| N
- Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

TIpoaykr: Pazo”. TabneTku, nokpbIThie KHLIEYHOPacTBOPHMON obonoukoit, 20 mr

Market / Poinox : Russia / Poccus

Batch No. / , ~ [Batch Quantity / _ 1500000 tab / o
Cepust Ne el Pasmep cepun * 1500000 Tab

Analytical Repourt No. / . 890001801880 Date of Analysis / . 30/03/2025

AHaJUTHYECKHIT oTyeT No Jata ananuza

Date of Manufacture / . 07/02/2025 Date of Expiry / . 31/01/2027

Jara npon3BoacTBa ~ |lopmen 10 -
Mfg. License No. / .

TiponsBoncTEeHHAS : 59/RR/AP/97/F/R 11‘,4;,* number: /HOMeP . 17 3o(004603)-(PT-RU)

Jaunen3us Ne

Analysis performed according ND No / Auanu3s nposeacn no HJI Ne: JIII-Ne(004603)-(PT-RU)-130224

Page1of 5/ Crp. 1 u35

Result / Pe3yjabTaThl

Specification / Hopma

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrible,
JBOSIKOBBITTYKJTbIE TAOJICTKH,
MOKPBIThIE 060JI0UKOIH JKENTOro
BETA C MAPKUPOBKO#l KPacHOTO
ugeta «RB20» Ha oaHOl cTOpOHeE.
Ha nonepeunoM paspese sapo
6enoro 1BeTa.

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. / Kpyrible, ABOSKOBBITTYKIbIE
TabJeTKH, MOKPBLIThIE 0OONIOUKO OT CBETIIO-
YETOro J10 JKEJITOTO LBETa ¢ MAPKHUPOBKOM
KpacHoro usera «RB20» Ha ofHoO# CTOpOHe.
Ha nonepeuHom pazpese sapo ot 6en10ro 10
nouTH Oesoro 1Bera.

Ne Test / [TokazaTean
1 | Appearance / Onncanue
2 | Identification By HPLC /
Haentudpuranua BIZKX
E) Average weight /
Cpeansst macca

Complies as prescribed /
CootBetctByeT TpeboBaHuAM

205.31 mg /205,31 mr

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). /
Bpemst ynep>xuBaHus OCHOBHOTO MHKa Ha
XpomaTorpaMme HCIbITYEMOTO pacTBopa
JIOJPKHO COOTBETCTBOBATH BPEMEHH
yAEP)KUBAHUS OCHOBHOrO MUK Ha
XpOMaTorpaMMe pacTBopa CTaHJJapTHOrO
obpasua pabernpa3oa HaTpus (pazaen
«KonuuecTBeHHOE ONIpPEENEHUE).

212.68 mg + 5 % (202.05 to 223.31 mg)/
212,68 mr+5 % (ot 202,05 mr g0 223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt coorsercTByeT TpedboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

IToaroToBneHo: KL e J‘C, Hpoaepe@% s Onobpeno: Menenxep / Pykosoautens

Date / Date/ Date / -
— __ 3NHDINS

Tara: 3 ( ©3-202§ | Mara: R ~02~-2p24 | Herta:
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" Dr.Reddy’s "o. CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

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

Ipoaykr: Pa30", TabneTku, NOKpbITHIE KHLIEYHOPACTBOPHMOIi 00010uK0#, 20 Mr

Janensus Ne

Market / Prinok : Russia / Poccus

Batch No. / . Batch Quantity / _ 1500000 tab / |
Cepus Ne HER TR Pasnep cepun * 1500000 Tab -
Analytical Repog‘t No. / . 890001801880 Date of Analysis / . 30/03/2025

AHRaanTH4eckHii oTyer Ne Jata apanmza |
Date of Manufac_ture / . 07/02/2025 Date of Expiry / . 31/01/2027

Jdara npousBogcrea Topen o

Mfg. License No. / .

IIpou3BoACTBeHHAs : 59/RR/AP/97/F/R MA number: /Homep .y v 004603)-(PT-RU)

Py

| Analysis performed according ND No / Anaans nposeaen no HJI Ne: JITI-Ne(004603)-(PT"-RU)-130224 |

4 | Dissolution / PacTBOpeHne

|sodium) label claim in 2 h. / B 0,1 M pacTBope

Unit-1/Eguanna-1 - | 1 %
Unit-2/EanHuna-2 1%
Unit-3/Eqununa-3 ‘ 1%
Unit-4/Epunnua-4 | 2%
Unit-5/Egunuua-5 | 0%
Unit-6/Exnanua-6 ' 2%

|Ci1sH20N3038Na (pabenpazon HaTpus) uepes 2

_Average/CpeﬂH. 3Havenmve: 1 %

) Page2 of 5/ Cr1p.2 m35
In 0.1 M hydrochloric acid solution — not more
than 10 % of CsH2N303SNa (Rabeprazole

XJIODUCTOBOAOPONHON KHCHOTHI — He Gonee
10%  OT HOMHHANBHOrO  COAEPXKAHUs

Y.

Unit-1/Equavua-1 | 89 %
Unit-2/Eaununa-2 88 %
Unit-3/Enqunuia-3 83 %
Unit-4/Enunuya-4 88 %
Unit-5/ExrBuua-3 87 %
Unit-6/Egunnua-6 88 %

|pH 8,0 — e menee 75 % (Q) OT HOMUHAIBHOrO

Average / Cpenn. 3nauenne: 87 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisH2N303SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydepHom pacTsope
conepxkanusi  CisHaoN3O3SNa  (pabenpason
HaTpus) uepe3 60 MUH.

5 | Related Substances /
PoacTBeHHBIEe MpHMecH

Rabeprazole N-oxide/
Pabenpazona N-okcua

Rabeprazole Sulfone/
Pabenpazona cynbhon

ﬁabeprazole Methoxy analog/ |
PaGenpasona MmeTokcn aHanor

Rabeprazole Chloro analog/
Pat6enpasona xnopo aHanor

Rabeprazole Sulphide/
Pabenpazona cynsdpun

0.09%/0,09%

Below LOQ (LOQ =0.027 %) /
Huxe npenena koau4ecTBeHHOrO
onpenenenus (ITKO = 0,027 %)

Not detected / He oOHapy»keHa

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

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

0.04% / 0,04%

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

Not detected / He oOHapyeHa

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tponykr cooTseTcTBYET TpeboBanusm HIL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: k &7@ " [Tposepeno; ) /\/ Opnobpeno: Menemxep / PykoBoauTens
= . . S~
Date / Date/ = Date / 3 ¢
- 1D 3 N0
Hara: 2’ | © 3 22%25_ Iara: S(~03 -ppd5 | Hara: 3




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

Hpoaykr: P33_0<”’, TabJIETKH, TIOKPBITbIE KMLIEYHOPACTBOPHUMOIT 06071040, 20 Mr ]
Market / Poinok : Russia / Poccus

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

Cepus Ne s Pasmep cepun 1500000 Tab

Analytical Repo“rt No./ . 890001801880 Date of Analysis / . 30/03/2025

| AHanuTHYeCKHIT oTueT No Jarta ananuza B - o
Dafe of Manufacture / . 07/02/2025 Date of Expiry / . 31/01/2027

Jarta mponssoicrsa loaen g0 o

Mfg. License No. / .

IlponseoacrBeHHast : 59/RR/AP/97/F/R 11![;\ number: / Homep : JII-Ne(004603)-(PT-RU)

JHIeH3ust Ne

| Analysis performed according ND No / Anazns nposegeu mo HJI Ne: JIH-N9(0046(E):(PF-RU)-130224

Page3 of 5/Crp.3 m35

‘Rabeprazole Related compound
Al Pabenpazona
POACTBEHHAst IpUMECh A

Rabeprazole Related compound
C/ Pabenpazona
poacTBeHHas npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [pumeck npu RRT
1,37 (macca m/z=310
UMH1a3071)

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

imidazole adduct) / ITpumecs
npu RRT 1,51 (macca m/z=458
OeH3UMHa3071a aNaYKT)

Individual unidentified impurity
/ Enuuvunas

HEeHAeHTH DU IPOBaHHAS
TIpUMeECh

Not detected / He oGHapyxeHa

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He oOHapy»xeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpauuu (I'1P 0,1 %)

Total impurities / Cymma
npumMecei

0.1%/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 0.5 % / He Gosiee 0,5 %

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

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

6 |Residual Solvents content /
OcTaTouHbIe OPraHHYecKHe
PACTBOPHTE/IH

1289 pg/tab / 1289 mxr Ha
Tabnerky

'Isopropanol — not more than 2621 pg per tablet

/ M3onponanon — He 6onee 2621 Mkr Ha
TabieTky

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr cooTeeTcTByeT TpebosaHusM HJJ

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Prepared by / ~ Checked by / Approved by: Manager/Executive /
[ToarorosneHo: K—&jc Hpo%pe@\ﬂ Onobpeno: Menemxkep / PykoBoauTesis
Date / Date/ < Date / r
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" Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product : Razo", enteric-coated tablets, 20 mg al
l'l]m.'t_w.'ln‘:_Paso(“‘. TabJeTKH, MOKPBIThIE KHILIEYHOPACTBOPUMO# 06010uKOl, 20 Mr N
Market / Poinox : Russia / Poccus
Batch No. / . 'Batch Quantity / . 1500000 tab / - i
Cepust Ne eS0T Pa3zmep cepnn * 1500000 Tab |
Analytical Repourt No. / . 890001801880 Date of Analysis / . 30/03/2025
AHauTHYECKHH oTyeT No JlaTa aHanm3a |
Date of Manufacture / . 07/02/2025 Date of Expiry / . 31/01/2027
JlaTa npou3BoacTBA I'onen g0 - _
Mfg. License No. / .
TipomssoxcTBennan : S9/RR/AP/9T/F/R gqu number: /HOMCP .y (004603)-(PT-RU)
Junen3ust Ne
Analysis performed according ND No / Anaiu3 nposegen no HJI Ne: JITT-Ne(004603)-(PI'-RU)-130224

Page4of 5/Crp.4 u3 5

Uniformity of dosage units /
OIHOPOAHOCTD
JO3HPOBAHHBLIX eIHHHI

4.5/45

Acceptance value (AV) should be not more than|
15.0. / Tlokazarens npuemnemoctd (AV)
JlomkeH ObITh He Gonee 15,0.

Microbiological purity*/ MukpoGuosoradeckasi uncrora®

a) Total aerobic microbial count
/ Ob1uee yncno a3poOHbIX
MUKpPOOPTaHH3MOB

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 / Obuuee 4ucio
JPOMOKEBBIX U NJIECHEBBIX
rpubos

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

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

¢) E.coli

Absentin 1g/
OrtcytcTByeT B I

Shall be absent in 1g/
JlomiHbl oTCYyTCTBOBaTH B 1 T

Assay / KonuuecTBenHoe

onpeaejieHue

20.1 mg /20,1 mr

18.0 to 22.0 mg of Ci1sH20N303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Ot 18,0 mr go 22,0 mr CsH20N303SNa
(pabenpazon Hatpus) (ot 90 no 110 % ot
HOMHHAJILHOTO COJIEpYKaHHsT) B TabJeTke.

10 |Packaging / YnaxoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / I'lo 15
Tabnetok B 6nucrepe 13
(IIBX/AJI/TTIA) ¢osnbrn /
antoMuHUeBo# donbrn. 2 bnncrepa
BMECTE C JINCTKOM-BKJIJIbILICM B
navyky 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 rtabnerox B Onucrepe u3
(TIBX/AJUTIA) donern  /  anioMuHHEBOH
¢onbru. [lo 1 nou 2 OGnucrepa BmecTe €
JIMCTKOM-BKNAAbILUEM B MAYKY KAPTOHHYHO.

Remarks : The Product confirms to ND/
IIpumeuanmne: [Ipogykt cooTBeTcTBYET TpeboraHusM H]J

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / _ 5 » Checked by / Approved by: Manager/Executive /

[ToaroTosneno: ’(\Wﬁl [poseper®: /0 D Onobpeno: Menemxep / PykoBoantenb
pe . S

Date / Date / Date / 357 Ao
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Se
Dr. Reddy’s ‘;. CERTIFICATE OF ANALYSIS

CEPTUDHNEKAT AHAJIN3A

Product : Razo", enteric-coated tablets, 20 mg - -
TpoaykT: Pa30", TabneTku, NOKpbITbIe KHUILEYHOPACTBOPUMOi 0005104KO#, 20 Mr - B
Market / Poinok : Russia / Poccust

Batch No. / , Batch Quantity / 1500000 tab / N
Cepus Ne 3 2303003 Pasmep cepun " 1500000 Tab B

Analytical Report No. /. g50041401450 atsjof Snalysist : 30/03/2025

AHanuTHYeCKHii oTyeT Ne Jara anaan3a -

Date of Manufacture / . 07/02/2025 Date of Expiry / . 31/01/2027

ara nponsBojacTBa - I"oaen oo -

Mfg. License No. / ' -
TpoHsBoNCTEeHAAN : S9/RR/AP/97/F/R Il‘f;‘ number: /HOMEP . 11y No(004603)-(PT-RU)

JMneHs3us No B

Analysis performed according ND No / Anauns nposenen no HJ Ne: JITI-Ne(004603)-(PT-RU)-130224 ]

PageSof 5/ Crp.5u3 5

API name / Haumenosanue ADC: | Rabeprazole sodium / Pabenpason narpus
INN / MHH: - | Rabeprazole / Pabenpazon
API manufacturer batch number / ACRHO003954 & ACRH003955
Homep cepuu npoussogutensst ADC:
'FP Manufacturer APT Batch number /
Homep cepun cyGcraninu FCRA02586 & FCRA02587
nponssoauteisi I'JID: -
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIponspogutens ADC, cTpana: H-p Peanu’c Jlaboparopuc Jlta., Muaus.
NAme, address,.auth.orlzatlon 0 for FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / NG )
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)
HanmenoBanue, anpec n HomMep
[IpousBoacTBeHHOE NoapazaeneHue - 3, yaactku Ne 41, yactb 42, yacts 45 u
JIHIEH3UH TUIOIAKH,
N yacth 46, bauynanmu (Bunnampk), bauynanmu (Mangan), Meauan
OCYIIeCTBIISTIONIEH
Mankamkrupy (nct.), wrar Tenanrana, Unous (JInuensms Ne
NPOH3BOACTBO/KOHTPOID SO/RR/AP/97/F/R)
KxagectBa/Beinyck I'JIP /

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».

3axIroueHHe 0 COOTBETCTBIU: «[HacTOSIINM st TOATBEPK AR, UTO MPUBEACHHAS! BblIlIE HHGOPMALHS SIBNSETCS 1OCTOBEPHOM
U TOUHOH. DTa cepus NPoAyKLHH NPou3BeieHa (BKIOYas ynakosKy (MapkHpoBKY) U KOHTPOJIb KaUecTBa) Ha BbILIIEyKa3aHHOM!
NpPOU3BOACTBEHHOH TuiowaaKke (rolwankax) B MOMHOM COOTBETCTBMH C TpeOoBauusmu [lpaBun Haanexailei
NPON3BOACTBEHHOI NpakTHKW EBpasutickoro skoHoMmuueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeOOBaHUSIMH KOHTPOJS Ka4eCTBa IEKAPCTBEHHBIX CPE/ICTB, A TAKIKE B COOTBETCTBHH CO CELU(BHKALMIMH, COACPKALUMUCS
B PErMCTPaLMOHHOM J0ChE CTPaHbI-HUMIOpTepa. 3amicH o Mpol3BOJACTBY, YNAKOBKE W aHalnu3y MPOBEPEHbI, U YCTAHOBIIEHO
ux cootBeTcTBHe Tpedosanusam [IpaBun Haanexalneit npon3BoACTBEHHON NpakTHkH EBpa3suiickoro 3kOHOMHUECKOTO COH3ay,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Ipoaykt coorBeTcTByeT Tpebopatnsm HJI 3axkmouenne: OJOBPEHO

Prepared by / M Checked by / Approved by: Manager/Executive /
[Toprorosnewno: kﬁgﬂffﬁ I'Ipnnep@ ,-Sﬂ Onobpeno: Menemxep / PykoBoauTesib
- — ‘f‘r/’
Date / Date / Date / <
BYpD —ONW
Jara: 3 (“03" AY Jara: 3| ~02 ~0pps—| Hara: e




