@
Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
[pogykT: Paso", TabiieTKH, MOKPAITHIE KMIIEYHOPACTBOPUMOH 06010uKOH, 20 Mr

Market / Peinox : Russia / Poccus

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

Cepus Ne T Pasmep cepuu * 1500000 Tab

Analytical Repol‘t No./ . 890001806823 Date of Analysis / . 25/04/2025
Anajnaryecknii oryer No JaTta ananuza

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

Jata npousBoacTea I'ogen go

Mfg. License No. /

Ilpon3BoacTBEeHHAsI : 59/RR/AP/97/F/R Il\:l; number: / Homep : JITI-Ne(004603)-(PT-RU)
JHueH3uda No

Analysis performed according ND No / Auanns nposegen mo HJI Ne: JITT-Ne(004603)-(PI'-RU)-130224

Pagel1of 6/ Crp. 1436

Ne Test / [Toka3zarean

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,
JIBOSIKOBBITYKJIbIE TaOIeTKH,
MOKPBITBIE 0O0NOUKOH IKENTOro
[BETA C MAPKHPOBKOH KPacHOTrO
ugera «RB20» Ha onHOif cTOopoHe.
Ha monepeunom paspese sapo
6enoro uBera.

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, 1BOSKOBBIMYKIIbIE
TabJIeTKH, MOKPBITBIE 0O0JOYKOM OT CBETIIO-
AKEJITOro JI0 XKEJITOro LBETa C MapKHUPOBKOi
kpacHoro 1Beta «RB20» Ha onHO#t cTopone. Ha
MIONEPEYHOM pa3pese Apo OT 6eNoro A0 NoYTH
6eroro npera.

2 | Identification By HPLC /
Mnentuduxannsa BIKX

Complies as prescribed /
CooTBeTcTByeT TpeOOBaHHIM

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). /
BpeMms yaep>kuBaHusI OCHOBHOTO TMKa Ha
XpOMaTorpaMme HCIIBITYEMOIO pacTBOpa
JOJDKHO COOTBETCTBOBATH BPEMEHH
YIEp)KUBaHKS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe pacTBopa CTaHAAPTHOTO
obpasna pabenpaszona HaTpus (pasgen
«KonnuecTBeHHOE ONpeaeIeHUE).

w|

Average weight /
Cpennsis Macca

206.36 mg /206,36 mMr

[ Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoxykr coorBercTByeT TpeboBanuam HJI

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

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / H Approved by: Managerﬁ@vfé ]
[MoxrorosneHo: & Hposeperxo:@ Onobpeno: Menemiep / PykoBoanTessb
' R
Date / Date / =} Date / -
~oU~-201S 280480025
Jata: 26 Iara: Z Jata: At o\~ Qosg”




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
Hpoayxr: Pazo®, Tadnerkn, MOKPbIThIE KILIEYHOpacTBOpiMOii obonoukoii, 20 Mr

Juanensnsi No

Market / Priaox : Russia / Poccus

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

Cepug Ne e Pazmep cepiin " 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHamuTHYecKkHii oTyer Ne  ° 000506525 JlaTa ananu3a §FEIRES

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

Jarta npomisoacrsa M"omen no

Mfg. License No. / MA ber: /

Tpousso/cTBenAAs : 59/RR/AP/97/F/R e mumber: /HOMEP . JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Anaans nposesen mo HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

Page2of 6/C1p.2 u3 6

(4 Dissolution / Pacteopenne |  Unit-1/Equnnia-1 0 % |In 0.1 M hydrochloric acid solution — not more

Unit-2/Eaunnna-2 3% [than 10 % of CisHN3O3SNa (Rabeprazole
Unit-3/Exqununa-3 1% sodium) label claim in 2 h. / B 0,1 M pactsope
Unit-4/Equuuna-4 1% XJIOPUCTOBOAOPOJHOM KHCIIOTEI — He Gonee 10 %
Unit-5/Enununa-5 29 0T HOMUHAJIBHOTO cogepxanus CisHyoN3;O3SNa
Unit-6/Enyunnna-6 2% |(pabGenpason Hatpus) yepes 2 u.

Average / Cpean. 3Hauenue: 2 %
Unit-1/Exqununa-1 86 %  |In buffer solution pH 8.0 —not less than 75 % (Q)
Unit-2/Equauna-2 85 % |of CisHN303SNa (Rabeprazole sodium) label
Unit-3/Eqununa-3 89 % |claim in 60 min. / B 6ydepHom pacteope pH 8,0
Unit-4/Eqununa-4 88% |- He MeHee 75% (Q) OT HOMHUHAILHOTO
Unit-5/Equanna-5 84 % |comepxanmusa  CigHaoN3;O3SNa  (pabempazon
Unit-6/E qununa-6 87 %  |Harpusi) uepes 60 MuH.

Average / CpenH. 3nauenue: 87 %

5 | Related Substances /

PogcTBeHHble pUMecH

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/
Pabenpasona cynbdon

Rabeprazole Methoxy analog/
Pa6enpazona MeTOKCH aHAIOT

Rabeprazole Chloro analog/

Pa6enpazona xnopo ananor

Not detected / He oGHapy*xkeHa

0.08%/0,08%

Not detected / He 0bHapysKeHa

Not detected / He o6HapyskeHa

Not more than 0.5 % / He 6ousee 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 %

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykrt cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /

3akmouenne: OJIOBPEHO
T~

b
” Approved by: Manager,

Prepared by / AExecutive!

[MoxrororneHo: & Onobpeno: I\(’/Ileﬂez[mep / PykoBOAMTENH
-2

Date / ~1oLs Date / &.o08~—) 023| Date/ N

Hata: 1604 Jara 2 4 Jara: 2L ol 2005”




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJINU3A

Product : Razo", enteric-coated tablets, 20 mg
Ipoxyxr: Paszo ", TabieTkil, MOKPbIThiE KHILIEYHOPACTBOPUMOIT 060504K0ii, 20 Mr

Market / PpiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne § 200 Pa3mep cepuu * 1500000 Tab
Analytical Report No. / . 890001806823 Date of Analysis / . 25/04/2025

A”anurayeckuii oryet No

JlaTa ananusza

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

JlaTa npon3BoAcTBA Tonen o0

Mfg. License No. /

TponseoncTeennan . SO/RR/AP/97/F/R 1}\3 number: /HOMEP . 11y N 004603)-(PT-RU)

Juanen3us Ne

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

Page3of 6/Crp.3 u3 6

Rabeprazole Sulphide/
Pabenpazona cynabdug

Rabeprazole Related
compound A/
Pa6enpasona poacrBeHHas
npuMecs A

Rabeprazole Related
compound C/
Pa6enpazona poncTBeHHas
npumecsk C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / TIpumecs npu
RRT 1,37 (macca m/z=310
HMHAa301)

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

imidazole adduct) / [Tpumecs
npu RRT 1,51 (mMacca
m/z=458

OeH3uMmIa3051a AITYKT)

Individual unidentified
impurity / EanHuuHas
HEeUIeHTH(HLUMPOBAHHASL
pUMECh

0.04% / 0,04%

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

—

Not detected / He oOHapyxkeHa

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

Below LOD (LOD =0.02 %) /
Huxe npenena obHapyxenus ([10 =
0,02 %)

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

0.01%/0,01%

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

Not detected / He obHapyxeHa

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

Below BDL (BDL= 0.1 %) / Hixe
riopora perucrparuu (IIP 0,1 %)

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

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusam HJ

7]

of

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO

I~

Approved by: Manager{Executive)/

Prepared by / Checked by 2 2
[ToATOTOBIEHO: & [pogepend: / Onobpeno: Mﬁﬂe_ﬂ,)l(ep / PykoBoantens
Date / Date / L0400l | Date/ ’

Iara: 26— 04 ~2015 Iara: 2 4 Jlata: L6 v\ 2004




Qo
Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS
' CEPTH®OUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
[pogyxr: Paso', TabaeTki, NOKPEITHIE KMIIEYHOPACTBOPUMOH 0605104k, 20 MI

Market / PeiHOK : Russia / Poccus

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

Cepus Ne §/C2s0a502 Pasmep cepuu 1500000 Tab

inalytlcal Repo:‘t No./ . 890001806823 Date of Analysis / . 25/04/2025
HAJTATHYECKHii oTyer Ne Jara ananmsa

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

JlaTa npou3BoacTBa T'ogen g0

Mfg. License No. /

Tponssoncreennas : S/RR/AP/9T/F/R g‘f‘ number: /Homep . myy o 004603)-(PT-RU)

Jaunensusg Ne

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

Page40of 6/Crp.4u3 6

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6o1ee 2,0 %
npumeceit

6 |Residual Solvents content / 1391 pg/tab/ 1391 Mmkr Ha Isopropanol —not more than 2621 ng per tablet /
OcTaTo4yHble OPraHnYecKHe tabnerky Hszonponanon — He 6onee 2621 MKT Ha TabieTKy
PaCTBOPHTEIH

7 |Uniformity of dosage units / 2.1/2,1 Acceptance value (AV) should be not more than
OIHOPOAHOCTEH 15.0. / Tloxazartenp npuemyeMocTd (AV) A0JokeH
JA03MPOBAHHDBIX €AHHHI 61T He 60n1€e 15,0.

8 | Microbiological purity*/ Mukpo6uosioruyeckas yucrora*

a) Total aerobic microbial 20 CFU/g/ Not more than 1000 CFU/g/
count / O61ee gncio 20 KOE/r He 6onee 1000 KOE/r
a3poBHBIX MEKPOOPTaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O61mee quciio Menee 10 KOE/r He 6onee 100 KOE/r
JIPOMCOKEBBIX U TLIECHEBBIX
rpuboB
¢) E.coli o Absentin g/  |Shall be absentin 1g/
OrtcyTcTBYET B 1T JomKHBI OTCYTCTBOBAThH B 1 T
9 |Assay / KonndecrBeHHoe 20.1 mg/ 20,1 mr 18.0 to 22.0 mg of CisH20N303SNa

(Rabeprazole sodium) (90 to 110 % of label

omnpeaeieHHe
claim) per tablet. /
Or 18,0 mr g0 22,0 mr C1sH20N303SNa
(pabenpazon Harpus) (ot 90 1o 110 % ot
HOMHHAJIBHOTO COACpKaHUs) B TabyeTKe.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanne: ITpoaykt coorBeTcTBYET TpeboBanusm HJL 3axmouenne: OJJOBPEHO

Prepared by / Checked by =2"_FApproved by: Mﬂnager;ﬂi__}_;ie_cuti}_ré}
IlonrorosneHo: @. ITporepeHo Onobpeno: Menemxep / PykoBoaureins
Date / 94 o U-2oL 5 Date / D E-042025 Date / 04 motme 2o2g

JHara: HMara: Hara:




@e
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

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

Ipoaykr: Pa3o®, TabeTkn, MOKPLIThIE KHIIEYHOPACTBOPHMOHN 0607104K0ii, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne SRl Pasmep cepun * 1500000 Tab
Analytical Repo‘}'t No./ . 890001806823 Date of Analysis / . 25/04/2025
AHauTHYeCKHIT oTueT Ne JlaTa aHaim3a

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

| laTa npousBoacTBa I'ogen go

Mfg. License No. /

TiponssoxcTBennas : SO/RR/AP/97/F/R g‘; number: /HOMEP . 1y (004603)-(PT-RU)
JHUeH3Hsa No
|Analysis performed according ND No / Ananus nposeien no HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

PageSof6/Crp.5Hu36

10 |[Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / ITo 15
TabneTok B OJiUCTEpE U3
(IIBX/AJI/TIA) donsru /
aIOMUHHEBOH (osibru. 2 6mucrepa
BMECTE C JIUCTKOM-BKJIQIBILIIEM B
nayKy KapTOHHYIO

15 tablets in a (PVC/A1/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerox B OGaucTepe u3
(IIBX/AJI/TIA) donbru / antoMUHHEBOM GONBIH.
I[lo 1 nmu 2 OGimcrepa BMecTe C JIHCTKOM-
BKJIAZIBIMIEM B TAYKY KAPTOHHYIO.

API name / Hanmenosanue ADPC:

Rabeprazole sodium / Pabenpazon HaTpus

INN / MHH:

Rabeprazole / Pabemnpason

Homep cepuu cyOcTannuH
npoussoauTess I'JID:

API manufacturer batch number / ACRH003675 & ACRH004372
Homep cepun npoussogurensi A®C:
FP Manufacturer API Batch number /

FCRA02493 & FCRA02703

API Manufactured by & country /
IIpouzBoautens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu'c Jlaboparopuc JIta., Uuaus.

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

HaumeHoBaHue, aipec H HOMep
JIHIEH3HM TLTOMAAKH,
OCyIIeCTRJISIIOII e
MPOH3BOJACTBO/KOHTPOJIb
kadecTBa/Boinyck I'JI® /

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)

ITponzBoacTBeHHOE NoApazAeneHue - 3, yuacTku Ne 41, gyacTs 42, yacTtb 45 u
yacTh 46, bauynannu (Bumiamk), bauynannu (Maugain), Meguan
Mankamxrupu ([duct.), mtat Tenanrana, Magus (JIumensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpoaykt cooTBeTcTBYeT TpeboBanusM HJJ 3axmouenne: OJOBPEHO

1 _
Prepared by / Checked by / Q,C*"/ - Approved by: Manager/(Executivé /
IloaroTosiaeHo: @ IIpoBepeno: qg{fff/ OnobpeHo: MQ'HGIDKGP / PykoBoanTes
Date / Date / D L8202 | Datel '
Iara: 26 —0U~201L5 Jara: 7 JlaTa: I o\ 2024




Qe
Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
[popyxr: Pazo", TabiieTki, NOKPbITHIE KHIIEYHOPACTBOPHMOi 060104KOH, 20 MI

Market / Poinok : Russia / Poccus

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

Cepus Ne FEale Pasmep cepun " 1500000 a6

Analytical Report No. / . 890001806823 Date of Analysis / . 25/04/2025
AHanuTHyeckHuii oruer Ne Jarta ananuza

Date of Manufacture / . 10/03/2025 Date of Expiry / . 28/02/2027

Jara npousBogcTBa Togen g0

Mifg. License No. / .

TpousponcTBennas : SO/RR/AP/9T/F/R II‘,‘;;‘ number: /HOMEp . 117 N (004603)-(PT-RU)
Junensusi Ne

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

Page 6 of 6/ C1p. 6 u3 6
Declaration of certification: « 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».

3akuioyenune 0 COOTBETCTBHH: «HacTosIuM s MOATBEPKAI0, YTO IPUBEACHHAs Bbille HHPOPMALUs ABJISETCS JOCTOBEPHOM
¥ TOYHOM. DTa cepHsl NPOAYKLMH IPOM3BEAEHA (BKIIOYAs YIAaKOBKY (MAPKHPOBKY) U KOHTPOJIb KAYECTBA) HA BHILIEYKA3aHHOH
NPOU3BOJACTBEHHOH Iomanke (MIOIAAKax) B TOJHOM COOTBETCTBHM C TpeOoBaHWsAMM IIpaBun Hapmexameit
NPOM3BOJCTBEHHON NMpakTukH EBpasuiickoro akonomuueckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
Tpe6GOoBaHUAMM KOHTPOJIS KA4eCTBA JIEKAPCTBEHHBIX CPEICTB, & TAKOKE B COOTBETCTBHH CO CIIELU(PHKALUAMHU, COAEPKAIUMUCS
B PETUCTPALMOHHOM JIOChE CTPAHBI-UMIIOPTEPA. 3AUCH 10 MPOM3BOJACTBY, YIAKOBKE U aHANN3y TPOBEPEHD], H YCTAHOBJIEHO
uX cooTBeTCTBUE TpeboBanusIM [IpaBun Hagexaell NPOU3BOACTBEHHON MPaKTHKH EBpasHiicCKOro SJKOHOMHYECKOro CO03a.

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
IIpameuanne: I1poaykr coorBeTcTBYET TpeboBanusam HJJ 3axouenne: OJJOBPEHO

D Y
Prepared by / Checked by . > | Approved by: Manager{Executive’)
[TogrorosneHo: @ [MpoBepeno / Onoﬁpeﬂ_?: Meﬁemxep / PykoBoanTens
157
Dat 5 5| Date / ‘
Date/ 26 -0 -LoLS - 2 6042025 8 9ol 200

| Hara: Jara: Hara:




