Dr.Reddy’s l

CERTIFICATE OF ANAI

LYSIS

CEPTHO®UKAT AHAJIN

3A

Page 1 of S/ Crp. 1 u35 -

Product : Razo, Enteric coated tablets 20 mg

Hpopyxrr: Paso®, radaerkn, NOKpE

MTble KHITEYHOPACT BU[)“MOM 000J109KOil, 20 mr

Batch No./ Cepus Ne: C2115906

Batch Quantity /

O0beM cepum: 1500000 TaGnerox

1500000 Tablets

| Analytical Report No / Anamuuaecknii oruer Ne : 890001568465

Date of Analysis / Jlara anaauza: 19 19/01/2022

Date of Manufacture / Jlata npoussoactsa :12/2021

Date of Expiry / Cpok roanocTu : 11/2024

Analysis performed according ND / Anaju3 npoBseex no HJL: JIIT-002666-131120

Nb
1

Test / IloxkaszaTenn

Description / Onucanue

Result / PesyabTaTh

Specification / Hopma

Round, biconvex, light yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core off white. /
Kpyrneie, IBOAKOBBITYKIHIC
TabneTky, MOKphIThie 060N0YKOH
CBETIIO-KEJITOTO LIBETA, €
MAPKHPOBKOM KPacHOTO LBCTA
KRB20s» 1 ool cropoHe. 11a
NonepeyHoM paspese aapo benoro

coated tablets with red ink

cropolie. Ha nonepeunoM paspese aapo
Gesioro no noutu Genoro uBeTa.

chromatogram of the test preparation

the main peak in the chromatogram of
Rabeprazole sodium standard preparation
(section Assay). / Bpems yaepicasanng
OCHOBHOTO MWK Ha XpoMaTorpamme
MCHBLITYEMOTO PACTROPA JOIDKHO
COOTBETCTRORATH BPEMENH YACPHKHBANHS
OCHOBHOIO 1UKA HA XpoMaTorpamme
pacTROpa cTAHAapTHOro 0bpasia
pabernpazona Hatpua (pasaei
«KonuuecTseHHOE ONpeleeHnen).

_ BETA.
2 |Identification By HPLC/ Complies as prescribed /
Hopnunnocts BOXKX COOTBETCTBYET
| 3 |Average weight of coated 206.31 mg /206,31 mr

tablets / Cpeanns macea
TabdJIETOK

Round, biconvex, light yCIIO\;R ycllow-_
imprinted
«RB20» on the one side. The cross section

is the core from white to off-white. /
Kpyrnible, IBOAKOBBINYKIIBbIC TabJeTKy,
NOKpBITHIE 0GONIOYKOH OT CBETIIO-XKENTOro
N0  SKENTOI0  LBETa C  MapKUPOBKOii
KpAcHOro UBETa «RB20» Ha ogHOM

The retention time of the major peak in the

should correspond to the retention time of

aT

212.68 mg + - 5% (202.05 —
21268 mr £ 5 % (o1
22331 mr)

22331 mg)/
202.05 wmr

a0

Remarks : The Product confirms to ND/

M puweuanne: [TpoaykT mulmu. reyer rpebosannam HJl

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by/
[loarorosneHo.

o=

Checked by
[Ipoeepeno:

Approved by: Manager
Menepiep 1o oGecneteHnio KauecTsa

Date/ Hara: %,0 [-Ro2)

Date/ Jlara: e Y% %

Date/ [ara:

NI Ey-vE




Dr.Reddy’s !

CERTIFICATE OF ANALYSIS

CEPTUHOHUKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 m mg

[Mpoaywr: Pazo®, TabJIeTKH, NOKPLITHIC
| =X P

KHILIETHOPACTEOPAMOI 06010MKO0M, 20 M

Batch No./ Cepuna Ne : C2115906

Analytical Report No / Ananutnueckuii oraer Ne : 890001568465

Batch Quantlty /-
| O0Bem cepin:

Page2 of 5/Crp.2 uz 5 -

1500000 Tablets
1500000 TaGnerox

Date of Analysis / JlaTa anannsn: 19/01/202“

Date of Manufacture / Jara nponssoacrsa :12/2021

Analysns performed according ND / Anann3 nposeaen no HJI: JIT1-002666-131120

Date of Expiry / Cpox roanocrs : 1172024

Ne

Test / IoxkazaTens

Result / PeayanraTnl

4 |Dissolution / Pacreopenne

—

Specification / Hopma

Unit-1/Epynnua-1 1% In 0.1M hydrochloric acid solution — not
T Unit-2/Eannnua-2 29, |more than 10% of the labeled amount of]
L __1C1sH2N303SNa  (Rabeprazole sodium) is

Unit-3/Epununa-3 2o dissolved in 2 hours. / B 0,1 M pacteope
| Unit-4/Envnnua-4 2% XJIOPUCTOBOAOPOJHON KUCIIOTHI — He Gonee
" Unit-5/Eannnna-S 3%, 10 % OT HOMHHAJIBHOTO COAepikaHus

Unit-6/Epununa-6 20 i S;;I:;O?:(.)SSNa (pabenpazona  watpus)
| Unit-1/Enunnua-1 92% In buffer solution pH 8.0 — not less than

Ub 2B a0 90% 75% (Q) of the labeled amount of]

i CsH20N303SNa (Rabeprazole sodium) is

Unit-3/Ennnua-3 9% dissolved in 60 minutes. / B 6Gydepnom

Unit-4/Eqnnvna-4 91% pacteope pH 8,0 — e menee 75 % (Q) ot
" Unit-5/Eananua-5 91% |HOMMHAnbHOrO coaepikannd

. _1C1sH20N;3;03SNa  (pabenpasonia  HaTpus)

Unit-6/Eaunnua-6 86%

yepes 60 MuH.

Remarks : The Product confirms to ND/
I pumeuanue: [1pojlyKT COOTBETCTBYE rpedosanunam HJ|

Opinion : APPROVED
Zaxmouenne: OJJOBPEHO

Prepared by/
IloaroroBneHo:

W

Checked by
ITpoBepeHO: =

Approved by: Manager
Mene prep no odecnedeHnio kauecTsa
=

Date/ JlaTa:

Date/ Jlata: %m\r%?—f)—/

Date/ [ara: w‘—o‘ o —




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Dr.Reddy’s ":‘.

Product : R_ﬂ),_En?eric coated tablets 20 mg

[ poaykr: Pazo®, TadueTkn, HOKPbITbIE KHIIEUHOPACTBOPHMOI 060.101KO0ii, 20 Mr

Page3of 5/Crp.3 w3 5 B

Batch No./ Cepus Ne : C2115906

Batch Quantity / )
O0bem cepuu:

1500000 Tablets
1500000 TaGaerox

Analyticz;j_Bﬂort No / Anasmruuecknii order Ne : 890001568465

| Date of Analysis / laTta anannza: 1_9/01/2022___

Date of Manufacture / Jata npoussoacrsa :12/2021

Aﬁysis i)—e;‘formed according ND / Ananus nposeaen no HJI: JII1-002666-131120

Ne Test / ITokazaTenb

Date of Expiry / Cpok roguoctu : 11/2024

Result / PesynbTrarhbl

Specification / Hopl_wa

5

Rabeprazole N-oxide /
Pa6enpazona N-oxcup

Related substances by HPLC / Poacreennbie npumecu, BO2KX

Rabe}ra;)le Sulfone /
Pabenpazona cynbdon

PaGenpazona MeTokcy aHanor

Rabeprazole Methoxy analogue /

hl_{abe_prazole Chloro analogue /
Pabenpazona xn0po ananor

Rabeprazole Sulphide /
Pabenpasona cynbpua

Maximum unknown individual
impurity / Ennanunas
HEUAEHTHPUIUPOBAHHAS
npumMech

Total impurities / Cymma
npuMecen

Less than LOQ (LOQ: 0.022%)/
Hwke npenena koinuyecTBEHHOTO
onpenenenus (TTKO: 0,022 %)

0.08%/0,08%

Not detected / He o6HapyskeHa

Below LOD (LOD: 0.011%)/
Hwxe npenena obHapysxeHHs

(110 : 0,011 %)

Less than LOQ (LOQ: 0.027 %)/
Hwie npeaena KOaM4ecTBEHHOTO
onpenenenus (ITKO: 0,027 %)

0.02 % /0,02%

0.2% /0,2%

Residual Solvents content /
OcraTouHble OpraHnueckune
pacTBOpHTeH

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

not more than 0.5% / ne 6onee_()3%

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

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

not more than 0.5% / »e 6onee 0,5 %

not more than 0.2% / He Gonee 0,2 %

not more than 2.0% / He 6onee 5,0 %

1451 pg/tab / 1451 mkr na TabneTky

Isopropanol — not more than 2621 ng per
tablet / Mzonponanon — He 6onee 2621 mMkr
Ha TabneTky

Ilpumeuanne: I1pogyKT COOTBETETB

| Remarks : The Product confirms to ND/
yeT Tpebosanmam HJI

Opinion : APPROVED
3akaouenne: OJOBPEHO

Prepared by/
[ToaroroBneno

" Checked by

ﬂponaepmno%

Approved by: Manager
Meniesuicep 110 obecnetieiio |w

| Date/ JlaTa: 24,_07 .2022

Date/ Hara: q;‘\(o\ 0L 22—

Date/ Jlara: o ) ‘-—»’LO'VL//_




Dr-Reddy’s "'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 mg
IIpoayxr: Pa30® Ta6JIETKH, NOKPbITbIe KHIIEYHOPACTBOPHUMOW 060J10uK0ii, 20 Mr
Batch No. /Cepun Ne : C2115906

Batch Quantlty /
O6nem cepun:

Page 4 of 5/ Crp. 4 4 w3 5

1500000 Tablets
1500000 TaGaerox

__A_nalytica_l:lggpo_rt No / Ananurnueckuii oruer Ne : 890001568465

Date of Analysis / laTa anaanza: 19/01/2022 ]

Date of Manufacture / lata npoussoacrsa :12/2021

Date of Expiry / Cpok ropnocru : 112024

Ne|

zlalysis pérformed according ND / Anasnu3 nposeaen no HJI: JIT1-002666-131120

- TI‘e_st / Iloka3zarennb

7

Result / PesyabTaTsl

_Speciﬁcation ﬁ-lopRaa

Umformlty of dosage units /
OaHODOHOCTH NO3HPOBAHMSI

2.2/2,2

more than 15.0. /

oonee 15,0.

8 |Microbial limits / Mnkpo6HoJsiornyecKkast 4MCTOTa
a) Total aerobic microbial count / Less than 10 CFU/g/
O61ee yncno a3poOHBIX Menee 10 KOE/r
MHUKpPOOPraHu3MOB
b) Total combined yeasts and Less than 10 CFU/g/
mould count / Obuee yncno Menee 10 KOE/r
JPO3COKEBBLIX M TNICCHEBBIX IPUOOB
c) E. coli Absentin 1g/
Oreyrersyer s 1r
9 Assay / KosmmuecTBeHHoe 19.8 mg/ 19,8 mr

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

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

Shall be absent in 1g/
JToIDKHBI OTCYTCTBOBATL B | T

The acceptance value (AV)_slaoEId be n

Tloxazarens
npvemnemoctd (AV) pomkeH ObIThb He

ot

oupeaeeHne

18.0 mg to 22.0 mg of C;sHxN3O3SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablct /
Ot 18,0 mr no 22,0 mr Ci;sHyN3O3SNa
(pabenpazona natpus) (ot 90 no 110 %

OT  HOMMHAJbLHOTO  COJlepXKaHWsA) B
Tabnerke.
Remarks : The Product confirms to ND/ 6pir;i0i: APPROVED o
I pumeuanne: [Npoaykt cooteercipyer TpedoBanusm HJI 3akmouenne: OJJOGPEHO - |
Prepared by/ 0 574), Checked by Approved by: Manager
INMoarorosneHo: Jﬁ [IpoBepeHo: Mene ukep no uﬁecnuuen%m KavecTsa
Date/ ,[laTa: o[~ Date/ [lara: Date/ [laTa:
26401-2022 g\ e 7022 24 0l-20272—




DrReddy’s €¢

Product : Razo, Enteric coated tablets 20 mg

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

PageSofS/Crp. Sus5

Ipoaykr: Pazo®, TabaeTkn, NOXpbITbIE KHINETHOPACTBOPHMOTT 060/101K0ii, 20 MT

Batch No. / Cepua Ne : C2115906

Analytlcal Report No / Ananutnuecknii orer Ne :

Batch Quantity / 1500000 Tablets
Ob6bem cepuu: 1500000 TaGaeToK

Date of Munufacture / Jara npousBoacrea :12/2021

90001568465 Date of Analysis / [laTa anann3za: 19/01/2022
Date of Expiry / Cpox roxnoctn : 11/2024

Analysis performed according ND / Ananaus npOBeueH no HJI: JIT1-002666-131120

Ne Test / TlokazaTes

Result / P(;y.m,TaTbl

Specification / Hop—M_a

10 Packagmg / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
paticnt information lcaflct in a carton
pack. / Ilo 15 tabnerox B 6mcTepe U3
(IIBX/AJI/TIA) donbru /
alIOMHUHHUEBOH donpry. Ilo
2 6nvcrepa BMecTe ¢ MHCTpPYKLHEH Mo
TIPUMEHEHHIO B MAYKY KAPTOHHYIO.

15 or 30tablets in HDPE bottles with
screw neck equipped with tamper-evident
mecmbranc scaled with plastic screw caps
with liner, bag of desiccator (silica gel) and
polyester cotton swab. Each bottle and
patient information leaflet in a carton pack.
15 tablets in a (PVC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leatlet in a carton pack. /

Mo 15 wnu 30 Tabnetok B 6ankax u3
NOJUITHEHA  BBICOKOM  TMIIOTHOCTM C
BUHTOBOM rOpPJIOBMHOMH, CHa0>KEHHBIX
MEMOpaHOH Al KOHTPO/IsL  TIEPBOTO
BCKPBITHS, YKYMOPEHHBIX IUIACTHKOBLIMU
HABUHUHBAaEMbIMU KpbIITKaMH c
NpoKNaJkoH W BIOXKEHWEM [aKeTa ¢
BJIArOMNOIJIOTUTENEM (cunukarens) U
TamnoHa u3 nosivagupHoil BaThl. Kaxcnas
0aHka BMecTe C WHCTpyKlUMed 1o
NPHUMEHEHUIO B MAYKy KapTOHHYIO.

ITo 15 Tabnerok B  OnHcrepe w3
(IIBX/AJI/TTIA) donbru / armomMuHHEBOM
¢doavru. Tlo 1 wnn 2 Giucrepa BMecTe ¢
MHCTPYKUHEH NO MPUMEHEHWIO B Nauky
KapTOHHYIO.

11 |Labeling / Mapkupogka

12 StorzEe conditions / XpaHenne

Complies as prescribed /
CooTBeTcTBYCT TPeOOBAHNAM

According to ND /
B coorBercreuu ¢ 11]]

13 [Shelf life /
Cpok roagnocTu

'2_years (in bottles), 3 years (in blisters). /
2 rona (B 6aHkax), 3 roaa (B Onucrepax).

At temperature below 25 °C. / Ilpu Temneparype He Bbiuie 25 °C.

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykr COOTBETCTBYET TDe60BaHHﬂM HI

Prepared by/

nO):lFOTOBﬂeHOI/ ;eef/é
_.!‘.»

Opinion : APPROVED
| 3akarwuenne: OJJOGPEHO
’Checked by Approved by: Manager

[poBepeno: | _— Menesuxep no :n.n_uluiumm KauecTna

Date/ [lara: %@] ..20%2/

Date/ [lara:

%(‘O\"

201LV| Date/ Jlara:

'L\k._o\ —22) 2




