Dr. Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

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

MpoaykT: Pa30®, TabneTky, NOKpbIThiE KNILIEUHOPACTBOPUMOH 060104KOH, 20 Mr

Market / PbiHok

: Russia / Poccwms

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

Cepus Ne # C2403316 Pasmep cepun " 1500000 Tab

Analytical Repovrt No./ . 890001749618 Date of Analysis / . 14/07/2024

| AHAJIMTHYECKII oTueT No JlaTa aHanu3a

Date of Manufacture / . 17/05/2024 Date of Expiry / . 30/04/2026

JlaTa npon3BojgcTBa Tonen no

Mfg. License No. /

Ipon3goacTrBeHHAn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-No(004603)-(PT-RU)
mueH3ns Ne

Analysis performed according ND No / Anaan3 nposeaen no HJ Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page 1 of 5/Crp.1u35

No Test / IlokazaTennb

Result / PesynbTaTsl

Specification / Hopma

1 | Appearance / OnucaHue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriible, 1BOSKOBBINYKJIblE
TaONeTKH, NOKPBITHIE 000N0UKOH
CBETJI0-)KENTOrO HBETA C MapKHUPOBKOH
kpacHoro usera «RB20» Ha onHoll
cropoHe. Ha nonepeuHoM paspese saapo
6enoro LBeTa.

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. /
Kpyrabie, NBOSKOBBINYKJIble TaONETKH, MOKPEITEIE
000JI0HUKOH OT CBETJIO-KENTOro A0 KENTOTO LIBETA
¢ MapKHpoBKo# kpacHoro usera «RB20» Ha onno#
cropoHe. Ha nornepe4Hom paspeze 11po oT 6eforo
JIo ouTH 6enoro uBeTa.

ldentification By HPLC /
HUnentndnkauns BIKX

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

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
yaep>KHBaHHg OCHOBHOTO MHKa Ha
XpOMATOrpaMMe MCIBITYEMOrO PacTBOpa JOJIXKHO
COOTBETCTBOBATL BPEMEHH yNePKHUBAHUS
OCHOBHOTO NMHKa Ha XpOMaTOrpaMMe pacTBopa
cranmapTHoro obpa3sna pabenpazona HaTpus
(pasnen «KonnuecTBEHHOE OTIpEneNieHUey).

Average weight /
Cpeansia macca

209.68 mg /209,68 mr

212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 mr £ 35 % (o1 202,05 mMr no 223,31 mr)

Remarks : The Product confirms to

Ilpnmeuanne: Ipoaykr coorsercryeT Tpebosanusm HJI

ND/

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

Prepared by /

”OHFOTOBﬂeH(g‘M/j

Checked by /

ﬂpOBepeH@ )
p——g

Approved by: Manager/Executive /
Onob6peHo: Menemxep / Pykosonurens

Date /
Jara:

1 D022

Date /
Jara:

15 -07~002¢y

Date /
Hara:

\® -DN ’\'DV')




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

TpoaykT: Pa3o®, TabneTky, NOKpbIThIE KUIIEUHOPACTBOPHMON 060104KOH, 20 Mr

Market / Peinok

: Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
e el .
Cepus Ne s C2408316 Pasmep cepun * 1500000 Tab
Analytical Repovrt No. / . 890001749618 Date of Analysis / . 14/07/2024
AHajuTHYecKHii oTueT Nt JlaTa anannsa
Date of Manufacture / . 17/05/2024 Date of Expiry / . 30/04/2026
JlaTa npou3BoACTBA T'open no
Mfg. License No. /
IlpousBoacTBEeHHAs : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

JnueH3us Ne

Analysis performed according ND No / Anann3 siposeaed no HJ Ne: JHI-Ne(004603)-(PT-RU)-130224

Page 2 of 5/ Ctp.2m35

4 | Dissolution / PacTBopenne

In 0.1 M hydrochloric acid solution — not more than

10 % of Cy5H20N503;SNa (Rabeprazole sodium) label

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

XIJIOPUCTOBOIOPOAHON kHcnoTh — He 6onee 10 % ot

HOMMWHAIBHOIO conepxanus CisH20N:O3SNa

Unit-1/Eaununa-1 0%
Unit-2/Eanuauua-2 1%
Unit-3/Eannuna-3 0%
Unit-4/Enununa-4 5%
Unit-5/Eaununna-5 0%
Unit-6/Eaunuuua-6 0%

(pabenpazon HaTpus) yepes 2 4.

Average / CpenH. 3nauenue: 1 %

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

CisH20N505SNa  (Rabeprazole sodium) label claim

in 60 min./ B 6ydepHomM pactBope pH 8,0 — He MeHee

75% (Q) OT HOMHHaJLHOTO  COAEp)KaHWA

C1sH20N505SNa (pabenpazon HaTpus) yepes 60 MuH.

Unit-1/Eaununa-1 85 %
Unit-2/Eaunvna-2 88 %
Unit-3/Eaunnua-3 85 %
Unit-4/Eanunua-4 89 %
Unit-5/Eaununna-5 90 %
Unit-6/Eaununna-6 89 %

Average / CpenH. 3HaueHue: 88 %

5 | Related Substances /
PoacTrennnie npumecn

Rabeprazole N-oxide/
Pa6enpaszona N-okcug

Rabeprazole Sulfone/ Pabenpasona
cynbGhoH

Rabeprazole Methoxy analog/
Pabenpasona MeTokcu aHanor

Rabeprazole Chloro analog/
PaGenpazona xnopo aHajor

Rabeprazole Sulphide/
Pabenpazona cynsdua

Rabeprazole Related compound A/
Pabenpazona poacTBeHHas
npumech A

Below LOQ (LOQ = 0.022 %) / Huxe
npeaena KONH4eCTBEHHOTO
onpenenenus (ITKO = 0,022 %)

0.13%/0,13%

Not detected / He o6Hapy»xeHa

Not detected / He o6HapyxkeHa

0.05%/0,05%

Not detected / He obHapyskeHa

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/
I pumeuanne: IlpoaykT cooTBeTCTBYET TpeboaHusam HJI
w

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

==
IMoarotosneHo:

Checked by /

Hposepel-i@ )
(/ —

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoautens
S

Date /

Jara: (8e)2els

Date /
Jara:
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Date /
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
MpoaykT: Pa30®, TabneTky, NOKPLIThIE KHLIEYHOPACTBOPHMON 060510uK0i, 20 Mr

Market / Pbinok

: Russia / Poccus

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

Cepus Ne § C2408316 Pasmep cepun © 1500000 Tab

Analytical RepOJ‘t No./ . 890001749618 Date of Analysis / . 14/07/2024
AHAIMTHYeCKHIT oTueT Ne JlaTa aHann3a

Date of Manufacture / . 17/05/2024 Date of Expiry / . 30/04/2026

JlaTa npoussoAcTBAa TI'onen ao

Mfg. License No. /

IpousBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI"-RU)
auueH3nsa Ne

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

Page 3 of 5/ Crp.3n3 5

Rabeprazole Related compound C/
Pabenpa3zona poacTBEHHas
npumeck C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / [Ipumech npu
RRT 1,51 (macca m/z=458
GeH3MMUAA30Na aJNYyKT)

Individual unidentified impurity /
EnnHnuHaa
HenAeHTHHULMPOBaHHAs NIPUMECh

Below LOD (LOD = 0.02 %) / Huxe
npenena obnapyxenus (11O = 0,02 %)

0.02%/0,02%

Not detected / He oOHapyKeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpauuy (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 6onee 0,2 %

Total impurities / Cymma
npumecei

0.2%/0,2%

Not more than 2.0 % / He 6onee 2,0 %

6 |Residual Solvents content /
OcTaTouHble OpraHHYecKHe
pacTBOpHTENH

1636ug/tab / 1636 Mkr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
Wsonponanon — He Soniee 2621 MKr Ha TabneTky

7 |Uniformity of dosage units /
OaHOpPOAHOCTL AO3HPOBAHHBIX
eNHHL

6.2/6,2

Aceptance value (AV) should be not more than 15.0.
/ TlokazaTtenb npremnemocti (AV) aonkeH ObITh HE
oonee 15,0.

3

Remarks : The Product confirms to ND/
I pumeuanne: ITponykt coorBeTcTRBYET TpeboBanusim HJI

Conclusion : APPROVED /
Zaxkmouene: OJOBPEHO

Prepared by / W" Checked by / Approved by: Manager/Executive /
Hoparotosneno: / [IpoBepetg: Ono6peHo: Menemxep / Pykosoantensb
gD~ s —
Date / Date/ Date /
= ~ N9
Hara: ! 8’*—“9 2}344 Hata: l4-07-202¢ Hara: \& ™7




CERTIFICATE OF ANALYSIS

Dr. Reddy’s Q’.’-‘

CEPTUOUKAT AHAJIU3A

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

TpoaykT: Pa30o®, TabneTku, NOKpLIThIE KHIIEYHOPACTBOPHMOM 06010uKOH, 20 Mr

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepus Ne (2205810 Pazmep cepnu 1500000 tab

Analytical Repovrt No./ . 890001749618 Date of Analysis / 14/07/2024
AHAJIUTHYECKNH oT4eT No JaTta anannsa

Date of Manufacture / . 17/05/2024 Date of Expiry / . 30/04/2026

JlaTa npou3BoAcTBA lonen a0

Mfg. License No. /

Ilpou3BoAcTBEeRHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT'-RU)
anueHznsa Ne

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

Page 4 of 5/ Crp. 4135

8 | Microbiological purity*/ Muxpo6uonornyeckas uucrora*

a) Total aerobic microbial count /
Ob1ee uucno aspoOHbIX
MHKPOOPraHH3MOB

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 / O61mee uncno
DNPOXOKEBBIX W MJIECHEBBIX IpUOOB

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

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

¢) E.coli

Absent in 1g/
OrcyTcTByeT B IT

Shall be absent in 1g/
JomxHel OTCYTCTBOBATL B 1 T

9 |Assay / KonnuecTBeHHoe
onpepaeneHne

19.6 mg/ 19,6 mr

18.0 t0 22.0 mg of C,sH20Nz0sSNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr g0 22,0 mr C;gH2oN3;03SNa
(paGenpazon satpus) (ot 90 no 110 % ot
HOMMHAILHOTO Coep)KaHus) B TabeTke.

10 |Packaging / Ynakoska

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / TTo 15
Tabnetox B 6nancrepe uz (NMBX/AJITIA)
doneru / antomunuesoit honsru. 2
fnucTepa BMECTE C NUCTKOM-
BKJIAZAbILLIEM B 11aUKy 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 rabnetox B Onucrepe Hu3
(IBX/AJVTIA) dhonbru / amoMmunmneso#t gonsru. Ilo
1 unu 2 6auctepa BMecTe € TIMCTKOM-BKIAALILLEM B
NMayKky KAPTOHHYHO.

Remarks : The Product confirms to ND/
Ipumeranne: Ipoayrt cootnetcTnyeT Tpedopaiiiam HJI
)

Conclusion : APPROVED /
3aicmoucnie: OJOBPEHO

Prepared by /
Iloarotorneno /

Checked by /

Approved by: Manager/Executive /

TTposepen P Ono6peno: Menemxep / PykoBoanTtens
N — 2
Date / ! Date / Date /
~J }F o ~~9
Hata: £ 2074 Jara: 5-07~202¢y Hara: \§ N
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’ .. CERTIFICATE OF ANALYSIS
Dr. Reddy S '.‘ CEPTUD®UKAT AHAJIM3A
Product : Razo®, enteric-coated tablets, 20 mg
INpoaykr: Paz0®, TabneTkH, NOKPbIThlE KHIIEUHOPacTBOPUMOH obonoykoi, 20 mr

Market / Poinok : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
: C24083 :

Cepusa Ne e S=Raosle Paszmep cepun 1500000 Tab

Analytical Repourt No./ . 890001749618 Date of Analysis / . 14/07/2024

AHAJUTHYECKHH oTyeT No JlaTa ananu3sa

Date of Manufacture / - 17/05/2024 Date of Expiry / . 30/04/2026

JlaTa npoH3BoACTBA I'open po

Mfg. License No. /

ITpon3BoacTBeHHAs : S9/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

JuneH3nsa Ne

Analysis performed according ND No / Anann3 nposenen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224
Page S of 5/Crp.5u35

API name / HaumenoBanne A®C: Rabeprazole sodium / Pa6enpazon HaTtpus
INN / MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACQH004371, ACQH004440

Howmep cepun npoussoaurens APC:
FP Manufacturer API Batch number /

Homep cepun cy6eTaHiinu FCRA00065, FCRA00067
nponssoautens I'JIP:

APl Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIponspoautens APC, crpana: J-p Pennu’c Jlaboparopuc JIta., Muaus.

Name, address, authorization No for

FP manufacturing site / Control site / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)
HanmenoBanmue, agpec H HOMep JHUEH3HN
I IOLALKH. 0CYLLECTBAS IoIeil Ipou3BoACTBEHHOE Moapa3neneHue - 3, yyactku Ne 41, yacts 42, yacTs 45 1 uacTh
s . 46, Bauynanau (Bumnamk), Bauynanny (Manpan), Meauan Mankamkrupu (Jucr.),

MPOU3BOACYBO/IKOHTPOI, wrat Tenaurana, Uuaus (Jluuensus Ne 59/RR/AP/97/F/R)
KkayecTBa/Bbinyck I'JIM /

Declaration of certification: «lI 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».

3axkmodenue o cooTBeTcTBNI: «HacToAmMM s MOATBeprKAAO, UTO NPUBEAEHHAs Bhlle WH(OpMaLMs ABSETCS JOCTOBEPHOH W TOYHOM.
OTa cepus NpoAyKLMK NMpou3BeeHa (BKIKUAN YNakosky (MapknpoBKY) W KOHTPONbL KayecTBa) Ha BhIIEYKa3aHHON MPOW3BOACTBEHHON
nnomanke (rowankax) B NoJHOM COOTBETCTBUM ¢ TpeboaHuamu IlpaBun Haanekauied NpoU3BOACTBEHHOM npakTHku EBpasuiickoro
3KoHOoMHueckoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHMAMM KOHTPOJS KauyecTBa NEKAPCTBEHHbLIX
CPENCTB, a TAKXKe B COOTBETCTBUHM CO crieUM(MKALMIAMH, COAEPXKALIUMUCS B PErHCTPAUMOHHOM NOChE CTPAHBI-MMIIOPTEPA. 3alMCH 110
NIPOU3BOACTBY, YITaKOBKE W @aHANW3y NPOBEPEHBI, H YCTAHOBJIEHO MX COOTBETCTBUE TpebosaHuam [1paBua Haanexaiei NnpoU3BOACTBEHHOK
NpakTUKU EBpasniickoro 3k0HOMHUECKOTO COrO3aY.

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

Ilpumeuanue: IIpoaykt cooTBeTCcTBYeT TpebGoBaHusam HJJ 3akatouenue: OJOBPEHO

Prepared by / 9’0_9' Checked by / Approved by: Manager/Executive /

[Toarorosneno! ﬂposepeawi q: /\/ Onobpeno: Menenkep / PykosonnTens
. hssmae V‘?

Date / ,g% - Date / Date / =S

% -0
Jara: 2044 Jara: l8-07~202¢4 | Hara: )




