Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 10 mg
poaykr: Pa3o®, TabneTkH, TOKpPHITEIE KHIIEYHOPACTBOPHMOH 0605104K0#, 10 MI

Market / PoiHoK : Russia / Poccus

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

Cepusi No F 2314508 Pasmep cepun * 700000 Tab

Analytical Repo:‘t No./ . 890001850713 Date of Analysis / . 30/11/2025
AnauTHYeCKHii oT4YeT Nt JaTa ananu3a

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JIaTa mpouM3BOACTBa T'onen o

'Mfg. License No. / VI snlers Hise

IIpousBoacTBEHHAS : 59/RR/AP/9T7/F/R PY ) P . JITI-Ne(004603)-(PT-RU)
JuneH3ns Ne

Analysis performed according ND No / Ananus nposenen no Page 1 of 6 / Ctp. 1 u3 6
HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Ne

Test / Iloxaszareinb

Result / PesyabraThl

Specification / Hopma

1 | Appearance/ Onucanne

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section. /
Kpyribie, IBOSKOBBIMYKIbIE
TabJIeTKH, MOKPHITHIE 060I0UKOH
KOPHYHEBATO-PO30BOI0 LIBETA C
MAapKHMPOBKO# 4€pHOro 1[BeTa
«RB10» Ha oxHoii cTopoHe. Ha
MOTIEPEYHOM paspese sAApo Gesioro
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. / Kpyrisie, ABOSKOBEITYKIIBIE
TaGNeTKH, TOKPBITBIE 060I0YKO# OT pO30BOrO
JI0 KOPUYHEBATO-PO30BOTO LIBETA C
MapKHpoBKoi yepHoro nsera «RB10» Ha
onHoit cropoe. Ha monepeunoM paspese apo
ot Oenoro 10 nodtH 6eoro 1BeTa.

2 | Identification By HPLC /
HApenrudpuxanusa BIKX

Complies as prescribed /
CoorBeTcTBYeT TpeOOBaHHAM

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 ynep>xuBaHHs! OCHOBHOI'O ITHKA Ha
XpoMaTorpaMme HCIBITYEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATh BPEMEHHU

yIep )KHBaHUA OCHOBHOTO NIMKa Ha
XpoMaTorpaMme pacTBopa CTaHAAPTHOI'O
ob6pa3siia pabenpa3sona HaTpus (pazaen
«KonuuecTBeHHOE OMpeAeNeHUE).

Remarks : The Product confirms to ND/
ITpumeuanme: [IpoaykT cooTBeTcTBYET TpeboBanusam HJ|

~

3axmouenne: OJOBPEHO

Conclusion : APPROVED /

)Approved by: Manager/Executive /

Preparedby/ B Checkedby [— _ . ©&
T[ToAroToBNIEHO: e Hponepcm(:i;ﬁ;{’?:: = Onobpeno: Menemxkep / PykoBoaurens
e il
Date’/ _ ) Date / ~ -2 A s | Date/ e
e o (> 0 ) | =
Jlata: e o Harta: 3 Jara: Lo 1~ 221




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

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

Ipomykr: Pa3zo®, Tabyetkii, NOKphITEIE KHIIEYHOPACTBOPHMOii 06onoukoii, 10 Mr

Market / Poinox : Russia / Poccus

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

Cepusi Ne HC251408 Pa3mep cepuu * 700000 Tab

Analytical Repoft No./ . 890001850713 Date of Analysis / . 30/11/2025
AHajuTHYecKkmii oTyer No JlaTta anajmu3a

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JaTa npou3BoacTBA Togen go

g Lileenne No. / MA number: / Home

IIpoun3BoacTBEHHASA : 59/RR/AP/97/F/R Py ‘ P . JITI-Ne(004603)-(PT-RU)
Junen3us Ne

Analysis performed according ND No / Anann3 nposeaen no Page2 of 6 / Crp. 2 u3 6
}HII Ne: JITI-Ne(004603)-(PT'-RU)-130224

|_ 3 Average weight /

Cpenusis macca

106.69 mg /106,69 mr

109.30 mg £ 7.5 % (101.10 — 117.50 mg) /
109,30 Mr + 7,5 % (ot 101,10 Mr 10 117,50
M)

4 | Dissolution / PacTBopenue

In 0.1 M hydrochloric acid solution — not more

than 10 % of Ci3H20N303SNa (Rabeprazole

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

XJIOPHCTOBOJIOPONHONH KHCIOTEI — He Gojiee

10% OoT HOMHHAJIBHOIO  COAEPXKaHHSA

Ci1sH20N3O3SNa (pabenpazon HaTpus) yepes 2

q.

Unit-1/Engunurna-1 4%
Unit-2/Enununa-2 5%
Unit-3/Enunanna-3 1%
Unit-4/E npauna-4 3%
Unit-5/Enununa-5 3%
Unit-6/Enununa-6 1%
Average / Cpenn. 3Hauenue: 3 %
Unit-1/Enuaurna-1 83 %
Unit-2/Enununa-2 79 %
Unit-3/Enunnna-3 80 %
Unit-4/Epuanna-4 84 %
Unit-5/E quauna-5 84 %
Unit-6/EnquHuna-6 81 %
Unit-7/Enununa-7 90 %
Unit-8/Enununa-8 97 %
Unit-9/Enununa-9 98 %
Unit-10/Egununa-10 95 %
Unit-11/Enunnna-11 91 %
Unit-12/Epunnna-12 95 %

Average / Cpenn. 3Hauenue: 88 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisH20N303SNa (Rabeprazole sodium)
label claim in 60 min. / B 6ydeproM pacTBOpe
pH 8,0 — He mMenee 75 % (Q) oT HOMMHAJIBHOLO
comepxanus CigHyoN3O3SNa  (paGempazon
HaTpHs) yepe3 60 MuH.

5 |'Related Substances /
PoacTBeHHbBIE NpHMeECH

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusm HJ

P ay

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / == i Checked by / - " Approved by: Manager/Executive /
[logrotosneno: = l’lpoaepengg;ibrf/; | Onobpeno: Menemxep / PykoBoautens
Date / " u e L Date / QoL f Date / - 7
Jlara: el . Jlara: L i Jlata: To~Il—
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Dr.Red dY S ‘;‘ CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
TIpomyKr: Pa30®, Ta6eTkH, NOKPHIThIE KHIIEYHOPACTBOPAMOH 0601I0uKoH, 10 Mr
Market / PoiHOK : Russia / Poccus
Batch No. / _ Batch Quantity / 7700000 tab /
Cepust Ne t C2514308 Pasmep cepun * 700000 tab
Analytical Repo:'t No./ . 890001850713 Date of Analysis / . 30/11/2025
AHaJTHTHYeCKHIi oTueT No JlaTa ananmu3a
Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
Hata mpou3BoacTBa T'omen o
Mfg. License No. / WA, s £ Elwe
HpoussoacTBenHast : 59/RR/AP/97/F/R Py ' P . JITI-Ne(004603)-(PT-RU)
Juen3us Ne
Analysis performed according ND No / Ananu3 nposenes no Page 3 of 6 / Ctp. 3 3 6
HJT Ne: JITI-Ne(004603)-(PT'-RU)-130224

|Rabeprazole N-oxide/ Not detected / He obHapyxkeHa Not more than 0.5 % / He 6onee 0,5 %
Pabemnpazona N-okcua

Rabeprazole Sulfone/ 0.16 %/ 0,16 % Not more than 0.5 % / He 6onee 0,5 %
Pa6enpazona cynbsdon
Rabeprazole Methoxy analog/  |Not detected / ne oBHapyskeHa Not more than 0.5 % / He 6oxnee 0,5 %

Pa6emnpa3zona MeTokcH aHaor

Rabeprazole Chloro analog/ Not more than 0.5 % / He 6onee 0,5 %
Not detected / He o6HapyxeHa
PaGenpazoina XJ10po aHanor

Rabeprazole Sulphide/ Not more than 0.5 % / He 6onee 0,5 %
Pa6enpa3zona cynedun 0.04 %/ 0,04 %

Rabeprazole Related compound Not more than 0.5 % / He 6onee 0,5 %
A/ PaGenpasona Not detected / He o6HapyxeHa

pPOACTBEHHAS IIPUMECH A

Rabeprazole Related compound Not more than 0.5 % / He 6onee 0,5 %
c/ PaGenpazona Not detected / He 0bHapyxeHa

POACTBCHHAA NPUMECH C

| Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanme: IIponyxt coorBeTcTBYeT TpeboBaHusm HJJ 3axmouenne: OJOBPEHO
“~ ~h
Preparedby/ <. Checked by /— _»«—"_| Approved by: Manager/Executive /
IToaroroseHo: o [TpoBepend; /7>~ Ono6peno: Menemkep / PykoBoaurens
S — ;i Sy
Date / o 0. L~ Lo1s— |Date/ je Date / '
Harta: Ei JlaTa: @O‘f S Jara: o~ }oV,('
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Dr.Red dy’s ‘.‘ CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

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

ITpomyXr: Pa30®, Ta6neTky, IOKPBIThIE KHIIEYHOpacTBOPUMOi 06onoukoi, 10 Mr

Market / Poinox : Russia / Poccus

‘Batch~No. / . Batch Quantity / . 700000 tab /
Cepus Ne p C2514008 Pasmep cepuu * 700000 Tab
Analytical Report No./ . 494001850713 Eatcof Andlysisy : 30/11/2025
AnaguTuyecKkunii oTyer Ne JlaTa aHa/in3a

iDate of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
Hata mpon3BoacTBa Toxen a0

Mfg. License No. / MA number: / Home
IpoussogcTBeHHASK : 59/RR/AP/97/F/R PY ’ P, JITI-Ne(004603)-(PT-RU)
JuneH3usa Ne

Analysis performed according ND No / Anaan3 nposeaen no Page 4 of 6 / Ctp. 4 u3 6
HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

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

about RRT 1.37 Not detected / He 06HapyeHa
(Mass m/z=310

Imidazole) / Tlpumecs mpu RRT
1,37 (Macca m/z=310
HMHUZAA307)

Specified Impurity at rected Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.51 Not detected / He 0OHapyxeHa

(Mass m/z=458 Benzo

imidazole adduct) / ITpumech
opu RRT 1,51 (macca m/z=458
6eH3UMHUA30JIa AOYKT)

Individual unidentified impurity Not more than 0.2 % / He 6onee 0,2 %
/ EnuunyHas Below BDL (BDL=0.1%) / Hixce
HEHJICHTHQUIPOBAHHAS nopora perucrpauuu (ITP =0,1%)
npUMech
Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
npuMecei
6 |Residual Solvents content / 839 pg/tab / 839 Mkr Ha Tabnetky |Isopropanol —not more than 1379 pg per tablet
OcTaTOYHBbIE OPraHHYECKHE / Vizonpomnanon — He 6onee 1379 Mxr Ha
| pacTBopHTEIM TabyeTKy
| 7 |Uniformity of dosage units / 52132 Acceptance value (AV) should be not more than
’ OpHopoaHOCTH 15.0. / Tlokaszatenr mnpuemnemoctd (AV)
JO3HPOBAHHBIX eJHHHL JokeH ObITH He Oonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT coorBeTcTBYeT TpeboBanusm HJT 3axmouenue: OJJOBPEHO
~2 1T
|| Prepared by / z=) Checked by /2 u}, =—| Approved by: Manager/Executive /
e ( (/ - .
[ToarorosseHo: IlposepeHo f—ﬁ Onobpeno: Meneiep / PykoBoaurens
Date / - Date / Date / -
YT (f (PO R ; [ ~Q 022G -
Iara: . > Jlata: \20'{ 2o Hara: 2o
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Dr.Reddy’s Q;-

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

Opoaykt: Pa30®, TabneTku, HOKPHIThIE KHIIEYHOPACTBOPHMO# 06010uK0#, 10 MT

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne + 2314008 Pa3mep cepun " 700000 Tab

Analytical Report No. /
AHaJHTHYECKHH oTyeT No

: 890001850713

JlaTa ananu3za

Date of Analysis /

: 30/11/2025

Date of Manufacture /

Date of Expiry /

nunmeH3us Ne

: 12/09/2025 : 31/08/2027
JaTa npou3BoacTBa T'open no
Mfg. License No. / MA number: / Home
IIpouszBoncTBenHan : 59/RR/AP/97/F/R e P . JITI-Ne(004603)-(PT-RU)

Py

Analysis performed according ND No / Anaan3 nposeaen no Page 5 of 6 / Ctp. 5u3 6
HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

| 8

Microbiological purity*/ MukpoGHosioruueckasi yucrora*

a) Total aerobic microbial count
/ OB1ee YKciIo a3poOHBIX
MHKPOOPTaHH3MOB

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

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

rpuboB

b) Total combined yeasts and
mould count / O61ee yncio
JPOXOKEBBIX H TJIECHEBBIX

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

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

¢) E.coli

Absentin 1g/
OrtcyTcrByeT B IT

Shall be absent in 1g /
JIO/DKHBI OTCYTCTBOBaTh B 1 T

9 |Assay / KonnuecTBeHHOE

9.8 mg/ 9,8 Mmr

90mg to 11.0mg of CisHN3O3SNa
(Rabeprazole sodium) (90 to 110% of the

oupejieieHue
| labeled amount) per tablet /
| Or 90 wmr no 11,0 mr CisHyN;OsSNa
(pabenpazon Harpusi) (ot 90 mo 110 % ot
| HOMHHAJILHOTO COlEp)KaHus) B TabieTke.
10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/A1/PA) foil /aluminum foil

/aluminum foil blister. 1 blister with
a package insert in a carton. / [To 15
TabneTok B OucTepe u3
(IIBX/AJUTIA) donbru /
TIOMHUHHUEBOM (oNbru. 1 6auctep
BMECTE € JIMCTKOM-BKJIaZBIIIIEM B
Ha4Ky KapTOHHYIO

blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerok B Omucrepe u3
(IIBX/AJUTIA) donbru  /  aTrOMHHHEBOMH
tdoneru. Mo 1 wmu 2 6imuctepa BMecTe C
JIMCTKOM-BKJIAJIBIIIEM B ITAYKy KAPTOHHYIO.

API name / HaumenoBanne ADC:

Rabeprazole sodium / Pabenpazon HaTpus

| INN / MHH:

Rabeprazole / Pabenpazon

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorBeTcTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

e
Prepared by/ —— A Checked by . ;,,,:’»3';5 Approved by: Manager/Executive /
[MoarotoBieHo: — —~ Iposepeno; =~ <> | Onobpeno: Menemxep / Pykosomurens
Date / e 01% 1 Lae Date / ~0 /)5 Date/ i
Haza: i ' Hara: “ZO’—U Jara: eS b e %’[
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Dr.Reddy’s ‘,‘o’

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
Ipoaykr: Pa3o®, Tabnerky, HOKPHITHIE KHIIEYHOpacTBOPHMO# 060J104Kkoi, 10 Mr
Market / PpiHOK : Russia / Poccus
Batch No. / . Batch Quantity / . 700000 tab /
Cepusi Ne i Pasmep cepuu * 700000 Tab
Analytical Repourt No./ . 890001850713 Date of Analysis / . 30/11/2025
AnamuTHYeckmii oryer Ne JlaTa aHaJm3a
Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
Jata npou3BoacTBa Ioxen o
Mfg. License No. / MA number: / Home
ITpoH3BOACTBEHHAS : 59/RR/AP/97/F/R PV 1 HOMEP . JITI-Ne(004603)-(PT-RU)
nuneH3us Ne

Analysis performed according ND No / Ananu3 nposegen no Page 6 of 6 / Ctp. 6 u3 6
|H Ne: JITI-Ne(004603)-(PI'-RU)-130224

API manufacturer batch number /
Howmep cepuu nponssoantean ADC:

' FP Manufacturer API Batch number /
Homep cepun cyGcranuuun
npouspogureis ['JID:

API Manufactured by & country /
IIponzeogutens ADC, crpana:

ACSHO000750 & ACSH000785

FCSAQ0519 & FCSA00520

Dr. Reddy's Laboratories Ltd., India
H-p Penau’c Jlaboparopuc JIta., Unaus.

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

HaumenoBanue, agpec H HoMep
JIMIEH3HNA JIOMAKH,
ocyuiecTBIsIomIe i
NPOH3BOJCTBO/KOHTPOJIb
kadecTrBa/Boinyck 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)

ITpousBoACTBEHHOE MoApa3aesicHue - 3, yaacTku Ne 41, yactp 42, yacts 45
yacTh 46, Bauynaynu (Bunnamk), bauynamnm (Mangan), Menyan
Mankamxrupu (Juct.), mtat Tenanrana, Maous
(JTuuenzus Ne S9/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 established».

3akiar0ueHHe 0 cCOOTBETCTBHM: «HacTOAINM s TOATBEPIKAAIO, YTO MPUBEAEHHAS BbIllIe HHOOPMALMs ABIAETCA JOCTOBEPHOH
¥ TOYHOM. DTa cepust NPOAYKIHM IPpou3BeeHa (BKIFOYas yIakOBKY (MApKHPOBKY) H KOHTPOJIb Ka4€CTBA) Ha BhIIIEYKa3aHHON
IPOM3BOJACTBEHHON muomaake (MIOIAnKax) B TIOJHOM COOTBETCTBUM ¢ TpeboBaHusmu IIpaBun Hamiexkamei
IpOU3BOACTBEHHOM npakTrku EBpasuiickoro sxkonomuyeckoro corosza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHHAMH KOHTPOJA KAY€CTBA JIEKAPCTBEHHBIX CPEJICTB, 4 TAKXKE B COOTBETCTBHH CO CTIEUM(HKALMIMHE, COAEPKATUMHACS
B PETHCTPALIMOHHOM JOChE CTPaHBI-UMIIOPTEpa. 3aMuCH 10 NPOU3BOJACTBY, YIIAKOBKE ¥ aHAJIM3Y NPOBEPEHE], H YCTAHOBIEHO
HX COOTBETCTBHE TpeGoBanusaM [IpaBu Haexaliel IPOM3BOICTBEHHOM MPaKTHKH EBpa3uiickoro 3x0HOMHYECKOT0 COI03a%.

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHusmM HJ

i Preparedby/ «— —— Checkedby )~ _, _ - << | Approved by: Manager/Executive /
Mogrotonens:  — Hposepeﬂoi;:tf-";j:ff.~/ | Omobpeno: Menemxep / PykoBonurens
Date / Date / -~ Date / B

- _ o-t/ 4 — 124
Hara: 2=l L= iy Hara: € 22 Hara: A le =




