByeT TpeboBanusam HJJ

O A~

Conclusion : APPROVED /
3axmouyenne: OJOBPEHO

> Approved by: Manager/Executive /

Prepared by / o
[ToAroToBIEHO: é—'/_,

Checked by / > 2 ﬁM
ITposepeHo: W Opnobpeno: l\zic:{_t_;':c_t;}lf_lz}.-K(mnn||Tcm>

Date /
Jara:

AN ~—og~—lo’y’—

Date /
Jara:

3le & zozagDate/

Z1pe-1o25

Hara:
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Dr. Reddy’s ‘.o. CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIN3A

Product : Razo’ , enteric-coated tablets, 20 mg - ]
|Opoaywt: Pazo®, radnerki. MOKPBITBIE KHLIEYHOPACTROPUMONR obonoukoii, 20 Mr
Market / Poinox : Russia / Poccus
Batch No./ Batch Quantity / 1500000 tab /
i : C2 :
|Cepun Ne C2309608 Pazmep cepun 1500000 ta6
Analytical Repovrt No./ . 890001834165 Date of Analysis / . 31/08/2025
AHaguTHYECKHIT oTUeT No MaTa ananusa
Date of Manufac_ture / . 28/06/2025 Date of Expiry / . 31/05/2027
|[laTa npoussoacrea Il'ogen g0 - - o
Mfg. License No. / o
IMponsBoncTBennan : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PI'-RU)
JIHUeH3Hs Ne |
Analysis performed according ND No / Anasins npoeeien mo H /T Ne: JIT-Ne(004603)-(PT-R1))-130224
- PageSof S/ Crp.Su3s5

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

Ipoussoauteas AQPC, crpana: H-p Pennn’c JlaGoparopuc Jltn., Unaus.

1;;““” adf‘:lrcetflsr’_z“t:‘i‘t’er‘/zé‘;’l’t‘rz"sif;’: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

R lmanu.t / mg Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India

He CASCSITE i, AADEC M HOMED e (License No 59/RR/AP/97/F/R)

SUMEHOBAHNE, ANPECHAHOM °p JTUNCHIHH [powssoncreentoe nogpazaenenne - 3, yuactin Ne 41, yacts 42, vacrs 45 u yacTs
TRTOTLIAECHS ocymecTBJlmomeu 46, bauynammn (Bunaama), Bauynanm (Maunan), Meauan Manxamxripu (Huct.),
LR OHSBOASTBOAKOFINOME wrrar Tenanrana, Muans (JTnuensia Ne S9/RR/AP/OT/F/R)
kagecrsa/Beinyew IJI®D / | N N

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.

3aksi04enne o cooTBeTCTBMM: «HaCTOAMMNM 5 IOATBEPKAAIO, YTO NPUBEAEHHAS Bbillie HHDOPMALIUS SBISETCA JOCTOBEPHOI H TOYHOII.
OTa cepus NPOAYKUMH NpousBencHa (BKTOYAs YHNAKOBKY (MapKMPOBKY) M KOHTPOJIb KAYECTBA) Ha BbILIEYKA3aHHON MPON3BOACTBEHHOI
naowake (NowWanKkax) B NOJHOM COOTBETCTBHH C TpeGoBaHMsmu [IpaBuil namnexamei NpoH3BOACTBEHHON NMPaKTHKH EBpazuiickoro
aKoHoMHueckoro cowoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u tpe6oBaHMSIMN KOHTPONS KAYECTBA JIEKAPCTBEHHBIX
CPENCTB, a TAIOKE B COOTBETCTBUU CO CreUMbUKALUAMH, COACPIKALUMMHNCS B PErHCTPALMOHHOM [0Che CTpaHbi-UMIOpTepa. 3anucu mo
NPOU3BO/ICTBY, YIAKOBKE U aHANK3Y MPOBEPEHbI, U YCTAHOBNEHO HX COOTBETCTBHE TPeOOBaHHAM [TpaBi HaaexalIel MPOU3BOACTEEHHOH

MpakTUKH EBpa3HﬁCKOI‘O 2KOHOMHYECKOTO COrO3a».

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3akmouenne: OJJOBPEHO

Hpumeuanne: [Tpoaykr coorBeTcTBYET Tpebopanusm HJJ

Prepared by / Checked by / o Approved by: Manager/Executive /
IToarorosnieHo: ;L} Hposepeﬂf}%w/p OnobpeHo: XL‘I-IL‘_,II?_I{SL] / PykoBoauTens

Date / Date / OZ )OS Date / 93
I[:TZZ 2l o §1o\YW™ | Jlara: BIos Jara: 2\ DE




