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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[TTpoaykT: Pa3o™, TabneTki, nokpbIThIE KHWEUHOPACTEOPHMON 00onoykoil. 20 mMr a - -

Market / Poinox : Russia / Poccus

Batch No./ _ Batch Quantity / 1500000 tab /

Cepust Nt ._CZAil 1_389 Pazmep cepun " 1500000 a6 B -
i ] €l « i

Analytica Repourt No./ . 890001765296 Date of Analysis / . 30/09/2024

AHaauTHYecKHNii oTueT No JaTta avaansa ]

Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026

JlaTa npon3BoaAcTBa Fonen no o

Mfg. License No./

IpousBolcTeenHas : 59/RR/AP/97/FIR MA number: / Homep PY : JITI-Ne(004603)-(PT"-RU)

JnieH3ns Ne

@alysis performed according ND No / Ananus nposeaen no HJE No: JITI-Ne(004603)-(PI'-RU)-130224

Ne Test / Hoxa3zaTenn

Page 1 of 5/ Crp. 1 u35

Result / PesyabTaTbl

1 | Appearance / Onucanue

2 | Identification By HPLC /
Hpentudnkanns BIKX

Round, biconvex, yellow coated tablets
imprinted "RB20" with red ink on the
one side. White tablet core on cross-
section. / Kpyrnble, IBOSIKOBbIMYKIble
TadNETKH, NOKPLITbIE 050N0UKO
KeJTOro LBETa ¢ MapKHpPOBKOM
kpacHoro useta «RB20» Ha onHoit
cTopote. Ha nonepeunom pazpese aapo
OeJjioro uera.

Specification / Hopma

i ﬁound,ﬁconvex, light—;:llow to yellow coated

tablets imprinted “RB20” with red ink on one side.
White to off-white tablet core on cross-section. /
Kpyrnbie, ABOSKOBBINYKJIblE TaONETKHU, NOKPBITHIE
000/104KOH OT CBETJIO-XKENTOTO A0 KENTOro LBETA
¢ MapKHpOBKOH KpacHoro useta «RB20» Ha ofHoM
cTopoHe. Ha nonepeuHom pazpese sapo oT 6esoro
210 mouTH Gesoro UuBeTa.

Complies as prescribed /
CooTBeTCTBYET TPeOGOBaAHHAM

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)KUBaHHs OCHOBHOTO JTHKa Ha
XpOMaTorpaMmme UCIbITYEMOTO PacTBOPa JOJIKHO
COOTBETCTBOBATH BPEMEHH YAEPKHBAHHS
OCHOBHOTO MHKa Ha XpoMaTorpaMmMe pacTBopa
CTaHAApTHOTO obOpaslia padenpaszona HATPHs
(pazaen «KonuuecTBeHHOE ONpeleNEHHE»).

3 | Average weight /
Cpeanss macca

f

L —

207.01 mg /207,01 mr

212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 Mmr£ 5 % (ot 202,05 mr no 223,31 mr)

Hpumeuanne: IpoaykT cooTBeTcTBYET
|

Remarks : The Product confirms to ND/

TpeboBaHnam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / i Checked by / O;f/:/{/ Approved by: Manager/Executive /
TMoarotosneno: (4~ [poBepeto: =z Onodpeno: Menemkep / P}-‘e{t}BO}lV]Teﬂb
] s ~lae
Date / ne 20™M Date/ o - | Date/
- i’ e 7 Yo =
Hara: %0 ! Hata: 2 M4 Jara: 9= 12




CERTIFICATE OF ANALYSIS

, !.’.‘ CEPTHOVKAT AHAJIH3A
T’Tﬁf?‘Rﬁuddyu aree els, 20 mg B

Tpoayi¥: Pa3o”. TadneTku. NokpeiThie KHWEMHOPACTEOPINOIT 000104k, 20 Mr
Market / Pbinox : Russia / Poceist
Batch No./ o ST ) Batch Quantity / 1500000 tab / T
Cepnsn N2 T Pasmep cepun © 1500000 Tab
. P l \ 0
Analytica Repo”rtl\o./ . 390001765296 Date of Analysis / . 30/09/2024
AnaanTiiecknii oTuer Ne JaTa ananuza
Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026
|laTa npoM3BoACTBA T'omen no ]
Mfg. License No. /
HpouspoacTeeHnas : 59/RR/AP/9T7/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

[TAnalysis performed according ND No / Anaqans nposeaen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2 of 5/Crp.2 n3 5

4 IE;SO_IUEOII/_PIICTBOPQHIIC

In 0.1 M hydrochloric acid solution — not more than|

10 % of C sH29N303SNa (Rabeprazole sodium) label

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

XJIOPUCTOBOAOPOAHON KHCNOTHI — He Bosee 10 % ot

HOMMHaNbHOTO COAEpP)KAHNSA CgH2N303SNa

Unit-1/Enysnia-1 3%
_Unit-2/Eaunnua-2 1%
Unit-3/Eannuua-3 4%
' Unit-4/Eaunnua-4 1%
Unit-5/Eaunnua-5 2%
Unit-6/Eauunna-6 1%

(pabenpazon HaTpus) uepes 2 u.

Average / Cpenn. 3nauenue: 2 %

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

Ci3H20N303SNa (Rabeprazole sodium) label claim

in 60 min./ B 6ydepHom pactBope pH 8,0 — he meHee

75% (Q) 0T HOMHHAIBLHOTO  COJEPIKAHMA
Ci3H20N30;3SNa (pabenpazon HaTpus) yepes 60 MUH.

Unit-1/Eamunua-1 88 %
Unit-2/Eannnna-2 91 %
Unit-3/Eaunuua-3 92 %
Unit-4/Eaunnua-4 92 %
Unit-5/Ennnnua-5 92 %
Unit-6/Emnnnua-6 92 %

Average / CpenH. 3Hauenue: 91 %

5 | Related Substances /
Poncreennbie npumeci

Rabeprazole N-oxide/
Pabenpazona N-okcha

CynboH

"Ra_beprazae Sulfone/ Padenpazona

Rabeprazole Methoxy analog/
Padenpazona aietoken avanor

Rabeprazole Chloro analog/

PaGenpazona Xa0po aHanor
|

'Rabeprazole Sulphide/
Pabenpazona cynsdiin

PaGenpa3zona poncteeHHas
npuMech A

Rabeprazole Related compound A/

Not detected / He oGHapyskeHa

0.12%/0,12%

Not detected / He obHapyskeHa

Not detected / ve oOHapyxena

0.03% /0.03%

Not detected / He oOHapykeHa

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/
IlIpumeuanne: [1poaykT cootBeTcTBYET TpedoBaHnaM HJJ

Conclusion : APPROVED /
3axniouenne: OJOBPEHO

=~y

Prepared by /
ﬂonrOTOBneHozeyy

Checked by
ITpoBepeHo:

" Approved by: Manager/Executive /
Onodpeno: MeHemxkep / PvikosoaITens

J-A— ¢

=

Date / |
7,04 -0

Hara:

Date /
Jlaa:

Date /
Ro-09 - 2PY

Jara:




CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

@
l?t_ﬁr;ﬂgddys‘uu cts, 20 mg ———————

N poaykT: Pazo®. TadneTkn. NoKphITBIE KHIIECUHOPACTEOPHMOIT 060m0uKoii, 20 MT

Market / Peinok : Russia/ Poccus
Batch No. / . [Batch Quantity / — 1500000 tab / - o
Cepun Ne h/CERI188D Pasmep cepnn 1500000 Tad
alytical . i
Analytica Repourt No./ . 890001765296 Date of Analysis / . 30/09/2024
| AHaanTHYecknii oryer Ne JaTa ananunsa
Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026
HaTa npoussoacTpa T'open o -
'l\_/lfg. License No. /
TponsBoAcTBeHHAan : 5S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
[nensnst Ne

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

S - Page3 of 5/ Crp.3 n35
|Rabeprazo|e Related compound C/ |Below LOD (LOD = 0.02 %) / Huxe Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona poacteeHHas npenena obHapysxenus (IO = 0,02 %)

{mpumecs C

SpCC;-ICd Impurity at Not more than 0.5 % / He 6onee 0,5 %

about RRT 1.37 Not detected / e oGHapyxeHa
(Mass m/z=310

Imidazole) / Tlpumeck npn RRT
[1,37 (macca m/z=310 umunasomn)

Specified Impurity at Not detected / ne o6HapyxeHa
about RRT 1.51

| (Mass m/z=458 Benzo

imidazole adduct) / Ilpunmecs npu
RRT 1,51 (macca m/z=458
OeH3MMIIa301a aAnyKT)

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

Individual unidentified impurity / Below BDL (BDL= 0.1 %) / Huxe Not more than 0.2 % / He 6onee 0,2 %

|Eannnunas
¢ nopora peructpaudu (ITP 0,1 %)
HenneHTHHUUMPOBAHHAS NPHMECD

Total impurities / Cymma 0.2%7/0,2% Not more than 2.0 % / He 6onee 2,0 %
NpHMECeit

6 |Residual Solvents content / 1036 pg/tab / 1036 mxr Ha Tabnerky Isoprop?l;ol_— not more than 2621 LLg per tablet /
OcTaTouHble OpraHnyeckue W3onponanon — He 6onee 2621 mkr Ha TabneTKy
pacTBoplnTes

7 !ﬁniﬁrmit_v_of dosage units / 4.0/ 4,0 Aceptance value (AV) should be not more than 15.0.
OAHOpOAHOCTDL 03MPOBAHHBIX / Tlokazatesnb npuemnemMoctd (AV) nosmkeH GbiTh He
|e11|m||u oonee 15,0.

8 | Microbiological purity*/ MukpoonoJjornyeckast ynerora®

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

Hpumeuanne: [TponykT cooTBeTcTBYET TpedosanusM HJJ | 3akmouenne: OJJOBPEHO
i — el
Prepared by / Checked by | ,_ O —V Approved by: Manager/Executive /
IoaroToBneHo: [Tporepeno: Lt Onodpeno: MeHemxep / Pykososireib
A
Date / . M Date / go—oﬁ ‘202 4 Date / 200G~ 2=
s E (s )
Hara: ZO /Dﬂ o Jara: Jarta:




CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Be
D 9 e
I’TR&R&M&L[\ 20 mg

Mpoayir: Pazo®. tabnerkn, nokpuiTsie KMWeuHOPACTEOPIMOH 060J0uKOi, 20 MI

Market / Panox

: Russia/ Pocchs

Batch No. / . Batch Quantity / . 1500000 tab /
Cepun N2 : [CINSED Pasmep cepun " 1500000 Tad -
eal :
Analytica Repovrt No./ . 890001765296 Date of Analysis / . 30/09/2024
ApasinTHyYecknii otuet No JaTa anaania
Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026
|JaTa npoM3BoacTBa T'onen ao 1
Mfg. License No. /
MpousBoAcTBeHHAs : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
\uuensns Ne ]

Analysis performed according ND No / Auaaus nposeaen no HJ{ Ne: JITI-Ne(004603)-(PT-RU)-130224

O61uee yncno aspobHbIX
MHKPOOPTaHH3IMOB

a) Total aerobic microbial count/ |

Page4 of 5/ Crp. 4 u3 5

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 / Ob1iee uncno
JPOAOKEBBIX U TIIECHEBBIX TPUGOB

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

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

¢) E.coli

Absentin 1g/
OtcyTcrByer B 1T

Shall be absentin 1g/
JlomkHbl OTCYyTCTBOBaTh B 1 T

9 |Assay/ Konnuecrsennoe
onpe/esenne

19.8 mg/ 19,8 mr

18.0 to 22.0 mg of C3H20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr 10 22,0 mr C13H20N303SNa
(pabenpazon natpus) (or 90 no 110 % ot
HOMMWHANBLHOTO COAEpIKaHUs) B TabneTKe.

10 |Packaging / Ynakoska

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / [lo 15
Ttabnerok B Onuctepe u3 (IIBX/AJI/TIA)
tdonbru / antomunKeBoit gonbru. 2
dnucTepa BMECTE ¢ JTMCTKOM-
BKJaJbIIEM B 1AYKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Tabnetrok B ©Oauctepe wu3
(IIBX/AJI/TIA) donbry / anromuHueBoi donsru. Io
1 uan 2 6auctepa BMECTE C JINCTKOM-BKJIAABILLIEM B
NayKy KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [lpoaykr cootBeTcTBYET TpedoBaHusm HJT

Conclusion : APPROVED /
)Salcmoqeﬂue: OJOBPEHO

P,
Prepared by / Checked by, ~ =% | Approved by: Manager/Executive /
[NonrotoBnexo: @% ﬂponepcng&% OnoGpeno: Menemxep / PykosoanTens
B
Date / | Date / 2 | Date/
20-c9 -9 ==
Hara: 200 o’ - 29W Jara: 20 67 g Jara: il 7




CERTIFICATE OF ANALYSIS

s.o
_ﬂ . d# N o@ ) CEPTI/I(DIIKAT A_H:AJII_/I_?)A i B -
Pr urfliggl =citedc-Tate ets, 20 mg

MpoaykT: Pa3o®, TaGneTky, NOKPLITLIE KIUEYHOPACTBOPHM O 0605104K0iH, 20 MI
1p 5

Market / PriHok : Russia / Poccust

Batch No./ . C2411389 Batch Quantity / : 1500000 tabr/

|Cepuss Ne B Pasmep cepnu 1500000 Tad S
Analytical Repovrt No./ . 890001765296 Date of Analysis / . 30/09/2024

AHanuTHyecknii otuer Ne JaTta anaanza o ]
Date of Manufacture / . 01/08/2024 Date of Expiry / . 31/07/2026

|JaTa npon3BOACTBA o N Topen no o B -

Mfg. License No./

INponsBoacTBeHHast : 59/RR/AP/9T/F/IR MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

nuuenzusi Ne -

Analysis performed according ND No / Ananus npoBejeH no HJT Ne: JITI-Ne(004603)-(PI'-RU)-130224 L
PageSof 5/Crp.Sm3s

API name / Hanvenopanne A®C: il Rabeprazole sodium / Pabenpa3zon HaTpus - I
INN/MHH: Rabeprazole / Pabenpason
API manufacturer batch number /
Homep cepnn nponzsoanrtens APC: ACQH004474
FP Manufacturer API Batch number /
Homep cepun cyberanunn FCRA00071
npounspogutens I'JI®: -
APY Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIpousBoantens, APC, crpana: J-p Pennu'c Jlabopatopuc Jlta., Mnans.
Namé; address authorizzfionNoifer FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / SNy .
Rel ite / Bachupally (Mandal), Medchal-Malkajgin (Dist.), Telangana , India
SEA S (License No S9/RR/AP/97/F/R)
HanmenoBaHue, aapec 1 HOMep JHLIEH3HH Nod] 47 45 1 yac
oA ceynects RO IIpousBoacTBeHHOE NoapaszaeneHue - 3, yuactku Ne 41, yacts 42, yacTb 45 1 yacTh
fon sl C",I"B KOHT 46, bauynannyu (Bunnanx), bauynannu (Mangan), Meauan Mankamkripu (JlncT.),
P ACTBOTKOHTPOTL wtaT Tenanrana, Muousa (JImuensus Ne 59/RR/AP/97/F/R)
KavecTBa/Bhinyck LJID / -

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».

3aknioyenne 0 cooTBeTcTBUU: «HACTOSIUMM 51 MOATBEPKAAIO, UTO MPUBEACHHAS BhIlle HH(OPMALHS ABMAETCA AOCTOBEPHOH H TOUHOII.
OTa cepus NPOLYKIMH MPOM3BEAeHa (BK/IIOYas YNIAaKOBKY (MapKMPOBKY) M KOHTPONb KauecTBa) Ha Bbilleyka3aHHOH NpOM3BOJICTBEHHON
nnoulazke (MIOLIaAKax) B FOJHOM COOTBETCTBHMM ¢ TpeGoBaHuaMu IlpaBun Haanexaweil NpOM3BOACTBEHHON NpakThkK EBpasuiickoro
3koHOMHMUeckoro corosza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGOBaHUAMI KOHTPOSS KAUECTBA JEKAPCTBEHHBIX
CpPEICTB, a TAlKE B COOTBETCTBUM CO CrieUMUKALHAMY, COAEPKALUMMHCS B PETHCTPALIMOHHOM J0ChE CTPAHbI-HMNOPTEPa. 3aMmicH 1o
NPOU3BOICTRY, YNAKOBKE H aHAJIM3Y APOBEPEHDI, H YCTAHOBJIEHO UX COOTBETCTRME TpeboBanuam [Tpasun Haaneskauteil npon3BOACTBEHROMN
npakTHkH EBpazuiickoro akoHoMHueckoro corozay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoaykr cootBeTcTBYeT TpebGosatmsm HJJ 3akmouenne: OJOBPEHO

; N
Prepared by / Checked by / 2 {/C’J(’ Approved by: Manager/Executive /
IoaroToneHo: IlpoBepeHo: 517 Opnobdpero: Menewkep / Pykpso,uirens

AN

Date / 10 /(}0‘ /qp‘b"\ Date / 80"537 ’Z"Q’é Date / Qop b 2O
Hara: Hara: Hara:




