»

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
IlpoayxT: Pazo®, Tabnetky, TIOKPBIThIE KHILEYHOPACTBOPHMOH obonoukoi, 20 mr

Market / Poinok : Russia / Pocens

Batch No. / . Batch Quantity / 1500000 tab /

Cepus Ne : €2407989 Pazmep cepnu 1500000 Tad

Analytical Repourt No. / . 890001750019 Date of Analysis / . 16/07/2024
AHaanTHYecKHil oTueT Ne JlaTa anasinza

Date of Manufacture / . 20/05/2004 Date of Expiry / . 30/04/2026

Jara npou3BoacTBA I'onen no

Mf{g. License No. /

Tlpon3BoACTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT™-RU)

nuuen3usa Ne

Analysis performed according ND No / Ananns npogseaer no HJ/1 Ne: JIT1-Ne(004603)-(PT-RU)-130224

Page 1 of 5/Crp.1u35

Result / PesyabTaThl

Specification / Hopma

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrneie, 1BOSKOBbINYKbIE
TabneTKy, NOKpLIThIE 000NOYKOIH
CBETJIO-JKENTOrO LIBETA C MapKUPOBKOM
kpacHoro useta «RB20» Ha ogHOH
cropoHe. Ha monepeuHoM paspese aapo
Genoro 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. /
Kpyrisle, 1BOSKOBBIMYKJIblE TAONETKH, NOKPBITHIE
000J104KON OT CBETJIO-KENATOTO 10 XKENTOIO LBETA
¢ MapKupoBKOH kpacHoro ueera «RB20» na onnok
cropone. Ha nonepeuHom paspese anpo oT 6enoro
o noyTH Hesioro LBera.

Complies as prescribed /
CootsercTBYeT TpeboBaHWAM

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
yIepyKHBAHMS OCHOBHOTO MHKa Ha
XpOMaTOrpaMMe UCTILITYEMOr0 PacTBOpa AOJKHO
COOTBETCTBOBATL BPEMEHM YIEPIKUBAHHS
OCHOBHOTO N1Ka Ha XpoMaTorpaMme pacTBopa
cranaapTHoro obpasua pabernpasona HaTpus
(pazaen «KonuuecTBeHHOE ONpeaeSieHUEN).

Ne Test / HokazaTeab
1 | Appearance / Onucanue
2 | Identification By HPLC /

Naoentnduxanna BIXKX

3 | Average weight/

Cpeansist macca

209.07 mg /209,07 mr

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

Remarks : The Product con

IIpumeuanne: ITponyxt cooTBeTcTBYET TpeOoBanusim HJI
©

firms to ND/

Conclusion : APPROVED /
3axkmtouenie: OJOBPEHO

Prepared by / /&C}V Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Hposepem@ ., Onobpeno: Menekep [ PyYKOBOAHTENb
C o 1
Date / Date / Date /
t 8P 2024 ——
Jara: & Jara: |& ~O7~202¢ | Hata: ig-27-%e=y




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

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

Mpoaykt: Pa30®, TabneTky, NoKpbIThIE KHMIIEYHOPACTBOPHMOI 0601101KOH, 20 Mr

Market / Poinok

: Russia/ Poccms

Batch No. / Batch Quantity / 1500000 tab /
. 9 .
Cepnst Ne e Pazmep cepim © 1500000 Ta6
Analytical Repourt No. / . 890001750019 Date of Analysis / . 16/07/2024
AHannTHyeckuii oTyer Ne JlaTa ananusa
Date of Manufacture / . 20/05/2024 Date of Expiry / . 30/04/2026
JlaTa npoH3BOACTBA T'open no
Mfg. License No. /
IIpou3BOACTBEHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)

anueHsns Ne

Analysis performed according ND No / Anaans nposeaen no H/I Ne: JIII-Ne(004603)-(PI'-RU)-130224

Page 2 of 5/ C1p.2 135

4 | Dissolution / PacTBopenne

In 0.1 M hydrochloric acid solution — not more than

10 % of C13H,0N3035SNa (Rabeprazole sodium) label

claim in 2 h. / B 01 M pacteope

XJIOPUCTOBOAOPOAHON KUCNOTH — He Gonee 10 % oT

HOMMHANLHOTO COIEPIKaHNA CigH20N303SNa

Unit-1/Eaununa-| 3%
Unit-2/Ennnnua-2 2%
Unit-3/Ennunua-3 2%
Unit-4/Ennuuua-4 6 %
Unit-5/Enuunuoa-5 2 %
Unit-6/Ennnnna-6 2%

(pabenpason HaTpus) uepes 2 4.

Average / CpenH. 38auenue: 3 %

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

CsH20N303;SNa  (Rabeprazole sodium) label claim

in 60 min. /B 6ydepHomM pacTteope pH 8,0 — He meHee

75% (Q) OT HOMHHANBHOrO  COLEPKAHMSA

CisH20N505SNa (pabenpazon HaTpus) yepe3 60 MHUH.

Unit-1/Eannurua-1 87 %
Unit-2/Eaynuua-2 87 %
Unit-3/EnnHuua-3 87 %
Unit-4/Enunnua-4 88 %
Unit-5/Enunuua-5 88 %
Unit-6/Eavununua-6 87 %

Average / CpenH. 3Hauenue: 87 %

5 | Related Substances /
PoacTBeHHbIe mpuMecnH

Rabeprazole N-oxide/
Pabenpazona N-okcun

Rabeprazole Sulfone/ Pabenpazona
cybdoH

Rabeprazole Methoxy analog/
Pabenpazona MeTokcu aHanor

Rabeprazole Chloro analog/
Pabenpazona xyopo ananor

Rabeprazole Sulphide/
Pabenpazona cyneun

Rabeprazole Related compound A/
Pabenpazona poxcTeeHHas
npumech A

Below LOD (LOD = 0.008%) / Huxe
npesiena obuapyxenus (110 = 0.008%)

0.12%7/0,12%

Not detected / He oGHapyxeHa

Not detected / He oOHapyskeHa

0.03%/0,03%

Not detected / He oOnapy:keHa

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 Gonee 0,5 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoaykr COOTBeTCTgcT TpebosaHusm HJJ

—

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

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

IloarorosaeHo: > npOBepel-i@ Onobpeno: Menemxep / PygoBoanTtenb
i Ha

Date / Date / Date /

Hara: tED 20?4 Hata: 1S5 -~ 0O7 20244 | Hata: [ -of-2024




@
] ’ .. CERTIFICATE OF ANALYSIS
Dr. Reddy s q-. CEPTUOUKAT AHAJIM3A

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

MpoaykT: Pa3o®, TabneTku, NOKPLITbIE KUILIEYHOPACTBOPUMOH 060/104KO#, 20 MT

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /
Cepusi Ne L, Pasmep cepun " 1500000 Tab
Analytical Repourt No. / . 890001750019 Date of Analysis / . 16/07/2024
AHAJUTHYeCKIH oTueT Neo Jlara aHaau3a

Date of Manufacture / . 20/05/2024 Date of Expiry / . 30/04/2026
JlaTa npon3BoacTBa I'onen no

Mfg. License No. /

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

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

Page 3 of 5/Crp.3n35
Rabeprazole Related compound C/ |Below LOD (LOD = 0.02 %) / Huxe Not more than 0.5 % / He 6onee 0,5 %

Pabenpazona poacreeHnas npeaena obHapysxenus (I[10 = 0,02 %)
npumecs C
Specified Impurity at 0.02% / 0,02% Not more than 0.5 % / He 6onee 0,5 %

about RRT 1.37
(Mass m/z=310
Imidazole) / Tlpumecs npu RRT
1,37 (macca m/z=310 umunazon)

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

about RRT .51
(Mass m/z=458 Benzo Not detected / ne oGHapyxeHa
imidazole adduct) / [1pumecs npu
RRT 1,51 (macca m/z=458
OeH3nMmnaa3oNa aaiayKT)

Individual unidentified impurity / Not more than 0.2 % / He 6onee 0,2 %
Enuununas Below BDL (BDL= 0.1 %) / Huxe
HeUAeHTHPHUUMPOBAHHAA NpuMech | nopora peryctpauuu (ITP 0,1 %)

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

6 |Residual Solvents content / 1679ng/tab/ 1679 mxr na tabnerky  |Isopropanol — not more than 2621 ng per tablet /
OcTaTounble OpraHyuecKne HzonponaHon — He 6onee 2621 mkr Ha TabneTky

pacTBopuTEaN

7 |Uniformity of dosage units / 6.8/6,8 Aceptance value (AV) should be not more than 15.0.
OAHOpPOAHOCTBL AO311POBAHHBIX / TokazaTenb npuemnemoct (AV) nomkeH ObITh He
eqIHNL 6onee 15.0.

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

Npnmeuanne: [poaykt coorBeTcTByeT Tpebdosanusam HJJ 3akmouenne: OJOBPEHO

P
Prepared by / /&W"Checked by / Approved by: Manager/Executive /
[Toarorosneno: W npoBepeHo@ /L OnodpeHo: MeHemKegf'PyKOBO)JnTeﬂb
i e

Date / 539 _5292 { Date / Date /
Jara: §=3 Jara: l8~07~2072¢y | Nata: 1§01-262Y




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":‘

CEPTUDPUKAT AHAJIU3A

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

Npoaykt: Pazo®, TabaeTky, NOKpbIThIE KMLLEUHOPACTBOPHUMO#i 06010UKO#, 20 MT

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepust No : 2407989 Paszmep cepnu " 1500000 Tab
Analytical Repourt No. / . 890001750019 Date of Analysis / . 16/07/2024
AHANHTHYecKHH oTUeT No Jara aHaauza

Date of Manufacture / . 20/05/2024 Date of Expiry / . 30/04/2026
JlaTa npou3BoaCTBA Tonen no

Mfg. License No. /

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

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

Page 4 of 5/Crp. 4135

8 | Microbiological purity*/ Mukpo6uonoruueckas 4ucTora*

a) Total aerobic microbial count /
Obuiee uncno aspoOHEIX
MUKpPOOPTaHU3MOB

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 / O6mee uncno
LOPOXKACEBBIX W NMJIECHEBLIX TpUOOB

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/
Orcyrcereyer B IT

Shall be absent in 1g/
Jo/DKHBI OTCYTCTBOBATh B 1 T

Assay / KosingecrBenHoe
onpeneneHne

19.8 mg/ 19,8 mr

18.0 to 22.0 mg of C gH20N30sSNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 MT oo 22,0 Mr C13H20N303SN3
(pabenpazon HaTpus) (ot 90 no 110 % ot
HOMUWHAJILHOTO COoleprkaHns) B TabeTke.

10 [Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / Ilo 15
Tabnetox B 6nucrepe uz (IIBX/AJUTIA)
donsru / amomuHHeBoit Goabru. 2
faucTepa BMECTe C JIMCTKOM-
BKNAAbILLEM B AYRY KAPTOHHYH

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Tabnerox B Oaucrepe u3
(NMBX/AN/TIA) donbru / antomunuesoii ponbri. Ilo
1 unu 2 Gaucrepa BMECTe C IMCTKOM-BKIaIbILLIEM B
NayKy KapTOHHYIO.

Remarks : The Product confirms to

[

ND/

Hpumeuanne: [lponykT cootBeTcTBYET TpeGoBannsm HJI

Conclusion : APPROVED /
3axnwuenue: OJOBPEHO

Prepared by / > <" ¥ Checked by / Approved by: Manager/Executive /
IloarorosseHo: W ITpoBepeHo; /) OnobpeHo: MeHemxep,/ PykoBoanTenb
Date / ! 29 ,_9024 Date / Date /

Jata: £ Hara: 1&~07~9¢0¢4 | Hata: |807-207Y




) Qe
/ .. CERTIFICATE OF ANALYSIS
Dr. Reddy S l-’ CEPTUOUKAT AHAJIA3A
Product : Razo®, enteric-coated tablets, 20 mg
IlpoayKT: Paz0®, Tabnerky, NIOKpPhIThIE KHIIEUHOpacTBOpHMoM obonoukon, 20 mr

Market / Poinok : Russia / Poccus

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

Cepus Ne : C2407989 Pasmep cepun 1500000 Tab

Analytical Repovrt No./ . 890001750019 Date of Analysis / . 16/07/2024
AHATUTHYECKHIT oTUeT Ne Jarta ananusa

Date of Manufacture / . 20/05/2024 Date of Expiry / . 30/04/2026

JlaTa npon3BoacTBa T'ogen no

Mfg. License No. /

IIpou3BOACTBEHHAS : S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI™-RU)
nuuensus Ne

Analysis performed according ND No / Anann3s nposeaen no HJ Ne: JITT-Ne(004603)-(PI'-RU)-130224
Page 5of 5/Ctp.5u35

API name / Haumenosanue A®C: Rabeprazole sodium / Pabenpazon natpus
INN / MHH: Rabeprazole / Pabenpason
API manufacturer batch number / ACQH004440

Homep cepun nponssoaurens APC:
FP Manufacturer API Batch number /

Howmep cepun cy6cTaHumn FCRA00067

nponspoantensn I'J1M:

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

Mpouszsoanrenn ADC, crpaua: I-p Pennu’ ¢ Jlaboparopuc JIta., MHaus.

piiE, ACHECSS, AUIROIZD on o FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

FP manufacturing site / Control site / R .

Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

HHHMeHOBaHHe, aapec M HOMep JINUEH3HII

o TlpouzBoacTBeHHOE MoApazaeneHue - 3, ynactku Ne 41, yactb 42, yacTh 45 1 uacTh
TJTOLIAAKH, OCYLIeCTBJsIIoL el

46, Bauynannu (Bunnamk), bauynannu (Manaan), Meaguan Mankamxrypu (Juct.),

MPOHBBONGHEC/EORIDCE wrar Tenanrana, Unmus (Jluuensus Ne 59/RR/AP/97/F/R)
kavecrsa/Bbinyck I'JI®D /

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».

3akntoueHye 0 cOOTBeTCTBHII: «HacToALMM s MOATBEPIKAAIO, YTO NMPHUBEAEHHAs Bbillle HHQOPMaLIMA ABJIAETCS NOCTOBEPHOH U TOUHOH.
OTa cepus NpoLyKLMH Npou3BeaeHa (BKITtOYas yrnakoBky (MapKMpOBKY) W KOHTPONb KauecTBa) Ha BbILIEYKa3aHHOM NpPOW3BOACTBEHHOM
rutouiaake (Maolankax) B NMOJHOM COOTBETCTBMM ¢ TpeboBaHusmu [IpaBun Hannexkauiel NpOW3BONCTBEHHON MpakTWkH EBpasuiickoro
skoHoMHueckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHMAMM KOHTPOJIS KaueCcTBa JIEKAPCTBEHHbBIX
CPEZCTB, @ TAKXKE B COOTBETCTBUM CO CreUM(PHUKaLMIMU, COACPIKALIMMUCS B PETMCTPallMOHHOM J10Che CTpaHbl-UMIIOpTepa. 3anucu no
TIPOU3BOACTBY, YIAKOBKE M aHATIM3Y MPOBEPEHbL, U YyCTAHOBIIEHO UX COOTBETCTBHE TpebosaHuaM [IpaBun Haanexarueil Npou3BOACTBEHHON
npakTuku EBpa3nicKoro 3kOHOMHUECKOTO COK3aY.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHmsM HJI 3akawuenne: OJJOBPEHO

e
Prepared by / /ﬁ/pﬁ"’ Checked by / Approved by: Manager/Executive /
[Tonrorosnexo: W [1poBepen e Onobpeno: Menemxep / Pyxosopurens

e Kb

Date / )2 D207, Date / Date / '
Hara: & 4 Jara: 1% ~07~ 20244 | Hara: 1§-vT-202Y




