“.o Dr. Reddy's Laboratories Ltd.
? o . .
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
CEPTHDHIKAT AHAJIBA www.drreddys.com

Product : Dyspevict film-coated tablets, 100 mg
| Npoaykr: Jlicnesukr” TaGreTki, NOKPbITbIE N1eHO4HOIT 0G0n04KOM, 100 ME

Batch No / 1 V2300830 Batch Quantity / : 900000 tab / Tad

Cepus No Obdbem ceprid

Analytical Report No / : 890001662562 Date of Analysis / 1 17.05.2023

Ananntiyecknii otyeT Ne Hara ananuza -
Date of Manufacture / : April 2023 Date of Expiry / : March 2026 '
Jlata mpor3BOACTBA [ozneH 0

Analysis performed according ND: / Anasiu3 nposeaen mo HJL: JITT-No( 001951)-(PI'-RU)-140323

Page 1 of 4/ Ctp. 1 n3 4
Ne Test / [loka3areb Result / Pe3yabTaThl Specification / Hopma

1 | Description / OnuncaHue Round white film-coated tablets debossed with | R ound white to off-white film-coated tablets
"100" on onc side and smooth on the other side. In deb d with "100" id d I
cross section - a core is pale yellow. / Kpyrnbie €bossed w1 l 01 one sl .e an SanOt'l
TaOnCTKH, TOKPHLITHIC —TJEHO4yHOi  odonoukoi | ON the other side. In cross section - a core 18
Geaoro useta, ¢ rpasuposkoii «100» Ha onHOll | wwhite to pale yCHOW. / prFHble TabneTkn
cTopoHe M rnaakie Ha apyroii. Ha noncpeunom . o ’
cpe3e — AAPO CHL1.10-7KL. 11010 UBETA, [TOKPBITEIC TIJIEHOYHOHU obonoukoii Oenoro
WM mouTH Oesoro nBera, € FpaBHpOBKOFI
«100» Ha OJHOW CTOpPOHE MU TJagKHe Ha
[ apyrofi. Ha monepe4noM cpese — Anpo OT
oenoro J10 CBETJIO-XKENTOIO 1BETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [IpoaykT coorBeTcTBYeT Tpebopanusm HJT 3akmouenue: OJJOBPEHO
Prepared by / Santosh Kumar Maurya Checked by / Vijay Thakur | Approved by: Manager/Executive / Kusum Lata
[ToarorosneHo: @ﬁf [lposepena: \ Opobpeno: Menemxep / PykosoanTe .

/S posep vg'\} p p 1:;]%‘, s
Date /17.05.2023 Date /17.05.2023 Date /17.05.2023
JHara: Jlarta: JHara:

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: L85195AP1334PLC0O04507
www,drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product: Dyspevict film-coated tablets, 100 mg

[Mpoayxkt: Jlicrnesu KT" TabNeTKH, MOKPLITHIE MIIEHOUHON 0604104K0M, 100 Mr

Batch No / : V2300830 Batch Quantity / : 900000 tab / Tab
Cepus Ne O6bem cepuu

Analytical Report No / : 890001662562 Date of Analysis / 1 17.05.2023
AnanuTuueckuii otyeT Ne JlaTa aHanM3a

Date of Manufacture / : April 2023 Date of Expiry / : March 2026
JlaTa npou3BOJCTBA I'omen no

Analysis performed according ND: / Auann3 nposegen mo HJ: JITI-Ne(001951)-(PT-RU)-140323

Page 2 of 4/ Ctp. 2 n3 4

2 | Identification /
HNpenTudnrxanus
HPLC / BOXX

IR spectrometry /

HK-cnexkmpomempus

Complies as prescribed /
CooTeeTcTBYeT TpeOOBaAHHIM

Complies as prescribed /
CooteetcTBYeT TpebOBaHUIM

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). / BpeMs yiep:x1uBaHHsl OCHOBHOI'O NHKA
Ha XpoMmarorpaMme HCIBITYEMOro pacTBopa
JOJKHO COOTBETCTBOBATh BpeMEeHH
yIepXUBaHWs ~ OCHOBHOrO  MuKa  Ha
XpoMmarorpaMme CTaHIapTHOrO pacTBoOpa
(ucneiTaHue «KonnyecTBeHHOE
ofpeJieNieHue»).

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-cnekTpbl mpenapata W CTaHAapTHOIO
06paslia, CHATBIE B AUCKE C KaJlust 6pOMHIOM
P, B o6iactu ot 4000 po 450 cM TOMKHBI
IpPOSBNSATH MAKCHMYMbI [OTJIOLIEHHs MPH
BOJNHOBBIX uncnax 3490 cm’, 3302 cm” m
2946 cM™! ¢ oTKJIOHeHHeM He Gonee =10 e

3 | Dissolution / PacTBopenne Unit-1/ Tab:.-1 101 % Not less than 75 % (Q) of acotiamide
Unita  Taon2 102% hydrochl(?rlde hydrgte lgbel clalm should be
released into solution in 30 minutes. / He
Unit-3 / Tabn.-3 103% mMeHee 75% (Q) oT  3asBJIEHHOrO
Unit4 ] Tabn4 99% comepkanus  aKkoTHaMHa rUApoxJopua
rujpara JOJDKHO MEpeTH B pacTBOpP uepes
Unit-5 / Tabn.-5 103% 30 MUHYT.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

M pumeuanue: [TponykT cooTBeTcTBYeT TpeboBanuam HJI

Saxmouenue: OJOBPEHO

Prepared by / Santosh Kynar Maurya

Checked by / Vijay Thakur

Approved by: Manager/Executive / Kusum Lata

IToarororneHo: " /7 Hpoaepcm Onobpeno: Menemxep / P}rxoson;m@ﬁ}
Date /17.05.2023 Date /17.05.2023 Date /17.05.2023
Hata: Hara: Hata:

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
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www.drreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

[ Product : Dyspevict film-coated tablets, 100 mg

MpoayKT: [iucnesnkt" TabneTk, NOKPLITHIE NIEHOUHOIE 06on0Ukoi, 100 Mr

Batch No / : V2300830 Batch Quantity / : 900000 tab / Tad
Cepus Ne Obbem cepuu
Analytical Report No / : 890001662562 Date of Analysis / : 17.05.2023

| AnanuTnueckuii oryet Ne - Jara ananusa
Date of Manufacture / . April 2023 Date of Expiry / : March 2026
JlaTa npousBoacTsea ["ozeH no

Analysis performed according ND: / Anasiu3 nposesen o H/L: JITT-Ne(001951)-(PI'-RU)-140323

Page 3 of 4/ C1p. 3 m3 4

Unit-6 / Tabn.-6 99%

4 | Uniformity of dosage units /
OaHOpPOAHOCTH 1.6
JN03UPOBAHHBIX eJHHHI

According to the requirements.
COOTBETCTBKHU C TPOOBAHUAMM.

/

B

5 | Impurities / Ilpumecu

[Tpumeck aMuAa KUCIOTBI nopora peructpaunu (I1P =2194)

Amide acid Impurity /| Below BDL (BDL=2194)/Huxe | Not more than 0.20 % / He 6onee 0,20 %

Individual maximal

Enunnunas MaKCHUMaJIbHas1

= 0,
O nopora peructpaiuu (ITP = 0.08%)

unidentified tmpurity / Below BDL (BDL= 0.08 %) / Hmxe | Not more than 0.20 % / He 6onee 0,20 %

OtcyTcTBYeT B 1 T OtcyTcTBUE B 1 T

pUMECh
Total impurities / Below BDL / Huxe nopora Not more than 0.75 % / He 6onee 0,75 %
CymmMma npumecen peructpauuu
6 | Water / Boaa 6.5% Not more than 10.0 % / He 6onee 10,0 %
7 | Microbiological quality / MukpoGuoaoruayeckas 4HcTOTA
a) Total viable aerobic count / Less than 10 CFUper 1 g Not more than 10° CFU/g /
O611ee KOJIUYECTBO Menee I0 KOEB 1T He 6onee 10° KOE/r
JKU3HECITOCOOHBIX a3pOOHBIX
MHUKpPOOPraHU3MOB
b) Total yeasts and molds Less than 10 CFU per 1 g/ Not more than 10> CFU/g /
count / Obuiee 4yucio Menee I0 KOEB 1T He 6onee 10? KOE/r
JPOMCOKEBBIX U MJIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
IIpumeuanne: IIponykt cooTBeTcTBYET TpeboBanuam HJ 3axknouenune: OJJOGPEHO

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

TlogroroeneHo: l@tl!w Hposepe, Onobpeno: Menemxep / Pykosonutes 5
; & e

Jara: Jara: JHara:

Date /17.05.2023 Date /17.05.2023 Date /17.05.2023

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
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Dr.Reddy’s €&¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02
CEPTUOHKAT AHAJIH3A www.drreddys.com

Product : Dyspevict film-coated tablets, 100 mg
[pojykr: JlitcneBuKT" TabNeTKH, NOKPHITHIE MICHO4HOH odonoukoii; 100 mr

Batch No / : V2300830 Batch Quantity / : 900000 tab / Tab
Ceputst Ne ObbeM cepiu

Analytical Report No / : 890001662562 Date of Analysis / : 17.05.2023
Ananutiueckuii otdeT Ne JlaTa aHanusa

Date of Manufacture / : April 2023 Date of Expiry / : March 2026
JaTa npou3BOACTBA T'oaeH 10

Analysis performed according ND: / Ananus nposesen no H/I: JITT-Ne(001951)-(PI'-RU)-140323

Page 4 of 4/ Crp. 4 u3 4

9 | Assay / KonnuecTrBennoe
onpeaejieHHe

98.4 mg / 98.4 Mr From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Or 90,0 mr go 110,0 mr akoTuamuza
THAPOXJIOpHIA THAPATA.

10 | Packaging / YnakoBka

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
5 blisters and a patient information leaflet (package insert) in a carton. / Tlo 10
tabneTok B KOHTYPHYIO AYeHKOBYIO YMaKOBKY u3 TUIEHKU
NOJTM BUHUJIXJIOPUAHON/NONMBUHIITHACHXIOPUAHON 1 Qosbru amoMyuHuesol. 1o 5
KOHTYPHBIX S4eHKOBbIX YMaKOBOK BMECTE C MHCTPYKUMEH MO MEANLUHCKOMY
NIpUMEHEHHIO (INCTKOM-BKJIA/BILIEM) B NAYKY KAPTOHHYIO.

API name / Haumenosanue APC:

Acotiamide hydrochloride hydrate / AkoTnamiia ripoxiopuia ripar

INN / MHH:

Acotiamide / AkoTHaMuz,

API manufacturer batch number /
Homep cepun npouspoguTes ADC:

ACT-23001 and ACT-23002

LJId:

FP Manufacturer API Batch number / FEQA00102 and FEQA00103
Homep cepuu cyGcTaHIUH NPOH3BOAUTEA

Ipoussoanreabr APC, cTpana:

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

Ammennap Papma [Npaiiser JTumuTen, MHaus

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

Ilpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBaHuaM HJI 3axmouenue: OJOBPEHO

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

[Toarorosnexo: W ITpogepe ".‘%/1 Onobpeno: Menenxep / PykoBoaurenp .
& P K’ 3 &%‘0 e

Date /17.05.2023 Date /17.05.2023 Date /17.05.2023

Jara: Jlara: JHara:

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