CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page10f6/Crp. 136
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Product : Hazo, Edteric-co¥ted tablets 20 mg

IpoaykT: Pazo®, TabieTKH, NOKPBITbIE KHIIEMHOPACTBOPHMOIi 000/101KOi, 20 mr

Batch No. / Cepua Ne : C2305261

_Kn;lytical Report No / AnaanTH4ecKHnii oTuer No ; 890001665682

Batch Quantity /

Obnem cepnn: TOK
Date of Analysis / [Lara anaamsza: 31/05/2023

1500000 Tablets
1 500000_ . Ta_ﬁJleTOK

Date of Manufacture / /lata nponssoacrsa : 04/2023

Date of Expiry / Cpok roanoctn : (03/2026

_Analysis performed according ND / Ananns nposeaen no HJI: JII-002666-191022

Ne | Test / IToka3areib

Result / PesyabTaThl

Specification / Hopma

1 |Description / Onucanue

Round, biconvex, light yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is
the core white. / Kpyrasle,
JIBOSIKOBBINMYIKIIblE TAONETKH,
NOKpbIThle 060104KOH CBETNO-
HKEJITOTO LIBETA, ¢ MAPKUPOBKOH
kpacHoro ugeta «RB20» na onHoii
cTopoHe. Ha nonepeyHom paspese
sapo Henoro usera

Round, biconvex, light yellow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyriible, BOSKOBbITNYKAble TabNeTKH,
NOKPbITbIE 000JOUKON OT CBET0-)KENTOTO
DO  OKENTOro UBeTa C  MapKUPOBKOM
kpacHoro ugera «RB20» wua opanoii
ctopoHe. Ha nonepeuHom pazpese sapo oT
6enoro 10 NOYTH HeNoro UpeTa.

Identification By HPLC /
Tlogannuocts BIKX

Com};]ieg as pre_scribed/
CooteeTrcTBYET

Average weight of coated
tablets / Cpeanss macca
TabdJjerok

207.98 mg /207,98 mr

The retention time of the major peak in the
chromatogram of the test preparation
should correspond to the retention time of
the main peak in the chromatogram of
Rabeprazole sodium standard preparation
(section Assay). /

BpeMs yaepkMBaHMs OCHOBHOIO TIHKa Ha
XpoMaTorpaMMe MUCrNbpITYyeMOro pacTeopa
DOJDKHO COOTBETCTBOBATD BpEMEHU
y/ep)KUBAHUS ~ OCHOBHOrO  NHWKa  Ha
XpoMaTorpamme pacTBOpa CTaHAapTHOIrO
oOpaszua pabGenpazona HaTpus (pazaen
«KonuuecTseHHOE onpenenecHue»).

1212.68 mg £ 5% (202.05 - 223.31 mg) /

212.68 mr£ 5 % (or 202,05 Mr no
223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: TlpoaykT cooTBeTcTBYET TpeboBaHuam H I

Opinion : APPROVED
Zaxawuenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

[loaroroeneHo: [1posepeno: Menekep no obecneveHnto KayecTsa
M S

Date/ Jlara: 1 \,_Dg‘,‘w'b) Date/ Jlara: Sor2e2z Date/ Jlara: 3\ g -3




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

';_R g ‘\ Page2 of 6/ Crp. 2 u3 6
Produt ngO % 'IC-COs :I tablets 20 mg

H])O[lyKT Pazo®, tabuerkn, nokpbirbie KHUIEUHOPACTBOPHMOi 060J10‘IKOII 20 mr

Batch No. /Cepml Ne : C2305261 Batch Quantlty/ 1500000 i‘ablets -
O0nem cepun: 1500000 ragnerox
Analytical Report No / Anasntnuecknii oruer No : 89000166\682_ |Qa_te of Analy w»/,il,au anamua 31/05/2023
Date of Manufacture / Jlara nponssoacrsa : 04/2023 |Date of Expiry / Cpox roanocTn : 03/2026
Analysis performed according ND / Ananns nposenen no HJI: JII1-002666-191022 o
Ne Test / Hoka3zaTennb Result / PezyabraTsi I S[;ciﬁcation / Hopma n
4 Dissolution / Pactsopenne Unit-1/Ennnnua- | 3%  |In 0.1M hydrochloric acid solution — not|
T Unit2/Ennta lo,  |more than 10% of the labeled amount of
— alil e W CisH20N303SNa (Rabeprazole sodium) is
Unit-3/Enunnua-3 4% dissolved in 2 hours. / B 0,1 M pactsope
Unit-4/Eqnnnua-4 4% XJIOPUCTOBOAOPOJHON KHCIIOTKI — He Gojiee
: = {10 % oOT HOMMHANBLHOIO coAepKaHUs
Unit-5/Eannnua-5 1% CisHoN3O3SNa  (pabenpasonia  natpus)
Unit-6/Eannuna-6 3% | P e
Average / Cpeu_H. sHauchme: 3 %
“Unit-1/Eaunmua- | 89% In buffer solution pH 8.0 — not less than
: . 75% (Q) of the labeled amount of]
Unit-2/Eannnua-2 88% Ci1sH20N303SNa (Rabeprazole sodium) is
— {dissolved in 60 minutes. / B Gydepuom
= [T o/
.Umt SE Tttty 857 pactBope pH 8,0 — He menee 75 % (Q) ot

| Unit-4/Eannnna-4 86% | omunanLnoro COACPIKaHMs

[ [ — _ , CisHN3OsSNa  (pabenpazona  wnatpus)
[ Unit-3/Eamnuua-> 8 /% uepes 60 i,

Unit-6/Eanuuua-6 84%

Average / Cpean. snavetne: 87 %

5 |Related substances by HPLC / Poacrsennnie npumecn, BOXKX

Rabeprazole N-oxide / Less than LOQ (LOQ = 0.022 %) /|not more than 0.5% / ne Gosnee 0,5 %

PaGenpasona N-okeun Hwxe npenena  konudecTBeHHOro

onpeaeneHus (IMKO = 0,022 %)

Rabeprazole Sulfone / 0.08%/0.08% not more than 0.5% / ne 6onee 0,5 %

Pabenpazona cynb(on

Rabeprazole Methoxy Less than LOQ (LOQ = 0.035 %) / not more than 0.5% / ne Gonee 0,5 % .

analogue / PaGenpasona Himxe npepena  KoONMuYeCTBEHHOTO

A onpenencuus (MKO = 0,035 %)

S 1
Remarks : The Product confirms to ND/ Opinion : APPROVED
Mpumenanne: [pojaykr coorsetcTByeT TpeGopanmam HJJ 3akmouenne: OJJOBPEHO
Prepared by/ Checked by Approved by: Manager
Iloarorosnewo: m ITposepeno: (_Kfl Menemxep no obecneueHunto KavecTsa
y‘

Date/ Jlara: fl,,og*,rw’)ﬁ Date/ Jlata: 3(’_05\’0/013 Date/ Jlara: 34 pS-aD




Product s(no, é!y“u u;.lfc(l t

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page 3 of 6 / Cyp., RDEX)

ablets 20 mg mg

H[)OllyKT Pazo®, tadaerkwu, NOKPBLITHIE KnmelmopaCTBOpuMOH obostoukoii, 20 mr
Batch No. /Ceplm Ne . C2305261

Analytical l?epo_rt No / Anajrnueckunii otuer Ne : 890001665682
Date of Manufacture / Jlata npon3Bonctsa : 04/2023

Batch Quantlty/
O6mem cepui:
Date of Analysis / JlaTa anaansa: 31/05/2023

1500000 Tablets
1500000 radserox

Date of Expiry / Cponc FOJ]HOCTII

03/2026

Analys1s per formed accordmg ND / Ananus npOBezleH no H/: JII1-002666-191022

—

—Test / IlokazaTenn

Result / PesyabTaTsl

Specification / Hopma

" Ra@razole Chloro analogue /

Pa6enpa3ona XJIOpPO aHajnor

Rabeprazole Sulphide /
Pa6enpasona cynbpun

Rabeprazole Related
compound A / Pabenpazona
pPOACTBEHHAs MpuMech A

Rabeprazole Related
compound C / Pabenpazsosna
poacTeeHHas npumech ¢

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Flpumecs npu
RRT 1,37 (macca m/z=310
MMHAA300)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / Mpumecs
npy RRT 1.51 (macca
m/z=458

OCH3MMMAa300a aalyKT)

Not detected / He oOHapy»«eHa

0.03%/0,03%

Not detected / He oOHapyskeHa

Below LOD (LOD = 0.02 %) / Huxe
npejiena  obuapyxeuusa (110
(.02 %)

0.04%/0,04%

Not detected / He oOHapykeHa

not more than 0.5% / ne 60nee_0,?’/o—

not more than 0.5% / ne Gonee 0,5%

not more than 0.5% / ne 60ne€0,5 %

not more than 0.5% / ne 6onee 0,5 %

not more than 0.5% / ve 6onee 0,5 %

not more than 0.5% / ue 6onee 0,5 %

Remarks : The Product confirms to ND/
Ilpumeuanne: [lponykT coorseTcTByeT TpeboBanuam HJJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

IMoaroTorneno: [1poBepeHo: MeHewkep no obecneueHnIo KauecTsa
M o

Date/ Jlara: Q) 1D Date/ [ara: Date/ Jlara: T\ oy NN

Bl~o510273




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

@
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Product : Razo, Effteric-coafed tablets 20 mg

IMpoaykT: Pazo®, TabieTkn, NOKPbITHIE KHIIEYHOPACTBOPHMOIi 06010uKOi#, 20 mr

Batch No. / Cepus Ne : C2305261 ~ |Batch Quantity / 1500000 Tablets
o S Ob6bem cepun: 1500000 ra6neroxk
Analytical Report No / Ananutuuecknii otuer Ne : 890001665682 | Date of Analysis / /laTa ananu3a: 31/05/2023
Date of Manufacture / /lara nponsBoacrsa : 04/2023 |Date of Expiry / Cpok roanoctu : (03/2026
Analysis performed according ND / Ananaus npoeanen no HJI: JIT1-002666-191022
Ne Test / IlokazaTeanb Result / Pe3yabTaThl Specification / Hopma
Maximum unknown Below BDL (BDL= 0.1 %) / Huxe|NOt more than 0.2% / ve 6onee 0,2 %
individual impurity / nopora perncrpatyn (1P =0,1 %)
Eannuunas
HEUIEHTUDULIMPOBAHHAS
npUMech
Total impurities / Cymma 0.15 %/0,15% not more than 2.0% / ne 6onee 2,0 %
npuMecei
6 |Residual Solvents content / 1335 pg/tab / 1335 mkr Ha Tabnerky |Isopropanol — not more than 2621 pg per
OcTarounble opraHuvecKue tablet / Vizonponanon — He GoJiee
pacTBOpHTE/IN 2621 MKr Ha TabiCTKY
S ! |
7 IUniformity of dosage units / 1 4.0/4,0 The acceptance value (AV) should be not
|OanopoanocTh | more  than 15.0. / TToxazarens
M03HPOBAHHS npuemaemMoctd (AV) NO/MKEH OblTb He
oonee 15,0.

8 |Microbial limits / Mukpoononoruueckas "incTora

a) Total aerobic microbial 10 CFU/g/ Not more than 1000 CFU/g/
count / Obwee uucno 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPFraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obuiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JIPONCKEBLIX W TJIECHEBbIX
rpubos
¢) E. coli Absentin g/ [Shall be absent in _1g7 N
OtcytcTBYeT B 1T Jlomkubt oTcyTcTBOBaTHL B | I
Remarks : The Product confirms to ND/ Opinion : APPROVED
llpumeuanne: llpoaykr coorserctByet Tpeboanusam HJL 3axkmouenne: OJJOBPEHO
Prepared by/ Checked by Approved by: Manager
[MoaroToBneHo: [1poeepeHo: MeHepkep no obecneyeHUo KauecTsa
M =
Date/ ; ' Date/ : Date/ :
ate/ JlaTa Ay 1211 ate/ Jlara 2\ e ate/ [lata T4 s




) Y
l’ﬁ“ﬁlﬁﬁXﬁuw rd tablets 20 mg )

ponykr: Pazo®, TabjeTkn, NOKPbIThIe KHUIEUHOPACTBOPHMOii 06010uKO0ii, 20 mr
Batch No. / Cepusn Ne : C2305261

Analytical Report No / Anaantuuecknii oTuer J_V'g_ 890001665682

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIN3A

PageSof 6/Crp.5u36

Batch Quantity /
O0bem cepuu:

1500000 Tablets
1500000 _ Taﬁ_ﬂe’l‘OK

Date of Manufacture / lata npon3soacrtsa : 04/2023

Date of Analysis / lata ananu3sa: _3_1/05/2—023 |
Date of Expiry / Cpok rognoctn : (03/2026

Analysis performed according ND / Ananus l;po_B_eueH no HJ: JII1-002666-191022

Ne Test / Ilokazareanb

9

Assay / KosinuecrBennoe
onpeaesieHne

Packaging / Ynakoska

Result / Pe3yJ;bTaTbl

. Specification / Hopma

19.9 mg/ 19,9 mr

18.0 mg to 22.0 mg of CisHN30;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mr Ci;sHyN3;03SNa
(pabenpazona natpus) (ot 90 g0 110 %

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabnetok B 6aucTepe
uz  (MBX/AJITIA)  donbru  /
alOMUHHEBOM donbru. o
2 bnucTtepa BMECTE C WHCTPYKUMEH
no NPUMEHEHUIO B nauky
KapTOHHYIO.

oT HOMHWHAJILHOTO COLle}KaHHﬂ) B
TabseTKe.
15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerok B Onucrepe u3
(TIBX/AJI/TIA) donbru / amoMuHueBol
donbru. Tlo 1 unu 2 Gnucrepa BMmecTe ¢
MHCTPYKLMEl MO NPUMEHEHWIO B Mavky
KapTOHHYIO.

11 Labeling / MapKH_pO_BKa

12 |Storage conditions /

XpaHenne

13 |Shelf life / Cpok roanoctn

Complies as prescribed /
CooTtBetcTBYET TpeOOBaAHUIM

According to ND /
B cooTtBeTcTBuy ¢ HJ

At temperature below 25 °C. / I1pu Temnepatype He Bbilue 25 °C.

13 years /3 rc;ua

Remarks : The Product confirms to ND/
IIpumeyanne: Ilponyxt coorseTcTByeT Tpebosanusam HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by/ Checked by Approved by: Manager

[TonrorosneHo: [TposepeHo: 1 Menekep no obecneyeHUIO kayecTsa
It 3

Date/ Jlara: RIRS TP 2 e Date/ [ara: o5 2025 Date/ [lara: ) eod -0




CERTIFICATE OF ANALYSIS

CEPTUG®UKAT AHAJIN3A

:Dr:Reddy’s Q

tml 1 tablets 20 mg

Page60of 6/Cip. 6us 6

IMpoayxr: Pa3o®, rabaeTkn, NOKPbLIThIe KHIIEYHOPACTBOPHMOIi 06os0ukoii, 20 mr

Batch No./ Cepust No : C2305261

Analytia Rep_o;'t No / AnanuTuuecknii oTuer Ne :

Batch Quantity / 1500000 Tablets
Oo0Bem cepun: 1500000 TabseTok

890001665682

Date of Analysis / [laTa anaausa: 3]/05/2023

Date of Manufacture / /lata npoussoactsa : 04/2023

Date of Expiry / Cpok l‘O}lHOCTIl 03/2026

Analysis performed accordlng ND / Anann3 nposenen no H/L: JI[1-002666- 191022

API name / nanmenosanue APC:

Rabeprazole sodium / Pabenpazosn Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun NPOH3BOANTES A(I)C

ACOH002013

FP Manufacturer API Batch number/

Homep cepHu cyOcTanmun npoussoantens I'JID:

FCOAO01753

API Manufactured by & country /
IIponssognrens APC, crpana:

Dr. Reddy's Laboratories Ltd., India
J-p Pennu’'c JlaGoparopuc Jita., Unaus.

Remarks : The Product confirms to ND/

Hpumeuanue: [lpoaykT coorBercTByeT TpeboBaHusm HJL

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

[loaroTosneHo: [1posepeHo:; MeHe kep no obecneyeHnIo KavecTsa
Jowg S

Date/ [lara: Ao 50023 Date/ [lara: Bl oo 3 Date/ [laTta: I G5!




