Dr.Reddy’s ":‘

Product : Razo, Enteric coated tablets 20 mg
Iponyxr: Pa3o®, TabieTKA, NOKPbIThIE KHIIEYHOPACTBOPHMOii 060.101K0if, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Page 1 of 5/ CTp_,_] ni s

Baltch No. / Cepust Ne : C2111546

A_nalytical Report No / AHaanTHeckHii oTuer Ne : 890001550990

Batch Quantity /
Oobem cepun:

1500000 Tablets
1500000 Ta6serox

Date of Analysis / lara anaansa: 19/10/2021

Date of Manufacture / lara nponssoacrsa :09/2021

Date of Expiry / Cpok roanocts : 08/2024 o

Xnalysis p;rformed according ND / Ananus nposeaen no HJI: JII1-002666-131120

Ne

Test / Ilokazareb

Result / PesyabTaTnl

Specification / Hol_nvm

1 ﬁscrii)tion / Onucanune

Round, biconvex, yellov_v coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrasle,
JIBOSIKOBBINYKJIbIE TAOJETKHY,
NOKPBIThIE 060IOYKOH OT CBETIIO-
JKENTOrO /10 JKEITOrO IBETa C
MapKHPOBKOH KPACHOTO 1{BETa
«RB20» na opnoii cropone. Ha
nonepevyHoM paspese sapo NoYTH
Genoro 1BeTa.

2 |Identification By HPLC /
IToanunnocers BOIKX

Complies as prescribed /
CooTtBercTBYyeT

Round, biconvex, light ﬁo_w to yellow-

coated tablets with red

ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnsle, OBOSKOBBIMYK/ble — TableTKH,
NIOKpBITBIE 000I04KOH OT CBET/I0-)KENTOro
20 useTa ¢

KpacHoro

’KEJITOrO MapKHPOBKOH
«RB20» na opHoM

ctopoHe. Ha nmonepe4Hom paspese sapo oT

BeTa

6enoro A0 ITOYUTH Oesioro useTa.

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 ynep>kupanus
OCHOBHOTO NMKa Ha XpomarorpamMme
HCIIBITYEMOT'O PacTBoOpa A0IKHO
COOTBETCTBOBATb BPEMEHU yl€pPKUBAHUS
OCHOBHOT'O MYKa Ha XpoMaTorpamme
pacTBopa craHAaapTHoro obpasua
pabernpasona HaTpusa (pasaen
«KonuuectseHHoe onpenencHues).

bl

'Average weight of coated
tablets / Cpeansnsn macca
TabJjeTox

4 |Dissolution / Pacreopenie

204.56 mg /204,56 mr

212.68 mg £ 5% (202.05 -223.31 mg)/
212,68 mr £ 5 % (ot 202,05 wmr po
223,31 mr)

2%

Unit-1/Eapunua-1 ]

In 0.1M hydrochloric acid solution — not

Remarks : The Product confirms to ND/
Ilpumeuanne: [Npoaykt cooTsergapyeT Tpebopanusam HI

“Opinion : APPROVED
Zaxkmouenne: OJOBPEHO

Prepared by/
[ToarorosieHo:

@

Checked by

IposepeHo: l/)&%

Approved by: Manager

Menemxep no 06ecnu;i?--:m|n kauecTBa

Date/ Hara: 20O .—-%

ate/ Jlata:
T 9 1o -

Date/ Jlara:
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Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 mg
IpoaykT: Pa3o®, TabjieTkH, NOKPHIThIE KHIIEYHOPACTBOPHMOii 060s10uKOi, 20 MT

Page2 of S/ Crp. 2m3 5 N

Batch No./ Cepust Ne: C2111546

Batch Quantity /
O0bem cepun:

Anal_ytical Report No / Ananutu4ueckuii oTuet Noe :

1500000 Tablets
1500000 rTaduerox

890001550990

Date of Analysis / lata anaimsa: 19/10/2021 '

Date of Manufacture / Jlara npounssoacrsa :09/2021

Date of Expiry / Cpox roanoctn : 08/2024

A_Analysis performﬁ according ND / Anajms nposenen no HJL: JII1-002666-131120

I_Ng Test / Ilokazaresab

Result / Pe3yabTaThl

| 5 _ _Re_lated_sub_sm—nces l;ljll;LC / PoacTBennble npumecu, BOXKX

Specification / Hopma

Unit-2/Epunnua-2 0% more than 10% of the labeled amount of
Unit-3/Eqnmmia-3 1% C1sH20N303SNa (Rabeprazole sodium) is

i dissolved in 2 hours. / B 0,1 M pactsope
Unit-4/Epunna-4 4% XJIOPUCTOBOAOPOJHON KUCIIOTEI — He Gosee
Unit-5/Enunuua-5 0% 10 % OT HOMMHAIBHOIO COACpIKaHHS
Unit-6/Equnnua-6 0% CisH20N303SNa  (pabenpasona  Hatpus)

uepes 2 u.

175% () of the

Unit-1/Epunnna-1 91%
Unit-2/Eaunnna-2 91%
Unit-3/Eaunnua-3 90%
Unit-4/Eqununa-4 - 88%
Unit-5/Eaunnna-5 90%

89%

Unit-6/Eanauua-6 l

In buffer solution pH 8.0 — not less than
labeled amount of
CisHaN;0:SNa  (Rabeprazole sodium) is
dissolved in 60 minutes. / B Oydeprom
pactBope pH 8,0 — ne menee 75 % (Q) ot
HOMUHAILHOTO COJIEPIKAHU
-:CmHzoN}O}SNa
uepes 60 MUH.

(pabenpazona  narpus)

Remarks : The Product confirms to ND/

IMpumeuanne: Npoaykr COOTBQTC i

weT Tpedoanusam HJJ

Opinion : APPROVED
Jakmouenne: OJOBPEHO

Prepared by/ L Checked by
ﬂogrOTOBﬂeHoCV [1poBepeHo:

Lol

Approved by: Manager

Mene prep no 06ecnw!;~:u-m\ KavuecTpa

Date/ JlaTa:

0 o0 9024

Date/ JHara:

21-0-202)

Date/ Jlara:

2\~ 297




CERTIFICATE OF ANALYSIS

® -
CEPTUPHUKAT AHAJIU3A
Dl'. ReddY’S ‘.... ~ Page3 of 5/ (f‘rp_,_3_ s

Product : Razo, Enteric coated tablets 20 mg

Iponyxr: Pa3o®, TaGiieTKH, MOKPbITbIE KRIIEYHOPACTBOPHMOIi 0005101K0if, 20 Mr

Batch No. / Cepun Ne : C2111546

{_\_galytical Report No / Ananutnueckuii oruer Ne : 890001550990
Date of Manufacture / [lata nponssoactsa :09/2021

Rabeprazole Sulfone /

Y 0
Pa6enpasona cynspon 0.07%/0,07%

Rabeprazole Methoxy analogue / |Not detected / ne oGHapy»xeHa
Pabenpasona METOKCH ananor

Rabeprazole Chloro analogue /

Not detected / He o6HapyeHa
Pabenpa3zona xnopo ananor

T{abeprazole Sulphide / 0.04 % /0,04%
Pabenpazona cynbdun

impurity / Enuanunas 0.02 % /0,02%

HEWIECHTHPULIMPOBaHHAS

Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 Ta6aerox
Date of Analysis / lata ananuza: 19/10/2021
Date of Expiry / Cpok roanocrn : 08/2024 '

onpenenenus (ITKO= 0,022%)

.Analysis performed according ND / Ananns nposeaen no HJI: JIT1-002666-131120

Ne Test / Iloxazarensn Result / PesynbTaThl Specification / Hopma
| Rabeprazole N-oxide / Less than LOQ (LOQ= 0.022 %7/ not more than 0.5% / He Gonee 0,5 %
Pabenpazona N-okcun Hwxe npenena KonuuecTBEHHOTO

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

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

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

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

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

OIIHOI)OIIHOCTL AO3HUPOBaAHHS

8 [Microbial limits / MukpoOGuoaornueckas 1ncToTa

pUMech
Total impurities / Cymma 0.2% /0,2% not more than 2.0% / He 6onee 2,0 %
npuMecen
6 |Residual Solvents content / 1350pg/tab / 1350Mkr Ha Tabnerky |Isopropanol — not more than 2621 pg per
OcTtaTouHble OpraHHYecKne tablet / M3onponanon — He 6onee 2621 mkr
pacTBopHuTEH . Ha TabneTKy
7 |Uniformity of dosage units / 3.1/3.1 The acce&ance value (AV) should be not

more than 15.0. / [TokazaTensb
npuemaemMoctT (AV) Ja0mKeH OblTb He
bonee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanne: [lpoaykr coorsgrersyer Tpebopanuam H/|

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Approved by: Manager
Metnepkep no 06e0|%u-u0 KayecTsa

a———

Prepared by/ / ng)f—% Checked by
MNosroroneno: A< & Mposepeno: z
V /\@Ul&ﬂa
—_—7

Date/ JlaTa: 2/01@»@ ‘Date/ Jara: 5| ’O ZOU

Date/ Jlata: 01D 202}




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Page4 of S/ Crp. 4u3 5

Product : R;zo, Enteric coated tablets 20 mg

IpoaykT: Pa3o®, TaGeTKH, NOKPBITbie KNIIEYHOPACTBOPUMOH 060J104K0i, 20 Mr

Batch No. / Cepus Ne : C2111546

gglytical Report No / Ananutnyecknii oruer Ne : 890001550990

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 radmnerox

Date of Manufacture / lata nponssoactsa :09/2021

Date of Analysis / Tata ananuza: 19/10/202 1
Date of Expiry / Cpox roanocthn : 08/2024

Analysis performed according ND / Ananns nposeaen no HJI: JII1-002666-131120

Ne Test / Iloka3zarenn

Result / PesynabTaThl

Specification / Hopma

a) Total aerobic microbial count /
Ob1ee uncno aspobHBIX
MHKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O6uee yucio
JPOSOKEBBIX M THIECHEBbLIX TPUOOB

¢) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Absentin 1g/
OtcytcTBYyeT B Ir

9 |Assay / KoanuecTBennoe
onpenejieHne

20.1 mg /20,1 mr

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

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

Shall be absent in 1g/
JloJbKHBI OTCYTCTBOBATL B | I

18.0mg to 22.0 mg of Ci;sH»N30:SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr mo 22,0 mr CisH2N3035Na
(pabenpazona Hatpus) (ot 90 no 110 %
OT  HOMHWHAJLHOTO  coleprKaHus) B
Tabnerke.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeI e

et TpeboBanusm HJJ

" Opinion : APPROVED
3axmouenne: ONOBPEHO

Prepared by/ o
[ToarotoBneH 1%

Checked by
Iposepeno:

Al

Approved by: Manager
MeHnekep 1o 06eC|$§ﬁ|t-|}o KavdecTBa

Date/ Jara: ZO»(‘Q_ M

Date/ Jlara: 2//»[0.- ?/DL/

Date/ [ara: 0\ -lo~202/




Dr.Reddy’s Q%

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Batch No./ Cepust Ne : C2111546

Analytical Eeport No / AnaauTtuuec

Product : Razo, Enteric coated tablets 20 mg
Hpoaykr: Pa3o®, TabjieTKH, NOKPHIThIE KHILEUHOPACTBOPHMOii 000J104K0H, 20 Mr
Batch Quantity /
O61bem cepun:

xuii oraer Ne : 890001550990 |Date of Analysis / lara anaausa: 19/10/2021 |

PageSof S/ Crp. 5u3z 5 )

1500000 Tablets
1500000 Taduerox

Date of Manufacture / Jlara nponss

oactpa :09/2021

Date of Expiry / Cpox roanoctu : 08/2024

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

| Ne Test / Iloxkazarean

Result / PesyabTaThl

Specification / H(Eﬁwa

10 Packaging / YnakoBska

Labeling / MapkupoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabnerox B bnncrepe n3
(ITBX/AJI/TIA) donbru /
aJIFOMMHHEBON ¢osbru, Ilo
2 6ucTepa BMECTE ¢ WHCTPYKUHUEH MO
NPUMEHEHUIO B NaYKy KAPTOHHYIO.

Complies as prescribed /
CoorercTByeT TpeGOBaHHIM

15 or 30tablets in HDPE bottles with
screw neck equipped with tamper-evident
membrane sealed 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/AV/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

Mo 15 wan 30 Tabnetok B GaHkax wu3
NOJNIUITUIIEHA  BBICOKOH  TIJIOTHOCTH €
BUHTOBOH  TOpPJIOBHMHOH,  cHaO)KeHHBIX
MeMOpaHO# 1S KOHTpOJIs  MEPBOrO
BCKPBITHS, YKYMOPEHHBIX IIaCTMKOBBIMU
HaBHHYWBAEMbIMH KpBILITKaMH c
NpOKJIanKkoi M BIOXKEHWEM TMakeTa C
BJIArOMOTTIOTUTENIEM (cunukarens) U
Tamnona u3 noauvadupHod Bathl. Kaxknas
GaHka BMecTe C€ MHCTPYKUMEH 1O
NPUMEHEHHUIO B NAUKY KaPTOHHY!O.

Ilo 15Tabsnerok B  Onucrepe  u3
(JIBX/AJVTIA) donsru / anmomuHueBoi
¢donbru. Tlo 1 wim 2 Ouucrepa Bmecre ¢
MHCTPYKUMEH MO TIPUMEHEHMIO B Nauky
KapTOHHYIO.

lAccording toND/
B coorseTcTRUM ¢ H]I

Ston?ge conditions / Xpanenune

Shelf life /
Cpok roanoctu

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

2 years (in bottles), 3 years (in blisters). /
2 rona (B 6aHkax), 3 roga (B Gnuctepax).

 Ilpumenanne: [poayKkT cooTBETCTR

"Remarks : The Product confirms to ND/

yeT Tpebosannam HJI

Prepared by/ =24

[MoaroroBneHo: W

Checked by

I1poepeHo: (/)[‘)Ubdﬂ
- \ .—_/7

M

| Date/ Jlara: {O ~O ,M

Opinion : APPROVED
3akniouenne: OJOBPEHO
Approved by: Manager

CHCJ/DKEP Mo O6€CHE"$‘IHIIH KadeCcTBa

Date/ [laTa: R

Date/ Jlara:

o - ~2024




