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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpomyxt: Pazo®, Tabnerky, MOKpbITLIE KUIIEYHOPACTBOPHUMOIF 060n0uKOoid, 20 MT

Market / Peinok

: Russia / Poccus

aunenzusa No

Batch No. / ] Batch Quantity / 1500000 tab /

Cepusi N v C2602024 Pasmep cepun " 1500000 Ta6

Analytical Repovrt No./ . 890001867671 Date of Analysis / . 24/02/2026
AnanuTudeckni oruer No JlaTa ananusa

Date of Manufacture / . 20/12/2025 Date of Expiry / . 30/11/2027

JaTa npou3BoACTBA - B T'oaen go

Mfg. License No. /

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

Analysis performed according ND No / Auajins npoeeseH ﬁo HJ Ne: JITT-Ne(004603)-(PT-RU)-130224

Pagel of 5/Crp. 1 u35

| Ne Test / IMokazaTenn Result / PesyabTaTsi Specification / Hopma
1 | Appearance / Onucanue Round, biconvex, light-yellow coated Round, biconvex, light-yellow to yellow coated
tablets imprinted "RB20" with red ink on tablets imprinted “RB20” with red ink on one side.
the one side. White tablet core on cross- | W hite to off-white tablet core on cross-section. /
) Kpyriible, 0BOSKOBBIMYKIbIE TaONETKH, NOKPLITHIE
section. / Kpyriible, ABOSKOBbITYKJIbIE N
. 060J104KO¥ OT CBETIO-XKENTOrO A0 XKENTOrO UBETA
rafinersus, HORpLITEE aGonaLali ¢ MapkupoBko# kpacHoro nseta «RB20» Ha omHoii
CBETJIO-)KENTOTO UBETA C MAPKUPOBKOH | cropone. Ha nonepeuHoM paspese sapo ot 6enoro
KkpacHoro usera «RB20» Ha ogHOM 110 MouTH 6eNoTo LBETA.
cropone. Ha nonepeuHom paspese sapo
6enoro upera.
2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
HNaentuduxauusa BIKX CooTBeTcTBYyET TpeOOBaHUAM chromatogram of test solution should correspond
to the retention time of major peak in the
chromatogram of Rabeprazole sodium reference
| standard solution (section Assay). / Bpewms
yIAEPIKUBAHHS OCHOBHOTO MHKA Ha
XpOMAaTOrpaMMe HCTILITYEMOro pacTBOpa JOJKHO
COOTBETCTBOBAThL BPEMEHH YAEPKHUBAHHS
OCHOBHOIO ITHKA Ha XpOMaTorpaMMe pacTBopa
cTaHmapTtHoro obpasua pabenpasona HaTpus
(paznen «KonuuecTBEHHOE OMpeleeHHE»).
3 | Average weight/ 207.57 mg /207,57 mr 212.68 mg+ 5 % (202.05 to 223.31 mg) /
Cpeausis Mmacca 212,68 mr £ 5 % (ot 202,05 mr mo 223,31 mr)

Remarks : The Product confirms to ND/
Hpumeuanne: IlpoayxT coorBeTcTBYeT TpeboBaHusM HJJ

Conclusion : APPROVED /
3akouenue: OJJOBPEHO

[
Prepared by / G%’/&)G.LL Checked by / Approved by: Manager/Executive /
HOL[I‘OTOBJ'[CHO‘I::; = IposepeHo: Onobpeno: Menemxkep / PykoBonutens
-:-‘:. ;
Date / ) A D~ Date / Date / AG-OL—0N,
Jlara: wg Hara: 2602-20). 6 Hara:




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
MpoayxT: Pa30®, Tabnetku, NOKpPLITHIE KHUIEYHOPACTBOPUMOIT 060510uKO#i, 20 MT

Market / Poinox : Russia / Poccns

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

Cepust Ne GG Pasmep cepuu * 1500000 Tab

Analytical Repourt No./ . 890001867671 Date of Analysis / . 24/02/2026
AHaTHTHYeCKH# oTueT No Jata anaausa

Date of Manufacture / . 20/12/2025 Date of Expiry / . 30/11/2027

JdaTa npon3BOACTBA - T'oaen a0 T

Mfg. License No. /

T pousBoACTBEeHHAsR : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PI-RU)
auuenzusa Ne

| Analysis performed according ND No / Ananns nposeaen mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/ Ctp.2 35

4 | Dissolution / PacTBopenue

[In 0.1 M hydrochloric acid solution — not more than

10 % of C13H20N303SNa (Rabeprazole sodium) label

claim in 2 h. / B 0,1 M pacrsope

XJIOPHUCTOBOAOPOAHON KHCIIOTh — He Gonee 10 % ot

HOMMHAJIBHOTO conepkanusi  C3sHyoN3O03SNa

(pabenpason HaTpus) uepes 2 4.

In buffer solution pH 8.0 — not less than 75 % (Q) of|

CisHyoN303SNa (Rabeprazole sodium) label claim

in 60 min. / B 6ydepHom pacrsope pH 8,0 — He meHee
75% (Q) OT HOMMHAIBHOTO  COAEpPIKaHUS

C13H20N303SNa (pabenpason natpus) uepes 60 MuH.

Unit-1/Eaunnua-1 0%
Unit-2/Enunnua-2 2%
Unit-3/Equnnna-3 0%
~ Unit-4/Eannnna-4 1 %
Unit-5/Equnnna-5 2%
Unit-6/Eanuniua-6 3%
Average / CpenH. 3uauenue: 1 %
Unit-1/Ennnnua-1 88 %
Unit-2/Eaununa-2 91 %
Unit-3/Egnunua-3 90 %
Unit-4/Equnnna-4 88 %
Unit-5/Eaunuua-5 92 %
Unit-6/Eaquauna-6 90 %

Average / Cpen. 3Hauenue: 90 %

5 | Related Substances /
PoacTeeHHbIe NpumMecH

Rﬁ)eprazole N-oxide/
Pa6ernpazona N-okcua

cynbhoH

Rabeprazole Sulfone/ PaGenpazona

Rabeprazole Methoxy analog/
Pabenpazona MeToKCH aHanor

Rabeprazole Chloro analog/
Pa6enpa3zona XJj0po aHajior

Rabeprazole Sulphide/
Pabenipazona cynebun

PaGenpa3ona poacTBeHHast
npumech A

Rabeprazole Related compound A/

Not detected / He o6Hapyx eHa

0.15%1/0,15%

Not detected / He o6HapyxeHa

Not detected / He 0bHapyxeHa

0.03 % 0,03%

Not detected / He o6HapyxeHa

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 0.5 % / He 6onee 0,5 %

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

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

Remarks : The Product confirms to ND/
IMpumevanue: [Tponykr COOTBETCIBYET TpeboBanusm H/J
18]

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / +#Checked by / ~
[MoarorosieHo: féffs/ [TpogepeHo: ’>

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens

y

Date /
Jlara:

DL-D- Q02K

Date /
JlaTa:

9b02-10) o

Date /

AGeon N0,
Jlara:
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Dr.Reddy’s Q}'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

|Pr0duct : Razo®, enteric-coated tablets,

20 mg

MpoayxT: Pazo®, TabneTkH, NOKPLITHIE KULIEYHOPACTBOPUMOH 06onoukoit, 20 Mr

Market / Poinox

: Russia / Poccus

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

Cepus Ne + €2602024 Pazmep cepun * 1500000 Ta6

Analytical Repovrt No./ . 890001867671 Date of Analysis / . 24/02/2026
AHaUTHYeCKNi oTUeT No JlaTa anannza

Date of Manufacture / . 20/12/2025 Date of Expiry / . 30/11/2027

JlaTa npoM3BOACTBA o - Tonen no

Mfg. License No. /

ITpou3BoACTBEHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PI'-RU)
JnueH3uss Ne

Analysis performed according ND No / Anaan3s nposeaen mo HJI Ne: JITI-Ne(004603)-(PI"-RU)-130224

Page3 of 5/ Crp.3 m35

Rabeprazol;RelzRedicompound C/
Pabenpasona poncreeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Mpumecs npu RRT
1,37 (macca m/z=310 uMugazon)

| Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumeck npu
RRT 1,51 (macca m/z=458
OeH3UMHIAa3011a ANTYKT)

Ennauuuas
HenneHTUUUUPOBaHHAs MPUMECH

Total impurities / Cymma
npumecei

Not detected / He oBHapyxeHa

Not detected / He o6HapyxeHa

Not detected / He o6HapyxeHa

Below BDL (BDL= 0.1 %) / Hwxe
nopora peructpaunu (TTIP 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 %

0.2%/0,2%

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

6 |Residual Solvents content /
OcraToYyHble OpraHHYecKHe
PACTBOPHUTEH

1767 pg/tab / 1767 mMkr Ha TabneTky

Isopropanol — not more than 2621 ng per tablet /
Uzonponanon — He 6onee 2621 Mkr Ha Tabnerky

Remarks : The Product confirms to ND/
IMpumeuanune: [IponykT cooTBeTCTBYET TpebosaHusm HJJ
]

Conclusion : APPROVED /
3axiovenne: OJOBPEHO

-
Prepared by / Y= C 2 1.Checked by / Q Approved by: Manager/Executive /
Hoaroropnenol £ — IIposepeno: "} Onobpeno: Menemxkep / PykoBoauTensb
Date / 2800~ 292 8 Date / Date / QC —e5L0!
Jara: aTa: 2602-100.8 Harta: ik il
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg
IMpoaywt: Pazo’. TabneTku, MOKpbITbIE KMUIEYHOPACTBOPUMOI o6omoukoi, 20 mr

Market / Poinox

: Russia / Poccust

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

Cepus Ne  £2603054 Pa3mep cepuu * 1500000 Tab

Analytical Rep03't No./ . 890001867671 Date of Analysis / . 24/02/2026
AHanuTHYecKHii oT4yeT No Jlata ananu3a

Date of Manufacture / . 20/12/2025 Date of Expiry / . 30/11/2027

JaTa npou3BoacTBa B loaen go

Mfg. License No. /

TpoussoacTBEHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PI'-RU)
\muuensus N

Analysis performed according ND No / Anaans nposegen mo HJI{ Neo: JITI-Ne(004603)-(PT-RU)-130224

Paged4of S/ Crp.4mu35

7 |Uniformity of dosage units /
OfHOPOAHOCTD 103UPOBAHHBIX
eIMHHI

5.0/5,0

'Acceptance value (AV) should be not more than
15.0. / Tlokazatens npuemyiemocty (AV) nomkeH
OwITh HE Gontee 15,0.

8 | Microbiological purity*/ Muxpo6uosoruyeckas wncrora*

a) Total aerobic microbial count /
Obuiee 4ncio adpodHbIX
MUKPOOPTaHU3MOB

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

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

b) Total combined yeasts and
mould count / Obwee uncno
APOJNOKEBBIX W MIIECHEBBIX IPUOOB

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

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

¢) E.coli

Absentin 1g/
OTtcyTcrByer B 11

Shall be absent in 1g/
JIOMKHBI OTCYTCTBOBAaTh B 1

9 |Assay/ KonnuyecTBeHHOe
onpeaejeHne

19.4 mg/ 19,4 mr

18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Or 18,0 MI 10 22,0 mr C3HaoN303SNa
(pabenpaszon Hatpus) (ot 90 no 110 % ot
HOMMHAJILHOTO COAEP)KaHKs) B TabneTke.

10 Packaging / Ynakoska

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnerok B Gnuctepe u3 (TIBX/AJI/TIA)
tonbru / anoMuHueBoi gossru. 2
HnucTepa BMECTE C JIMCTKOM-
BKJIAZBIIIEM B NAYKy 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 O6nucrepe u3
(ITIBX/AJUTIA) ponbru / amomunueoii gonsru. [To
1 unu 2 6GnucTepa BMECTE C NMCTKOM-BKIA/bILIEM B
navky KapTOHHYIO.

Remarks : The Product confirms to ND/
[pumeuanue: [Tponyxr COOTBETCTBYET TpeboBarusm HJL

Conclusion : APPROVED /
3axmmouenne: OJOBPEHO

Prepared by / 7T Checked by/ Approved by: Manager/Executive /
MoAroToBaeHpN S [TpoBepeHo: § Onobpeno: Menemkep / PykoBoguTens
S
Date / 28 Date / Date /
Q,Q€ ~ Q—O Ll =9
Jara: 2 Hata: Jhotwl Hara: oL A




®o
‘Dr.Red dY’S Q% CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg
I pouy:c‘r:&taﬁ‘l TabAETKH, MOKPLITbIE KHIIEYHOPACTBOPUMOH 060104Koit, 20 Mr
Market / PoiHok : Russia / Poccus
Batch No. / L Batch Quantity / 1500000 tab /
Cepusi N # L2020 Pasmep cepun 1500000 Tab
Analytical Repog‘t No./ . 890001867671 Date of Analysis / . 24/02/2026
AHanuTHYeCKHi oTueT Ne JaTta ananusa -
Date of Manufacture / . 20/12/2025 Date of Expiry / . 30/11/2027
JlaTa npon3BoAcTBa B T'oaen o - -
Mfg. License No. /
TpounssoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIIN-Ne(004603)-(PI'-RU)
Jguuensua Ne
Analysis performed according ND No / Anasnns nposeaen no H Ne: JITI-Ne(004603)-(PT'-RU)-130224 ]

PageSof5/Crp.Sm35

API name / Haumenosaune ADPC: B Rabeprazole sodium / Paéenﬁason HaTpUs
INN/MHH: B Rabeprazole / Pabenpazon
API manufacturer batch number / ACSH000438 & ACSH000442

Homep cepnu nponssogurens APC:

FP Manufacturer API Batch number /

Homep cepun cyéecTanunn FCSA01395 & FCSA01396

npoussoanTenn [JIdD: o B

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

TMpouseoauteas APC, crpana: H-p Pepnu’c JlabGoparopwc Jita., UHnus.

Natme, StlolPess, S ROE o NG Tor FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

FP manufacturing site / Control site / e ;

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

(License No 59/RR/AP/97/F/R)

HaumeHoBaHHe, agpec U HOMEP JHLUEH3UH

Bt OEnEERAMBATEH [ponseoacTBeHHoe noapazaenenue - 3, yuactku Ne 41, yacts 42, yacTs 45 1 4acThb

nﬂoumwl:) c‘:'BOz’lzl(l)HT pny rewt 46, bauynannu (Bunnamk), bauynannu (Manaan), Meauan Mankamkrupu (Jucr.),
p A P wrrat Tenanrauna, Uuaus (JIuuensns Ne 59/RR/AP/97/F/R)

_KauecTBa/Buinyck TJI® /

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».

3akiioueHne 0 cooTBeTcTBHM: «HacTosMM s MOATBEpsKAAlO, YTO NMPUBEAEHHAS BbIIIE HHPOPMALMS ABNAETCS JOCTOBEPHOH M TOYHOM.
DTa cepus NPOAYKLMM Npou3BeaeHa (BKIIOYas yMakoBKY (MapKMpOBKY) M KOHTPOJb KayecTBa) Ha BbIIEYKa3aHHOHW MPOM3BONCTBEHHOH
nioanke (MIOIIafKax) B MOJHOM COOTBETCTBUM ¢ TpebGoBaHWsMM [IpaBui Halnekallel NpOM3BOACTBEHHON npakTuku EBpazuiickoro
skoHomuueckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) n Tpe©oBaHMAMH KOHTpONS Ka4eCTBA JIEKADCTBEHHBIX
CpeICTB, a TakXe B COOTBETCTBHH CO CreUU(pUKAUMIMY, CONEPKAMMUCA B PETHCTPALMOHHOM AOChE CTPaHBI-HMIIOPTEPA. 3alHCH 10
NPOM3BOACTRY, YNIAKOBKE W aHaJIM3y NPOBEPEHBI, H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaruam [Ipasun Haanexame NpoU3BOACTBEHHOM
npakTUky EBpasuicKkoro SKOHOMMYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoayxT cooTBeTcTBYET TpeboBaHusm HJL 3akmouenne: OJOBPEHO
e )

Prepared by / /0.-0':‘,’ Checked by / 0 Approved by: Manager/Executive /
[Monrorosnenol == ~ | Ilposepeno: ) Opobpeno: Menemxep / PykoBoauTrenb

L [ S
Date / DL-e2. Date / Date / B LY
Jara: W Jara: 2602-2020 Jara: B






