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y ‘o. CERTIFICATE OF ANALYSIS
Dr. ReddY S Ne CEPTHO®MKAT AHAJIU3A

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

IMponykr: Pazo®, tabneTkn, MOKPBITEIE KHile4YHopacTROpHMOIT oGosoukoii, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / ] Batch Quantity / . 1500000 tab /
Cepus Ne e Pasmep cepun " 1500000 T26
Analytical Repourt No./ . 890001843521 Date of Analysis / . 23/10/2025
AHaauTHYeCKHH oT4yeT Ne JlaTa ananamnsa

Date of Manufacture / . 12/08/2025 Date of Expiry / . 31/07/2027
Jara npou3BoacTea Tlogen o

Mfg. License No. /

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

Analysis performed according ND No / Anaan3 nposeien mo HJL Ne: JITI-Na(004603)-(PT-RU)-130224

Pagelof5/Crp.1u35

Result / Pe3yabTaTsl Specification / Hopma

Ne Test / ITokazarenn
1

i "Appearance / Onncanue

Round, biconvex, light-yellow coated Round, biconvex, light-yellow to yellow coated
tablets imprinted "RB20" with red ink on | tablets imprinted “RB20” with red ink on one side.
White to off-white tablet core on cross-section. /
Kpyriete, ngoskoseinykisie TabneTku, nokpsirsie
000J104KO# OT CBETIIO-KENTOTO J0 KENTOro HBeTa
. |cMapkHpoBKo# kpacHoro Beta «RB20» Ha oxHol
CBETJIO-MEITOrO LBETA € MAPKUPOBKOH | cropone. Ha nomnepeuHom paspese aapo ot Henoro
KpacHoro usera «RB20» Ha onHO#R JI0 noutH 6€J10ro LBeTa.

cropoHe. Ha nonepeyHoM paspese sapo
6eroro 1pera.

the one side. White tablet core on cross-
section. / Kpyrnsie, 1BOSKOBBIITYKJIbIE
TabJeTKHU, NOKPHITEIE 000JOUKOIH

2 | Identification By HPLC /
HaenTudnranus BIXKX

Complies as prescribed / The retention time of major peak in the
CootaetcTByeT TpeboBaHUAM 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
YIEpP>KHBaHHUs OCHOBHOTO MHKA HA
XpPOMAaTOTPaMME HCIBITYEMOTO PacTBOPa JOJHKHO
COOTBETCTBOBAThH BPEMEHH YAEPHBAHHS
OCHOBHOTO [IMKa HAa XpPOMaTOrpaMMe pacTBopa
cTaHAapTHOro obpasia pabenpazona HaTpus
(paznen «KonuecTBEHHOE ONIpeAeICHHIE).

3 | Average weight /
Cpennss macca

207.76 mg/ 207,76 mr 212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 mr £ 5 % (ot 202,05 mr mo 223,31 mr)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeqanue: [IponyxT cooTBeTCTBYET TpeGoBanusm HJI 3akmouenue: OJJOBPEHO
~

Prepared by / o B 4%) Checked by / Approved by: Manager/Executive /
Flr;nf[rm'(m_--"rel|0£.7 = I"Iposepemm /Sﬂ Opnobpeno: Menemxkep / PykoBoaurens

' = ——— C—
Date / 23~ O ~2e05| Date/ Date / e
Hara: Jara: D3~ 1m ~ _Qm_z_("’I[aTa:
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Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALY

SIS

CEPTHDUKAT AHAJIHM3A

Product : Razo", enteric-coated tablets, 20 mg
OpoaykT: Pazo”, tabierku, nokpeiThie KHILeUHOpacTBOpuUMOH obom04koii, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / . C2512856 Batch Quantity / . 1500000 tab /

Cepnn Ne Pasmep cepun 1500000 ta6

Analytical Report No. / . Date of Analysis /

AuasuTHIeCKHH oT1er No : 890001843521 T : 23/10/2025

Date of Manufacture / . Date of Expiry /

i s : 12/08/2025 Téeat xo : 31/07/2027

Mfg. License No. /

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

Analysis performed according ND No / Agaans nposexes no HJL Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Crp.2 w35

4 | Dissolution / Pacteopenne Unit-1/Eqununa-1 4% In 0.1 M hydrochloric acid solution — not more than|
Unit-2/Eananua-2 2% 10 % of C13sH30N303SNa (Rabeprazole sodium) label
Unit-3/Egnnnua-3 3% claim in 2 h. / B 01 M pactBope
Unit-4/Eapnauua-4 3% XJIOPUCTOBOJTOPOAHOMN KUCIOTHI — He 6ojiee 10 % ot
Unit-5/Eqanana-5 4% HOMHWHAJIBHOrO  comepxanus  CigHyN3O;SNa
Unit-6/EquHuna-6 5% (paberpazon HaTpus) uepes 2 u.
Average / Cpesin. 3uavenue: 4 %
Unit-1/Eanrnna-1 85 % In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Enunnua-2 84 % CisH20N303SNa  (Rabeprazole sodium) label claim
Unit-3/Eaununa-3 83 % in 60 min. / B 6ydeprom pactBope pH 8,0 —He menee
Unit-4/Epunnua-4 85% 75% (Q) OT HOMHHANBHOrO  CoOJePXKAHHMSA
Unit-5/Equnuua-5 83 % C1sH20N3;038Na (pabenpason Hatpus) uepes 60 mum.
Unit-6/Enununa-6 84 %
Average / Cpenn, 3Hauenwue: 84 %
5 | Related Substances /
Poncreennble npumecu
Rabeprazole N-oxide/ Not detected / He o6Hapyxena Not more than 0.5 % / He 6onee 0,5 %

Pabenpaszona N-okcun

Rabeprazole Sulfone/ PaGenpazona
cynbGoH

Rabeprazole Methoxy analog/
Pa6enpazona MeTOKCH aHaOT

Rabeprazole Chloro analog/
Pabenpazona xJiopo aHaIor

Rabeprazole Sulphide/
Pabemnpazona cynebun

Rabeprazole Related compound A/
Pabenpazona poncrseHHas
rnpumecs A

0.09% / 0,09%

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

0.06% / 0,06%

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

Not detected / He o6HapysxeHa

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

0.03%/0,03%

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

Below LOD (LOD = 0.019 %) / Huxe
npenena o6napyxenns (ITO = 0,019 %)

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

Remarks : The Product confirms to ND/
IIpumedanne: ITponykT cooTBeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

u 75
Prepared by / = o2 | Checked by / Approved by: Manager/Executive /
[Toarorosn cno@/ l—[pOBepel-@_# Onobpeno: Menenxep / PykoBoautens
Date / D B~O>~ 226 | Date/ Date / 2~ g oW
Jara: Iara: 23~ () ~202¢ T ara:




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

Hpoaywr: Paso”, tabrerku, nokphirsie KHILIe4HOpacTBOPHMOIT 00onoukoii, 20 Mr

Market / Prinox : Russia / Poccus

Batch No. / . C2512856 Batch Quantity / . 1500000 tab /
Cepun Ne ) Paszmep cepun * 1500000 Ta6
Analytical Report No. / . Date of Analysis /

AHamuTHYecKUi oTyeT Ne F=820001645521 Jlara anaausa P 23/10/2025
Date of Manufacture / . Date of Expiry /

e s noicTd : 12/08/2025 Toen 110 : 31/07/2027
Mfg. License No. /

MponssoacTBenHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
MnueH3ns Ne

{Analysis performed according ND No / Auanns nposenen mo HJL Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 5/ Crp.3 w3 5

Rabeprazole Related compound C/
Pabenpasona poacteeHHas
npumecs C

-

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

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

imidazole adduct) / ITIpumecs npu
RRT 1,51 (macca m/z=458
GeH3uMHUIa30a AAYKT)

Individual unidentified impurity /
EauHuudas
HeuaeHTUDHUMPOBaHHAS IPUMECH

Not detected / He o6HapyxeHa

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

—

Not detected / He o6Hapyxena

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

Not detected / He oGHapykena

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

Below BDL (BDL~= 0.1 %) / Huxe
nopora peructpatuu (IP 0,1 %)

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

Total impurities / Cymma
npumecei

0.2%/0,2%

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

6 |Residual Solvents content /
OcTaTouHbIEe OpraHMyYecKue
PACTBOPHTEH

1371 pg/tab / 1371 mkr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
HsonponaHon — He 6onee 2621 Mxr Ha TabneTky

7 |Uniformity of dosage units /
OZHOPOAHOCTH J03MPOBAHHBIX
eIHHKI

6.1/6,1
1

Acceptance value (AV) should be not more than

OpITh HE Bonee 15,0,

5.0. / Tlokazatens npuemsiemoctd (AV) mOJDKEH

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykT cooTBeTCTBYET TpeHoBanusm HJT
> '

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /

) z /4/‘/: 2
[MoarotoBneHo: Cg;(/ﬁ

Checked by /

Approved by: Manager/Executive /

[TpoBepeng :’) e 2 Onobpeno: Menemxkep / PyxoBogurens
Date / 2.3~( O~2024| Date/ ) Date / A b S
Jarta: Hara: 23 ~-1p ~ 20627 ara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg
Mpoaywt: Paso®, radnerin, HOKPLITLIE KHLIIEYHOPACcTBOPIMOI1 000104Koii, 20 Mr

Market / Poinok : Russia / Poccust
Batch No. / . C2512856 Batch Quantity / . 1500000 tab /
Cepnn Ne ’ Pazmep cepun 1500000 Ta6
:‘:nalytlcal Repourt No./ : 890001843521 Date of Analysis / . 23/10/2025
HAJTHTHYECKHII oT4eT No Jdata ananuza
D .
ate of Manufacture / : 12/08/2025 Date of Expiry / . 31/07/2027
JdaTa npoussoacrsa I'omen no
Mfg. License No. /
IlpousBoncreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
Jimuensust Ne

Analysis performed according ND No / Anaaus nposenen mo HJI Ne: JII-Ne(004603)-(PT-RU)-130224

Paged4 of 5/ Crp. 4 m3 5

8 | Microbiological purity*/ Mukpo6uoaoruyeckas uncrora*

a) Total aerobic microbial count / ]

Less than 10 CFU/g/

Not more than 1000 CFU/g /

OrcyrcrByer B Ir

O61uee yncno aapobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPraHW3MOB

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6uiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JPO3OKEBBIX W TUIECHEBBIX TPUOOB

¢) E.coli Absentin 1g/ Shall be absent in 1g /

JomxHs! otcyTcTBoBate B 1 1

9 |Assay / KosinyecTBennoe

19.4 mg/ 19,4 mr

18.0 to 22.0 mg of Ci13H20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /

onpegeyeHHe
Ot 18,0 Mr g0 22,0 mr Ci13H0N303SNa
(pabenpazon Hatpus) (ot 90 g0 110 % or
HOMWHAJIbBHOIO COZIEp)KaHHs) B TabneTke.
10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil

/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnerok B 6nuctepe u3z (IIBX/AJI/ITA)
donbry / amomunueBoit ¢oneru. 2
6rcTepa BMecTe ¢ JIMCTKOM-
BKJIaIbIIIEM B MAUKy KaPTOHHYIO

blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 rabnerok B 6aucrepe u3
(IIBX/AJUTIA) bonbru / amomuanesoii gonsruy. Io
1 unu 2 6nuctepa BMecTe C JIMCTKOM-BKJIAJBIIIEM B

Mayky KapTOHHYIO.

API name / Haumenosanue ADPC:

Rabeprazole sodium / Pabenpason natpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npoussogurenss APC:

ACSHO000828 & ACSH000846

Homep cepun cyGcTaHuu
npoussoautes I'JI®D:

' FP Manufacturer API Batch number /

FCSA00512 & FCSA00513

Remarks : The Product confirms to ND/
IIpamevanne: [Tpogyxt coorBeTcTByeT TpeboBaHusaM HJT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / e ,C‘-!-J " | Checked by / Approved by: Manager/Executive /

ﬂoaromsne}?@%_/gzi/ IIposepeHo: m i Onobpeno: Menemxep / P%gaonmenb
T — s /—

Date / 220~ 2096 Date / Date / A3~ 0 -\ oV

Jara: Jlara: -y ~202¢ [ Jlata:
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. @le@ CERTIFICATE OF ANALYSIS
Dr.Reddy’s ‘.‘ CEPTU®UKAT AHAJTH3A

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

[Mpoaykr: Pa3o®, radnerku, nokpeirsie KHlIegHopacTeopHMoil odonoukoii, 20 mr

Market / Peraox : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /
Cepus No wE2ol285¢ Pasmep cepun " 1500000 tab
Analytical Repovrt No./ . 890001843521 Date of Analysis / . 23/10/2025
AHaquTHYeCKCHIT oTueT Ne Jata anaausa

Date of Manufacture / « 12/08/2025 Date of Expiry / . 31/07/2027
JaTa npoussoacrea Togen no

Mfg. License No. /

Mpoussoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-N2(004603)-(PT" -RU)
fTHnen3ust Ne

Analysis performed according ND No / Ananus nposenen no HJI No: JHI-Ne(004603)-(PT-RU)-130224
PageSof S/ Crp.5u3 5

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

ITpomssoaurens ADC, crpanua: H-p Pennu'c Jlaboparopuc JIta., Munus.

Nanze, address, authorization No for FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village)

FP manufacturing site / Control site / . 5 ’

Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

HaumenoBaHue, agpec u HOMep JIMIIEH3 UM
TTONTANIH.IoE i elzl;lmmo eiip u TlpouseoncTeenHoe noapasneneHue - 3, yuactku Ne 41, yacts 42, yacTe 45 U yacte
Ak, ocym lll 46, bauynammy (Bunnanx), Bauynanan (Maraan), Meguan Manxamxriipn (ucr.),

HRORSEONCTRO{KOMIPOTE wrat Tenanrana, Hunna (JTnuenznn Ne 59/RR/AP/97/F/R)
KkadecTBa/Bointyck TJID /

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.

3amouenne o cooTBercTBUN: «HacTosmum 5 noxTeepx a0, 4TO NpUBEEHHas BhIe HHOPMALIHS SBIAETCA TOCTOBEPHOH M TOYHOI.
Ora cepust NPOAYKLHK NPOH3BENEHA (BKIIIOYAs YITAKOBKY (MapKHPOBKY) M KOHTPOJIb KA4ECTBA) Ha BBIIIEYKA3aHHOM MPOU3BOACTBEHHOMN
niowmanke (MIoWankax) B MONHOM COOTBETCTBHH ¢ TpeGoBanuamu TIpaBun Hajmexauleil MPOU3BOACTBEHHOM NpaKTUKK Eppasuiickoro
aKoHomu4eckoro cowosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6oBaHMAMH KOHTPONS KA4ECTBA JTEKAPCTBEHHBIX
CPE/ICTB, a TAKXKE B COOTBETCTBUH CO ClEUMUKAUMAMH, COAEPANMICS B PErMCTPALIHOHHOM JOChE CTPAHBI-MMIOpTEpa. 3amicH 10
NPOM3BOJICTBY, YNIAaKOBKE M aHANIH3Y MPOBEPEHE], H YCTAHOBJIEHO X COOTBETCTBHE TpeboBanusm IpaBun naanexaneii npou3BoACTBEHHOMN

MPaKTHKH EBpasnﬁcxoro OKOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpogykr coorseTcTByeT TpeboBanusm H]I 3axnouenuwe: OJOBPEHO
s Approved by: Manager/Executive /

Prepared by / > | Checked by / »
IToarorosneHo; = il IIpoBepeno: ~7 Onobpero: Menemxkep / PykoBoauTens

Date / ~20).5 |Date/ Date / A 40 Sy
Jlata: 250 Jata: @~ (0 ~20024 T Tara:




