CERTIFICATE OF ANALYSIS

CEPTHOHKAT AITAJIVI3A

" Dr.Reddy'’s €%

Product : Razo, Enteric coated tablets 20 mg

Ipoayxr: Pa3o®, TabaeTku, noKpbIThie KNIEUNOPACTBOPHMOi 060101k 0, 20 MT

e

Batch No. / Cepus Ne : C2112383

gn_alytical Report No / Ananurnuecknii oruer Ne : 890001552783

Page1of5/Crp. 1m35

Batch Quantity / 1500000 Tablets
O6nem cepun: 1500000 Tadaerox |

Date of Manufacture / Jlata nponssoacrsa :09/2021

Date of Analysis / lara anaamza: 31/10/2021
Date of Expiry / Cpox roanocrn : 08/2024

A;;l);is performed:ccording ND / Auaans nposenen no H/I: JII1-002666-131120

Ne Test / Ilokazarein

1 |Description/ Unncanue

Result / PesyabTaThl

Specification / H—Op_M:

Round, biconvex, yellow coated
tablcts with red ink imprinted
«RB20» on the one side. 'T'he cross

section is the cute white. / Kpyuiste,
JBOSIKOBBIIYKITble TaOJIeTKH,
MOKPBITBIC 000J0UKOH OT CBETJIO-
YKEJITOTO J10 JKEJTOr0 LiBeTa C

MapKUPOBKOM KpacHOro 1iBeTa
«RB20» na oguoit cropoue. Ha

NONEPEYHOM Pa3pese sipo MouTH
6enoro LBeTa..

Round, biconvex, light yeIIO\_v to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. 'I'he cross section
is the core from white to off-white. /
Kpyrnble, ABOSKOBBIMyKIble  TabGeTKH,
TIOKPBITHIE 0DOJNIOUKOH OT CBETNO-KENTOrO
JI0  JKeATOro LBeTa C MAapKMPOBKOM
kpacHoro 1Bera «RB20» wa oanoi
cropoue. Ha nonepeunom paspese siapo or

Oenoro o noutu 6enoro UBeTa.

2 |Identification By HPLC /
TTopauunocrs BDKX

Complies as prescribed /

CooTtBeTcTBYET

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 yaepsinsaHus
OCHOBHOIO NYKa Ha Xpomarorpamme
WCMLITYEMOTr0 pacTBOpa JOMKHO
COOTBETCTBOBATH BPEMEHHW YIEPIKHBAHUA
OCHOBHOTO IMKa Ha XpoMaTorpamme
pacTBOpa cTaHnapTHOro obpasua
pabcnpasona natpus (pasach
«KonunuecTBeHHOE onpeenieHrue).

3 |Average weight of coated
tablets / Cpeansst macca
TabJeToK

208.69 mg /208,69 mr

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

Tlemarks - The Proilct confirms to f\ID/

Ipumeuanue: Ilpoaykr coorsetcppyeT TpeboBaHuam HJT

Prepared by/ QM
nOﬂFOTOBHEHOZW

Checked by
[lpoBepeHo:

Opinion : APPROVED

| 3akmouenne: OJOBPEHO
Approved by: Manager
Mepe pkep no odecreteHino KayecTna

Feceep o) Ra L floe

Date/ JlaTa: 2~ O"%

Date/ JlaTa:

howetf

Date/ Hata: 3, 10— 107 |




_ Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Batch No. / Cepus Ne : C2112383

Product : Razo, Enteric coated tablets 20 mg
Ipopyxr: Pazo®, radaerkn, NOKPLITHIE KHMEYHOPACTBOPHMOiT 0600 1K0ii, 20 Mr
Batch Quantity /

Page 2 of 5/ szz_@ 5

—

1500000 Tablets
1500000 rTagaerox

&zﬁytical Report No / Ananntuyecknii oryer Ne : 890001552783

O0nem cepun:
Date of Analysis / [lata anaauza: 31/10/2021

Date of Manufacture / Jlata npon3zBoacrtsa :09/2021

Date of Expiry / Cpok rognocTn : 08/2024

A_nalysis performed according ND / Ananuns nposeaen no HJI: JII1-002666-131120

| Ne Test / IlokazaTeanb Result / PesynsTarsl Specification / Hopma
4 |Dissolution / PacTBopenne Unil-1/Eguunua-1 1% In 0.IM hydrochluric acid solution — not|
Unit-2/Equnmia.2 0% more than 10% of the labeled amount of
! . CisH20N303SNa (Rabeprazole sodium) is
UmES/E i it dissolved in 2 hours. / B 0,1 M pacreope
Unit-4/Enunanna-4 0% XJIOPUCTOBOIOPOAHON KHCIIOTEI — He Goee
Unit-5/Eannnna-5 0% 10 % oT HOMMHAIBHOIO coaepXaHus
CisH20N3O3SNa abenpazona Harpus
Unit-6/Ennsnua-6 0% 18720 T ® P pu)
gepe3 2 4.
Unit-1/Exnnnia- 1 90% In buffer solution pH 8.0 — not less than
“Unit2/Egunnua-2 929, |75% (Q) of the labeled amount of
- . CisHy0N3O:SNa (Rabeprazole sodium) is
Unit-3/Epunia-3 Eote dissolved in 60 minutes. / B 6ydepHom
Unit-4/Eaunnnia-4 90% pactBope pH 8,0 — ne menee 75 % (Q) ot
Unit-5/Eanunna-5 86% |HOMHHAILHOIO COAEpXKaHus
—_— CisH20N303SNa abenpazona Hatpus
Unit-6/Eannnna-6 90% e (b : pus)
- yepes 60 MuH.
Remarks : The Product confirms to ND/ B Opinion : APPROVED
Ipumeuanne: [Npoayxt coorsercpyer Tpebosanuam HI | 3akmouenne: OJJIOBPEHO
Prepared by/ (] Checked by Approved by: Manager
ﬂoaromsnemW Ilposepeno: C§“'W\] Mene sep no odecneue o KaueeTna
{%&Q@ ol Neertrey
Date/ Jlara: @7%@_%0/’ Date/ [ara: 2)10-0V] Date/ [ara: (2!‘——\0.—'1/0')/’




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Dr.Reddy’s “:’

Product 2 Razo, Enteric coated tablets 20 mg
Hponykr': Pazo®, TabaeTkn, NOKPLITLIC KHWEMHOPACTBOPHMOii 060J10uKo0ii, 20 Mr

Page3 of 5/Crp. 3m35

Batch No./ Cepns Ne : C2112383 Batch Quantity / 1500000 Tablets
N S - - - O6bem cepun: 1500000 TaGaerox |

| Analytical Report No / Ananmruuecknii ordaer Ne : 890001552783 | Date of Analysis / TaTa anamnsa: 31/10/2021

Date of Manufacture / Jdarta npoussoacrna :09/2021 Date of Expiry / Cpox rogsocrn : 08/2024 |

Xnalysis performed according ND / Ananus nposegen no HJL: JII1-002666-131120

Ne " Test / Iokasatens ‘Result/ PeszyabsTathi Specification / HopM_a

5 [Related substances by HPLC / PoacTennnle npumecn, B3KX - B
Rabeprazole N-oxide / Below LOD(LOD=0.008%)/Huxe |not more than 0.5% / ne 6onee 0,5 %
Pa6enpasona N-okcua npeaena oOHapyKeHHs
(TIO = 0,008 %)
=esSlthan GO INGKO= 0/058I0) not more than 0.5% / ne 6onee 0,5 % Il
Hiwke npenena xoauuecTBEHHOTO
B onpenenenus (IIKO= 0,033%)
Rabeprazole Methoxy analogue / Below LOD(LOD=0.01%)/Husxe|not more than 0.5% / He 6onee 0,5 %
Pa6enpa3ona METOKCH aHasor npeaena oOHapyeHHs
(ITO =0,01 %)

Rabebrazole Sulfone /
Pa6enpazona cynsdoH

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

en
HESTEECDRpS BEon Not detected / ne obHapy>kena

Rabeprazole Sulphide / 0.03% /0,03% not more than 0.5% / He 6onee 0,5 %
Pa6enpazona cynsdun

Maximum unknown individual not more than 0.2% / e 6onee 0,2 %

impurity / Eapnuunas
HeuZeHTH(HULIMpOBaHHas OH0476TI0s 047

MpUMEChH
Total impurities / Cymma 0.2% /0,2% not more than 2.0% / ne Gonee 2,0 %
npuMecei
6 |Residual Solvents content / 1639pg/tab / 1639mkr Ha TabneTky |Isopropano! —not more than 2621 pg per_ -
OcrartouHble opraHuyecKkne tablet / M3onponanon — He 6onee 2621 mMkr
PACTBOPHUTENN Ha TabneTKy
i Unif_ormity of dosage units / 4.9/4,9 The acceptance value (AV)-S_hOl_lld be not
OaHopoAHOCTHL 103NPOBAHUS more than 15.0. / TTokazarens
npuemnemoctd (AV) pomkeH ObITb He
[ tonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED N
ITpnmenanne: IpoaykT cooTsercgryer TpeboBanuam HJL 3axarouenne: OJOBPEHO -

Prepared by/ ~| Checked by Approved by: Manager
”OﬂrOTOBﬂEHO&@V IlposepeHo: 0’915?] Menezpkep no obecneteHnio Kaueeea
: Fer2t5) Roni Lecsrry

‘Date/ JlaTa; = - Date/ Jlara: L Date/ Jlara:
B i-to-Jon 2hoo] &0 720




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr., Reddy's ‘.:..

Product * Razo, Enteric coated tablets 20 mg

IMpoayxr : Pazo®, TabjieTKn, NOKPHITHIC KHIEYHOPACTBOPIMOIE 060J104K0i, 20 Mr

Paged of S/Crp.4m35

Batch No-/ Cepust Ne : C2112383

__A_nalytiu;]“Re]lm't No / AnaanTuuecknii oruer Ne : 890001552783

Batch Quantity /
O6bem cepnu:

1500000 Tablets
1500000 Tagaerox

Date of Analysis / Jlara anannsa:_3T/10/2021_

r————

Date of Manufacture / Jlata npoussoactea :09/2021

Date of Expiry / Cpox roanocry : 08/2024

;&mysis performed according ND / Ananns nposeaen mo HJI: JII1-002666-131120

_.N‘g ‘Test / Tlokasaren

Result / PesyabTarsi

Specification / Hop;m

8 |Microbial limits / Mukpo6uojioruyeckas YncTora

a) Total aerobic microbial count /
O6uiee yncno aspobHbIX
MUK POOPraHU3MOR

b) Total combined yeasts and
mould count / O61ee uncno
JIPOIOKEBBIX M TJIECHEBLIX IPUOOB

c) E. coli

10 CFU/g /
10 KOE/r

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

Absentin 1g/
OtcyrcrByeT B 1T

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/
JlomkHbI oTCyTCTBOBaTH B 1 T

9 [Assay/ KonuvecTBeHHOE
onpejesienne

199mg/ 19,9 mr

18.0 mg to 22.0 mg of CisH>0N303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr mo 22,0 mr C;3H20N30;3;SNa
(pabenipazona Hatpus) (ot 90 no 110 %
OT  HOMHHAJILHOrO  colepikaHus) B
TabneTke.

"Remarks : The Product confirms to ND/

Tlpumeuvanne: [poaykT cooTBetcTpyer TpeOOBaHWAM HJI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by/ {- W Checked by Approved by: Manager
IloaroTosneo: V TposepeHo: Mewemkep 1o ofecredeHio kaiecpa
| Date/ Jlata: e O’-ZQM Date/ Jlata: Jl’lowb/ Date/ Jara: 31(_‘[0" ZOQ/, |




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJITM3A

Product # Razo, Enteric cu.ltcd tablets 20 mg
Hpoaykr: Pazo®, Tadsierky, NOKPLIThIE KHIIEYHOPACTBOPHMOH 060s0uK0ii, 20 Mr
Batch No./ Cepust Ne : C2112383

_é;alyticé;fﬁeport No / Anaautuuecknii oraer Ne : 890001552783

Batch Quantity /
O6bem cepun:

PageSof 5/Crp. 5u35

1500000 Tablets 7
1500000 rTagaerox

Date of Manufacture / Jlata nponssoacrsa :09/2021
Analysis performed according ND / Ananus npoeeaen mo HJI: JIII- 002666 131120

| Date of Analysis / laTa anaun3a: 31/10/2021

Date of Expiry / Cpoxk rognocru : 08/2024

.N'sz '
10 |

Test / IHoxazarean

Result / PesyasTaTsl

Specification / HopM—a_

lﬁl’{agi_ug ! YnakoBka

11

15 tublets in a (PVC/AI/PA) [oil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnerok B Gnucrepe w3
(IIBX/AJUTIA) donbru /
aNIOMUHUEBOMH tonbry. Ilo
2 bGaucTepa BMecTe ¢ MHCTPYKUMEH N0
NPHMEHEHMIO B NaYKy KapTOHHYIO.

Labeling / Mapkuposka

12

Storage conditions / XpaHenue

13 |Shelf life /

Cpox rognocTu

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHHSM

15 or 30 tablets 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/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

Ilo 15 mnu 30 Ttabnetoxk B GaHkax M3
NOJIM3THICHA  BBICOKOH MIOTHOCTH ¢
BUMHTOBOM  TOpPJOBHMHOM,  CHaO>KeHHBIX
mMeMOpaHOii ANl KOHTPONs  MEPBOro
BCKPBITHS, YKYNOPEHHBIX TJIACTUKOBBLIMU
HaBUHUHBAEMBIMU KpbILLIKaMH c
NPOKJIANKOH M BJIOXKEHHEM TaKeTa ¢
BJ1aronoraoTUTeNeM (cunukarens) u
TaMrnoHa W3 nonudpupHoi Batkl. Kaxnas
fGaHka BMecTe ¢ MHCTpykuued 110
NPUMEHEHHIO B NaYKy KAPTOHHYIO.

o 15Tabnetox B  Onucrepe w3
(IIBX/AJUTIA) donbru / anroMMHHEBOMH
¢onbru. Ho 1 unam 2 Gnucrepa BMecTe ¢
MHCTPYKUMEH TNO MPHUMEHEHWIO B NAauky
KapTOHHY!O.

”According toND/
B coorsercteum ¢ HI

At temperature below 25 °C. / Ipn Temnepatype He Bbiwe 25 °C.

2 years (in bottles), 3 years (in blisters).

/

2 ropa (B 6aHkax), 3 roja (B Onucrepax).

Remarks : The Product confirms to ND/
IMpumeuanne: [lpoaykt coorserirpyer Tpebosanusam HJL

Prepared by/

Date/ IlaTzr

INoarorosneno: %Q

Opini_on : APPROVED
3axmouenne: OJOGPEHO

B Fto-Po21

Checked by Approved by: Manager

[1poBepeno: Meitekep no mmmutunuu Kaveersa
feeeel) Romi Reeeirty’

Date/ [lara: Date/ [laTa:

—how?

210200




