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CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIH3

A

I f

Product : Razo | enteric-coated tablets, 20 mg
- ® - ~ I

Tipoaykr: Pa3o®, radserin, NOKPLITBIE KHILEHHOpACTEOPUMON 060n0ukKoi. 20 Mr

Market / Poinox : Russia / Poccus
Batch No. /  [Bateh Quantity / 1500000 tab / —
|Cepus Ne SO Pazmep cepnn 1500000 Tab -
Analytical Report No. / . Date of Analysis / . o
AnanuTuveckuii oruer Ne * S90001E01500 Jata anananza s NP0 -
]_)at‘e ofMa‘nu_fac_t_ure / - 11/02/2025 Date of Explry / - 31/01/2027

lara npoussojicrsa ‘_Fonen i)
Mfg. License No. / MA ber: / H )
IponsBoacTBeHmHAas : 59/RR/AP/97/F/R by mDEr: LHOMEP . IM1-No(004603)-(PT-RU)

THIeH3HA No :

@nal_\;sis performed according ND No / Anajms ripore 1o o HUT Ne: JHT-Ne(004603)-(PI-RU)-130224 - _|

) - Page10f6/Ctp.1u36
| Ne Test / ITokasatenp | Result / PesyanTaTsi Specification / Hopma
" 1 Ap[_)earance / Onucanne Round, biconvex, yellow coated Round, biconvex, light-yellow to yellow

tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrnbie,
JBOSIKOBBITYKJIble TaONETKH,
NOKPbITBIE 000JIOUKOH KENTOTO
LBETA C MAPKHPOBKOI KPacHOIo
upeta «RB20» Ha ozHoit cTopone.
Ha nonepevHom paspese sapo
6enoro 11BeTa.

Complies as prescribed /
Co0TBeTCTBYET TPeGoBAHUSIM

2 | Identification By HPLC /
MNpentudpnrxauus BIKX
3| Average weight /

Cpeansisst macca

207.12 mg /207,12 mr

coated tablets imprinted “RB20” with red ink
on one side. White to off-white tablet core on
cross-section. / Kpyrible, 1BOSKOBBIMYK/Ibie
TabNEeTKH, NOKPBIThIE 0GONOYKOMN OT CBETIIO-
JKEJITOrO JI0 KEJITOrO LIBETa C MApKHPOBKOit
kpacHoro usera «RB20» Ha oaHOli CTOpOHE.
Ha nonepeunom paspese siapo ot 6eoro 1o
no4yTu 6enoro uBera.

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). /
Bpewmst yaepkuBaHUs OCHOBHOIO MHKa Ha
XpomarorpaMmme HCIBITYEMOrO pacTBopa
JOJIKHO COOTBETCTBOBATH BPEMEHH
YAEPXKUBAHUS OCHOBHOT'O MTHKa Ha
XpomaTorpamme pacTBopa CTaHAapTHOro
o6pasLia pabenpasona HaTpus (paznen
«KonuuecTBeHHOE onpeneneHue»).

212.68 mg £ 5 % (202.05 to 223.31 mg) /
212,68 mr + 5 % (ot 202,05 mMr no 223,31 mr)

Remarks : The Product confirms to ND/
ITpumeuanue: Ipoaykt cooTBeTcTBYET TpeboBaHusiM HJT,

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / l“\ Checked by / Approved by: Manager/Executive /

[ToaroToBieHo: [-(L :\,(_*E v il Hpo[acpeué)'( AN 2 Onobpeno: Menemxep / Pykosoaurens
)Y

Date / Date / ' Date / 31 03 oS

Hara: S (<0 —08y Hara: 31~03 ~2025 JaTa:




CERTIFICATI OF ANALYSIS

@ o
Dr.Reddy’s €3¢

CEPTHD®HKAT AH.:

AJTH3A

[Product Razo’ | enteric-coated tablets. 20 mg
Mpoaysr: Paso

, TAOJIETKH, NOKPLITHIC KUIIEYHOPACTEOPIMON 060n04KOi. 20 MI

Market / Poinok : Russia / Poccus
Batch No. / 'Batch Quantity / 1500000 tab / |
: C2 :
LC_p:m Ne oo ‘ Pazmep cepun 1500000 Tab
Analytical Report No. / . 'Date of Analysis / -
AHajuTHYecKuii oTyer No EP000NEIS00 |JIaTa ananuza 2 30002025
Date of Manufacture / . Date of Expiry / .
Jara nponssoacrea g L2 20 \Tonen /10 * S
Mfg. License No. / : - :
TponsBoacTBenHasn . S9/RR/AP/97/F/R Do number: [HOMED . 1111 No(004603)-(PT-RU)
JuneH3us Ne |
|Analysis performed according ND No / Auanun3z nporcnen mo 1171 Ne: JHI-Ne(004603)-(PI-RU)-130224 ]
o Page2of6/Crp.2 n36
4 | Dissolution / PacrBopenne Unit-1/Equnyua-1 | 1 % [In 0.1 M hydrochloric acid solution — not more
than 10 % of CisHxN3;03SNa (Rabeprazole

Unit-2/Equunua-2 1% _
| Unit-3/Eaunvua-3 ’ 3% sodium) label claim in 2 h. / B 0,1 M pacTeope
Unit-4/Equnnua-4 | 1% XJIOPHCTOBOAOPOAHON KHCIOTB — He 6onee‘
Unit-5/Egunnua-5 | 2 % 10%  or  HoMMHanbHOTO  comepkaHus
. Unit-6/Eqnunua-6 | 0% CisH20N303SNa (paGenpason Harpus) uepes 2‘

Average / Cpean. snauenne: 1 %

4.

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisHyN303SNa (Rabeprazole sodium)

 Unit-1/Equnnna-1 | 90 % |
Unit-2/Eqnnuua-2 92 %

~ Unit-3/Eauruua-3 | 91 %
Unit-4/Epmenna-4 | 90 %
Unit-5/Eannnua-5 | 88 %
Unit-6/Eqnnnua-6 | 89 %

label claim in 60 min. / B Gydeprom pacTsope
~ |pH 8,0 — He menee 75 % (Q) OT HOMHHANBLHOrO
copepxannst  CisHyoN3O3SNa  (pabenpazon
Harpus) depes 60 MuH.

Average / CpeaH. 3Hauenne: 90 %

S | Related Substances /
PoacTBeHHBIE TPHMECH

Rabeprazole N-oxide/
Pabenpazona N-oxcug

Rabeprazole Sulfone/
Pa6enpazona cynbthon

Rabeprazole Methoxy analog/
Pabenpaszona meTokcu ananor

|Pa6enpa30na XJIOPO aHasor

Rabeprazole Chloro analog/

Not detected / He oOHapykeHa

0.07%/0,07%

0.04% / 0,04%

Not detected / He oOHapyrKeHa

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 %

Remarks :

The Product confirms to ND/
Hpumeuanne: [poaykt coorseTcTByeT Tpebopanusm HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[ToAroToBNEHO: km! I—IpmieperI@/ Ono6peno: Menemkep / Pykosoantens
Date / Date / Date / 3y -py oD
Hara: 2 (.-e& -0 9.0 Jarta: 3)~03 ~2024 Hara:
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CERTITFICATE OF ANALYSIS

CEPTHDOHKAT AHAJIS,

A

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

Hpoayxr: Paszo”, TabneTku, nokpsITbie KHIEUHOPACTROPHMON 050n0uKoit. 20 Mr

Juuen3usa Neo

Market / Poinox : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
: : C2503 ‘ ) :
Cepus Ne il Pasvep cepn 1500000 Tab
Analytical Report No. / . Date of Analysis / B
' AHATITHYECKHIT oTyeT No ° SEA00ISAIR00 JIata anasza g e
Date of Manufacture / . Date of Expiry /
Jata mpoussojicTea : 11/02/2025 Mojpen 1o + 31/01/2027
Mfg. License No. / MA ber-
HpousBoxcTaenHas . 59/RR/AP/97/F/R e B /HOMEP . 111 No(004603)-(PT-RU)

Analysis performed according ND No / Aganus nno

JT No: JITI-Ne(004603)-(PT-RU)-130224

Page3 of6/Crp.3 u36

—

[ Rabeprazole Sulphide/
Pabenpazona cynbdua

Rabeprazole Related compound
A/ Pabenpazona
POACTBEHHAs MpHMech A

Rabeprazole Related compound
C/ Pabenpazona
poxcreeHHas npumech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

UMK a300)

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

imidazole adduct) / [1pumecs
npi RRT 1,51 (macca m/z=458
OEH3UMK12301a aNAYKT)

Individual unidentified impurity
/ EnnHuugas
HeMJIeHTHPHILHPOBAHHAS
npHMech

0.03%/0,03%

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

Not detected / e odnapyena

Not detected / He oOHapykena

Not more than 0.5 % / He 6onee 0,5—%

Not more than 0.5 % / He Oonee 0,—5%

Not detected / He oGHapywena

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

Not detected / e odHapycHa

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

Below BDL (BDL= 0.1 %)/ Hioke
nopora peructpatit (TP 0,1 %)

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

Total impurities / Cymma
npumecei

01%/0,1%

Not more than 2.0 % / He bonee 2_,O°—A>

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoayxT cooTBeTcTBYET TpeOoBaHIisin H /I

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: K%g:n‘_uffc. Hposepem:@d Opodpeno: Menemkep / PykoBoauresib
Date / Date / Date / =y DY -5
Hata: ;\ 0% ~202 8 Jata: Bj~o3-~2024 Hara:




CERTIFICATE OF ANALYSIS

Qe
Dr.Reddy’s ‘;"

CEPTHDOHEAT AHAJIH3A

’T’roducf : Razo' | enteric-coated tablets, 20 mg ]
Hpoaywr: Pazo", TabNeTKH. MOKPbITHIE [KnueyHopacTeopin o odonoukoii, 20 mr B
‘Market / PoiHOK : Russia / Pocens
Batch No. / , 'Batch Quantity / 1500000 tab / — ]
Cepus Ne R/ CE0500% !ﬂ_‘n 3Mep cepuu " 1500000 Tab
Analytical Report No. / . Date of Analysis /
| AHaTHTHYeCKHiH oTyeT No 890001801900 JIata a”HaH32 ? 301032029
Date of Manufacture / . Date of Expiry / ]
Nara npowssoicrsa : 11/02/2025 TConenmp : 31/01/2027
Mfg. License No. / MA ber: / T -
Ipon3BoacTBeHHas : 59/RR/AP/97/F/R Py namber: FHOMED . II1-Ne(004603)-(PT-RU)
Jpensus Ne -
|Analysis performed according ND No / Anaans npozeiern no 1.1 Ne: JUT-No(004603)-(PT'-RU)-130224 B N
B ) Page4of 6/ Crp. 4 u3 6
‘ 6 |Residual Solvents content / | 1496 ng/tab/ 1496 mxr ua Isopropanol — not more than 2621 ng per tablet

OcTtaTouHbIe OprannyecKue TadaeTKy / U3onponanon — He 6osiee 2621 Mkr Ha
‘ pacTBOpHTENH TabneTky ‘
7 |Uniformity of dosage units / 27127 Acceptance value (AV) should be not more than

OgsopoaHoCTh
A03HPOBAHHBIX eTHHHIY

15.0. / Tloxasarenr mnpuemaemoctu (AV)
JloJokeH Ob1Th He Goree 15,0.

Microbiological purity*/ MukpoGuosorugeckas uncrora™

a) Total aerobic microbial count
/ Ob1Uee Yneao aspobHbIX
MUKPOOPTraHHU3MOB

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

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

b) Total combined yeasts and
mould count / O6iree yucio
JIPOACOKEBLIX H MIECHEBbIX
rputos

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

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

c¢) E.coli

9 |Assay / KonuyecTBeHHOE
omnpegeseHne

Absentin 1g/
OrcyTcTByeT B 1T

Shall be absent in 1g/
HouxkHb! oTCYyTCTBOBaTL B 1 T

19.9 mg /19,9 mr

18.0to 22.0 mg of Ci3H20N303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Ot 18,0 mr go 22,0 mr C sH>0N303SNa
(pabenpazon Hatpus) (ot 90 no 110 % ot
HOMHHANBLHOTO COAEPIKAHUS) B TAONETKE.

Remarks : The Product confirms to ND/

IIpumeuanue: [IponykT cooTBeTcTBYET TpeOoBaHusM HJI

Conclusion : APPROVED /
3axkarouenne: OJJOBPEHO

Prepared by / 5 Checked by / Approved by: Manager/Executive /
[ToarotosneHo: ’(-— : 'L“F(‘l [Tposepency D Opobpero: Menemxep / Pykosoantens
Date / Date / ) Date / 2y o3 A0
Hata: 2 —&0 Q“r Jara: 21~03-20024 | Hara:
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CERTITICATE OF ANALYSIS

CEPTH®IKAT AHAJIN3A

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

Ilpoussoacreennasn

Mpoaywr: Paso’, Tabnerku, Mokpuithie KHeyHopacTsopinoii 0donoukoi, 20 mr |
Market / Petnok : Russia / Poccust

Cormoa Y -
Anaacocmiomera * P00 GRETARSET sonsoms |
e gy 11022025 Popensa s
e : SO/RR/AP/97/F/R VA number: /HOMEP . 111y ¥a(004603)-(PT-RU)

‘PY

\gnueﬂsnﬂ Ne

(Analysis performed according ND No / ARann3 nporciien

10 1)1 Ne: JITE-No(004603)-(PT-RU)-130224 ]

PageS5of6/Crp.5u3 6

‘_10 Packaging / YnakoBka ‘

I__l |

15 tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 2 blisters with

‘ a package insert in a carton. / [To 15

TabneToK B GnucTtepe 113

‘ (IIBX/AJI/TIA) donbru /

‘ anroMrHneBol Gonsri. 2 onucrepa
BMECTE C JIMCTKOM-BKIa/IbIILEM B ‘

nayKy KapTOHHYIO

15 tablets in a (PVC/Al/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 rabrnerok B Gaucrepe n3‘
(IMBX/AJ/TTIA)  doabrn  /  anromMuHUEBOi
(ombru. Tlo 1 wmn 2 6aucrepa Bmecte c|
JIMCTKOM-BKJIAIbILIEM B NAUKy KapTOHHYIO.

API name / HaumenoBanne ADC:

Rabeprazole sodium / PaGernpasosn natpus

INN / MHH:

Rabeprazole / Padenpasos

API manufacturer batch number /
Homep cepun npoussoguress ADC:

ACRHO003969 & ACRH004395

FP Manufacturer API Batch number /
Homep cepun cy6eraHunn
npousBogurtest [JID:

FCRA02588 & FCRA02701

API Manufactured by & country /
IIpoussoautens ADPC, crpana:

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

HaumeHoBaHue, ajjpec H HOMep
JIMIEH3MH TIOWAAKH,
OCyIeCTBJISIOLeH
HPOH3BOACTBO/KOHTPOJIb
KavecTBa/Boinyck I'JID /

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

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)

[TponsBoacTBeHHOE NoapazaeneHue - 3, yuacTku Ne 41, wacTh 42, yacTs 45 u
yacTb 46, bauynannu (Bunnamk), bauynannu (Mangan), Menuan
Mankamkrupn (Juct.), wrar Tenanrada, Mnans (JInuenzus Ne
S9/RR/AP/97/E/R)

Remarks : The Product confirms to ND/

[ Conclusion : APPROVED /

IIpumeuanue: [Ipoaykt cooreeTcTBYET Tpeboranmsam HJI 3akaouenne: OJOBPEHO

Prepared by / . v Checked by Approved by: Manager/Executive /
[Toarorosnexo: ]( ~L£ L[ G [Tposepe M™N—~72 Onobpeno: Menenxep ép/ykosonmenb
Date / Date / - Date / <y -03 NS
Hata: 5|02 ~Qo0 g™ Hata: 3 ~03 ~20245 | Hara:
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Dr. Reddy’s ‘;. CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJI3A

"Product : Razo enteric-coated tablets, 20 mg

HMpogyxT: Pazo®, radnerikn, NOKPLITLIC KUWIEHHOPACTROPHMOI 000104K0IH, 20 Mr N -
Market / Poraok : Russia / Poccns

Batch No. / , 'Batch Quantity / ~ 1500000 tab / -
| Cepust Ne - =0 Pasmep cepuu " 1500000 Ta6 B

Analytical Repo\}‘t No. / . 890001801900 ].)a_te of Analysis / - 30/03/2025

AHanuTHUECKHIi oTYyeT No JlaTa anannsa -

Da'te of Ménufacture / : 11/02/2025 Date of Expiry/ . 31/01/2027

Jdara nponssogcrea I'oxen g0

Mfg. License No. / . -
‘HponsBOL[CTBeHHaﬂ . S9/RR/AP/97/F/R }‘,TVA mumber: /HOMEP . 117 n(004603)-(PT-RU)

nensis Ne [ -
{Analysis performed according ND No / Ananus nponcine 1 Ne: JIT-No(004603)-(PT-RU)-130224 - j

Page 6 of 6 / Crp. 6 u3 6
Declaration of certification: «l 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 Manu facturing Practice of the Eurasian
Economic Union is established».

3akodenne 0 coOTBeTCTBHH: «HACTOSWMM S IOATBEPI A0, YTO [1P1IEC/ICHHAS Bblile HH(OpPMALLIL SBNAETCS JOCTOBEPHOIA
M TOYHOH. DTa cepusi PONYKUMH NTPou3BeieHa (BK/IIOYAs YIAKOBKY (MapkiipOBKY) 0 KOHTPO b Ka'¢CTBA) HA BbILLEYKA3AHHO!
NpOM3BOACTBEHHOH mjollaake (MUIOLAAKAX) B TOJHOM COOTBETCTBMM ¢ TpeGoBaHusmu IIpasin Hapsexallei
NPOM3BOACTBEHHON NpakTukn Espasuiickoro sxoHomuueckoro corsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TPEBOBAHHAMH KOHTPONS Ka4ECTBA IEKAPCTBEHHBIX CPEACTB, @ TAKIKE B COOTBETCTBUM CO CHELM(PHKALUAMH, coaepKaLumucs
B PErncTpauMoOHHOM 10ChE CTPaHbI-UMNOpTepa. 3aliCh No NPON3BOACTBY, YNAKOBKE U aHAIH3Y IPOBEPEHBI, U YCTAHOBIEHO
HMX COOTBETCTBUE TpeboBaHusAM [IpaBu Haanexameli NPoU3BOACTBCHHOMN NpakTHKU EBPa3snickoro 3KOHOMUYECKOrO COI03a.

Remarks : The Product confirms to ND/ - Conclusion : APPROVED /
IIpumeuanne: [Ipoaykr cooTBeTcTByeT TpebopaHsm HJT 3axmouenune: OJOBPEHO

Prepared by / _ Checked by / Approved by: Manager/Executive /
[ToaroToBaeHO: kLQ.C\-‘-‘“ C\ I"Ipoaepcuii fjﬁ/ Onobpero: Meuemkep / PykoBoautesns
Date / Date/ Date / 2y 93 —NohS
Hara: 5' ~@ 2088 Hara: I1~03 2025 | Jata:




