Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Pagelof6/Crp. 136

Batch No. / Cepus Ne : C2406461

Product : Razo, Enteric-coated tablets 10 mg
IpoaykT: Pa3o®, Ta6yieTkH, NOKPbIThIE KHIIEYHOPACTBOPHMOIi 06010uKoli, 10 MIr

Batch Quantity / 700000 Tablets
Oo6bem cepun: 700000 rabGnerox

Analytical Report No / Anajuruuecknii oruer Ne : §90001738968

Date of Analysis / laTa ananun3za: 22/05/2024

Date of Manufacture / lata npon3Boacrsa : 02/2024

Date of Expiry / Cpox roanoctu : 01/2026

Analysis performed according ND / Anasnns nposenen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

u3M. Ne | ot 29.06.2023
Ne Test / IlokazaTensn Result / PeaynbTaThl Specification / Hopma
1 |Description / Onucanne Round, biconvex, pink to brownish-pink
Round, biconvex, brownish-pink coated tablets with black ink imprinted
coated tablets imprinted "RB10" with |«RB10» on the one side. The cross section
black ink on the one side. The cross is the core from white to off-white. /
section is the core white. / Kpyrapie, |KPYTJIble,  /IBOAKOBbINyKiIbE  TabneTkw,
NOKpbITbIE 000N0YKOH OT PO30BOrO 10
JBOSKOBBITYKJIbIE TaONETKH,
. KOPUUHEBATO-PO30BOTO LBeTa c
RN O QSO O R CRaiOs MapkupoBKoi uepHoro useta «RB10» Ha
PO30BOrO LBETa, C MapKHPOBKOH onHOM cTopoHe. Ha nonepeuHom paspese
uepHoro upera «RB10» na onnok A71po OT 6EN0ro A0 NOUTH GENOro LBeTa.
cTopoHe. Ha nonepeuHom paspese
anpo Henoro LBeTa.

2 |Identification By HPLC / Complies as prescribed/ The retention time of major peak in the

IMogamunnocrs BOKX CooTBeTcTBYET chromatogram of test solution should
correspond to the retention time of major
peak in the chromatogram of Rabeprazole
sodium reference standard solution (section
Assay).
Bpewms yaepaiBaHKHs OCHOBHOTO MHka Ha
XpoMaTorpamMe HCNbITYEMOro pacTBOpa
JIOTKHO COOTBETCTBOBATH BpEMEHH
yAEPKUBAHKA ~ OCHOBHOTO  THMKa  Ha
XpOMaTorpamMmMe pacTBOpa CTaHJapTHOTO
obpasua pabenpazona HaTpusi (paszen
«KonuuecTBeHHOE onpeacneH1e»).

3 | Average weight of coated 107.80 mg /107,80 mr 10930 mg+ 7.5 % (101.10 - 117.50 mg) /
tablets / Cpennsin macca 109,30 mr = 7.5 % (o1 101.10 M1 1o
Ta6NeTOK 117,50 mr)

4 |Dissolution / PacTBopenne Unit-1/Eaunnua-1 3% In 0.1 M hydrochloric acid solution — not

| Unit-2/Eannnia 1% more than 10 % of C;sHxN;O3SNa

Remarks : The Product confirms to ND/
ITpumeuanue: [1poayKT COOTBETCTB

veT TpeboBaHuam HJ|

Opinion : APPROVED

Sakmwouenne: OJOBPEHO

Prepared by/ r
TloaroToBnexo: RVK
7} b

Checked by
IposepeHo: C;

Approved by: Manager
MeHemkep no nGCCTIL'.‘“}t_'_i-IHPO KayecTna
@

Date/ Jlara: a, - X %7/\’

Date/ Jlata: 920510 24~

Date/ Jarta: 92 -0S 202 Y




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Razo, Enteric-coated tablets 10 mg
ITponykr: Pazo®, Tab/ieTkn, NOKPHITbIE KHILIEYHOPACTBOPUMOIi 000J10uKoi, 10 Mr

Batch No. / Cepns Ne : C2406461

BatchT)uantity /
Obrvem cepun:

Page2 of 6 /C1p. 2 w3 6

700000 Tablets
700000 TabGuerok

Date of Analysis / laTta apannza: 22/05/2024

Analytical Report No / ArannTuuecknii oruer No : 890001738968
Date of Manufacture / /lata npousesoacrsa : 02/2024

Date of Expiry / Cpok roanoctn : 01/2026

1

iAnalysis performed according ND / Ananu3s nposenen o HA: JiI1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3M. Ne 1 01 29.06.2023

Unit-3/Eannnua-3 5% (Rabeprazole sodium) label claim in 2 h.
Unit-4/Eanuuna-4 5% /
B 0,1 M pacrBope XJIOpHUCTOBOIOPOAHOM
Unit-5/Eaununua-5 2% KMCIOTBI — He Oonee 10% ot
. HOMMWHANLHOIO coJiepKaHusl
Unit-6/Ennhnua-6 2% CisHxN3;O3SNa  (pabenpazon  Hatpus)
uepes 2 4.

Average / CpenH. 3Havenue: 4%

In buffer solution pH 8.0 — not less than 75
% (Q) of CisHxN303SNa (Rabeprazole

sodium) label claim in 60 min.

/ B 6y¢depnom pacteope pH 8,0 — He menee
75 % (QQ) OT HOMWHANBLHOIO COJEPIKAHUA

CisH20N3;03SNa  (pabenpason  HaTpus)
yepes 60 MUH.

Unit-1/Eannuua-1 85%
Unit-2/Enunauua-2 88%
Unit-3/Enununa-3 90%
Unit-4/Ennanna-4 - 85%
Unit-5/Eaunuia-5 87%
Unit-6/EnruHnua-6 - 86%

Average / Cpenn. 3Havenve: 87%

Related substances | by HPLC

/ Popcreennbie npamecu, BOXKX

Rabeprazole N-oxide/
Pabenpazona N-okcun

Below LOQ (LOQ 0.008 %) / Hnwxe
npeacaa  KOJAWYCCTBCHIIONO  OHPCACICHUS

(TTIKO = 0.008%)

Rabeprazole Sulfone/
Pabenpazona cynshon

Rabeprazole Methoxy analog/
Pabemnpa3zona meTokcu aHanor

0.12%/0,12%

Not detected / ne obHapyskeHa

Rabeprazole Chloro analog/
Pabenpa3ona xnopo aHanor

Not detected / ne odHapyxeHa

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: Ilponykt coorBetcTBYeT Tpedoanusm HJL

Opinion : APPROVED
3akaiouenue: OJOGEPEHO

Prepared by/ q Checked by , Approved by: Manager

Ioarorosneno: IMpoBepeHo: MeHeikep 1o 0GecreleHUI0 KayecTBa
sl ()

Date/ [ara: g ?) OS‘/ %Z(.’ Date/ Jlara: 0%05n Date/ Jlara: '»}1,05’»307"4




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 3 0of6/Crp.3 u3 6

Product : Razo, Enteric-coated tablets 10 mg

Mpoaykr: Pazo®, TabneTkn, NOKPHIThIE KNIIEUHOPACTBOPHMOI 000J104K0#, 10 Mr
9 b

Batch No. / Cepus Ne : C2406461

Batch Quantity / 700000 Tablets
O0bem cepun: 700000 Tadaerox

Analytical Report No / Ananurnuecknii oryer Ne : §90001738968

Date of Analysis / Jlara ananuza: 22/05/2024

Date of Manufacture / Jlata npon3Boacta : 02/2024

Date of Expiry / Cpox roanoctu : 01/2026

Analysis performed according ND / Ananns nposeaen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

usMm. Ne | o1 29.06.2023

Rabeprazole Sulphide/
PaGenpazona cynsdhun

Rabeprazole Related
compound A/

PaGenpazona poacTsennas
IIpUMEChH A

npumecs C

Rabeprazole Related
compound C/
Pa6enpasona poacreeHHas

about RRT

MMHJIa30J1)

Specified Impurity at

1.37

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

about RRT

m/z=458

Specified Impurity at

1.51

(Mass m/z=458 Benzo

imidazole adduct) / I1pumecs
npu RRT 1,51 (macca

fen3umMuaa3ona aanykKT)

npUMeCh

npHUmMece

Total impur

Individual unidentified
impurity / EquHuuHas
HeuAeHTH(HULIMPOBAHHAS

ities / Cymma

|

0.04%/0,04%

Below LOD (LOD = 0.019%) / Huxe
npenena  obuapyxenus ([I0 =

10,019%)

Below LOD (LOD = 0.02%) / Huxe
npenena obHapyskeans (I10 = 0,02%)

0.01%/0.01%

Not detected / e oOHapyxeHa

Below BDL (BDL= 0.1%) / Huxke
nopora peructpaumnu (TP =0,1%)

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

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

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

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

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

not more than 0.2% / ne 6onee 0,2%

0.2%/0.2%

not more than 2.0% / ne 6onee 2.0%

Remarks : The Product confirms to ND/
IIpumeuanne: I1poaykt cootsercTBYeT TpedoBanusm HJI

Opinion : APPROVED
3akmoyenne: ONOBPEHO

Prepared by/
IToarorosieHo:

)

Checked by .
[Tposepeno: (33

Approved by: Manager
MeHekep no obecrieueHHIo KauecTBa

(ﬂh sl |

Date/ Jlata:

9 20X - 202

Date/ Jlara: 08051024~

Date/ Jata: n2-0§ -20%4




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 4 of 6/ Crp. 4 n3 6

Product : Razo, Enteric-coated tablets 10 mg
NpoaykT: Pazo®, Tabnerku, nokpbIThie KHIIEUHOPACTBOPHMOIi 060.104K0i, 10 Mr

Batch No. / Cepnst No : C2406461

.Analyticﬁeport No / AnaanTnueckuii otuer No : 890001738968

‘Bat

Oobem cepnn:

700000 Tablets
700000 Tabserok

ch Quantity /

Dat.

e of Analysis / JaTa anannsa: 22/05/2024

Date of Manufacture / JlaTa npoussoacrsa : (02/2024

Dat

e of Expiry / Cpok rognoctn : 01/2026

Analysis performed according ND / Auanus nposeaer no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
M. No 1 o1 29.06.2023

onpegeljienne

" 6 |Residual Solvents content / 1000 pg/tab / 1000 mxr Ha TabneTky |Isopropanol —not more than 1379 pg per
OcTaTouyHble OpraHuvecKne tablet / zonponanon — ue Sonee
pacTBopuTenn 1379 mxr Ha TabneTky

7 |Uniformity of dosage units / 5.715,7 Aceptance value (AV) should be not more
OagHopoaHocTh than 15.0. / Ilokaszarens npueMIeMoOCTH
JNO3MPOBAHMUS (AV) nonkeH 6bITh He Gonee 15,0.

8 |Microbial purity / Muxpo6nonorudeckas YucToTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / O61uee yncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOGHBIX MUKPOOPIraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obiuee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JIPO’KIKEBLIX W TINECHEBBIX
rpudoB
¢) E.coli Absentin 1g/ Shall be absent in 1g /

OrcyrcrByer B 1T JlomKHBl OTCYTCTBOBATL B 1 T
9 ':Assay / KonnuectBenHoe 9.9 mg/9,9 mr 9.0mg to 11.0mg of C;sHoN30O35Na

(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per  tablet /
Ot 9,0 mr pgo 11,0 mr CisHaoN3;O3SNa
(paGenpazon Hatpua) (ot 90 no 110 % ot
HOMMHAaIILHOTO coliepiKanns) B TabneTke.

10 (Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister and
patient information leaflet in a carton
pack. / Ilo 15 tabnerok B Gaucrepe
w3 (TIBX/AJI/TIA)  ¢onabrn  /
ATHOMUHUEBOH donbru. o
| Gnuctepy BMecTe C HHCTpyKUUEH
1o NPUMEHEHHIO B nauky
KapTOHHY!O.

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnetok B OnucTepe U3
(TIBX/AJI/TIA) donbru / anromMWHHEBOH
donbru. Ilo 1 unn 2 daucrepa BmecTe ¢
WUHCTPYKUMEH MO NPUMEHEHWIO B MauKy
KapTOHHY!O.

Remarks : The Product confirms to ND/
Ilpumenanne: IlponykT coorgeTcTByeT TpeboBaHusm H/J

Opinion : APPROVED
3akauenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager

Hoarorosnexo: IposepeHo: é Menemkep no oﬁccnjtleHmo KadecTBa
g b

Date/ Jlara: g9 2V 20 2(7, Date/ Hara: Date/ Jlara: .}Z,og_'),o')—‘“l

QZ/DS-—Z,OLf«




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Razo, Enteric-coated tablets 10 mg
IpoaykT: Pazo®, rabaerkn, NOKPbITHIE KHIIEYHOPACTBOPHMOi 06010UK0#, 10 Mr

Page S of 6/ Crp. Sn3 6

Batch No. / Cepua Ne : C2406461

Batch Quantity / 700000 Tablets
O0bem cepun: 700000 Tadnerox

.K;alvtical Report No / Anagutuyecknii oruer Ne : 890001738968

Date of Analysis / laTa ananusa: 22/05/2024

Date of Manufacture / JJata npounsBoacrsa : 02/2024

Date of Expiry / Cpox roasocru : 01/2026

u3m. Ne | 0129.06.2023

Analysis performed according ND / Ananus nposeaen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

11 |Labeling / Mapkupogeka

Complies as prescribed /
CoorBeTcTBYET TPeOOBAHUAM

According to ND /
B coorsercTBun ¢ H/I

12 |Storage conditions /
Xpanenue

At temperature below 25 °C. / Ilpu remneparype He Bbilie 25 °C.

13 |Shelf life / Cpox ronnocTu

2 years /2 ropa

Remarks : The Product confirms to ND/
IIpuneuanne: [Tpoaykr cooTBeTcTBYET TpeboBanusm H]I

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/

TloAroToRAEHO: Qﬁ

Checked by
IpogepeHo: ?g

Approved by: Manager
MeHrenskep no odecreyeHUIo KauecTra

(™"

Date/ Jlara: 27 20 7/‘-[

Date/ [laTa: 2265 lobj"

Date/ Jlara: 23-05 201




CERTIFICATE OF ANALYSIS

Dr.Reddy’s “:‘

CEPTHOUKAT AHAJIM3A

Product Elazo, Enteric-coated tablets 10 mg_

Page 6 of 6 / Crp. 6 n3 6

Ipoayxr: Pazo®, TabieTkn, NOKPLITHIE KHUIEYHOPACTBOPUMOi 000104K0i, 10 M

Batch No. / Cepus Ne : C2406461

Batch Quantity / 700000 Tablets
O06bem cepun: 700000 TaGnerox

Xnalytical Report No / Ananntuyecknit oruer No : 890001738968

Date of Analysis / lata anaausa: 22/05/2024

Date of Manufacture / lata nponseoacrsa : 02/2024

Date of Expiry / Cpok roanoctn : 01/2026

nim. Ne 1 01 29.06.2023

Analysis performed according ND / Ananns nposegen no HJ/I: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

API name / nanmenosanune ADC:

Rabeprazole sodium / Pabenpasosn narpus

INN / MHH: Rabeprazole / PaGenpazon
API manufacturer batch number /

Homep cepnu npouzeoantenn AD®C: A QLIOEES

FP Manufacturer API Batch number / FCQA02986

Homep cepnn cyocranunn npounspoantens [JID:

API Manufactured by & country /
IIponssoanrens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’ ¢ Jlabopatopuc Jlta., Uuams.

Remarks : The Product confirms to ND/

I pumeuanne: Ilponykr coorsercTByeT TpebGosanuam HJI

Opinion : APPROVED
3akaruenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager
TonrotoBneHo: éﬁ [lposepeHo: r?(, Metepkep no 00ecneUennio KauecTsa
G}P\, v
D ; - : S ‘
ate/ JlaTa 7 5,@5 9 OW Date/ [lata 23«09—1,02,7' Date/ JlaTa 02 -0S ~20 1+




