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FDrﬁRe_ddVESKHu ’iets, 20 mg

MpoaykT: Pazo®™. Taduerkin. nokpbiThie KHLIEUHOPACTBOPIMOIN odonoykoii, 20 mr

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Market / Peinox

: Russia / Poccus

Batch No. / T Batch Quantity / 1500000 tab /

Cepusn Ne ) Paszmep cepun 1500000 tad

Analytical Repourt No./ - 890001765299 pate of Analysis / . 30/09/2024
ABajauTnyecknii oruer Ne Jdara ananansza

Date of Manufacture / . 07/08/2024 Date of Expiry/ . 31/07/2026

Jara nponsBoacrsa N T'open no

Mfg. License No. /

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

L\I_IEH_‘S performed according ND No / Anaans nposeaen no HL Ne: JITI-Ne(004603)-(PI'-RU)-130224

Pagelof S/Crp. 1 u35

J Ne Test / oxazaTesanb

Result / PesyabTaTnl

Specification / Hopma

1| Appearance / Onncanue

Round, biconvex, yellow coated tablets
imprinted "RB20" with red ink on the
one side. White tablet core on cross-
section. / Kpyriible, ABOSKOBBINYKIBIE
Tab/IETKH, IOKPLIThIE 060N0UKOL
KeNTOro LBETa C MapKUPOBKO
kpacHoro upera «RB20» Ha oaHoit
cTopoHe. Ha nonepeyHom paspese sapo
OeJioro 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. /
Kpyrnele, ABOAKOBBINYKAblE TAONETKH, NOKPBIThIE
0605104KOIi OT CBETNO-KENTOTO [0 KEATOFO LBETa
C MapKHpOBKOH kpacHoro uBeta «RB20» na ognoii
cropoHe. Ha nonepeuHom pa3pese sapo ot 6enoro
20 nouTty Genoro uBera.

2 | Identification By HPLC /
HaenTnpnkauns BIKX

Complies as prescribed /
CootBetcTByeT TpeGOBaHMAM

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
YIAEPKUBAHUSI OCHOBHOTO MMHKA Ha
XpOMaTOrpaMMe HCTbITYEeMOrO PacTBOpPa 4OJIKHO
COOTBETCTBOBATh BPEMEHH YAEPKHBAHHS
OCHOBHOTO TIMKa Ha XPOMATOrpamMmMe pacTeopa
CTaHIapTHOTrO 0bpa3ua padenpasona HaTpHsl
(pa3nen «KonuuectseHHOE onpenenenumes).

3 | Average weight /

Cpennsist macca

205.74 mg /205,74 mr

212.68 mg £ 5 % (202.05 t0 223.31 mg) /
212,68 Mmr 5 % (o1 202,05 mr 10 223,31 mr)

Remarks : The Product confirms to ND/
ITpumeuanne: [poaykr cooTsercTyeT TpeboBanmuaM HJJ

Conclusion : APPROVED /
3axkmouenne: OJJOGPEHO

Prepared by /

[Noarorosaeno: %‘L’f{, X

Checked by /
ITpoBepeHo:

' '-Approved by: Manager/Executive /

Onobpeno: Menenxep / PykopoanTtens

Date /
Jara:

Date /
Hata:

BOC]-2024

-
20-09-10W

Date /
Jara:




CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIN3A

@
Faro—tReddM%%, 20 mg

Npoaykr: Pazo®, Tadnetku. nokpeiruie KHIIEYHOPACTROPHMOM 00040UKOH, 20 Mr

Market / Polnok

: Russia/ Poccus

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

Cepus Ne : 2aleo) Pazmep cepun * 1500000 Tad

Analytical Repourt No./ . 890001765299 Date of Analysis / . 30/09/2024

AHannrTuyecknii oryet Ne Hara anannsza

Date of Manufacture / . 07/08/2024 Date of Expiry / . 31/07/2026

|llaTa nponspoacTea ) Togen no o ]
Mfg. License No. /

IIpons3soacrBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT'-RU)

nnensis No

Analysis performed according ND No / Ananns nposeaen no HJT Na: JII-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Crp.2 u3 5

4 | Dissolution / PacTBopenue

In 0.1 M hydrochloric acid solution — not more than
10 % of CisH20N303SNa (Rabeprazole sodium) label

claim in 2 h. / B 0,1 M pacreope

XJIOPUCTOBOAOPOAHON KHCIIOThI — He Gonee 10 % ot

HOMUWHaNbLHOTO conepKaHus C3H29N303SNa

Unit-1/Eavnnua-1 3%
Unit-2/Eaunnua-2 3%
Unit-3/Eaunnnpa-3 1%
Unit-4/Enunnua-4 4 %
Unit-5/Eaquuuua-5 1%
Unit-6/Enunnua-6 1%

(pabenpazon HaTpus) uepes 2 u.

Average / Cpenu. 3Hauenue: 2 %

* |In buffer solution pH 8.0 —not less than 75 % (Q) of’

CisH20N;O3SNa  (Rabeprazole sodium) label claim

in 60 min./ B 6ydeprom pacteope pH 8,0 — He MeHee

75% (Q) OT HOMHHANBHOTO  COAEPIKAHMA
C13H20N303S5Na (pabernpazon Hatpus) uepes 60 MuH.

Unit-1/Eaunnna-1 89 %
Unit-2/Enyuunna-2 88 %
Unit-3/Enununna-3 B 90 %
Unit-4/Epunnua-4 88 %
Unit-5/Enunnua-5 90 %
Unit-6/E qgunnna-6 92 %
Average / CpepiH. 3nadenue: 90 %

5 | Related Substances /
PoacTeenHble npuMecn

_Rabeprazole N-oxide/
Pabenpazona N-okcun

cynvon

Rabepmzole Sulfone/ Pa6enpasona

|Rabeprazole Methoxy analog/
PaGenpa3zona meTokcu aHanor

Rabeprazole Chloro analog/
Pabenpazona xaopo ananor

'iabeprazo]e Sulphide/
Pabenpasona cynsun

Pabenpazona poacrsennas
npumecs A

Rabeprazole Related compound A/

Not detected / He 0GHapyskena

0.12%/0,12%

Not detected / He oGHapykena

Not detected / e obHapysxeHa

Less than LOQ (LOQ: 0.027 %)/

Huke npenena konnuecTseHHOro
onpenenenus (IKO: 0,027%)

Not detected / He 0BHapysKkeHa

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/
Ipumeuanne: [Iponykt cootBetcTBYET TpeGoBanuaM HJI

Conclusion : APPROVED /
3aknmwuenne: OJOBPEHO

o
Prepared by / y __fZ Checked by / 2 OF “_+| Approved by: Manager/Executive /
[oaroTornewo: :’%D,, (J' ITposepeno: f[ OnobpeHo: Menemkep / PykoBoanTens
Date / -,},oz}f' Date / O~ -2 Date/ C_’\\)/
Jata: Zo o Jata: 3 0(7 9 Jata: 10-09-1oh




Qe
DrRaddy’s {5
[Pr ;rf. A0 -Batec ets, 20 mg

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Mpoaykr: Pa30*, TaBneTkH, NOKpPHIThIE KHLIEUHOPACTBOPHMOit 06010uK0#, 20 Mr

Market / Ppivok : Russia / Poccust

Batch No. / . ~ [Bateh Quantity / . 1500000 tab/ -
Cepnsa Ne BC2411390 Paszmep cepun 1500000 Tab -
Analytical Repovrt No./ . 890001765299 Date of Analysis / . 30/09/2024

AHaJuTHYeCKHI 0TueT Ne Jata anaau3a -
Date of Manufacture / . 07/08/2024 Date of Expiry / . 31/07/2026

JlaTa npou3soacTBa Togen no

Mfg. License No. /

TIpon3sBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N2(004603)-(PT-RU)
annensnst Ne

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

Page3 of 5/ Crp.3 u35

Rabeprazole Related compound C/
Pabenpa3ona poacTeeHHas
npumeck C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ipumecs npu RRT
1,37 (macca m/z=310 umunazon)

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

imidazole adduct) / Tlpumect npu
RRT 1,51 (macca m/z=458
HeH3uMHna30na aaykKr)

Individual unidentifi e(ﬁmpurity /
Ennnnunas
HeUAeHTHULMPOBAHHAS MPUMECh

Below LOD (LOD = 0.02 %) / Huxe
npenena odHapyskenus (IO = 0,02 %)

Not detected / ne o6HapykeHa

Not detected / He oOHapy»eHa

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpaumu (ITP 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 0.2 % / He Gonee 0,2 %

Total impurities / Cymma
npumecei

0.1%/0,1%

Not more than 2.0 % / He Gonee 2,0 %

6 |Residual Solvents content / 1119 pg/tab/ 1119 mxr na Tabnerky |Isopropanol — not more than 2621 pg per tablet /
OcTaTouHble OpraHiryeckKne HzonponaHon — He donee 2621 Mkr Ha TadneTKy
pacTrBopHTenN

7 |Uniformity of dosage units / 44/44 Aceptance value (AV) should be not more than 15.0.
OaHopoaHOCTL 103UPOBAHHBIX / Tlokazatesb npuemneMocTH (AV) nonxeH ObITh He
¢ANHHL oonee 15,0.

8 | Microbiological purity*/ Mnkpo6nosnornuecxas uncrora* - o

Remarks : The Product confirms to ND/
Ilpumeuanue: [lpoaykt cootBetcTBYET TpeOoBannsm HJJ

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

J

. 2
Prepared by / —_— ( . Checked by / ﬁ ok >~ _»Approved by: Manager/Exccutive /
[MoaroToBneHo: <K.. s IpoBepero: 4 W Opnobpeno: Menenxep / Pykopoantens

P r
P
Date / - Date / = Date / (-
Ol 29 0 z

Hara: ,;O O% Tara: Goeq l Jlara: 20.-09 - 1A




CERTIFICATE OF ANALYSIS

, ‘O.l. CEPTUDPUKAT AHAJIU3A
EBxﬁRgddy- ated 'ts, 20 mg

T poaykt: Pa3o", radnerkii, nOKpbITbie KNLICYHOPACTBOPHMO# 0G0moukoii, 20 Mr

Market / PblHOK

: Russia/ Poccus

.Batch No./

Batch Quantity /

1500000 tab /

aunensusa No

Analysis performed according ND No / Ananus nposeaen no HIT Ne: JIIT-Ne(004603)-(PT-RU)-130224

Cepusa Ne # C2411390 Pazmep cepun " 1500000 Tad

Analytical Repovrt No./ . 890001765299 Date of Analysis / . 30/09/2024

AHannTtHyeckHii oTuer Ne JlaTa anannsa

Date of Manufacture / . 07/08/2024 Date of Expiry/ . 31/07/2026

Jara nponsBoacTsa Toaen ao L
Mfg. License No. /

MponspoacTeeHHan : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-N2(004603)-(PT'-RU)

Paged4 of 5/ Crp. 4 u3 5

a) Total aerobic microbial count /
Ob1wiee Yyncno aspoOHbBIX
MHKPOOPTaHW3MOB

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/ O6iuee yucno
JOPOACGKEBBIX U IJIECHEBLIX TPHOOB

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

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

c) E.coli

Absentin 1g/
OrcyrcTByer B 11

| Shall be absent in 1g /

D,OJ'DKHbI OTCYTCTBOBATH B 1r

/aluminum foil blister. 2 blisters with a
package insert in a carton. / Ilo 15
Tabnetok B 6auctepe w3 (ITBX/AJI/TIA)
donbru / anomuHNEBO# donsru. 2
GaMCTEpa BMECTE C INCTKOM-
BKJIAZibILLIEM B [TAYKY KAPTOHHYIO

9 |Assay / KonnuecTeeHHoe 194 mg/ 19,4 mr 18.0 to 22.0 mg of C3sH20N;3;03SNa (Rabeprazole
onpegesneHne sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr no 22,0 mr CisHa9N;O3SNa
(padenpazon narpus) (ot 90 1o 110 % ot
HOMHHANbHOTO COAEPIKAHMS) B TaDNeTKe.
10 |Packaging / Ynakogka 15 tablets in a (PVC/Al/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil

blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Tabnetok B OnucTepe U3
(TIBX/AJI/TTA) onbru / antoMmunnesoit donsru. Tlo
1 unu 2 Gnucrepa BMECTE C TMCTKOM-BKJIAAbILIEM B
Na4YKy KapTOHHYIO.

Remarks : The Product confirms to ND/
IMpumeuanue: [[poaykt coorBeTcTBYET TpeGoBaHusam HJ

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO

. D B B
Prepared by / %’, I ( . Checked by / s <"t Approved by: Manager/Executive /
[ToaroTtoBneHo: l{’—: (e TlpoBepeHo: j“V OnodpeHo: Menenskep / PykoBoauTtenb
Date/ K- Za)/q'; Date / 30_@7,_29% Date / Cl_\)/
Jara: 30 Jara: JlaTa: 30-09_1oVh




CERTIFICATE OF ANALYSIS
.‘ CEPTUO®UKAT AHAJIM3A

F;Rﬁaﬁdﬁx{ Jated 8

ets, 20 mg
Tpoaywcr: Pazo”, raGAeT I TOKPBITbIE KULICHIDPACTROPHMOTT 000104K0H. 20 Mr B |
Market / Prinok : Russia / Poccus
Batch No. / - Batch Quantity / 1500000 tab / . ]
Cepns Ne el Pa3mep cepun ~* 1500000 a6
Analytical Repo“rt No./ . 890001765299 Date of Analysis / . 30/09/2024
AHaJIMTHYECKHH oTueT Ne Jata ananu3sa
Date of Manufacture / . 07/08/2024 Date of Expiry / . 31/07/2026
JlaTa npou3BoACTBa Togen ao B
Mfg. License No. /
HpouspoacTeBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

\muuensun Ne
Analysis performed according ND No / Anasinsz nposeaen no H I Ne: JITI-Ne(004603)-(PI'-RU)-130224

PageSof 5/ Crp.5mu3 5

API name / Haumenopanne ADC: ) Rabeprazole sodium / Pabenpazon HaTpus
INN/MHH: Rabeprazole / Pabenpazon
API manufacturer batch number /
Homep cepun nponssoantens APC: - ACQH004474
FP Manufacturer API Batch number /
Howmep cepun cy6cTanuuu FCRA00071
npoussoautens I'JIdD: - _
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Mponssoanrens, ADPC, cTpaHa: H-p Peann’c Jlaboparopuc Jita., Muaus.
e, ACCResS DR Zation, M0 O FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / - .
Rel ite / Bachupaily (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
SenssSSis (License No S9/RR/AP/97/F/R)
HaumeHoBaHuUe, aipec H HOMep JIHLleH3UN . )
% POM3BOACTBEHHOE noapasaenenue - 3, yuactk Ne 41, yacts 42, yacTb 45 1 1acThb
. ch'lueCTBJlﬂlOl.ueH 46, Bauynannu (Bunnamk), Bauynammm (Masnan), Menuan Manxamxrupu (ducT.),
MIPON3BOACTBO/KONTPONL wrat Tenanrana, Unpna (Jluuensus Ne 59/RR/AP/97/F/R)
| kayecTa/BRINYCK T'JID /

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».

3akuouenne o coorBercTBiH: «HacTosmum s noaTBepikaalo, YTO NpHBEAEHHAs Bhillle WHAOPMAaLMA SBASETCA JOCTOBEPHOM M TOUHOM.
DTa cepus NPOAYKLUMH Npou3BeaeHa (BKJIOUYas yNakoBKY (MAOPKHPOBKY) M KOHTPOJb KauecTBa) Ha BbIILEYKAa3aHHOH NPOHM3BOACTBEHHOMN
riowazake (muoulaakax) B AOJHOM COOTBETCTBHU ¢ TpedoBaHHaMU [IpaBun pannexaleil NpoM3BOACTBEHHON NpakTHkK EBpasniickoro
3koHommueckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeOGOBaHHSMH KOHTPOS KAuecTBa JI€KapCTBEHHBIX
CPEACTB, a TAKXKE B COOTBETCTBUH CO CNELM(HKALIMSIMM, COACP/KALLMMICS B PErHCTPALIHOHHOM A0Cbe CTpaHbI-MMNOpTepa. 3anucH Mo
MPOK3BOACTBY, YNIAaKOBKE W aHaJIM3Y NPOBEPEHDI, H YCTAHOBAEHO HX COOTBETCTBHE TpedoBaHHIM [1paBun Haanexallel Npon3BOACTBEHHON
npakTyku EBpa3uiickoro 3KOHOMHYECKOro CO03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpoaykr coorseTcTBYET TpeboBaniism HJI 3axkmouenne: OJJOBPEHO
a8 = Ak)

Prepared by / / Llf' Checked by / (7 f/‘%‘r A Approved by: Manager/Executive /
ﬂonromsneun.“%%‘j [TpoepeHo: o Onodpeno: Menenxkep / PykoBoanTenb

- ) W —
Date / X301 Date / - Date / (.

) 20020724
JNara: 3 Hara: Jara: 20-09-1219Ah




