Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHDPHKAT AHAJTH3A

Product : Razo", enteric-coated tablets, 20 mg
poayrr: Pa3o”, TaGiieriy, NOKPHIThIE KMIIEYHOPACTBOPHMOIT 060/104K0il, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / ) Batch Quantity / 1500000 tab /

Cepus Ne § SRt Pazmep cepun " 1500000 rab6

Analytical Repovrt No./ . 890001813533 Date of Analysis / . 31/05/2025
AHanuTHYecKHH oTyeT Ne lara anaansa

Date of Manufact‘ure / . 12/04/2025 Date of Expiry / . 31/03/2027

JlaTa nponsBoacrsa T'ogen o

Mfg. License No. / N
IlIpouszsoacreennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
Jnuenzua Ne

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

Page1of5/Crp.1u35

Ne Test / IloxasaTenan

Result / PesyabTaTsi

" Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. Off-white tablet core on
cross-section. / Kpyrneie,
JIBOSKOBBINTYKJIbI€ TabNIETKH, MOKPLITHIE
060104KOIi CBETII0-KENTOTO UBETA C
MapKHpOBKO# KpacHoro 1peta «RB20»
Ha 0JHOI1 cTopoHe. Ha nonepeunom
paspese Aapo noyrH 6eyoro LBera.

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. /
Kpyrnbie, N1BOSKOBBIMYKIIbIE TaONETKH, MTOKPHITHIE
060JIOUKOI OT CBETIO-XKEJITOrO IO KEJITOTrO LBETa

€ MapKHUpOBKO# kpacHoro useta «RB20» Ha ofHoi
cropose. Ha nonepeunom paspese sapo ot 6enoro
JI0 MOYTH 6eoTo UBEeTa.

2 | Identification By HPLC /
HUpentuduxauus BIXKX

Complies as prescribed /
CooTBeTcTBYET TpeboBaHUAM

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
YIAEPKHUBaHUsI OCHOBHOTO MHKA HA
XpOMaTOrpaMMe HCIBITYEMOr0 PacTBOpa JA0KHO
COOTBETCTBOBATh BPEMEHH YASPKHBaHKS
OCHOBHOT'O NMHKa Ha XpOMaTorpaMMe pacTBopa
cTaHAapTHOTo obpasiia pabenpasosna HATPHs
(paznen «KoJIMYECTBEHHOE OMPENCIIEHHEY).

3 | Average weight/ 208.04 mg /208,04 mr 212.68 mg=+ 5 % (202.05 to 223.31 mg) /
Cpenusist Macca 212,68 mr = 5 % (ot 202,05 mr 0o 223,31 mr)

4 | Dissolution / PacTBopenne Unit-1/Eqununa-1 2% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Enuxuia-2 2% 10 % of C13H20N303SNa (Rabeprazole sodium) label
Unit-3/EgnHuna-3 3% claim in 2 h. / B 0,1 M pactsope
Unit-4/Equnnua-4 1% XJIOPUCTOBOAOPONHO# kucnoTsl — ve 6onee 10 % ot
Unit-5/Eaunnua-5 59, HOMHHAJILHOTO coaep xaHus CgH20N303SNa
Unit-6/Eannnia-6 2% (pabenpazon HaTpus) Yepes 2 u.

Average / CpenH. 3HaueHne: 3 %

In buffer solution pH 8.0 —not less than 75 % (Q) of’
CisH20N3O3SNa  (Rabeprazole sodium) label claim
in 60 min. / B 6y¢epHom pacteope pH 8,0 —He meHee

Unit-1/Eqununa- 1 89 %
Unit-2/Equnania-2 87 %
Unit-3/Eauunua-3 86 %
Unit-4/Equanna-4 88 %

Remarks : The Product confirms to ND/
IIpumeuanne: Tlpoayxr cootsercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / ‘ j\pproved by: Manager/Executive /
[MoproroBneHo: é@ [TpoBepen et ~| Onobpeno: Meuegmep / PyxoBomuTens
Date / o 3 Date / o 202 | Date/ v e
Hara: J ‘ ~05 ~20 g Jara: Z) Jara: Ll-o3-




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJTU3A

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

MpoaykT: Pa3o®, tabierku, NOKpLITIE KHIIEYHOPACTBOPIMOT 060104KOf, 20 Mr

anuenzna Ne

Market / Poinok : Russia / Poccus

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

Cepusn Ne + €2505891 Pazmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001813533 Date of Analysis / . 31/05/2025
AuanuTH4ecKHii otyer No JlaTa auanusa

Date of Ménufacture / . 12/04/2025 Date of Expiry / . 31/03/2027

Jlara npou3sBojacrsa T'ogen xo

Mfg. License No. /

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

[Analysis performed according ND No / Anaau3 nposesen mo H/I Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Crp.2 35

Unit-5/Emnanna-5 | 88%

Unit-6/Eannnua-6 [ 88%

Average / Cpenn. 3Hauenue: 88 %

5% (Q

OoT HOMHWHaNBbHOTI'O

COEPIKAHHS

CisH20N3038Na (pabenpazon Hatpus) uepez 60 MuH.

5 | Related Substances /
PoacTBeHHBIC IPUMeECH

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/ PaGenpazona
CynboH

Rabeprazole Methoxy analog/
Pa6enpazona MeToKcH aHaIoT

Rabeprazole Chloro analog/
Pa6enpazona xnopo aHasor

Rabeprazole Sulphide/
Pa6enpazona cynsdun

Rabeprazole Related compound A/
PaGenpasona poacTBeHHas
npumech A

Rabeprazole Related compound C/
Pabemnpazona poacreenHas
npumeck C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / ITpumecs npu RRT
1,37 (macca m/z=310 umMunazon)

Not detected / e o6Hapyxena

0.12%/0,12%

0.04%/ 0,04%

Not detected / He obHapysxeHa

Below LOQ (LOQ = 0.027 %) / Huxe
TpeieNna KONUYECTBEHHOTO ONpPEAEICHUS
(ITKO = 0,027 %.

Not detected / He oGuapyxena

Below LOD (LOD = 0.02%) / Huxe
npeaena obuapysxenus (IO = 0,02 %)

0.01%/0,01%

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

Not more than 0.5 % / He Gonee 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 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/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

:; pproved by: Manager/Executive /

Prepared by / Checked by / oy

IToaroroBneHo: [@ Hp%epeuo:% OnobpeHo: Mcgp:ep / PykoBoguTesb
Date / 08 "D/OW)S\ Date / 2| o502 Date / o ol o
Hara: 4105 Hara: Hara: =)
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Dr.Reddy’s Qj‘.’

CERTIFICATE OF ANALYSIS

CEPTHADHKAT AHAJIN3A

Product : Razo”, enteric-coated tablets, 20 mg o ]
Tpoayxr: Pazo’, Tabnerkis nokpsiTsie KHIMEUHOPACTROPIMOIi 060M104Koi, 20 Mr
Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepua Ne | G2505891 Pazmep cepun * 1500000 Ta6
A ical R 5 i

nalytical epovrt No. / . 890001813533 Date of Analysis / . 31/05/2025
AHanuTHYecKHuii oTyeT Ne Jara anaausa
D :

ate of Manufacture / s 12/04/2025 Date of Expiry / . 31/03/2027
Mata npoussoacrea ~ |Togen no
Mfg. License No. /
IlponsBoacTBeHnasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Juuensug Ne

[Analysis performed according ND No / Anaaus npoeegen mo H /T Ne: JITT-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3 u35

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumeck npu
RRT 1,51 (macca m/z=458
6eH3uMHIazona anryKr)

Individual unidentified impurity /
Enunuunas
HeHIeHTHOHUMPOBaHHAs IPUMECH

Not detected / ne obuapyxena

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

Below BDL (BDL~ 0.1 %) / Huxe
nopora perucrpauun (ITP =0,1 %)

Not more than 0.2 % / He 6onee 0,2 %

Total impurities / Cymma
npumeceii

0.2%/0,2%

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

6 |Residual Solvents content /
OcTaTo4YHbIEe OpraHHYecKHe
pacTBOPHTEH

1617 pg/tab / 1617 Mkr Ha Tabnetky

Isopropanol — not more than 2621 ug per tablet /
H3onponadon — He Bonee 2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OxHOPOAHOCTH JO3HPOBAHHBIX
eHHHUIL

33/33

Acceptance value (AV) should be not more than
15.0. / Ilokazarens npuemiemoctd (AV) gomxeH
6bITh He Oonee 15,0.

8 | Microbiological purity*/ MukpoGuosoruieckas yucrora*

a) Total aerobic microbial count /
O61ee 4uci10 adpo6HBIX
MHUKPOOPTaHH3MOB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Obwmee yucno
OPOMOKEBBIX H [UIECHEBBIX IPHOOB

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

c) E.coli

~ Absentin 1g/

OtcyrcTByeT B I

Shall be absent in 1g /
JIOMmKHBI OTCYTCTBOBaTH B 1 I

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanusiM HJ|

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by Y ,c,"-,fs"f;’-\pprmfcd by: Manager/Executive /
IloaroToseHo: gb ITposepeHo s a:/{ _—| Onobpeno: Mene?-g'ep / Pykoroautenb
Date / ~— | Date/ 1S 200 o Date / — - e
Jara: ’3‘\ a OS "?’07/5 Jara: 3) 2 Jara: Z|-oL-




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJINA3A

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

Ipoayxt: Pa3o®, TabneTku, HOKPHITEIE KMIIEYHOPACTBOPHMOi 060104KOi, 20 Mr

Market / Puinox : Russia / Poccus

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

Cepus Ne + C2505891 Pa3mep cepuu " 1500000 Tab

Analytical Report No. / . Date of Analysis /

AnasuTHyeckuii oTuer Ne WO JlaTta ananu3za J SUReS

Date of Manufacture / . Date of Expiry /

iEnali o EehcSd ¢ 12/04/2025 . Tomen 10 : 31/03/2027

Mfg. License No. / - ]
IIpousBoacTBEeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)

Jnuen3ns Ne i

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

Assay / KosiuuecTBeHHOE

Page4of 5/Crp.4mu35

18.0 to 22.0 mg of C1sH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /

19.8 mg/ 19,8 mr

omnpejeeHHe
Ot 18,0 MT 00 22,0 Mr C|3H20N3O3SNa
(pabenpazon Harpus) (ot 90 mo 110 % ot
HOMHHAIIBHOTO COASpIKaHUs) B TabreTke.
10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil

6nucrepa

/aluminum foil blister. 2 blisters with a
package insert in a carton. / Ilo 15
TabneTok B 6nucTepe u3 (IIBX/AJI/IIA)
donbru / anromunnesoit gomsruy. 2

BKNAABIIEM B MMA4YKy KapTOHHYHO

blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerok B 6nucrepe wus
(IIBX/AJI/TTIA) donbru / amiomuureBoi gonsru. [To
1 v 2 6nuctepa BMecTe C IMCTKOM-BKIIABIIUEM B

BMECTE C NINCTKOM- navyKy KapTOHHYIO.

API name / HaumeHnoBanne ADPC:

Rabeprazole sodium / Pabenpason Hatpus

INN / MHH:

Rabeprazole / Pa6enpazon

Homep cepuu cy0cTaHUHH
npoussoautens I'JIP:

API manufacturer batch number / ACRHO004279 & ACRH004207
Homep cepnu npoussoauresss AQC:
FP Manufacturer API Batch number /

FCRA02707 & FCRA02708

API Manufactured by & country /
Ipoussoaurens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennw’ ¢ Jlaboparopuc Jlta., Uugus.

Name, address, authorization No for

FP manufacturing site / Control site /
Release site /

HaumeHoBaHue, agpec H HOMep JIMIEH3HH
TUIOLIAAKH, 0CYLLEeCTBJSIOeH
NMPON3BOACTBO/KOHTPOJb
kauectBa/Boinyck IJID /

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)

INpomn3BoicTBEHHOE MOAPazaenenue - 3, yuactky Ne 41, qacts 42, yacTs 45 u 4acTe
46, bauynannu (Bunnamx), Bauynamu (Maunai), Meauan Mankamkrupu (Juct.),
wrat Tenaurana, Uuaus (JTuueuszus Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Npumeuanne: [Tpoaykt cootBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

LY

1
=" Approved by: Manager/Executive /

Prepared by / Checked by / e I

IMoaroToBneHo: Hposepcmgjjij;// Onobpeno: Me"cf’li"?p / PykoBoznuTens
Date / no Date / - » o « Date/ iy - o2
Hara: @ 05 <) Hara: 37572225 Jlara: Z//Dr
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Dr.Red dy S ‘“o CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaykt: Pa30®, TabnieTku, HOKpPbITbIE KHIIEYHOPACTBOPHMOH 0GOTOUKOH, 20 Mr

Market / Poinox : Russia / Poccust

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

Cepus Ne 3 CE Pa3mep cepun 1500000 Tab

Analytical Repovrt No./ . 890001813533 Date of Analysis / . 31/05/2025
Ananntudecknii oryer Ne Jlara ananuza

Date of Manufacture / . 12/04/2025 Date of Expiry / . 31/03/2027

Hara npon3ssoncTea I'ogen no

Mfg. License No. /

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

nuueH3usa Ne |
Analysis performed according ND No / Ananns nposenen no HJ Ne: JITI-Ne(004603)-(PI'-RU)-130224 ‘

Page S5 of 5/Crp. 5m3 5
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».

3akarouenue o cooTeeTcTBHU: «HacTosIMM 1 NOATBEPHIAk0, YTO MPHBEIEHHAA BhILIE HHGOPMALMS SBIAETCA NOCTOBEPHOHN H TOUHOI.
Ota cepus MpOJyKUMH NMPOU3BENEHA (BKJIIOUAs yNakoBKY (MapKHPOBKY) M KOHTPOJb KauecTBa) Ha BHILEYKA3AHHON NMPOM3BOICTBEHHOM
nnowmanke (MIOLWaAKax) B MOJHOM COOTBETCTBHM C TpeGOBaHHAMM IIpaBun Hajnexallell NPoU3BOACTBEHHON NpakTuku EBpasuiickoro
akoHoMHueckoro corsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHAMH KOHTpPOINS KadyecTBa JIEKAPCTBEHHBIX
CPEACTB, 2 TAKXKE B COOTBETCTBUH CO CHELHU(HKALMAMY, CONEPKALINMUCS B PETHCTPALMOHHOM J0ChE CTPAHBI-HMIIOPTEpa. 3amMcH no
MPOU3BOJCTBY, YITAKOBKE H aHAJIM3Y NPOBEPEHBI, U YCTAHOBIICHO UX COOTBETCTBHE TpeboBaHusam [IpaBni Hamiexaie Npou3BOACTBEHHOI!

NMpaKTHKH EBp%MﬁCKOFQ 3KOHOMHYECCKOIQ COt03a.

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

A0
Prepared by / Checked by / ﬂ Approved by: Manager/Executive /
[MoaroroBneHo: Zébv I'Iponeperro:}%,‘,’/ Onobpeno: Menemxep / Pyxopoautens

7 w2k

Remarks : The Product confirms to ND/
Ipumeuanne: lIpoayxr cooTseTcTBYeT TpeboBanusm HJI

Date / Date / . S Pr Date / '
Jara: AOL~LOLS | Tara: el Jara: 1)roS—




