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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJINU3A

Product : Razo”, enteric-coated tablets, 20 mg
Hpoaykr: Paso”, rabaetkn, nokperrsie KHevHopacTeopumoii ofosioukoii, 20 Mr
Market / PoiHok : Russia / Poccusa
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne i €2912090 Pasmep cepun ' 1500000 Tab
Analytical Repovrt No./ - 890001839802 Date of Analysis / . 30/09/2025
AnagHuTHYECKHIi oTueT No JaTa amanusa
Date of Manufacture / . 14/08/2025 Date of Expiry / . 31/07/2027
JlaTa nponsBoacrsa Tomen 10
Mfg. License No, /
IpoussoacrBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
anuensus Ne 4‘

Pagelof 5/Crp.1u35

Ne Test / ITokaszatens

Result / PesyabTaTni

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrisle, 1BOSKOBEINYKIIbIE
TabNeTKH, MOKPBITEIE 06ONOUKOl
CBETJIO-XKENTOr0 L[BETA C MAPKUPOBKOH
KpacHoro ngeta «RB20» Ha ogHo#M
ctopone. Ha nonepeunom paspese aapo
6enoro upera.

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. /
Kpyrunsie, agosikosbimykisie Tabnerku, MOKPBITEIE
060I0YKO#t OT CRETNO-KENTOr0 [0 KENTOTO [BETa
€ MapKMpOBKOH kpacHoro useta «RB20» Ha onHoi
cropoHe. Ha nonepeynom paspese sapo ot Gesioro
Jo noutH 6enoro ngera.

Complies as prescribed /
CootBercTBYeT TpeGOBaHHAM

The retention time of major peak in the
chromatogram of test solution should correspond
to the retention titme of major peak in the
chromatogram of Rabeprazole sodium reference
standard solution (section Assay). / Bpems
YIEP)KHBaHUS OCHOBHOI'O ITHKA Ha
XpOMATOTPaMM€ UCIIBITYEMOrO PacTEOpa AOMKHO
COOTBETCTBOBATL BPEMEHU YAEPKUBAHHS
OCHOBHOI'0 NHMKA Ha XpOMaTOrpaMMe pacTsopa
cTaHAapTHOro obpasia pabenpasona HaTpus
(pazzen «KonuuecTBEHHOE ONpeaeneHHeE»).

2 | Identification By HPLC /
Haentudpuxaunsa BIXKX
3 | Average weight/

Cpeansist Macca

204.16 mg/ 204,16 mr

212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 Mr £ 5 % (ot 202,05 mr oo 223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooreTcTBYET TpeGoBanusm HJJ

-

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by / / Checked by / -~ /{/;,:/”‘;" -Approved by: Manager/Executive / /
IloprorosneHo: (/2{5’-7& HpOBepeHo:Q/j’V OnoGpeno: Menemkep / PykoBonnTeib

> 2 — - ’r
Date / - | Date/ ocoa, Date / ( 20— VO
Hara: 3@@?»}@% Jata: 5 q 225 Iara: \?’O
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
Product : Razo”, enteric-coated tablets, 20 mg
MMpoayxkr: Pazo”, raGnerku, nokpuiTsie KHIIEYHOPACTBOPHM0ii 000s104Kkoii, 20 Mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepusi Ne y €2312000 Pazmep cepun * 1500000 ta6
Analytical Report No. / . Date of Analysis /
AnanurHecknii oraer No : 890001839802 L —— : 30/09/2025
Date of Manufacture / . Date of Expiry /
e D — : 14/08/2025 Fojieio : 31/07/2027
Mfg. License No. /
IMpoussoncreenuan : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)
JuneH3un Ne
Analysis performed according ND No / Asaans nposenen mo HJT Ne: JITI-Ne(004603)-(PI'-RU)-130224
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| 4 | Dissolution/ PacTBOpenne

Unit-1/Enuanna-1 2%
Unit-2/Enuanna-2 2%
Unit-3/Equnnua-3 3%

Unit-4/Equnuua-4 1%

Unit-5/Eaunanna-5 4%

| HOMHHaJIBHOFO

In 0.1 M hydrochloric acid solution - not more tha‘
10 % of C1sH»0N3;03SNa (Rabeprazole sodium) label
claim in 2 h / B 01 M pacTBope
XJIOPHCTOBOAOPOIHOM KHCIOTEI — He Gonee 10 % ot
conepxkanuss  Ci3H0N303SNa

Unit-6/Equnnua-6 5%

(pabenpazon HaTpus) yepes 2 u.

Average / CpeaH. 3Hayenue: 3 %

Unit-1/E qiiauna- 1 88 %
Unit-2/Epunnna-2 91 %
Unit-3/Eqununa-3 88 %
Unit-4/Equauna-4 87 %
Unit-5/Equauua-5 86 %
Unit-6/Equnania-6 88 %

Average / Cpean. 3sHauenue: 88 %

In buffer solution pH 8.0 — not less than 75 % (Q) of
CisH20N303SNa  (Rabeprazole sodium) label claim
in 60 min. / B 6ydeprom pacteope pH 8,0 — He Menee
75% (Q) oT HOMMHANBHOTO — comepikaHus
Ci8H20N303SNa (paGenpason narpus) uepes 60 Mun.

5 | Related Substances /
PoxcTBeHHBIE MpUMecH

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/ Pabenpazona
cynsdoH

Rabeprazole Methoxy analog/
Pabenpazonia METOKCH aHajor

Rabeprazole Chloro analog/
Pabenpa3zona xsopo aHanor

Rabeprazole Sulphide/
Pa6enpazona cynsdug

Rabeprazole Related compound A/
Pabernpazona poacTBeHHas

npumecs A

Not detected / He o6Hapyxena

0.10%/0,10%

0.05%/0,05%

Not detected / He oOHapyxeHa

0.04% /0,04%

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 %

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanusm HJ{

Conclusion : APPROVED /
3akiawouenne: OJJOBPEHO

Y )

Prepared by /
IToarorosneHo: ¢ i

Checked by / y . 6/_-“’
IpoBepeHo: gj(/

“Approved by: Manager/Executive/ £r—— |
Onobpeno: Menemxkep / PykoBoautens

Date / 30@%-20%/

JaTa:

Date /
Jarta:

BoTH-po2-S

Date /
JaTta:

-2 700
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

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

Hpoaywxr: Pa3o®, rabnerkn, nokphirhie KHUIEUHOPACTBOPHMOi1 0bosoukoii, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . C2512090 Batch Quantity / . 1500000 tab /
Cepusn Ne ) Pasmep cepun * 1500000 Ta6
Analytical Report No. / ] Date of Analysis /

AHasnTHYeCKHii oTyeT Ne ¢ ERODOIET el JdaTa ananuza & B0/09/2025
Date of Manufacture / i Date of Expiry /

/N ——— : 14/08/2025 Foner o : 31/07/2027
Mfg. License No. /

Ilpoussoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
anuenzug Ne
(Analysis performed according ND No / Ananus nposejen no HJT Ne: JITT-Ne(004603)-(PT-RU)-130224
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Rabeprazole Related compound C/
Pa6enpa3zona poacrteenHas
npumech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [pumecs npu RRT
1,37 (macca m/z=310 umunazon)

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

imidazole adduct) / TIpumecs npn
RRT 1,51 (macca m/z=458
6eH3MMHIa301a aIIyKT)

Individual unidentified impurity /
EnuHugHas
HEeUIEHTH)ULIHPOBAHHAS PHMECE

Not detected / ne obuapysxeHa

0.03%/0,03%

Not detected / He o6HapyxeHa

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

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 0.2 % / He 6onee 0,2 %

Total impurities / Cymma
npumeceit

0.2%/0,2%

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

Isopropanol — not more than 2621 pg per tablet /

OaHOPOAHOCTH JO3UPOBAHHBIX
eIMHHL

6 (Residual Solvents content /
OcraTo4HbIe OpraHHYecKHe 1223 pgftab / 1223 micr sa Tabneticy Hsonponanon — He Sonee 2621 Mxr Ha TabneTky
PACTBOPHTETH

7 |Uniformity of dosage units / Acceptance value (AV) should be not more than

6.8/6,8

15.0. / Tlokasarens npuemiemoctn (AV) moinked
ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [JpoayxT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axniouenne: OJJOBPEHO

f—

il - e
Prepared by / _ Checked by / = “Approved by: Manager/Executive / Q J///T/"’
[Toarorosnexo: HpOBepeHog)W Onobpeno: Menemkep / PyxoBoantenb
EFZ ]
Date / 2 SOK Date / P, Date / ) A0
JHara: 3 0~ q - 5 Iara: 20-e 7ﬁ Hara: @O
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

[poayxr: Pazo®, tabnerkn, nokperreie KHureaHOpacTBopumoii odomnoukoii, 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . C2512090 Batch Quantity / . 1500000 tab /

| Cepun Ne ' Pasmep cepun " 1500000 Ta6

inalytmal Repourt No./ . 890001839802 Dat.e of Analysis / . 30/09/2025
HAJTHTHYEeCKHi oTueT No Jara anaansa

Date of Manufacture / . 14/08/2025 Date of Expiry / . 31/07/2027

Jara uponssoacrsa lomen xo

Mfg. License No. /

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

JuueHsna Ne

{Analysis performed according ND No / Ananns nposenen no HJI Ne: JITI-No(004603)-(PT-RU)-130224

==
Paged4of 5/Crp.4 w3 5
8 | Microbiological purity*/ MuxpoGnosorayeckas uncToTa* ]
a) Total aerobic microbial count / Less than 10 CFU/g/ Not more than 1000 CFU/g /
O6ee yucio aspobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPTaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6uee uncio Memnee 10 KOE/r He 6onee 100 KOE/r
JPO>OKEBBIX U TUIECHEBBIX MPUOOB
c) E.coli Absentin 1g/ Shall be absent in 1g /
OrcytctByeT B Ir JloIDKHBI OTCyTCTBOBAaTL B 1 T
9 |Assay / KosuuyectBennoe 19.2 mg/ 19,2 mr 18.0 to 22.0 mg of CigHN303SNa (Rabeprazole
onpejeneHne sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr no 22,0 mr Ci3H20N303SNa
(pabenpazon natpus) (ot 90 mo 110 % ot
HOMMHAJIBHOTO COneprkaHus) B TabieTke.

10 |Packaging / YnaxoBka 15 tablets in a (PVC/AI/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. / ITo 15 carton. / Ilo 15 Tabnerok B Gmucrepe u3
Tabnerok B 6auctepe u3 (IIBX/AJVITA) | (TIBX/AJI/ITA) donbru / amomunuesoii gossru. Ilo
¢onbru / amomunnesoit Gonsru. 2 1 unn 2 GnHcTepa BMECTE ¢ JIHCTKOM-BKJIANBIIIEM B
6icTepa BMECTE ¢ JINCTKOM- Ma4yKy KapTOHHYIO.

BKJTAJBILIEM B [TAYKY KAPTOHHYIO

API name / Haumenosanue ADC:

Rabeprazole sodium / Pa6enpazon Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npomnssogurtens AD®C:

ACSH000846 & ACSH000793

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHI UM NPOU3BOJAMTEIS
IJId:

FCSA00513 & FCSA00514

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: IpofykT coorBeTcTByeT TpeboBanusm HJJ 3akmouenne: OJJOBPEHO
£ =
Prepared by / / ) Checked by /, j)y-f —FApproved by: Manager/Executive / (A=
[ToarorosneHo: ;ﬁk o IIpoBepeno: ,Z:V Onobpeno: Menemxep / PykoBonutens
—
| = 70N
Date / Q20024 | Date/ RO p024 | Date / Yt L/f 7
Hara: X0 9" Hata: 7 Hara: ﬁ
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3A

’-ITroduct : Razo", enteric-coated tablets, 20 mg

Mpoaywr: Pazo®, raGnerkn, MOKPEITEIE KHIIEYHOPACTBOPUMOIi 0boa0uKoil, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepun Ne ¢ €2312000 Pasmep cepun * 1500000 Tab
Analytical RepOj‘t No./ . 890001839802 Date of Analysis / . 30/09/2025
Anamurudeckmii oryer Ne Jara anannza
D .

a.te of Manufacture / . 14/08/2025 Date of Expiry / . 31/07/2027
Jara nponssogcrea I'ogen go
Mfg. License No. /
Ilpoussoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
annering Ne
Analysis performed according ND No / Auasus nposenen mo HJI No: JITE-Ne(004603)-(PT-RU)-130224

Page 5 of 5/ Crp.5u3 5

Dr. Reddy's Laboratories Ltd., India
H-p Pennu'c Jla6oparopuc Jita., Usgus.

=
API Manufactured by & country /

IIpoussoamrens A®C, crpana:

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

HaupmenosaHHe, agpec 1 HOMep JHUEH3HH
IUIOLUAKH, OCYILEeCTBJISIO el
NPOH3BOACTEO/KOHTPOIb Ka4ecTBa/BbINyCk
| L@ /

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)

IlpoussoncTeenHOE Moapasaenenue - 3, yaactku Ne 41, uacts 42, uacTs 45 1 yacts
46, bauynamu (Bunnamk), bauynannu (Mangan), Meguan Mankamxrupu (J{uct.),
wrrat Tenanrana, Unous (JTnuensus 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 establisheds.

3akioueHHe 0 coOTBeTCTBHM: «HacTOAUIMM 5 TOATBEPX/AI0, YTO MPHBEICHHAS BhIILE HMHPOPMALMA SBISETCA JOCTOREPHOM M TOUHOA.
OTa cepus MPOAYKUMM NPOM3BEAEHA (BKITIOY2A YIIAKOBKY (MapKHPOBKY) H KOHTPOJIb Ka4€CTBa) Ha BBULEYKA3aHHON NMPOU3BOACTBEHHOM
nyouaaxe (MIOMAAKaxX) B MOJHOM COOTBETCTBHM ¢ TpeGoBanuaMu [lpasun Hamtexalieli IpOM3BOACTBEHHOIN npaktuku EBpazuiickoro
akoHoMu4eckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGOBaHHAMH KOHTDOMS KAa4€CTBA JIEKAPCTBEHHBIX
CPEJICTB, a TaK)Ke B COOTBETCTBUMH CO CHELM(PHKALMAMHY, CONEPHAIMMHUCS B PETHCTPALMOHHOM JOChE CTPaHBI-MMMOpTepa. 3amucu Mo
NMpPOU3BOJICTBY, YITAKOBKE U aHAIU3Y TIPOBEPEHKI, H YCTAHOBIEHO X COOTBETCTBHE TpeboBaHusM IIpaBuin Hatexkamei MpOM3BOACTBEHHOH

npakTuxy EBpa3sHiickoro 3KOHOMHYECKOTO CO03a».

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axnouyenune: OJOBPEHO

IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHusaM H]T s

~"L-Approved by: Manager/Executive /

Prepared by / ¢ A Checked by / P /
[ToaroroBneHo: (;')'54‘—5_ ]'[;Jnuepeﬁof:g;w Onobpeno: Menemxep / Pymno,mrrélb

Date / 30,0?r20 P~ | Date/ Ro-c94ze25 Date./ CRo-@ 1D
Jara: Jlara; Hara:




