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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIM3A

Product : Razo’, enteric-coated tablets, 20 mg
Mpoayxt: Pazo®, tabsierkn, nokpbIThIe KHIEUHOPACTEOPHMOIT 060104 KO, 20 MT
Market / Poinok : Russia / Poccua
Batch No. / . Batch Quantity / . 1500000 tab /
Cepnn Ne o Paszmep cepun " 1500000 Ta6
lytical R . i
Analytica epovrt No./ . 890001829850 Il)ate of Analysis / . 12/08/2025
AnajauTHdeckuii otyer Ne lara anaqan3a
D -
ate of Ma.nufacture / . 28/06/2025 Date of Expiry / . 31/05/2027
|[laTa npon3eoacrea Togen no -
Mfg. License No. /
Hpoussoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JauueHsna Ne
Analysis performed according ND No / Auaaus nposesien mo UL Ne: JITI-Ne(004603)-(PI-RU)-130224
- Pagelof5/Crp.1u35
Ne Test / TlokazaTens Result / PesynbTaThi Specification / Hopma o
1 | Appearance / Onucanne 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- | Y hite to off-white tablet core on cross-section. /
section. / Kpyrisie, ABOAKOBHIMyKITBIe Kpyrusie, JIBOSKOBBINYKJIbIE TabNeTKH, NOKpPLIThIE
6 SonouKofi 000JI04YKOl OT CBETIIO-KENTOrO [0 KEITOro LBETA
AN CIH TIORPPITICIO00T . |c mMapkupoBKo# xpacroro usera «RB20» Ha omnoii
CBETIIO-KENTOrO LBETA € MAPKHPOBKON | cropone. Ha monepeyHom paspese 4apo ot Georo
kpacHoro usera «RB20» Ha omHO# IO TToYTH 6enoro LBera.
cropoHe. Ha nonepeurom paszpese saapo
6enoro ugera.
2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
HUpentndpuxauus BIIKX CooTBeTCTBYET 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). / Bpems
yIAEpKHBaHHUA OCHOBHOTO NUKa Ha
XpOMaTorpaMMe HCHBITYEMOro pacTBOpa AOKHO
COOTBETCTBOBATH BPEMEHH YIEPKUBAHUS
OCHOBHOT'O NMHKa Ha XpOMaTorpamMmMe pacTBopa
cranaaptHoro ofpasiia pabenpasona HaTpus
(pasnmen «KonuyecTBeHHOE OnpeaesiecHue»).
: 3 | Average weight / e 205.99 mg /205,99 mr 212.68 mg+ 50% (202.05 to 223.31 rzng%/
Cpeansisi macca 212,68 mr £ 5 % (ot 202,05 Mr mo 223,31 wmr)

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenune: OJOBPEHO
L=

IIpumeuanmne: [Ipoaykt cooTseTcTBYeT TpeboBanuam HJJ

Prepared by / Checked by / S .-Aljpr()\-'cd by: Manager/Executive /

2 2 =
[ToaroTtoBneHo: [TposepeHo Jﬁfi/f” Onobpeno: Menemxkep / Pykosoantens

-
—

i\

Date / '3 59 =Y Date/ 12-0O&- 025 e |2 —0&— 20%5
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIU3A

i’roduct : Razo”, enteric-coated tablets, 20 mg

o e A "
NMpoaykr: Pa3o®, tadnerkit, nOKpbITHE KUY HOPACTBOPHUMOIT 00oIouKoii, 20 Mr

Market / Poisok : Russia / Poccus

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

Cepus Ne G254 Pasyvep cepun © 1500000 Ta6

Analytical Repovrt No./ . 890001829850 ]?ate of Analysis / . 12/08/2025
AHannTHYecKuil oTyeT No /laTa anaausa

Patc of Manufacture / . 28/06/2025 Date of Expiry / . 31/05/2027

Jdara nponssoacrea T'ogen po

Mfg. License No. /

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

Analysis performed according ND No / Auasaus nporeren no HJI Ne: JIT-Ne(004603)-(PT-R1)-130224

Page2 of 5/ Ctp. 2 m3 5

4

Dissolution / PacrBopenne

~ Unit-1/Eaunnua-1 0%
Unit-2/Epunnna-2 0% |
Unit-3/Eavanya-3 0%
Unit-4/Envauna-4 0%
Unit-5/Eananua-35 1%
Unit-6/Eaunnna-6 0 %

Average / Cpenn. 3nauenue: 0 %

In 0.1 M hydrochloric acid solution — not more than
10 % of CigH20N303SNa (Rabeprazole sodium) label
claim in 2 h. / B 01 M pacrBope
XJIOPHCTOBOAOPOAHON KHCIOTHI — He Gonee 10 % ot
HOMHHAJILHOTO comepxanust  C;gHyN303SNa
(pabenpazon HaTpus) yepes 2 u.

Unit-1/Eaunnua-1 83 %
Unit-2/Equavia-2 88 %
~ Unit-3/Ennnanua-3 87 %
Unit-4/Equnnua-4 87 %
Unit-5/Enununa-5 83 %
Unit-6/Enunnua-6 87 %

Average / CpenH. 3Hauenue: 86 %

In buffer solution pH 8.0 —not less than 75 % (Q) of
CisH20N303SNa  (Rabeprazole sodium) label claim
in 60 min. / B 6ydepHom pacteope pH 8,0 — He Menee
75% (Q) OT HOMHHANBLHOTO  CoAepKaHUs
CsH20N303SNa (pabenpazon Hatpus) uepes 60 MuH.

5 | Related Substances /
PoacTeenHble npuMecH

Rabeprazole N-oxide/
Pabenpazona N-okeua

Rabeprazole Sulfone/ PaGenpasona

Rabeprazole Chloro analog/
Pabenpazona xyopo aHanor

Rabeprazole Sulphide/
Pabenpazona cyasdun

Rabeprazole Related compound A/
PaGenpa3sona poacTBeHHas
npuMecb A

Not detected / He obHapyxeHa

cynbgon 0.09% / 0,09%
Rabeprazole Methoxy analog/
Pa6enpasoia METOKCH aHaJIOT 0.06% / 0,06%

Not detected / e obHapyxeHa

0.03%/0,03%

Not detected / He o6HapykeHa

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 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/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr cooreTcTBYET TpebosanwsiM HJJ 3axnrouenne: OJJOBPEHO
2
Prepared by / Checked by /— < L Approved by: Manager/Executive /
[ToarorosieHo: @ Hpoaepem% - Onobpero: Menemxep / PykoBoantens
z
P
Date / Date / ) 3COE ~ -Date / Y-
Hara: [2 —oQ—?:D‘lj\ Hara: 3 202 Hara: / Z/Dg - -




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHA.IU3A

X
. Dr.Reddy’s ¥

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

lpoaywt: Pazo’, rabnetki, NokpsIThie KHIWEYHOpacTeopimoii obosmoukoii. 20 mr

Market / Poinox : Russia / Poccus

Batch No. / .. Batch Quantity / 1500000 tab /
5 : C250 :

Cepun Ne 2509344 Pazmep cepun " 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AnannTHueckuii otyer Ne ERIDIEEERl JaTa anaausa 8 120812075

Date of Manufacture / . Date of Expiry /

| P — : 28/06/2025 Toxen 10 : 31/05/2027

Mfg. License No. /

IMpoussoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

fnuneHsus Ne

E\nnlysis performed according ND No / Ananns niposenen no HJL Ne: JII-Ne(004603)-(PT-RU)-130224
Page3 of 5/Crp.3 m35

Rabeprazole Related compound C/ |Below LOD (LOD = 0.02 %) / Huxe Not more than 0.5 % / He 6osee 0,5 % _ T
Pa6enpazona poncreennas npenena obuapyxerus (IO = 0,02 %)

npumecs C

Specified Impurity at 0.01%/0,01% Not more than 0.5 % / He 6onee 0,5 %

about RRT 1.37

(Mass m/z=310

Imidazole) / IMpumeck npu RRT
1,37 (macca m/z=310 umuzazon)

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

about RRT 1.51 Not detected / ve o6HapyxeHa
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
GeHzumMuaa3ona aJyKr)
Individual unidentified impurity / | Below BDL (BDL= 0.1 %)/ Huxe Not more than 0.2 % / He 6onee 0,2 %

Eanununas nopora perncrpaups (TP 0,1 %)
HeUIEHTHPULIMPOBAHHAS MPUMECh

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
npumeceii
6 |Residual Solvents content / 1392 pg/tab / 1392 mkr Ha Tabnetky |Isopropanol —not more than 2621 pg per tablet /

OcTaTo4yHbIe OPraHHYecKHe Hzonponaxon — He 6oniee 2621 Mkr Ha TabneTky

pacTBOpHUTEJIH

4.5/4,5 Acceptance value (AV) should be not more than
15.0. / Tlokazarens npuemiaemoctH (AV) gomxeH

6bITh He Gonee 15,0.

7 |Uniformity of dosage units /
OOHOPOIHOCTDb A03HPOBAHHBIX
eqAMHHIL

Conclusion : APPROVED /

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

M pumeuanne: [TpoaykT coorseTcTBYET Tpebosanusam HJ|

1

Checked by / 3 . Approved by: Manager/Executive /

Prepared by / " ¢
IToaroTosnexo: @ Hposepeﬁok@/o// Onobpeno: Menemxep / Pykosonnreib
= e

Date / Date / - Date / 5
IIZTZ: b3 24— W | fara: |\ SOF 202 Jara: [2—0& — o
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg - - '
Mpoaykr: Pazo™, Tabaeriu, noKpLITHE KHWEHHOPACTEOPHMON odoa0tkait. 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepust N j o Pasnep cepun * 1500000 Tab
:nalytlcal Repovrt No./ . 890001829850 Date of Analysis / . 12/08/2025

HAJUTHYECKHIH oTyeT Ne JlaTa anannza
l?ate of Manufacture / . 28/06/2025 Date of Expiry / . 31/05/2027
Jara npoussoncrea |Tonen no -
Mfg. License No. / -
HpoussoacTeennas : 59/RR/AP/9T7/F/R MA number: / Homep PY : JII-Ne(004603)-(PI'-RU)
nuueHsus Ne

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

r : S :
8 | Microbiological purity*/ Mukpo6uosornueckasn uncTora*

a) Total aerobic microbial count /
O61uee yucno a3pobHeIX
MHKpPOOPraHH3MOB

10 CFU/g /
10 KOE/r

Page4 of S/ Crp.4mu35

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

b) Total combined yeasts and
mould count / O6wuee uncno
JPOMOIKEBBIX M NIIECHEBBIX MPHOOB

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

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

¢) E.coli

Absentin 1g/

OrcyrcrByer B 1T

Shall be absent in 1g/
JomxHe! oTcyTcTBOBaTh B 1 T

9 |Assay/ KosuuecTBeHHOE
onpejaeseHHe

19.8 mg/ 19,8 mr

18.0 to 22.0 mg of C1sH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr po 22,0 mr CisH20N303SNa
(pabenpason Harpus) (oT 90 mo 110 % ot
HOMMHAJILHOTO COfiepKaHus) B TabneTke.

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
Tabnetok B 6aucrepe w3 (IIBX/AJI/TIA)
donbru / anoMuHueBoit Gonbru. 2
61mcTepa BMECTE C JIHCTKOM-
BKJIQZIbIIEM B MAYKY 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 Onucrepe wu3
(TIBX/AJU/TIA) donbru / amromuauesoii Gonsru. o
1 unu 2 6nucTepa BMECTE C JINCTKOM-BKIT/IbIILIEM B
Mayky KapTOHHYIO.

API name / Hanmenosanune ADC:

Rabeprazole sodium / Pabenpazon narpus

INN / MHH:

Rabeprazole / Pabenpasoy

API manufacturer batch number /
Homep cepum nponssoaurens ADC:

ACSH000227 & ACSH000246

FP Manufacturer API Batch number /
Homep cepun cy6craHuuy
npoussogurens [ JIP:

FCSA00209 & FCSA00210

Remarks : The Product confirms to ND/

Ipumeuanne: IIpoaykt cooTBeTcTBYET TpeboBanusaM H/J

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
!

Prepared by / Checked by / " Approved by: Manager/Executive /
[TonrotoBneHo: @ [TpoBepeHo Onobpeno: MeHPemKep / PyxoBoauTens
Date / Date / i Date / 2

Tara: 13 0 ¢- WY Tara: 1BOLR20A5 Hara: | @—og— 30> ‘£
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CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIN3A

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

Mpoayrr: Pazo®, TaGaetkil, mOKpLITHE KHILICTHOPACTEOPHMO]] o0oj04Kk0I, 20 Mr
h P

Market / PotHoK : Russia / Poccus

Jlara npousBoacrea

T'open no

Batch No. / . Batch Quantity / . 1500000 tab /
Cepun Ne G Pazmep cepun " 1500000 Tab
Analytical Repovrt No./ . 890001829850 pate of Analysis / . 12/08/2025
Auanurnyecknii oTyer Ne Jara aHannza

Date of Manufacture / . 28/06/2025 Date of Expiry / . 31/05/2027

Mfg. License No./
IMpousBoacTBeHHAR
JHueH3ns Ne

.t 59/RR/AP/97/F/R

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

[Analysis performed according ND No / Auaaus nposesen no H/T Ne: JIT-No(004603)-(PI-R1U)-130224

API Manufactured by & country /
Mpoussoaurens A®C, crpana:

PageSof S/Crp.5mu3 5

Dr. Reddy's Laboratories Ltd., India

H-p Pennu’

¢ Jlaboparopuc JIta., Unaus.

Name, address, authorization No for

FP manufacturing site / Control site /
Release site /

HaumeHoBaHHe, aipec U HOMEP ANUEH3NH
NJIOIAAKH, OCyIIeCTBISIIOIEH
NPOHU3BOACTBO/KOHTDOJb
xavecTBa/Beinyck TJI® /

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)

[TpoussoacTBeHHOE ToapasaeneHre - 3, ygactkn Ne 41, yactb 42, yacTe 45 M 9acTs
46, bauynamnu (Bunnanx), Bauynanau (Mangan), Menuan Mankamxrupu ([Iuct.),

wraT Tenanrana, Muans (JInuensus Ne 59/RR/AP/97/F/R)

—_——

J

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».

3akrouenne o0 cooTBeTcTBHM: «HacToAIMM 2 MOATBEPKAAI0, YTO NPHBENEHHAs Bbilie MHHOPMALUS ABIAETCA JOCTOBEPHOI H TOUHOIA.
Ora cepus MPOAYKUMH TNpousBeAeHa (BKNOUYas YMakoBKy (MapKMPOBKY) H KOHTPOJb KaUeCTBA) Ha BEILEYKa3aHHON NPOU3BOACTBEHHOM
niowanke (ruiowaaKax) B MOJTHOM COOTBETCTBHM ¢ TpeGoBaHuaMH [IpaBun Hamnmexalnel NMPOM3BOACTBEHHOM NpakTHkKW EBpasuiickoro
akoHomuueckoro corsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeOOBaHMAMH KOHTPOJIS KAyeCTBa JIEKAPCTBEHHBIX
CpencTs, a TAKKe B COOTBETCTBUH CO crieUUdHKaLUAMY, COASPHKALMMHUCA B PETUCTPAUMOHHOM HOChE CTPaHbI-UMMOpTEpa. 3amucy 1o
NPOU3BOACTBY, YIAKOBKE U aHAJIM3Y NPOBEPEHDI, U YCTAHOBIEHO MX COOTBETCTBUE TpeGoBaHnam [Ipasmi Haanexaiei NpoH3BoOACTBEHHOM

NMPpaKTUKH EBpaSHﬁCKOFO JKOHOMHUYECKOro COro3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanuam H/ j3a1<.mo%nne: OOOBPEHO

~ / :
Prepared by / Checked by / >4 Approved by: Manager/Executive /
[Moarotosinexo: @ Hpoaepeﬂo:/@ 2 Opobpeno: Meneiep / PykoBoantens
Date / o Date / > E D025 Date / e 5
Jara: \3 o€ -0 Jara: 1 5 Hara: | 2—28




