Qe
Dr.Reddy’s Q?"

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIN3A

Product : Razo", enteric-coated tablets, 20 mg
fipoaykt: Paso®, tabnerkn, MOKPEITLIE KIHLIEUHOPACTBOPHMOIT 000104k, 20 Mr

JHuen3na Ne

Market / Poinok : Russia / Poccus

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

Cepus Ne P C2413555 Pasmep cepan " 1500000 Tab

Analytical Report No. / ; Date of Analysis / .

AHANHTHYECKHH oT9eT No : §90001767935 Jlata anammsa : 14/10/2024

Date of Manufacture / . Date of Expiry / .

A —— : 26/08/2024 loaen go 1 31/07/2026

Mfg. License No. /

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

Analysis performed according ND No / Anaans nposeaed mo H/L No: JITI-Na(004603)-(PI'-RU)-130224

Page 1 of 5/ Crp. 1 w35

Ne Test / [TokazaTenn

Result / PesyabTatsl

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyriele,
NBOSIKOBBITYKJIbIE TaOJIETKH,
HOKPBITbIE 0OOJIOUKOMH KENTOrO
LBETa C MapKUPOBKO# KpacHOro
useta «RB20» Ha onHO# cTOpOHE.
Ha nonepeunoM paspese sapo
6enoro 1BeTa.

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. /
Kpyrasie, ngoakopsimykisie TabneTkH, nokpsithie
0607104KO#t OT CBETJIO-KENTOTO JI0 KETOrD LpeTa
C MapKHpOBKO# KpacHOro useta «RB20x» Ha onuoi
cropoHe. Ha nonepeunom paspese sapo ot 6enoro
JI0 OYTH BeNoro useTa.

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
Haentnduxanmus BIIKX CooTBercTByeT TpeGoBaHHAM 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>KUBAHNS OCHOBHOTO MAKA Ha
XpOMATOrpaMMe HCIBITYEMOTO PACTBOPA JOJIKHO
COOTBETCTBOBATh BPEMEHH yAEPKUBAHUS
OCHOBHOTO TNHKa Ha XpOMaTorpaMMe pacTBopa
cTanaaptTHoro obpasua pabenpasona HaTpUs
(pasnen «KonuyecTBeHHOE OnpeneneHue).
3 | Average weight / 206.82 mg / 206,82 mr 212.68 mg+ 5 % (202.05 to 223.31 mg) /
Cpeanssi Mmacca 212,68 mr = 5 % (ot 202,05 Mr 10 223,31 mr)
4 | Dissolution / Pacteopenue Unit-1/Egunuua-1 2% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Exnuuyua-2 2% 10 % of C13H2oN303SNa (Rabeprazole sodium) label
Unit-3/Eqununa-3 0% claim in 2 h / B 01 M pacrBope
Unit-4/ExquHnna-4 3% XJIOPUCTOBOAOPOAHOM KHUCIIOTHI — He 6oniee 10 % ot
Unit-5/Equanca-5 5% HoMHHanbHoro  cojepxanusa  CigHyoN30O3SNa
Unit-6/Equnnna-6 39 (pabenipazon Hatpus) yepes 2 4.

Remarks : The Product confirms to ND/

ITpumeuanne: [TponyKt cooTBeTCTBYET TpeboBanuam HJJ
N

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO

Prepared by / Jr5,,0»5"J"-:Checked by / Approved by: Manager/Executive /
IoarorosneHo: W Hponepe:.;oig ? I“_J N Onobpeno: Menemxep / wsonurenb
Date / ~ _ Date / = Date / 1 @10~ O,
Jara: /€1 0-2o74 Jara: & 0 ~207004 Jata:




[ T
Dr.Reddy’s ‘,’o‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

’Froduct : Razo", enteric-coated tablets, 20 mg
lpoaywkr: Pazo”, rabnerin, nokpsrrmie KHIIEYHOPACTBOPHMOFT 0G0n0ukoil, 20 Mr

AHanuTHYecKHif oTyeT No

: 890001767935

JlaTa ananusa

Market / Peinok : Russia / Poccus

Batch No. / - C2413555 Batch Quantity / . 1500000 tab /
Cepusa Ne i Pasmep cepun " 1500000 Ta6
Analytical Report No. / Date of Analysis /

1 14/10/2024

Date of Manufacture /
JdaTa nponssoactea

: 26/08/2024

Date of Expiry /
INonen go

1 31/07/2026

JHueH3na No

Mfg. License No. /
IIpousBoacTBenHas

: 59/RR/AP

/97/F/R

MA number: / Homep PY :

JITT-Ne(004603)-(PT-RU)

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

=

Page2 of S/ Crp.2 m35

—

Average / Cpenn. 3Hauenue: 3 %

Unit-1/Enmunua-1 89 %
Unit-2/Eaunima-2 92 %
Unit-3/Eguuunia-3 93 %
Unit-4/Eqununa-4 92 %
Unit-5/Enuuuiia-3 91 %
Unit-6/Equsnua-6 93 %

Average / Cpe:n. 3Hagenue: 92 %

In buffer solution pH 8.0 — not less than 75 % (Q) of]|
CisH20N303SNa  (Rabeprazole sodium) label claim
in 60 min./ B 6ygeprom pacteope pH 8,0 — ue menee
CoZepIKaHUSL
Ci8H20N303SNa (paGenpason Hatpust) uepes 60 Muw.

75% (Q) or HOMMHanBHOrO

5 | Related Substances /
PoacTBenHble npumecn

Pabenpazona

Rabeprazole N-oxide/

N-okeun

cynbtoH

Rabeprazole Sulfone/ PaGenpaszona |

Pa6enpasona

Rabeprazole Methoxy analog/

No
METOKCH aHaIor

Pa6enpazona

Rabeprazole Chloro analog/

XJIOpO aHanor No

Pa6enpazona

Rabeprazole Sulphide/

cynsdun

Pabenpazona
npumecs A

Rabeprazole Related compound A/

No
POLCTBEHHAS

Pabenpazona

_anHMe% C

Rabeprazole Related compound C/

poacCTBEHHAA

Less than LOQ (LOQ: 0.022%)/
Hinxe npenena KosiMuecTBEHHOrO
onpenenenus (IIKO: 0,022%)

0.09% / 0,09%

t detected / He oGHapysceHa

t detected / ne oBHapyxeHa

Less than LOQ (LOQ: 0.027 %)/
Hrxe npezena Konu4ecTBEHHOTO
onpenenenus (TTIKO: 0,027%)

t detected / He oGHapyxeHa

Below LOD (LOD = 0.02 %) / Huxe
nipenena obHapyxenust (I1O = 0,02 %)

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 6osee 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 6oiee 0,5 %

Remarks : The Product confirms to ND/
ITpumeuanne: [Iponyxt coorBercTByeT TpeboBanusm HJJ

‘D

Conclusion : APPROVED /
3akawoyenue: OJIOBPEHO

Prepared by /

" Checked by /

Approved by: Manager/Executive /

l'lonro-rosnenoré% I][.’JOBG]‘EH@\J Opobpeno: Menemxkep / gwaonmenb
S ——

Date / ,g~(0~z_o7/< Date/ Date / 1§ 17 o

Jata: Jlara: % ~ O ~ 20244 | Lara:




CERTIFICATE OF ANALYSIS

®e
Dr.Re ddY’S ‘.o. CEPTHU®IKAT AHAJIH3A

F’Foduct : Razo", enteric-coated tablets, 20 mg

[Mponykr: Pazo®, rabneru, TOKPBITbIE KHIIEUHOPACTROPHMOIT 0Gonoukoii, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . 2413555 |Batch Quantity / . 1500000 tab /
Cepus No ’ Pasmep cepun * 1500000 Tab
Analytical Report No. / . Date of Analysis /

AnanuTHyecKknii oTuer No : S2000I46988 Harta anannsa P lajiged
Date of Manufacture / . Date of Expiry /

e nifigaa Ao : 26/08/2024 Tomen %o 1 31/07/2026
Mfg. License No. /

Ipounssoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JII1-N2(004603)-(PT-RU)
JHLIeH3HA Ne

Analysis performed according ND No / Anaans nposeaent mo HL No: JITI-No(004603)-(PI'-RU)-130224

Page3 of 5/ Crp.3 m35
Not more than 0.5 % / He 6onee 0,5 %

Specified Impurity at
(all\,/Ic:a.l:sRn'E;flifg Not detected / ve o6Hapyxeua
Imidazole) / Ipumecs npu RRT
1,37 (macca m/z=310 umunazon)

Specified Impurity at Not detected / e o6Hapys«eHa Not more than 0.5 % / He 6onee 0,5 %

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / Ipumecs npu
RRT 1,51 (macca m/z=458
Oensumuaasona anaykr)

Individual unidentified impurity / Below BDL (BDL= 0.1 %) / Hike Not more than 0.2 % / He Gonee 0,2 %
Ennyvuunasn

nopora peructpaunu (T1P 0,1 %
HeHAeHTHIHUNPOBaHHAY NPUMECD pora p patiH 1 %)

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
npumMeceit

6 |Residual Solvents content / 1389 pg/tab / 1389 mkr Ha Tabnetky |Isopropanol — not more than 2621 ug per tablet /
OcTaTo4yHbIe OpraHuYecKHe Hzonponaxon — He 6onee 2621 Mkr Ha TabneTky
pacTBOpUTENH

7 |Uniformity of dosage units / 4.6/4,6 Acceptance value (AV) should be not more than
OAHOPOAHOCTH A03MPOBAHHBIX 15.0. / Tloka3zartens npuemnemoctd (AV) nomkeH
eTMHHIL 6bITH He Honee 15,0.

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

IIpumeuanne: I[TponykT cooTBeTCTBYET TpeboBanusam HJJ 3axmouenne: OJJOBPEHO

Prepared by / = e hecked by / Approved by: Manager/Executive /

[oarorosneno: = 7 | Tposepengs] 0 ,‘/ Onobpeno: Menemxkep / PEKOBOI[I/ITCJIB

i _-'_'-' III -
Date / ’QPIO,‘QQ2§ Date / Date / \Q v
Jara: Jara: 165~ 10 "~ 229U | Nara: e




CERTIFICATE OF ANALYSIS

@
Dr. Reddy’s "o. CEPTHU®UKAT AHAJIH3A

Product : Razo". enteric-coated tablets, 20 mg
Mpongykr: Pazo”, tabnerin, nokpeisie KinieyHopacTeopumaii oGonoukoii, 20 Mr

Market / Poinok : Russia / Poccus

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

Cepusn Ne P C2413555 Pasmep cepun 1500000 Tab

Analytical Repo“rt No./ . 890001767935 Date of Analysis / . 14/10/2024
AHaanTnueckuii oTyer No Mata ananmsa

Date of Manufacfure/ - 26/08/2024 Date of Expiry / . 31/07/2026

Hara nponssoacrsa T'ogen oo

Mfg. License No. /

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

JHUeH3Ina Ne
Analysis performed according ND No / Anaans nposenen no HJ1 Ne: JITI-No(004603)-(PT-R Li)-130224

Page4 of 5/ Ctp. 4 u3 5

8 | Microbiological purity*/ MukxpoGnoaoru4yeckas yncrora*

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
O6b1uee yHeT0 a3pobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKpPOOPTraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6wee ymcno Meuee 10 KOE/r He 6onee 100 KOE/r
JPONOKEBBIX H TIIECHEBBIX TPHGOB
c) E.coli Absentin 1g/ Shall be absent in 1g/
OtcyrcrByer B 1r JomxHbl OTCyTCTBOBaTh B 1 T
9 | Assay / Kosinyecrsennoe 19.6 mg/ 19,6 mr 18.0 to 22.0 mg of CigH20N303SNa (Rabeprazole
onpeaeneHue sodium) (90 to 110 % of label claim) per tablet. /

Ot 18,0 mr 10 22,0 mr Cy13H20N303SNa
(pabenpason Hatpus) (ot 90 mo 110 % ot
HOMHHAJILHOTO COAEP)KaHHs) B TabneTke.

10 | Packaging / Ynakoska 15 tablets in a (PVC/Al/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters witha | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / [To 15 carton. / Ilo 15 Ttabnerokx B Guucrepe u3
Tabnerok B 6nuctepe u3 (MBX/AJI/TIA) | (IIBX/AJI/TIA) honbru / amomunresoii gonsru. [To
toneru / amomuHKeBol onbru. 2 1 vnu 2 Gnucrepa BMecTe C JIMCTKOM-BKJIAABILIEM B
61HcTEepa BMECTE C JIUCTKOM- nayKy KapTOHHYIO.

BKJTAZIBILIEM B MAUKy KAPTOHHYIO

API name / Hanmenosauue ADC: Rabeprazole sodium / Pa6enpazon Hatpus _i
INN / MHH: Rabeprazole / Pabenpazon
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumevanne: [Tponykt coorBeTcTBYET TpeboBaHusm HII 3akmouenne: OJOBPEHO
\N
Prepared by / J ) “|#Checked by / Approved by: Manager/Executive /
IMoarorosieHo: g_/ﬁ%,/of’y/ [Tposepenaf ~Z Onobpeno: Menenxep / PykoBoauteb
Date / 240 - Date / Date /
JHara: ' &% JHara: [5” ~LO~ 2862 ¢4 | Hata: 10 DN




CERTIFICATE OF ANALYSIS

Qe
Dr. Reddy’s ‘.o. CEPTH®UKAT AHAJIA3A

Product : Razo", enteric-coated tablets, 20 mg “
| Hpoaykr: Pa3o®. tabnerkin, nokphiTsie Kiuey HOPacTBOPUM O oBonoukoii, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / . C2413555 Batch Quantity / . 1500000 tab /

Cepun Ne ) Pazmep cepun 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHaanTHuecKHii oTueT No # S20001757550 JaTa aHanu3a ¢ 1i/iG2020

Date of Manufacture / . Date of Expiry / .

Wi nioAARGEa 1 26/08/2024 Tomen 10 1 31/07/2026

Mfg. License No. /

IMpounsBoacTeeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIHI-Ne(004603)-(PT-RU)
Jiuen3un N

Analysis performed according ND No / Anaams nposeen no HJL Ne: JITI-Ne(004603)-(PT-RU)-130224

PageSof S/Crp.Su3 5

API manufacturer batch number /

Homep cepun npoussoantens A®C: ACQHO000059 and ACQHNO0043
FP Manufacturer API Batch number /

Homep cepuu cy6cranuun FCQAO00246 and FCQA00245
_npoussoauTens [ JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Ipoussoaurtens A®C, crpana: J-p Pennu'c Jla6oparopuc JIta., Uugus.

Name, address, authorization No for

FP manufacturing site / Control site /
Release site /

HanmeHoBaHme, axpec 1 HOMep JMIEH3HH
TIOIAAKH, OCYIUECTBIISIFOLL e
NPOH3BOACTBO/KOHTPOJTb
KavyecrBa/Boinyck I'JI®D /

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

I[IpomsBoncTeeHHOe noapasnenenue - 3, yuactku Ne 41, yacts 42, yacte 45 1 yacTh
46, bauynannu (Bunnamk), bauynannu (Mannan), Menuan Mankamxrupn (J{ucrt.),
wrat Tenaurana, Muaus (JIuuensus Ne 59/RR/AP/97/F/R)

|

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 establishedy.

3akuio4eHHe 0 COOTBeTCTBHM: «HacToAWMM 1 NOATBEPX /A0, YTO NPHUBEACHHAS BbILIE MHOPMALIMS ABIAETCA JOCTOBEPHOM M TOUHOIA.
OTa cepusi NPOAYKUMH NpOM3BeNeHa (BKIIOUAs YNakoBKY (MapKHPOBKY) H KOHTPOJb Ka4ecTBa) Ha BbIIEYKa3aHHON NPOU3BOACTBEHHOM
niouwazke (MJIoLankax) B NoJHOM COOTBETCTBHM ¢ TpefoBaHnaMu [pasui Haanexaweit Npou3BOACTBEHHOM TpakTHky EBpasuiickoro
akoHoMHueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHAMH KOHTPOJS KauyecTBa JEKapCTBEHHBIX
CPeCTB, a TAKXKE B COOTBETCTBHH CO ClELU(HMKALMAMH, CONCPKAUMUCS B PEFHCTPALMOHHOM AOCHE CTPAHBI-UMIOPTEPA. 3aMMCH 10
MPOU3BOACTBY, YNIAaKOBKE i aHANU3Y MPOBEPEHbI, U YCTAHOBIIEHO KX COOTBETCTBHE TpeboBaHUsM [IpaBnl Haexaluei MpOU3BOACTBEHHOM
NpakTUKH EBpasuHCKOro 9KOHOMHUYECKOTO COK3a.

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

ITpumeuannue: TIponykT cooTBeTCTBYET TpeGoBanusm HJI 3axmouenne: OJOBPEHO

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

[ToaroTosneHo: W ﬂpOBCpeI- Onobpeno: Menemxep / Pykoogurens
— 57

Date / Date / Date /

Jara: |8t 6 ~2027 Jara: 15 -0~ 2024 | fara: AR Y




