Dr.Reddy’s Q’:"

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
Tpoayxr: Pa3o®, TabneTky, MOKPHITHIE KMLIEYHOPACTBOPUMO#t 060n04Koi, 10 MP

Market / Puinox : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /

Cepus Ne SeCSORONE Pasmep cepun 700000 Tab |
Analytical Repovrt No./ . 890001822214 Date of Analysis / . 12/07/2025

AHanuTHuecKuii oTyeT No Narta aHaausza

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

JdaTa npoussoacTa T'oaen no B

Mfg. License No. /

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

Juuen3sns Ne

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

Page10of6/Crp.1mn36

Ne | Test / IlokazaTenn

Result / Pe3yabTaTsl

Specification / Hopma

1 | Appearance / Onncauune

Round, biconvex, pink coated tablets
imprinted "RB10" with black ink on
the one side. White tablet core on
cross-section. / Kpyrisie,
JIBOSIKOBBIIIYKIIBIE TaOJIETKH,
MOKPBITHIE 000JIOYKOH PO30BOI0O
IBETa C MApPKUPOBKOH 4EpHOro IIBETa
«RB10» Ha omHo# cTopoHe. Ha
NIOTIEpEYHOM paszpese sapo benoro
L[BETA.

Round, biconvex, pink to brownish-pink
coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyrible, IBOSIKOBBITYKJILIE
TabJIeTKH, MOKPBITEIE 000JOYKOH OT PO30BOro
JI0 KOPHYHEBATO-PO30BOIO IIBETA C
MapKHpOBKOii uepHoro 1iBeTa «RB10» Ha
onHOH cropoHe. Ha nonepeuHom paspese sapo
OT OeJioro 0 mouTH Oesoro LBeTa.

The retention time of major peak in the

correspond to the retention time of major peak
in the chromatogram of Rabeprazole sodium
reference standard solution (section Assay). /
Bpems ynep>xMBaHHSI OCHOBHOIO NHKa Ha

XpoMmarorpamMme pacTBopa CTaHAApTHOI'O

Cpennss macca
|

106.41 mg /106,41 mr

2 | Identification By HPLC/ Complies as prescribed /
Hpentndgurxanus BIXKX CooTBeTcTBYET TpeOOBaHHAM chromatogram of test solution should

XpOMaTorpaMMe HCIBITYEMOIO pacTBopa
JIOJKHO COOTBETCTBOBATH BPEMEHU
yIepKABaHWsI OCHOBHOTO TIMKa Ha
o6pasiia pabenpazona Harpus (pazzen
«KomnuuecTBEHHOE ONPEAEIEHUEN).

3 | Average weight /

109.30 mg+ 7.5 % (101.10 —~ 117.50 mg) /
109,30 mr + 7,5 % (ot 101,10 mr go 117,50
MT)

Remarks : The Product confirms to ND/
IIpumeyanue: [TpoaykT cooTBeTcTBYET TpeboBanusm H/|

N

)

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

_Approved by: Manager/Executive /

Prepared by / Checked by /

IlogrorosneHo: HPLWBGDCHM Ono6peno: Menemxkep / Pykosoaurens
Date / Date / oD D005 Date / Ny e
Iara: [ Y01-2 ! Ilara: ,4 Iara: Wiy =




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

Mduct : Razo®, enteric-coated tablets, 10 mg

Mpoayxt: Pa3o®, TabneTky, NOKPLITEIE KMIIEYHOPACTBOPUMO#i 06010uKO#, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . (2508018 Batch Quaptlty / : 700000 tab /

Cepun Ne Paszmep cepuu 700000 tab

Analytical Repovrt No./ . 890001822214 Date of Analysis / . 12/07/2025
AHaJHTHYECKHH OTYeT No Jata anaan3za

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

Jdata npou3soacTBa T'onen no

Mfg. License No. /

ITpousBoacTBeHnan : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JHnueH3us Ne

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

4 | Dissolution / PacTtBopenue

Page2 of 6/ C1p.2 u3 6

In 0.1 M hydrochloric acid solution — not more

than 10 % of C;sH2N303SNa (Rabeprazole

sodium) label claim in 2 h. / B 0,1 M pactsope

XIIOpPICTOBOI[OpOILHOﬁ KMCIIOTBL — He Oollee

10% OoT HOMHHAJIBHOTO  COAEPIKAHMS

Unit-1/Ennnuna-1 0%
Unit-2/E nununa-2 3%
Unit-3/Eannuua-3 0%
Unit-4/Enununna-4 0%
Unit-5/Eqununa-5 0%
Unit-6/Equrra-6 | 1%

CisH20N303SNa (pabenpason Hatpus) uepes 2

Average / Cpenn. 3auenue: 1 %

.

In buffer solution pH 8.0 — not less than 75 %

(Q) of CisH20N303SNa (Rabeprazole sodium)

label claim in 60 min. / B 6ydepnom pactsope

pH 8,0 — ne menee 75 % (Q) OoT HOMUHAJILHOTO

cogepxanust  CisHoN3O3SNa  (pabenpazon

Unit-1/Enuanna-1 88 %
Unit-2/Enununa-2 89 %
Unit-3/Eauanna-3 87 %
Unit-4/Epununua-4 90 %
Unit-5/Epunnia-5 89 %
Unit-6/Egunauna-6 87 %

HaTpus) yepes 60 MUH.

Average / CpenH. 3HaueHue: 88 %

5 | Related Substances /
PoncrBenHble npuMecH

Rabeprazole N-oxide/
Pa6enpazona N-okcna
Rabeprazole Sulfone/

Pabenpasona cynsdon

.Rabeprazole Methoxy analog/
Pabemnpazona METOKCH aHAIOT

Rabeprazole Chloro analog/
Pa6enpazona xyopo ananor

Below LOD (LOD = 0.008 %) /

Hwxe npenena obuapyxenus (110 =

0,008 %)

0.10 %/ 0,10 %

Below LOD (LOD = 0.01 %) /

Hwxe npenena o6Hapyxenus (110 =

0,01 %)

Not detected / He obHapyxeHa

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: IIponykt cootBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akJsouenue: OJJOBPEHO

Prepared by / Checked by / - ,:}(' ;Approved by: Manager/Executive /
IMoaroToBieHo: HPUBQPEHW Ono6peno: Menemkep / PykoBoautens
Date / Date / Date / e

- o5 \y o0 S
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

__ Dr.Reddy’s Q':'

Product : Razo®, enteric-coated tablets, 10 mg

| nuueHzus Ne

Ipogykr: Pa3o®, Tabnerky, MOKpLITEIE KUIIEYHOPACTBOPUMOI 06010uKoit, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / ) Batch Quantity / . 700000 tab /

Cepus Ne i E2308078 Pa3mep cepun * 700000 Tab

Analytical Repourt No./ . 890001822214 Date of Analysis / . 12/07/2025
AnHanuTHYecKknii oTueT No HMaTta ananunza

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

JlaTa npou3BoacTBa T'oxen go

Mfg. License No. /

IIponssoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PI-RU)

[Analysis performed according ND No / Anayiu3 nposeaeH 1o HJ Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page3 of 6/ C1p.3 u3 6

|Rabeprazole Sulphide/
Pabenpazona cynshun

Rabeprazole Related compound
A/ Pabenpazona
POJCTBEHHAs IPUMECH A

|Rabeprazole Related Eompound
C/ Pabenpazona
poactBeHHas npumMece C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ilpumecs npu RRT
1,37 (macca m/z=310
HMM1A307)

Specified Impurity at
about RRT 1.51
| (Mass m/z=458 Benzo

imidazole adduct) / ITpumech
npd RRT 1,51 (macca m/z=458
OeH3UMHIa30J1a afoyKT)

Individual unidentified impurity
/ EnviHuyHas
HEeUAEHTUHULHPOBAHHAS
PUMECH

Below LOQ (LOQ =0.027 %) /
Hioke mpesena KOMHIECTBEHHOTO
onpenenenus (ITKO =0,027 %)

Below LOD (LOD = 0.019 %) /

Hwxe npenena obuapyxenus (110 =
0,019 %)

Below LOD (LOD = 0.02 %) /

Hike npeaena obuapyxenus (110 =
0,02 %)

Not detected / He 0OHapyxeHa

Not detected / He oOHapyxeHa

Below BDL (BDL= 0.1 %) /
Hwxe nopora perucrpauuu (1P
0,1 %)

Not more than 0.5 % / He Gonee 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 0.2 % / He 6onee 0,2 %

Total impurities / Cymma

0.1%/0,1%

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

npuMeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoaykr cooTBeTcTBYeT TpeboBanmsM HJJ 3axmouenne: OJJOBPEHO

»

Prepared by / Checked by / _ 2=""|. Approved by: Manager/Executive /
IToarorosiexo: & ﬂp(.‘rRCpEH(\L;B% Onobpeno: Mernemkep / Pykosoautens
Date / Date / ) Aoy Date / N
Ilara: ( Uo7 o Hara: I 4 2o Jara: AN 00
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Razo", enteric-coated tablets, 10 mg

Mpoxywkt: Pa3o®, tabnerky, nokpsiThie KHLEYHOpacTBOpHMOii 06onoukoii, 10 mr

Market / PbiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne § €2508018 Pazmep cepum * 700000 Tab
Analytical Repovrt No./ . 890001822214 Date of Analysis / . 12/07/2025
AHaguTHYeCKHIi oTder No Jarta anaausa

Date of Manufacture / . 12/04/2025 Date of Expiry / . 31/03/2027
JaTta npousBoacTBa - _Togen o -

Mfg. License No. /

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

[Analysis performed according ND No / Anaau3 nposeaen no HJ{ Ne: JITI-Ne(004603)-(PT'-RU)-130224 |

Page4of 6/ Crp.4u3 6

6 |Residual Solvents content /
OcTaToYHBIE OPraHUYecKHe

877 pg/tab / 877 Mxr Ha TabneTky

Isopropanol — not more than 1379 pg per tablet
/ V3onponanon — He 6onee 1379 mkr Ha
TabneTky

JNO3UPOBAHHBIX €IHHHUI

pPACTBOPHTEIH
7 |Uniformity of dosage units / 42/42 Acceptance value (AV) should be not more than
OaHopogHoCTH 15.0. / Tlokasarens mnpueMiemocT (AV)

JIoikeH ObITh He Oonee 15,0.

8 | Microbiological purity*/ Mukpo6uonoruyeckas qacrora*

a) Total aerobic microbial count
/ Obliee 9uciio a3podHbIX
MHKpPOOPTaHU3MOB

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

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

b) Total combined yeasts and
mould count / Ob1uee uucio
JPOXOKEBBIX U TIJIECHEBBIX
rpuboB

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

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

¢) E.coli

Absentin 1g/
OrcyrctByeT B 1r

Shall be absent in 1g /
JlomKHBI OTCYTCTBOBaTH B 1 T

9 |Assay / KonrnyecTBeHHOE
onpezejieHHe

9.8 mg/ 9,8 Mmr

90mg to 11.0mg of CisH2N303SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Or 9,0 Mr Jao 11,0 mr  CisHzoN303SNa
(pabenpaszon Hatpmsa) (or 90 mo 110 % ot
HOMHHAIBHOTO COIEPXKAHHA) B TabJETKE.

Remarks : The Product confirms to ND/
Ilpumeuanue: [TponykT cooTBeTCTBYET TpeboBaHusM H/|

AV |

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by / Checked by ,&ﬂf’ﬂ Approved by: Manager/Executive /

loaroroseno: & ”I?“BEP@"&%%E,/" Onobpeno: Menemkep / PykoBoauTtes
S~

Date / _ ~— | Date/ P Date / '

JaTa: \Q{-O:Q Loy Ilata: { 4 2025 Hara: g 2
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 10 mg

MponyxT: Paso®, rabnerkil, nOKpLIThie KU HOPACTBOPHMOIT 060104KOH, 10 Mr o
Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /

Cepus Ne 3 GeSheis Pa3mep cepun * 700000 Tab

Analytical Repovrt No./ . 890001822214 Date of Analysis / . 12/07/2025
AHaJuTHYECKH I oTyeT Ne JlaTa aHau3a

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

JlaTa npousBoacTBa - Togen g0 -

Mfg. License No. /

IIpousBoacreenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JinpeH3us Ne

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

PageSof6/Ctp.5Smu3 6

10 |Packaging / Ynakoska

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister
with a package insert in a carton. /
[To 15 TabneTok B 6amcTEpE W3
(IIBX/AJUTIA) donbru /
aJFOMHHUEBOH (hoseru. 1 6uctep
BMECTE C JIMCTKOM-BKJIAIBIIIIEM B
MavKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerok B Oaucrepe us
(IIBX/AJUTIA) donmerd  /  anioMHHHEBOI
¢oneru. Ilo 1 wunm 2 OGnucrepa BMecTe C
JIUCTKOM-BKJIAIBIIIEM B TAYKY KAPTOHHYIO.

API name / Haumenosanue APC:

Rabeprazole sodium / Pabenpaszon HaTpust

INN / MHH:

Rabeprazole / PaGenpazon

API manufacturer batch number /
Homep cepun npoussoautesis ADC:
FP Manufacturer API Batch number /
Homep cepun cyOcTaHIINH
npounssoauteas I'JI®:

ACRHO004243 & ACRH004279

FCRA02706 & FCRA02707

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

Dr. Reddy's Laboratories Ltd., India
H-p Pennu'c Jlabopatopuc Jita., Maaus.

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaunmenoBanne, agpec 1 HoMep
JIMNEeH3HH TJIOMIAKH,
ocylecTBIAOIeR
NMPOU3BOACTBO/KOHTPOIb
kavecTBa/Bhinyck I'JID /

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)

IpousBoacTBEHHOE HOApa3ienenue - 3, yuactku Ne 41, yacts 42, yacts 45 u
yacThb 46, Bauynannv (Bunnamnk), bavynannu (Manpan), Menuan
Manxamxrupu (uct.), mrat Tenanrana, Maaus

(Junensus Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cooreTcTBYET TpeboBanusam HJ o | 3axmouenne: ONOBPEHO

FaD)
Prepared by / Checked by / " Approved by: Manager/Executive /
IogrorosneHo: & HpOBepe%-i@/ Onobpeno: Menemxep / Pykosoautens
Date / — Date / 14~ «Date /
Jlata: MoX— W0\ Iara: 4 “h Hara: V4 -01 v




. @ o
? o CERTIFICATE OF ANALYSIS
. Dr. ReddY S ‘.‘ CEPTHOUKAT AHAJIM3A
Product : Razo®, enteric-coated tablets, 10 mg ]

IMpoaykr: Pa30®, TabneTky, MOKPHIThE KMIIEYHOPACTBOPUMOI 060TOUKOl, 10 Mr
. y )

Market / PoiHox : Russia/ Poccus

Batch No. / . Batch Quantity / . 700000 tab / ]
Cepus Ne ] C2205018 Pa3zmep cepun * 700000 Tab

Analytical Repovrt No./ - 890001822214 Date of Analysis / . 12/07/2025

AHANTHTHYECKHI oTyeT Ne JdaTa ananusza

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

JdaTa npou3BoacTsa - T'onen po

Mfg. License No. /

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

Junensus Ne |
Analysis performed according ND No / Ananns nposegen mo HJI Ne: JIN-Ne(004603)-(PI'-RU)-130224 |

Page 6 of 6 / CTp. 6 M3 6
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».

3axmoyenne o cooTBeTcTBHH: «HacTOSIIMM s TOATBEPXAAI0, YTO NPHBEAEHHAs BbILIe HHOOPMALUS SIBISETCS JOCTOBEPHOH
¥ TOUHOMH. DTa cepyst IPOAYKLHH NPOU3BeieHa (BKIIOYAs YIaKOBKY (MapKUPOBKY) U KOHTDPOJIb KAY€CTBA) Ha BhILIEYKA3aHHOM
NPOU3BOJACTBEHHOH mnowagke (IUIOM@AKax) B IIOJIHOM COOTBeTCTBUM C TpeboBanusamu [IpaBun Hagexameit
IPOU3BOJCTBEHHOH MTPakTMKH EBpazuiickoro skoHomuueckoro cow3sa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) n
TpeOOBaHUSIMH KOHTPOJISA KaUECTBA IEKAPCTBEHHBIX CPEJICTB, a TAKKE B COOTBETCTBHHU CO CTICLH(PUKALMSIMH, COAEPKAIIMMHCS
B PErUCTPAlMOHHOM JJOChE CTPaHBI-UMIIOPTEPa. 3aMHUCH MO MPOU3BOACTBY, YIAKOBKE U aHAJM3Y NPOBEPEHBl, H YCTAHOBJIEHO
MX COOTBETCTBIE TpeboBaHusM [IpaBiul Haexallel Npou3BOACTBEHHOM MPakTHKHN EBpa3zuiickoro 3JkOHOMH4ECKOro Cor3ax.

Remarks : The Product confirms to NI/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT coorBeTcTByeT TpeboBannsam HJJ 3axmouenune: OJOBPEHO
\ 4

Prepared by / Checked by.# 3 - | Approved by: Manager/Executive /
Iloarorosnexo: (Q/ [Tposepenp?]« Onobpeno: Menemxkep / PykoBonuTensb

S 7
Date / Date / — D Date /
Jara: Y o0 -0y Jara: 1% 2995 Jara: \y o0 s




