Dr.Reddy’s ‘.‘.

CERTIFICATE OF ANALYSIS

CEPTUDIHEAT AHAJIH3A

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

“Product -Dyspevict film-coated tablets, 100 mg

[poaykt: JlicrneBnkT  TadACTKH, NOKPbITHIC MJIEHOYHON 000s104K0iT, 100 mMr

Batch No / 1 V2300831 Batch Quantity / : 900000 tab / Tad
Ceptist Ne O0bem cepiti

Analytical Report No / : 890001662564 Date of Analysis / : 17.05.2023
AHanurtHueckuii otuer Ne Jlata ananuza

Date of Manufacture / : April 2023 Date of Expiry / : March 2026
JlaTa npou3BOJCTBA ["opeH o

Analysis performed according ND: / Ananus nposenen o HJI: JITT-Ne(001951)~(PI'-RU)-140323

Page1of4/Crp. 1 u34

No

Test / [loxazarens

Result / Pe3yabTaThbl

Specification / Hopma

1

Description / Onucanne

Round while tilm-coated tablets debossed with
"100" on onc side and smooth on the other side. In
cross section - a core is pale yvellow. / Kpyrnsie
TAGNCTKH,  MOKPBITHIE  MACHOUHOI  oDonoukoi
Oeaoio useta. ¢ rpaBupoBkoi «100» Wa onnoi
cTOpoHe H rnaaklic Ha Apyrod. Ha nonepcunom
Cpese — AAPO CHU10-7C 1105 0 LUBETA.

Round white to off-white film-coated tablets
debossed with "100" on one side and smooth
on the other side. In cross section - a core is
white to pale yellow. / Kpyrabie tadierku,
HOKpPBITBIE TUICHOUHOH ofonoukol Oenoro
unu nouty 6esioro 1BeTa, C TPaBUPOBKOIL
«100» Ha ojHON CTOpPOHE WM rNaJKWe Ha
apyroif. Ha nonepedHoMm cpesze — sapo oT
6€eJ10ro 10 CBETIO-XKENTOr0 LBETA.

Remarks : The Product confirms to ND/
IIpumevanue: [TponykT cooTBeTcTBYeT TpeboBaHuaM HJI

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by / Santo
IlogroroBnieHo:

sh %’umar Maurya

Checked by / Vijay Thakur

[po Bep?(Q/'

Approved by: Manager/Executive / Kusum Lata
Onobpeno: Menemxep / PykoBoauTenb

2

Date /17.05.2023
Hara:

Date /17.05.2023
Jara:

Date /17.05.2023
Jarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1534PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIIBA

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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Product : Dyspeqct film-coated tablets, ‘100 mg
TpoaykT: JIHCIeBUKT  TabNeTKH. MOKPLITHIE TICHOYHOM obonoukoii, 100 mr

Batch No / 1 V2300831 Batch Quantity / : 900000 tab / Tabd
Cepust Ne ObbeM ceplin
Analytical Report No/ : 890001662564 Date of Analysis / : 17.05.2023

AHanuTndecknh oruet Neo

Jlata aHanu3a

Date of Manufacture /
JlaTa npou3BOACTBA

: April 2023 Date of Expiry / : March 2026

["'onen no

Analysis performed according ND: / Ananns nposeaen mo HJI: JITT-Ne( 001951)-(PT-RU)-140323

Page 2 of 4/ C1p. 2 M3 4

2 | Identification /
HUnearuduxanns
HPLC / BOXX

IR spectrometry /

HK-cnexmpomempus

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHUAM

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

Retention time of the main peak in the
chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of standard solution ("Assay"
test). / BpeMms ynep>xuBaHusi OCHOBHOI'O THKa
Ha XpOMaTorpamMMe HCIbITYyEMOTr0 pacTBopa
JOJDKHO COOTBETCTBOBATh BpEeMEHHU
yIEPKMBaHUS ~ OCHOBHOrO  NMKa  Ha
XpoMmarorpaMMme CTaHAApTHOrO pacTBopa
(ucneiTanue «KonuuyecTBeHHOE
onpeaeIeHUe»).

IR spectra of the medicinal product and the
reference standard taken in the potassium
bromide R disk should exhibit absorption
maxima at wave numbers 3490 cm’,
3302 cm’, and 2946 cm™ with a deviation of
NMT 10 cm™ in the 4000-450 cm™' range. /
HK-cniexTpbl Mpemapata ¥ CTaHOAPTHOrO
o6pasiia, CHIThIE B IMCKE C Kanus OpoMHIOM
P, B o6nactu ot 4000 go 450 cm™! momxHBL
IPOSIBJIATH MAaKCHMYMbl TIOTJIOLIEHHS NPH
BOJIHOBBIX uucnax 3490 e, 3302 cm' n
2946 cm™! ¢ oTkoHeHHeM He Gonee 10 e

3 | Dissolution / PacTBopeHne

Unit-1/ Tabin.-1 101 %
Unit-2 / Tabn.-2 101%
Unit-3 / Tabn.-3 101%
Unit-4 / Tabn.-4 99%
Unit-5 / Tabn.-5 96%

Not less than 75 % (Q) of acotiamide
hydrochloride hydrate label claim should be
released into solution in 30 minutes. / He
meHee 75% (Q) or  3asABJICHHOrO
colepXaHdsl aKoTHaMuJa THAPOXJopuia
rujapara JOJDKHO NEepedTH B pacTBOp depes
30 MUHYT.

Remarks : The Product confirms to ND/
Hpumeuanue: [Ipoayxt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Santosh Kumar Maurya | Checked by / Vijay Thakur Approved by: Manager/Executive / Kusum Lata

[ToAroToBJIEHO: tfs l'lpoaepe?f'\/ Ono6peno: Menemxep / PykoBoautep -
X Xz

Date /17.05.2023 Date /17.05.2023 Date /17.05.2023

Hara: Hara: Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCO04507
www.drreddys.com




‘Q.o Dr. Reddy’s Laboratories Ltd.
9 L ] . .
Formulation Unit-6
Dr' Reddy S °. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHGHKAT AHAJIIBA www.drreddys.com

| Product 'Dyspevict film-coated tablets, 100 mg
MponykT: HiicnesukT" TabieTKH, NOKpPbITbIE eHO4YHOI 06os0uKoii, 100 Mr

Batch No/ : V2300831 Batch Quantity / : 900000 tab / Tab

Cepust Ne O06bemM cepinl

Analytical Report No / : 890001662564 Date of Analysis / : 17.05.2023

AHnanutnueckuit otuet No - JlaTa ananuza |
Date of Manufacture / : April 2023 Date of Expiry / : March 2026

Harta npou3BOJACTBA I'oneH no

Analysis performed according ND: / Ananu3s nposeaen no HJI: JITT-No(001951)-(PT-RU)-140323
Page 30f 4/ Crp. 3 34

Unit-6 / Taba.-6 101%

4 | Uniformity of dosage units / According to the requirements. / B

OnuoponnocTs 22 COOTBETCTBUM C TpeGOBAHUAMM.
J03HPOBAHHBIX €AUHHIL

5 | Impurities / IIpumecu

Amide acid Impurity /| Below BDL (BDL=2194)/Hnxe Not more than 0.20 % / He 6onee 0,20 %
[Ipnmecs aMuia KUCTOTBI nopora peructpaunn (ITP =2194)

Individual maximal

unidentified  impurity /) g1 0 Bpr (BDL=0.08 %)/ Hue | Not more than 0.20 % / He 6onee 0,20 %

Envuuunas  MakcuMasbHas
A nopora peructpauuu (ITP = 0.08%)
HeHUAECHTH GULKUPOBAHHAS

PUMECE

Total impurities / : Below BDL / Hwxe nopora Not more than 0.75 % / He 6o5ee 0,75 %

Cymma npumMeceii perucTpauuu
6 | Water / Boaa 5.9 % Not more than 10.0 % / He 6onee 10,0 %
7 | Microbiological quality / Mukpo6uoIora4eckas Y4HCTOTA

a) Total viable aerobic count / Less than 10 CFUperl g Not more than 10° CFU/g/

OO61ee KONMUYECTBO Meunee I0KOE &g 1T He 6onee 10° KOE/r

KHM3HECTTOCOOHBIX a3pOOHBIX

MHKpPOOPraHM3MOB

b) Total yeasts and molds Less than 10 CFU per 1 g/ Not more than 10* CFU/g /

count / Ob1iee YnCIO Menee I0KOEB 1T He 6onee 10° KOE/r

JPOMOKEBBIX U MIECHEBBIX

rpuboB

¢) Escherichia Coli Absentin 1 gram / Shell be absent in 1 gram /

OtcyTctBYeT B 1 T OtcyTcTBUE B 1 T

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanne: [Tponyxr coorBeTcTBYeT TpeboBanuam HJJ 3akaouenne: OQJOBPEHO
Prepared by / Santosh Kumar Maurya | Checked by / Vijay Thakur | Approved by: Manager/Executive / Kusum Lata
[ToarotosieHo: b Hponepa&ﬂ Onobpeno: Menemxep / PykoBoauTen o
Date /17.05.2023 Date /17.05.2023 Date /17.05.2023
Hara: Hara: Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: maii@drreddys.com
CIN: L85195AP1934PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘.’0

Dr. Reddy's Laboratories Ltg.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND| 4o
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : Dyspevict film-coated tablets, 100 mg

Batch No/ : V2300831 Batch Quantity / : 900000 tab / Ta6
Cepus Ne O6bem cepuu
Analyti cal Report No / : 890001662564 Date of Analysis / 1 17.05.2023
AHanuTHYeCKHH oTuer No o Jlata ananusa
Date of Manufacture / : April 2023 Date of Expiry / : March 2026
Jlata npon3Bo/cTsa I'ogeH o

Analysis performed according ND: / Ananus nposesen mo HJL: JITT-Ne(001951)-(PI"-RU)-140323

- = 4 T

Page 4 of 4/ Crp. 4 uz 4

9 | Assay/ KonnyecTBeHHOE
onpenesIcHHE

97.0 mg/97.0 Mmr From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Or 90,0 mMr mo 110,0 Mr axoruammupa
THAPOXJIOpUIA THpATA.

10 | Packaging / Ynakoska

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
5 blisters and a patient information leaflet (package insert) in a carton. / ITo 10
TabneTox B KOHTYPHYIO SYEHKOBYIO YNIaKOBKY u3 TIJICHKH
TOJIMBUHHJIXJIOPH THOH/ MO BUH U ISHXIOpUAHON U honbri amoMunuesoii. [To 5
KOHTYPHBIX sUeHKOBBIX YNAaKOBOK BMECT€ C MHCTPYKLHEH MO MEINLHUHCKOMY
NPUMEHEHHIO (JIMCTKOM-BKJIaZbIIeM) B TAYKY KAPTOHHYIO.

API name / HaumenoBanue APC:

Acotiamide hydrochloride hydrate / AkoTHaMuaa rupOXIOPKAA THAPAT

INN / MHH:

Acotiamide / Axotnamun

API manufacturer batch number /
Homep cepun npouspoauTesisi ADC:

ACT-23001

JId:

FP Manufacturer API Batch number / FEQA00102
Homep cepHH cy6CTAHIUH NIPOH3BOAHTEIS

IIpoussoauteas ADC, crpana:

API Manufactured by & country / Emmennar Pharma Private Limited, India /

OmMmenHap ®apmMa [lpaiiset JIumuren, Muaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanne: IIpoaykr cooTBeTcTBYET TpeboBaHusM HJ| 3axuarwuenue: OJIOGPEHO

Prepared by / Santosh Kumar Maurya | Checked by / Vijay Thakur | Approved by: Manager/Executive / Kusum Lata
IToaroToBIeHO: y/ $ Hpozepea/ Onobpeno: Menemkep / PykosoanTen g
Date /17.05.2023 Date /17.05.2023 Date /17.05.2023

Jara: Hata: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP13984PLC0O04507
www.drreddys.com
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