Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIVM3IA

Page1of6/Crp.1m36

Product : Razo, Enteric-coated tablets 20 mg
HponykT: Pazo®, TabneTkn, NOKPhITbIE KHIIEYHOPACTBOPHMOIi 060104K0#H, 20 Mr

Batch No. / Cepun Ne : C2311483

Batch Quantity /
O6beM cepuu:

1500000 Tablets
1500000 ragnerox

Analytical I_{eport No / Anaantuueckuii oruer Ne : 890001691395

Date of Analysis / Jlata anaansza: 29/09/2023 |

Date of Manufacture / [lara nponssoactsa : 07/2023

Date of Expiry / Cpok roanoctn : 06/2026

Analysis performed according ND / Ananns nposeaen mo HJI: JIT1-002666-191022

Ne Test / IToxka3zareanb

Result / PesyabTaThl

Specification / Hopma

1 |Description / Onuncanue

Round, biconvex, yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is

the core white. / Kpyrumle,
JBOSIKOBBIITYKJIbIE TabJIeTKH,
IIOKpBIThIE ~ OOOJIOYKOI  KeNTOro

|BETa, C MAPKUPOBKOH KPACHOTO LIBET
«RB20» Ha opHoil cropone. Ha
HonepevHoM paspe3e sapo  6esoro
IBETA.

Round, biconvex, light yellow to yello_w-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnsie, ABOAKOBBINMYKIble TabJETKH,
MOKpBIThIE 000NOUKON OT CBETIIO-XKENTOrO
JIO OKeNTOro 1LBeTa C  MAapKUPOBKOH
kpacHoro useta «RB20» Ha opHoi
cropore. Ha nonepeuHom pazpese sapo OT
6e710ro0 40 noutH OeNoro LipeTa.

2 |Identification By HPLC /
IopananocTs BIXKX

Complies as prescribed/
CooTBeTcTRYET

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 yaepskyMBaHusi OCHOBHOTO THKa Ha
XpoMmaTrorpaMme HCHBITYEMOIO pPacTBOpa
JOJIKHO COOTBETCTBOBATh BpPEMEHH
YIEP)KUBAHUSI  OCHOBHOTO  [MMKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHAapTHOIO
obpasua pabenpasona HaTpMsa (paszen
«KonuuecTeeHHoe onpeenenuey).

3 | Average weight of coated
tablets / Cpeansin macca
Ta0J1eTOK

211.47 mg /211,47 mr

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [IpoaykT cooTeTcTBYET TpeOOBanuasm HJI

~po

Opinion : APPROVED
3axawouenne: OJOBPEHO

Prepared by/ Checked by ;ﬂﬁ‘ﬁq Approved by: Manager

IToarororneno: M IIposepeHo: = MeHemxep no obecrnevennio KayecTsa
Eo—

Date/ [ara: VoG NoLD Date/ Jlara: Q,Of/ﬁ, Qo3 Date/ Jlara: 20.09 107




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A

Page2 of 6/ Crp.2 n3 6

[Product : Razo, Enteric-coated tablets 20 mg

IMpoaykT: Pazo®, TaGieTKH, HOKPbIThIE KHIIEYHOPACTBOPUMOii 06on0uKko, 20 mr

Batch No./ Cepusa Ne : C2311483

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000__:[‘36.]]@[0](

Analytical Report No / Anaautuyeckuii oruer Ne : 890001691395

Date of Analysis / laTa anaausa: 29/09/2023

Date of Manufacture / Jlata npoussoacrea : 07/2023

Date of Expiry / Cpok roanoctn : 06/2026

Analysis performed according ND / Anann3s npoBeaen mo HJI: JITT-002666-191022

Ne Test / ITokazarean

Result / Pe3yabTaThl

Specification / Hopma

4 | Dissolution / PacTrBopenne

Unit-1/Eaunnua-1 0%
Unit-2/Enmuunna-2 1%
Unit-3/Enunanna-3 3%
Unit-4/Ennnnua-4 0%
Unit-5/Eaunnua-5 4%
Unit-6/Enunua-6 0%

Average / Cpenn. 3Hauenue: 1 %

In 0.1M hydrochloric acid solution — not
more than 10% of the labeled amount of
Ci1sH20N303SNa (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pactsope
XJIOPUCTOBOJOPOAHOM KMCNOTEI — He Honee
10 % oT HOMMHAIILHOTO CcoaepIKaHMS
Ci1sH20N3O38Na  (pabenpasona Hatpus)
yepes 2 4.

Unit-1/Eaqunuua-1 89%
Unit-2/Epununa-2 84%
Unit-3/Eaunnua-3 86%
Unit-4/Ennnnna-4 87%
Unit-5/Eqnnnna-5 86%
Unit-6/EnuHuua-6 83%

In buffer solution pH 8.0 — not less than
75% (Q) of the labeled amount of
CisH20N303SNa (Rabeprazole sodium) is
dissolved in 60 minutes. / B GydepHom
pactBope pH 8,0 — He meHee 75 % (Q) ot
HOMHWHANBLHOTO coiep KaHus
CisH20N303S8Na  (pabenpa3ona Hatpus)
yepe3 60 MuH.

Average / Cpean. 3naueHue: 86 %

S |Related substances by HPLC

/ PoacTBeHHbIE MPUMECH, BIXKX

Rabeprazole N-oxide /
Pabenpasona N-okcuj

Rabeprazole Sulfone /
Pabenpazona cynsdon

Ragepr;zz)le Methoxy
analogue / Pabenpazona
METOKCH aHasor

0.03%/0,03%

0.07%/0,07%

Not detected / He o6HapyskeHa

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

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

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

Remarks : The Product confirms to ND/

Opinion : APPROVED

IIpumeuanne: [Tpoaykt coorBercTBYET TpeboBaHusm HJJ -~ | 3akmouenne: OJOBPEHO
Prepared by/ Checked by =" | Approved by: Manager
IToarorosneHo: m I'lposepeHo: %%// Meunemxkep no aobecrieticHUIO KauecTsa
Date/ JlaTa: A 009102 Date/ JlaTa: 20_07 -92023 Date/ Jlata: 20-09.22%%




CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Dr.Reddy’s €3¢

Product : Razo, Enteric-coated tablets 20 mg

Ilpoayxr: Pazo®, ra6aeTkn, NOKPbIThIE KHLIEYHOPACTBOPHMO¥ 0060J109K0iH, 20 Mr
Batch No./ Cepusa Ne : C2311483 Batch Quantity / 1500000 Tablets
O0bem cepun: 1500000 T206J1eTOK
Date of Analysis / Jlata anannsa: 29/09/2023
Date of Expiry / Cpok roamoctn : 06/2026

Pagc Jof6/ ('_I_[%

én_alvtical Report No / Ananuntnuecknii oruer Ne : §90001691395
Date of Manufacture / lata npouzBoactsa : (07/2023

Analysis perf&rn@d;cz)rding ND / Ananu3 npoBejeH no }E[: JIT1-002666-191022

Ne

_Test_/ Iloxka3zaTtenan

Result / PesyabTaThl

Specification / Hopma

Rab_eprazole_CEloro analogue /
Pabenpazona xjiopo aHanor

Rabeprazole Sulphide /
PabGenpazona cynsdpun

Rabeprazole Related
compound A / Pabenpazona
pOJICTBEHHAsI IIPAMECEH A

Rabeprazole Related
compound C / Pabenpazona
poncreeHHas npumeck C

about RRT 1.37

(Mass m/z=310
Imidazole) / Ilpumecs nipn
RRT 1,37 (macca m/z=310
UMH1a3001)

Specified Impurity at

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / TTpumech
npu RRT 1,51 (macca
m/z=458

OeH3uMHIa3041a ALy KT)

Not detected / He obHapykeHa

Below LOQ (LOQ = 0.027 %) / Huxe
npenena KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0,027 %)

Not detected / He oOHapy:keHa

Below LOD (LOD = 0.02 %) /
Hwxe npenena obnapysxenuns (I10 =
0,02 %)

0.01%/0,01%

Not detected / He oOHapy»keHa

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

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

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

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

hot more than 0.5% / ne Gonee 0,5 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogykr cooTsercTByeT TpeboBanusam HJL

Opinion : APPROVED
3axinouenne: OJIOGPEHO

Prepared by/ Checked by / Approved by: Manager

IloaroToseHo: M INposepeno: ng MeHemkep 1o obecrieueHHIo Ka4ecTsa
A -

Date/ Jlara: V4 o 2L Date/ [lara: R -c49-929.9 Date/ lata:  q¢ 593013




@
D o CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘ o CEPTUD®UKAT AHAJIU3A

Product : Razo, Enteric-coated tablets 20 mg
IpoayxT: Pazo®, TabJeTKH, NOKPHITbIE KHILEYHOPACTBOPUMOIi 000./104K0ii, 20 Mr

Paged4of6/Crp.4u36

Batch No. / Cepns Ne : C2311483 - Batch Quantity / 1500000 Tablets
- O06bem cepuu: 1500000 _TadJaeTok
Analytical Report No / Anaanrnueckuii oruer Ne : 890001691395 |Date of Analysis / /lata ananusa: 29/09/2023
Date of Manufacture / lata npoussoactsa : (07/2023 Date of Expiry / Cpok rogaoctn : 06/2026
Analysis performed according ND / Anann3 npoBenen no HJI: JII1-002666-191022 . -
Ne | Test / Iloka3aTenn Result / PesyabTarhb Specification / Hopma |
~ |Maximum unknown Below BDL (BDL= 0.1 %) / Huxe|not more than 0.2% / xe 6onee 0,2 %

individual impurity / nopora peructpauun (ITP =0,1 %)

Envinuunas

HeUAeHTUHULMPOBaHHAS

MpHUMECH

Total impurities / Cymma 0.1 %/0,1% not more than 2.0% / He Gosiee 2,0 % |

npumMecei

6 |Residual Solvents content / 1441 pg/tab / 1441 mkr Ha Tabnerky |Isopropanol —not more than 2621 pg per

OcTraTo4Hble opraHuyecKue tablet / Uzonponanon — He 6onee
pacTBOpHTENH 2621 MKr Ha TabneTky
7 |Uniformity of dosage units / 6.0/6,0 The acceptance value (AV) should be not
OanopognocTs more  than 150. /  Tlokasarenn
A03MPOBAHUS npuemnemocty (AV) pomkeH OBITE He
6onee 15.0.

8 |Microbial limits / MuxpoGuoJjiornyeckas 4ucToTa

a) Total aerobic microbial Not more than 1000 CFU/g /
coung / Ob1uee unciao Less than 10 CFU/g / He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPraHU3MOB Metiee 10 KOE/r
b) Total combined yeasts and Less than 10 CFU/g/ ~ |Not more than 100 CFU/g /
mould count / O61iee uncno Menee 10 KOE/r He Gonee 100 KOE/r
JIPONCOKEBBIX W IJIECHEBBIX
rpuboB
c) E. coli Absentin 1g/ Shall be absent in 1g/
OTtcytctBYET B IT JlomkHB! OTCYTCTBOBATh B 1 I
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [lpoayxr coorBeTcTBYeT TpeboBanusm HJ{ - ¢ 3akmouenne: OJOBPEHQO
Prepared by/ Checked by .. —~ | Approved by: Manager
IloarotoeneHo: M ITpoeepeno: ,_W- MeHepxep o oﬁénéllai ICHHIO KayecTBa
Date/ Jlara: oL Date/ lata: Z¢-09 . 9 023 | Date/ [lara: n021
‘s _c,q.:l 07 20.09




'Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

PageS5of6/Crp.5u36

Product : Razo, Enteric-coated tablets 20 mg
HpoaykT: Pa3o®, Ta6aeTKH, NOKPbITbIE KNIIEYHOPACTBOPHMOii 06010uK0ii, 20 MI

Batch No./ Cepun Ne : C2311483

Batch Quantity /
Oo6bem cepun:

1500000 Tablets '
1500000__ Taﬁﬂem

Analytic_al Report No / Ananutnuecknii oruer Ne : 890001691395

Date of Manufacture / Jlata npoussoactsa : 07/2023

Date of Analysis / JlaTa ananuza: 19/09/2023_
Date of Expiry / Cpox rogaoctn : 06/2026

Analysis performed according ND / Ananus npoeeaen 10 HJ: JII1-002666-191022

'.N'g

51

—Test / IlokaszarTean

Result / PesyabraThl

Specification / Hopma

Assay / Konuuecreennoe
onpegenenne

19.5 mg/ 19,5 mMr

|18.0mg to 22.0 mg of CisHN;0:SNa

(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr go 22,0 mr C;gH,yN3:O3SNa
(pabenpazona Hatpus) (ot 90 no 110 %
OT  HOMMHAJIBHOIO  COAEpKaHus) B
Tabnerke.

10

Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 rabnetox B Ommcrepe
w3 (IIBX/AJVIIA)  doasrn  /
AITFOMUHHUEBOM dbonpru. ITo
2 onmcTepa BMeCTE € HHCTPYKLMEH
no NPUMEHEHHIO B navky
KapTOHHYIO.

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Ilo 15 Tabnetox B Onucrepe u3
(IIBX/AJVTIA) ¢oneru / amomuHueroii
¢doneru. Ilo 1 wnu 2 Gnuctepa BMeCTe ¢
HWHCTPYKUMEH MO NPUMEHEHHIO B Tayky
KapTOHHYIO.

XpaHeHne

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TpeOOBAHUAM B cootBercTBun ¢ HJJ
12 |Storage conditions / At temperature below 25 °C. / [Ipu TemnepaType He Bbiliie 25 °C.,

13

Shelf life / Cpok ronnoctn

3 years/ 3 rona

Remarks : The Product confirms to ND/
Ilpumeuanne: [IpoaykT cooTBEeTCTBYET TpeboBanusam H/JJ

5 2

Opinion : APPROVED
3axarwyenme: OJJOBPEHO

N3
No ,1,9,,'\'“

Prepared by/ Checked by Approved by: Manager

Ioaroroeneno: I1posepeHo: Menemkep no obecrieyeH1Io KauecTsa
M ﬁ/b

Date/ Jlara: ’ Date/ [ara: 2 0..07, w 2 | Date/ Jlarta: 0.9 .27




CERTIFICATE OF ANALYSIS

'Dr.Reddy’s €3¢

CEPTU®UKAT AHAJIU3A

[Product : ] Razo, Enteric-coated tablets 20 mg

HpoayxT: Pazo®, ra6aeTkn, DOKPLITHIE KMIIEYHOPACTBOPUMOii 060104 K0MH, 20 Mr

Batch No. / Cepun Ne : C2311483

Batch 6uantity/
O6bem cepun:

1500000 Tablets
1500000_h_'[;a§_ﬂe1‘0](

Analytical Report No / Auaantuueckuii oruer Ne : 890001691395

Date of Analysis / laTa ananuza: 29/09/2023 |

Date of Manufacture / Jlara nponzeoacrsa : 07/2023

Date of Expiry / Cpok rognoctn : 06/2026

Analysis performed according ND / Ananu3 nposeaen no HJI: JII1-002666-191022

API name / nanmenosanue A®C:

Rabeprazole sodium / Pabenpaszon narpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepnu nponzsoaurtens ADPC:

ACOHO005166, ACOH005183

FP Manufacturer API Batch number /

Homep cepuu cydcrannun npousogurens I'JID:

FCOA02406, FCOA02407

API Manufactured by & country /
IIponssoantens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c Jlabopatopuc JIta., Muaus.

Remarks : The Product confirms to ND/

Opinion : APPROVED

IIpumeganue: Ilponykr coorBeTcTBYeT TpeGoBaHusM H/J _ | 3aknwuenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager
ITonrotosneno: IIpoBepeno: 2 Menekep no obecretennto KayecTsa
M D —
Dat ; : Dat R . 5 -07.
ate/ [lara To -9 a2 ate/ Jlata 2007 92073 Date/ Jlata 20-07.7022,




