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Di.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Produc: : Razo", enteric-coated tablets, 10 mg
Mpoayrkt Pazo®, tabaerky, moKpeIThie KHLLEYHOPACTEOPHMOI 0Gosoukoii, 10 mr

Market / Pols.ok : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /

Cepusa Ne SACED Pazmep cepun * 700000 a6

Analytical Repovrt No./ . 890001788588 Date of Analysis / . 25/01/2025
AHaJMTHYECKHI 0TyeT No JaTa ananuza

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026

JlaTa npon3BoJcTBa Togen go

Mfg. License No. /

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

Analysis performed according ND No / Anagu3 nposeaen mo HJT Ne: JITI-Ne(004603)-(PT-RU)-130224

Pagel of 5/Crp.1 u35

Ne

Test / Ilokazarean

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance / Onucanne

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section. /
Kpyrible, ABOSKOBBITYKJIBIE
TabJIETKH, MOKPBITEIE 060JI0UKOi
KOPHYHEBATO-PO30BOTO I[BETA C
MapKHPOBKOH YEPHOTO 11BETa
«RB10» Ha onHoii cTopone. Ha
TIOTMIEPEUHOM pa3pese Anpo 6eyoro
1IBETA.

Round, biconvex, pink to brownish-pink
coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyrible, IBOSKOBBIIYKIIbIE
TabNeTKH, NOKPEIThIE 000I0YKOH OT PO30BOro
JI0 KOPUYHEBATO-PO30BOTO IIBETA C
MapKUpoBKOH uepHoro usera «RB10» Ha
oIHOM cTopoHe. Ha monepedHoM paspese sapo
ot 6enoro 1o noutu 6e5oro UBeTa.

2 | Identification By HPLC /
Haentudpurannsa BIXKX

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUIM

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 yiep>XuBaHHsI OCHOBHOIO MHMKa Ha
XpOMAaTorpaMme KCIBITYEMOro pacTBOpa
JIOJKHO COOTBETCTBOBATH BPEMEHH
yIEpIKUBaHNs OCHOBHOTO IHKA Ha
XpoMarorpaMmme pacTBopa CTaHAapTHOro
obpasia pabenpasona HaTpus (pazaen
«KonnuecTBeHHOE ONPEAEICHUE).

3 | Average weight /
Cpeanss macca

108.52 mg /108,52 mr

109.30 mg £ 7.5 % (101.10 — 117.50 mg) /
109,30 Mmr £ 7,5 % (ot 101,10 mr no 117,50
M)

Remarks : The Product confirms to ND/
IIpumeuanme: [IpoayxT cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axiaouenne: OJOBPEHO

Prepared by / Checked b})'/ s, Approved by: Manager/Executive /

INoaroToBiaeHO: pg/ [Iposepeng: [ M\ /% Onob6peno: Menemxkep / Pykorogutens
S . S

Date / -~ Date/ Date /

Jara: oLl-ol -203t Hara: 27-01-2605 | Hara: oD - O\ Ao




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 10 mg
Tpoayxr: Pazo®, TabneTku, MOKphIThE KMILIEYHOPACTBOPHMOH 060104KO, 10 MP

Market / PeiHoK : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /

Cepus No eI Pasmep cepun ' 700000 Tab

inalytlcal Repovrt No./ . 890001788588 Date of Analysis / . 25/01/2025
HAJMTHYECKHH oT9eT Ne Jara auanusa

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026

JdaTa npou3BoacTsa Togen oo

Mfg. License No. /

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

JuueH3us Ne 15!

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

Page2 of 5/Crp.2 m35

4 | Dissolution / PacTBopenue

Unit-1/Enunnna-1 1%
Unit-2/Equnnna-2 1%
Unit-3/Exunuia-3 1%
Unit-4/Enununa-4 3%
Unit-5/Eqununa-5 1%
Unit-6/Ennnuna-6 2%

Average / CpenH. 3Hauenue: 2 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of CisH2N303SNa (Rabeprazole
sodium) label claim in 2 h. / B 0,1 M pacrtBope
XJIOPUCTOBOJOPOJHOH KHCIOTHL — He Oofiee
10% OT HOMHHANBHOIO  COJAEPXKaHHS
CisH20N303SNa (pabenpaszon HaTpus) uepes 2
u,

Unit-1/Epunnna-1 93 %
Unit-2/Ennnuna-2 90 %
Unit-3/Enununa-3 90 %
Unit-4/Equnuua-4 88 %
Unit-5/Eqununa-5 88 %
Unit-6/Equanua-6 90 %

Average / CpenH. 3Hauenne: 90 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisH2N303SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydepHom pacTBope
pH 8,0 — He meree 75 % (Q) 0T HOMUHAJILHOTO
conepxkanusi  CisHxoN3O3SNa  (pabempason
HaTpug) yepes 60 MHH.

5 | Related Substances /
PoacTBeHHbIEe pUMecH

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/
Pa6enpazona cynodon

Rabeprazole Methoxy analog/
Pabenpazona MeTokcH aHaIOr

Rabeprazole Chloro analog/
Pa6enpa3ona xjsopo aHanor

Rabeprazole Sulphide/
Pabenpazona cynsun

Rabeprazole Related compound
A/ Pabenpazona
pPOJICTBEHHAs NMpUMeCh A

Not detected / He obHapy>keHa

0.13%7/0,13 %

Not detected / He oOHapyxeHa
Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.027%) /
Hinke npefena KOTMYECTBEHHOTO
onpenenenns (IIKO = 0.027 %)
Below LOD (LOD = 0.019 %) /
Hwxe npenena obnapyxenus (I10O =
0,019 %)

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

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

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

Not more than 0.5 % / He 6oiee 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: [IpoayxT coorBeTcTBYeT TpeboBanusaM HJ|

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / = Checkedby/ Approved by: Manager/Executive /
[ToarorosneHo: [egl’? Hposepenﬂ/-j\]/\# Onobpeno: Menemkep / PykoBoautens
Date / Date / Date /

02025 Gy -
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Dr.Red dy’s ‘:. CERTIFICATE OF ANALYSIS
. CEPTH®UKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 10 mg

Mpoayier: Pazo”, Tabnetki, MoKpbITHIE KMIIEYHOPACTBOPHMOIi 060n0ukoit, 10 Mr

Market / PuiHOK : Russia / Poccust

Batch No./ ) Batch Quantity / . 700000 tab /
Cepusa No % €2500333 Pazmep cepun * 700000 Tab
Analytical Repourt No./ . 890001788588 Date of Analysis / . 25/01/2025
AHanuTnyecknii oryer Ne JaTta anannza

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026
Jarta npoussoacTea T'ogen go

Mfg. License No. /

IIponsBoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JuneH3us Ne

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

Page3 of 5/Crp.3 m35

Rabeprazole Related compound Below LOD (LOD =0.02 %)/  |Not more than 0.5 % / He 6onee 0,5 %
C/ Pabenpazona _
Hwxe npenena obuapyxenus (110 =
poacteHHas npumecs C 0,02 %)
Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37
(Mass m/z=310 . .
Imidazole) / [Tpumech mpu RRT 0.02%/0,02 %
1,37 (macca m/z=310
UMUAA307)
Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.51
(Mass m/z=458 Benzo
imidazole adduct) / [TpumMech Not detected / He oOHapyxeHa
npu RRT 1,51 (Macca m/z=458
OeH3uMuU1a3011a AITYKT)
Individual unidentified impurity P Not more than 0.2 % / He 6onee 0,2 %
/ EnuHAuHas Below BDL (BDL= 0.1 %) /
HeUNEHTHOUUAPOBAHHAS Huxe nopora peructpanuu (I1P
npHUMech 0,1 %)
Total impurities / Cymma 02%/0,2% Not more than 2.0 % / He 6onee 2,0 %
npumMeceit
6 |Residual Solvents content / 903 pg/tab / 903 mMkr Ha TabneTky |Isopropanol —not more than 1379 pg per tablet
OcraTo4HbIe OpraHuYecKHe / U3oniponanon — He H6onee 1379 MkT Ha
pacTBOPHTE/IH TabneTky
7 |Uniformity of dosage units / 3.2/32 Acceptance value (AV) should be not more than
OanopoaHocTh 15.0. / Tlokazarens mnpuemiemocte (AV)
JO3HPOBAHHDBIX ¢IHMHHI] JnoipkeH ObITh He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ipumeuanne: [Iponykt coorBeTcTBYET TpeboBaHusM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
[lonrotoBneHo: ééf l_[|‘,'{)BE‘.p6H0</" “.\ 7, Onobpeno: Menemxep / PykoBoautenb
Date / - Date / - Date /
~ Ol - 202X oD O A
Harta: 21 Hara: 2701 ~202< | Nata:




Dr.Reddy’s Qi’-‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg

[poaywr: Paszo”, tabreTky, NokpsiThle KHIEYHOpacTBOPHMOiT 000a04K0iT, 10 Mr

JuneH3us Ne

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepust Ne : €2500533 Pasmep cepun * 700000 Tab

Analytical Repovrt No./ . 890001788588 Date of Analysis / . 25/01/2025
AHanuTHyeckHii oTuer Ne Jara anaausa

Date of Manufacture / - 19/11/2024 Date of Expiry / . 31/10/2026

Hdata nponssoacTea T'ogen o

Mfg. License No. /

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

Analysis performed according ND No / Ananus nposenen nmo HJI Ne: JIIT-Ne(004603)-(PI'-RU)-130224

Page4 of 5/ Ctp.4 35

8 | Microbiological purity*/ MukpoGuoaoru4eckas Y4HcToTa*

a) Total aerobic microbial count Less than 10 CFU/g/ Not more than 1000 CFU/g/

/ Obl11iee YUCIO adpOGHBIX Menee 10 KOE/r He 6onee 1000 KOE/r

MHKPOOPTaHHU3MOB

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

mould count / O6ee yucio Menee 10 KOE/r He 6onee 100 KOE/r

JPOMOKEBBIX U TIIECHEBBIX

rpubos

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

OrcytcrByeT B 1T JIoDKHBI OTCYTCTBOBATh B 1 T
9 |Assay / KostnuecTBeHHOE 9.8 mg/ 9,8 mr 90mg to 11.0mg of CisHN3;O3SNa

ompejejeHue (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Ot 9,0 MI 10 11,0 MI C13H20N303SNa
(pabenpazon uarpus) (ot 90 mo 110 % ot
HOMUHAJILHOTO COAEPKaHUs) B TableTKe.

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil |15 tablets in a (PVC/AI/PA) foil /aluminum foil
Jaluminum foil blister. 1 blister | blister. 1 or 2 blisters with a package insert in a
with a package insert in a carton. / carton. / ITo 15 Tabneroxk B Onucrepe u3
Tlo 15 TabeToK B 6IHCTEpE H3 (IIBX/AJI/TIA) ¢oneru / aJrOMHHHUEBOH
(TIBX/AJI/TIA) donsru / doneru. Mo 1 mmm 2 OGamcrepa BMmecTe ¢
ATIOMUHUEBOH (bobru. 1 Guctep | TICTKOM-BKIIA/IBILIEM B 24Ky KaPTOHHYO.
BMeCTe C JIUCTKOM-BKAJBIIIEM B
MayKy KapTOHHYIO

API name / HaumenoBanue APC:

Rabeprazole sodium / Pabenpa3on Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npoussoautens APC:

ACRHO003109

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Checkedby/ Approved by: Manager/Executive /
[ToaroroBaeHo: ”Cg/ Iposepeno: ([~ . g Omnobpeno: Menemxep / PykoBoauTens
Date / _ 25 Date / Date / A G\~
Tlata: &Uf - ot = 30 Jara: 2701 ~0p05S | Hata )




. @
Dr.Red dy’s ".. CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Razo", enteric-coated tablets, 10 mg ]
Ipoaywr: Pazo®, tadneriny, NOKPBITEIC KULICYHOPACTBOPUMOH obonoukoif, 10 mr
Mariet / PoiHok : Russia / Poccus
Batch No. / Batch Quantity / 700000 tab /

: C2500533 ty : @
Cepus Ne Pasmep cepuu ' 700000 Tab
Analytical Report No. / Date of Analysis /
AHasiuTuyeckuii oTyet No  EO0DIgRESES Jlara ananuza = IR
Date of Manufacture / Date of Expiry /

. piry i
| C—— : 19/11/2024 Tozen 10 : 31/10/2026
Mfg. License No. /
IIpoussoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JnueH3ns Ne
Analysis performed according ND No / Anaan3 nposexen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

PageSof 5/ Crp.5u3 5

ﬁ‘P Manufacturer API Batch number /

Homep cepuu cy6ecTannuu FCRA02494

npoussognTens I'JId;

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

IIpoussogntens ADC, ctpana: J-p Pexnu’c Jlaboparopuc Jita., Uanus.

Name, address, authorization No fi .

FP m;nu fac tu;inl; si(t):l/zé(:?l]tlrolosi:: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HauveHoBaHHe, agpec u HomMep (License No S9/RR/AP/97/F/R)

e nsnnaiomamcH ITpoussoacTeenHOE MoApasenerue - 3, yuactku Ne 41, gacTs 42, yacts 45 u
i ’ dacth 46, bauynanm (Bunnamk), Baduynam (Margan), Menuan
] e T

kauecTBa/Beinyck IJI® /

Declaration of certification: «l 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».

3aKroueHHne 0 cooTBeTCTBHH: «HacTosINM 51 NOATBEPXKAAL0, YTO IPUBEACHHAS Bblllle HHPOPMALHUS SBISETCA JOCTOBEPHOM
¥ TOUHOH. DTa cepHst NPOAYKLUH NPou3BeeHa (BKIIIOUasl yNakoBKy (MapKMpPOBKY) U KOHTPOJIb KaueCcTBa) Ha BBILIEYKA3aHHOMH
MPOW3BOJCTBEHHON TMuolmaake (MJolagKax) B MOJHOM COOTBETCTBHM ¢ TpeboBanusmu [IpaBun Hamnexaiien
MPOU3BOJCTBEHHON npakTHku EBpasuiickoro skonoMuueckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeOOBAHUSIMH KOHTPOISI KaUeCTBa JIEKAPCTBEHHBIX CPEICTB, a TAKKE B COOTBETCTBUH CO CTELHDUKALUSIMY, COOCPIKAILUMHUCS
B PETUCTPALMOHHOM JIOCHE CTPaHbI-UIMIOpTEpa. 3alMCH 110 NPOU3BOACTBY, YIAKOBKE H aHAJIH3Y NMPOBEPEHBI, U YCTAHOBJIEHO
UX cooTBeTcTBUE TpeboBanusaM [IpaBun Hauexalel NpPOU3BOACTBEHHON MPpakTUKK EBPa3suiicKkoro 3kOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

[pumeuanue: [Mpoaykt coorseTcTByeT TpeboBanusm HJJ 3akmouenne: OJOBPEHO

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

IMoarorosneHo: /w§ ' IIposepero: (’w o/ Onobpeno: Menemxkep / PykoBoauTe b

—.ﬁ_ﬂj 4 y

Date / Date / - Date / /
ol- 302.C AN ~OL AL

JlaTa: 2“/’ Hara: 27 ~01 ~2pp< | Hara:




