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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Hpoayxr: Pazo®, TabseTku, MOKPBITHIE KHIIEYHOPACTBOPIMOI 0607104K0H, 20 Mr

auuenzus Ne

Market / Poinok : Russia / Poccus

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

Cepust Ne g S0 Pa3mep cepun * 1500000 Tab

Analytical Repourt No./ . 890001823503 Date of Analysis / . 19/07/2025
AHajuTHYecKHii oTyeT No JaTta anann3za

Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027

JaTa npou3BoacTBa T'ogeH go

Mfg. License No. /

IlpousBoacTBeHHas : 59/RR/AP/9T7/F/R i\)/[yA e AHoNED : JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Ananuz nposenen no HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

Page1of6/Crtp.1u36

Ne

Test / Iloxa3zaTtenn

Result / Pe3yabTaThl

Specification / Hopma

1

Appearance / Onucanue

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrisie,
JIBOSIKOBBIIYKJIbIE TaOJIETKHY,
MOKPBITBIE 0O0NOYKON KENTOr0
L[BETA C MAPKUPOBKOIi KpacHOIro
uBeta «RB20» Ha ojHO# cTOpOHE.
Ha monepeuHoM paspese sapo
6eJoro 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. / Kpyrnele, IBOSKOBBIMYKIIbIE
TabNeTKH, MOKPBIThIE 060JIOUKOI OT CBETIO-
JKEJITOTO [0 XKEJITOTO [IBETA C MAPKHUPOBKOI
kpacHoro usera «RB20» Ha oznHO# cTopone. Ha
IIOTIEPEYHOM pazpese SApPO OT 6eNoro 10 NouTH
6enoro LBera.

Complies as prescribed /
CootseTcTBYET TpebOBaHHAM

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 yaep>KUBaHHsS OCHOBHOTO TIMKa Ha
XPOMAaTOrpaMMe UCILITYEMOro pacTBopa
JIOJXHO COOTBETCTBOBAThH BPEMEHU
yIAepKUBaHHS OCHOBHOTI'O TIHKa Ha
XPOMaTorpaMme pacTBOpa CTaHAAPTHOIO
obpasia pabenpasona HaTpus (pasznen
«KonnuecTBEeHHOE OTIpefeneHe).

2 | Identification By HPLC /
Hpentuduxanus BIAKX
3 | Average weight /

Cpeauss macca

209.53 mg /209,53 mMr

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

[Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoagykT cooTBeTCcTBYET TpeboBanuam HJI 3akaouenne: OZJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: 5¥/ IIposepeno: Q w,\?{n Onobpeno: Menemxep / Pykosogurens
Date / o Date / - Date / N4
D] <30 A ~HN
JHara: 21 7 Hara: 21~07-opp¢ | Hata:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

ﬁ’roduct : Razo®, enteric-coated tablets, 20 mg
IpoxyxT: Paso’, TabneTin, NOKPBITHIE KHILEYHOPACTBOPUMOI 0060J104KOH, 20 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne EEDe2 Pazmep cepun * 1500000 Tab

Analytical Repo“rt No. / . 890001823503 Date of Analysis / . 19/07/2025
AHajTHYECKHI oTUeT No Jara aHanu3a

Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027

Jara mpou3BoacTBa T'ogen g0

Mfg. License No. / )

IIpon3BoacTBenHast : 59/RR/AP/97/F/R II\:I; WEbeEe EIoNcD : JIII-Ne(004603)-(PT-RU)
Jinnen3usa Ne

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

Page2 of 6/ C1p. 2 m3 6

4 | Dissolution / PacTBopenmne

Unit-1/Eauanna-1 2%
~ Unit-2/Eaunnna-2 2%
Unit-3/Equnuia-3 1%
Unit-4/Epunnua-4 2%
Unit-5/Eqununa-5 2%
Unit-6/Exnnanna-6 3%

Average / Cpenn. 3Hauenue: 2 %

_than 10 % of CisH»0N303SNa

In 0.1 M hydrochloric acid solution — not more
(Rabeprazole
sodium) label claim in 2 h. / B 0,1 M pactsope
XJIOPUCTOBOJOPOAHON KUCIOTHI — He GoJjiee 10 %
OT HOMHUHaNBHOTO coaepxanusi CisHoN3O3SNa
(pabenpazon HaTpust) Hepes 2 u.

Unit-1/Eaqunnna-1 92 %
Unit-2/Equauna-2 92 %
Unit-3/Enununmna-3 88 %
Unit-4/Enununa-4 88 %
Unit-5/Equnnna-5 89 %
Unit-6/Equnnna-6 91 %

Average / CpenH. 3Hauenue: 90 %

In buffer solution pH 8.0 —not less than 75 % (Q)
of CisH20N3O3SNa (Rabeprazole sodium) label
claim in 60 min. / B 6ydepHom pactsope pH 8,0
— He MeHee 75% (Q) OT HOMHHAJILHOIO
cogepkanusg  CisHaoN3OsSNa  (pabenpazon
HaTpus) yepe3 60 MUH.

5 | Related Substances /

PoncrBenHbie npuMecH

Rabeprazole N-oxide/
Pabenpazona N-oxcun

Rabeprazole Sulfone/
Pa6enpazona cynbhoH

Below LOQ (LOQ = 0.022 %) / Huxe
npexaena KOJTNYECTBEHHOTO
onpenenenus (IIKO = 0,022 %)

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

0.08%/0,08%

Rabeprazole Methoxy analog/
Pa6enpaszona meTokcH aHanor

Rabeprazole Chloro analog/
Pabenpazona xjgopo aHanor

0.05% / 0,05%

Not detected / He oGHApyKEHA

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

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

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

Remarks : The Product confirms to ND/

Ilpumeuyanne: IlponykTt cooTBeTcTBYET TpeboBaHmsam HJL

Conclusion : APPROVED /
3axniouenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: gg' l'[poeepeur([:ﬂ\ ,\{4 Onobpeno: Menemxkep / PykoBoaurens
Date / o Date/ Date / N s

~07- W0 WM HNAY
Hara: 23 -0 Hara: 21 ~07~9p72 | Hata:
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

’?roduct : Razo®, enteric-coated tablets, 20 mg

® - s
Ipoayxr: Pa30”, TabneTky, NOKPHITEIE KMWIEYHOPACTBOPUMOM 06010uKOi, 20 MT

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepusn Ne NG Pasmep cepun * 1500000 Tab

Analytical Report No. / . Date of Analysis / .

AHanuTHYECKH#H oTueT Ne * 890001823503 Hata ananuza g e

Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027

JaTta nponsBoacTBa Ionen 1o

Mfg. License No. /

HpoHsBoacTReHHAS . SO/RR/AP/97/F/R g‘;‘ number: /HOMED . 11y ny(004603)-(PT-RU)
JHIeH3Hs No

|Analysis performed according ND No / Anasin3 nposeaen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of6/Crp.3 m36

Rabeprazole Sulphide/
Pabenpazona cynshun

Rabeprazole Related
compound A/
Pabenpazona porcTeedHas
npumecs A

Rabeprazole Related
compound C/
Pabemnpazona poncTeeHHas
npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / I[Tpumeck npu
RRT 1,37 (macca m/z=310
HMHUAA30M)

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

npu RRT 1,51 (macca
m/z=458
OeH3uMIIa3071a AATYKT)

imidazole adduct) / [Tpumech

Individual unidentified
impurity / Exnanunas
HenaeHTUPHLHPOBaHHAS
pUMeECh

0.06% / 0,06%

Not detected / He o6HapyxkeHa

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He oOHapyxkena

Below LOQ (LOQ = 0.1 %) / Huxe

Mpezena KOJIHUEeCTBEHHOTO
onpenenenus (ITIKO = 0,1 %)

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

Not more than 0.5 % / He Gonee 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 0.2 % / He 6onee 0,2 %

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: IIpogykT cooTBeT

cTByeT TpeboBaHuam HJL

3akiaouenue: OJOBPEHO

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

IToarorosneHo: I"Ipoeepel|€mﬂu_ / Onobpeno: Menemxep / Pykoonurens
) S

Date / ) .97~ 20 o Date / Date / At by W

Hata: Hara: 91 ~07~2pw2¢ | Hata




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

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

NpoaykT: Paso®, TabneTku, MOKPHITHIE KHIIIEYHOPACTBOPUMOIT 060I0UKOM, 20 MT

Market / Peinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne sElbe Pasmep cepiu * 1500000 Tab
Analytical Report No. / . Date of Analysis / .
ApanuTndeckuii oryer No ° 890001823503 JlaTta ananmza e
Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027
/JlaTa mpon3BoacTBa T'ogen xo

Mfg, License No. /
IlpousBoacTBeHHAS
JuneH3us Ne

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

Py

MA number: /HoMep . ;17 v, 004603)-(PT-RU)

Analysis performed according ND No / Auaau3s nposeaen no HJI Ne: JITI-Ne(004603)-(PT"-RU)-130224

Page4of 6/ Ctp. 4 n3 6

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
npumecei

6 |Residual Solvents content / 1620 pg/tab/ 1620 Mkr Ha Isopropanol —not more than 2621 pg per tablet / 1
OcraTo4yHble OpraHuyecKHe TabneTKy Hsonponanon — He Gonee 2621 Mkr Ha TabneTky
PACTBOPHTEIH

7 |Uniformity of dosage units / 4.6/4,6 Acceptance value (AV) should be not more than
OaoHopoaHOCTh 15.0. / Tokasartens npuemneMocTr (AV) 1oinkeH
J03MPOBAHHBIX €AHHHUL ObITE He 6oJiee 15,0.

|

8 | Microbiological purity*/ Mukpo6HnoJjoruueckas yncrora*

a) Total aerobic microbial
count / Ob11ee YucIo

a’poOHBIX MUKPOOPraHH3MOB

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

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

OrcyrcTByeT B Ir

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

mould count / Ob61iee Y1cio Menee 10 KOE/r He 6onee 100 KOE/r

JIPOMOKEBBIX U TIECHEBBIX

rpuboB

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

JIOMmKHBI OTCYTCTBOBaTL B 1 T

9 |Assay / KontnuecTBenHOe

oInpeacJIeHue

19.6 mg/ 19,6 mr

18.0t0 22.0 mg of C13H;0N303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Or 18,0 mr mo 22,0 mr C3H20N30:SNa
(pabemnpazon natpus) (ot 90 no 110 % ot
HOMHUHAJIBHOTO COJep)KaHus) B TabJeTKe.

Remarks : The Product confirms to ND/
IIpumeuanwne: IIponyxT coorBeTcTBYET TpeboBaHusm HJJ

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

Prepared by /
IMoaroTtosneHo: 4/

Checked by /

HPOBCPC”K/_: \,: "L

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTeib
?. -

JHara:

Date / Yl Date /
«O T« 20
A o1 Hata: 2 [ ~p7-202¢ | Rata

Date / QA~D) o




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

’ﬁoduct : Razo®, enteric-coated tablets, 20 mg

Hpoayxr: Pazo®, TabJIETKH, MOKPBITbIE KHILIEYHOPACTBOPHMO# 060510uKoit, 20 MI

Market / Peinox : Russia / Poccus

Copat Yo : C2507679 ke LS e

E:i‘; ‘:]fpz‘]f‘;::ﬁ‘::‘;e/ : 05/06/2025 l‘?:;;‘:;";"f’iry’ : 31/05/2027
ll‘f,fﬁ;f;.lii'l?.;fﬁ;lﬁﬂ . SO/RR/AP/97/F/R lﬁ‘}f‘ number: /HOMEP . 11y no(004603)-(PT-RU)
Auuensna Ne

Analysis performed according ND No / Ananus nposesien mo HJT Ne: JITT-No(004603)-(PT'-RU)-130224

PageSof 6/ Ctp.5u3 6

10 [Packaging / Ynakoexa

15 tablets in a (PVC/AI/PA) foil

15 tablets in a (PVC/AV/PA) foil /aluminum foil

/aluminum foil blister. 2 blisters with
a package insert in a carton. / ITo 15
Tabnerok B OmUcTepe U3
(IIBX/AJI/TIA) donbru /

blister. 1 or 2 blisters with a package insert in a
carton. / [lo 15 Tabnerox B Giucrepe u3
(IIBX/AJI/TIA) donbru / amomMunueBoii Gonpr.
IIo 1 umu 2 6mdcTepa BMECTE C JIUCTKOM-

MOMHHHEBOH (onbru. 2 bnuctepa
BMECTE C JINCTKOM-BKJIA/IBIIIEM B
MavKy KapTOHHYIO

BKJIaABIIIEM B IMAYKY KapPTOHHYHO.

API name / Haumenosaune ADC:

Rabeprazole sodium / Pabenpazon Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npousogurtenss ADC:

ACRHO004344, ACSH000150 & ACRH004395

FP Manufacturer API Batch number /
Homep cepun cy6cTaHIMH
npouspoantens I'JIP:

FCRA02711, FCSA00205 & FCSA00211

API Manufactured by & country/
IIpouspoautens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India
J-p Penou’ ¢ JTaboparopuc Jita., Magus.

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBanue, aipec H HOMep
JIMLIEH3HH TIOINATKH,
ocyuiecTBJIAIOM el
NPOH3BOACTBO/KOHTPOJIb
kadecTBa/Boinmyck I'JID /

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

[TpousBoacTBeHHOE NoApazaesieHue - 3, yuactku Ne 41, yactb 42, yactb 45 u
yacTh 46, bauynamnmu (Bunnamk), badynannu (Mannan), Menuan
Manxapkrupu ([{uct.), wrar Tenanrana, HUagus (Jlnnensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmiouenne: OJOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executive /
IlonrotoBnexo: l_[]_mBepeHo'/ ’j\‘\ g Onobpeno: Menemxep / Pykoponurenb
[\ F i 7 S—
Date / < Date/ Date / w
. LY o b W AN v
Hara: 21-07 Hara: O/ ~007~2020 | Hara:




Pe
y °® CERTIFICATE OF ANALYSIS
Dr.Red dY S '.‘ CEPTHDUKAT AHAJIM3A

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

Tpomyxr: Pazo®, tabnetku, MoKpbiThe KHIIEYHOPACTBOPHMOH 000104k0ii, 20 Mr

Market / PeiHok : Russia / Poccust

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

Cepust Ne : (E23016712 Pasmep cepun * 1500000 Tab

Analytical Report No. / . 890001823503 Date of Analysis / . 19/07/2025
AHanuTHYECKHIT oT4eT No JlaTa anaansa

Date of Manufacture / . 05/06/2025 Date of Expiry / . 31/05/2027

JdaTa mpon3BoacTBa TI'open no -
Mfg. License No. / .

HpomssoacTeennas . SO/RR/AP/9T/F/R g‘;} number: /HOMEP . ;111 No(004603)-(PT-RU)
JMUeH3Hs Ne

Analysis performed according ND No / Auanus nporeszen mo HJT Ne: JIT-Ne(004603)-(PI'-RU)-130224

Page 6 of 6/ Crp. 6 13 6
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 establishedy.

3axi0ueHue 0 COOTBETCTBHH: «HACTOANINM S TOATBEPKAL0, UTO IPUBEIEHHAS BhIIIE HHDOPMALHS SBIAETCS JOCTOBEPHOI
¥ TOYHOM. DTa cepust NPOAYKLMHU Npou3BeeHa (BKIIF0Uas yIakoBKy (MApKUPOBKY) M KOHTPONb KadecTBa) Ha BBILLIEYKa3aHHOMN
NPOM3BOACTBEHHON Miowanke (MIOWNKaXx) B TMOJHOM COOTBETCTBHH C TpeGoBaHMAMH IIpaBHI  Hamiexauiei
NMPOU3BOACTBEHHON NpakTHkH EBpasuiickoro skonomuyeckoro cowsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TPpeOOBAHUIMH KOHTPOJIS KA4€CTBA JIEKAPCTBEHHBIX CPEICTB, & TAKXKE B COOTBETCTBHH CO CIIECLIUDUKALIUAMH, COIEPKAILUMUCS
B PErHCTPALIMOHHOM /I0ChE CTPAHBI-UMIIOPTEPA. 3allUCH MO POU3BOJCTBY, YIAKOBKE H aHAJIH3Y IPOBEPEHDI, H YCTAHOBJIEHO
UX COOTBETCTBHE TpeboBanusM [IpaBun Haanexallel NPoU3BOCTBEHHON NPAKTHKH EBpasHiiCKOro 3SKOHOMHYECKOTrO COM3a.

Conclusion : APPROVED /

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

Ilpumeuanue: [IponykT coorBeTcTBYET TpeboBanusam HJT

Prepared by / Checked by / Approved by: Manager//E;(ecutive /

[MoarorosieHo: ﬂg/ ITposepeng: -ﬂ\ ’f— Onobpeno: Meremxkep / PykoBonuTtens
= S

Date / 9] -0« 0 Wu Date / Date / ap 00 W

Jata: Hara: 21~0 7~202¢ | Nata:




