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CEPTHOUKAT AHAJH3A

Product : Dyspevict film-coated tablets, 100 mg

IMpoykT: Jincnesnkr TadneTku, NOKPbITLIE IICHOUHON 060a0uKoH, 100 mr

Batch No / 1 V2300836 Batch Quantity / : 900000 tab / Tad

Cepist No Oobem cepiil

Analytical Report No / : 890001662566 Date of Analysis / : 17.05.2023

AnanuTudecknit otuet Ne Jlara ananuza ]
Date of Manufacture / : April 2023 Date of Expiry / : March 2026

JlaTa npor3BOACTBA ["ojgeH no

Analysis performed according ND: / Anasiu3 npoBe/ies 1o HT: JITT-Ne(001951)~(PI'-RU)-140323

Page1lof4/Crp.1m34

Ne Test / Iloxa3zaTenab

Result / PeynbTaThl

Specification / Hopma

1 | Description / Onucanue

Round white film-coated tablets debossed with | Round white to off-white film-coated tablets
"100" on onc side and smooth on the other side. In

cross scction - a core is pale yellow. / Kpyrasie
TaGACTKY, TOKPLITHIC — MUICHOYHOI
Genoro upera, ¢ rpanuposkoil «100» wa oaHoll white to pale yellow. / pr[‘.ﬂble TabneTku
CTOpOHC M [NAAKMC HA Apyroil. Ha noncpeuHoM ’
cpe3e — SApO CBETIO-IKCIITOrO LUBCTA

debossed with "100" on one side and smooth
osonouxoii | on the other side. In cross section - a core is

TOKpBITHIE MJICHOYHOI 060M0uKOl 6enoro
Wid MOYTH OEenoro 1Bera, ¢ I'PaBUPOBKOj
«100» Ha opHOW CTOpOHE W TIJadKHE Ha
apyroit. Ha nonepeuHom cpe3e — sSOpo OT
6eNoro A0 CBETNO-XKENITOro 1BeTa.

IRemarks : The Product confirms to ND/
Tpumeuanue: [IpOAYKT COOTBETCTBYET TPEOOBAHUAM HA

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Ankit

[ToAroTOBIEHO: A Kumar

Checked by / Himesh

A Ono6peno: Menenmxep / Pykosoguntens
//A__, — HPOBEPM Manoj Kumar *hﬁéﬁ‘ﬁi*

Approved by: Manager/Executive /

Date /25.05.2023 Date /25.05.2023
Jara: Hara:

Date /25.05.2023
Hara:
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : Dyspe_vict film-coated tablets, 100 mg

[MponykT: JncneBukt"” Tabnetku, MOKPLIThIE MIEHOYHONH 0bonoukoii, 100 Mr
oy

Batch No / : V2300836 Batch Quantity / ¢ 900000 tab / Tab
Cepust Ne O6bem cepun

Analytical Report No / : 890001662566 Date of Analysis / : 17.05.2023
AHanutuyeckuii otyet Ne R Jata aHanusa

Date of Manufacture / . April 2023 Date of Expiry / : March 2026
Jara npou3BoACTBa T'oneH 1o

Analysis performed according ND: / Anaaus nposeaen no HJI: JITT-Ne(001951)-(PT-RU)-140323

Page 2 of 4/ C1p. 2 m3 4

2 | Identification /
Hnenrndukanus
HPLC / BO)XX

IR spectrometry /

HK-cnexmpomempus

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

Complies as prescribed /
CooTBeTCTBYET TPeOOBAHMIM

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). / BpeMst ynep:xuBaHusi OCHOBHOIO MKa
Ha XpomarorpaMme UCIBITYEMOTO PacTBOpa
JIOJDKHO COOTBETCTBOBATH BpEMEHH
yIepKUBaHWsST ~ OCHOBHOIO  IIHKa  Ha
XpoMaTorpaMMe CTaHJapTHOrO pacTBopa
(ucnpiTaHke «KonuuectenHoe
onpeaeneHue»).

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. /
HUK-cnexTpbl npenapata 4 CTaHAApTHOTO
o0pasiia, CHATHIE B IUCKE C Kalus 6poMUIOM
P, B o6nactu ot 4000 10 450 cM” JOMKHEL
MPOSABIATE MAKCUMYMBI IOTJIOLIEHHS NIPU
BONHOBBIX uuciax 3490 cm™, 3302 e u
2946 cm™ ¢ oTknoHeHHeM He 6onee £10 cm™.

3 | Dissolution / PacTtBopenne

Unit-1/ Ta6a.-1 100%

Not less than 75 % (Q) of acotiamide

Unit-2 / Tabn.-2 98%

hydrochloride hydrate label claim should be

IRemarks : The Product confirms to ND/

Ipumeuanne: [Ipogykr coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmwouenue: OJIOBPEHO

Prepared by / Ankit
ITogroToBneHo:
//

Checked by / Himesh
Kumar

Approved by: Manager/Executive /
Onobpeno: Menenmkep / Pykosojutens

Il pOBeEBE;L”/C PManoj Kumar hﬂ(},{,“/{#

-

Date /25.05.2023
Jara:

Date /25.05.2023
Jara:

Date /25.05.2023
Jlara:
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[ Product : Dyspev1ct film-coated tablets, 100 mg
IlponykT: JlncneBukT" TabNeTKMN, NOKPbIThIE TIEHOUHOH 060n04K0ii, 100 Mr

Batch No / 1 V2300836 Batch Quantity / - 900000 tab / TaG

Cepus Ne Obbem cepun

Analytical Report No / : 890001662566 Date of Analysis / : 17.05.2023

AHanuTHueckhit otueT No Jara ananusa |
Date of Manufacture / 1 April 2023 Date of Expiry/ : March 2026

IaTa npousBoacTBa Tonen o

Analysis performed according ND: / Ananus npoBegen o HJI: JITI-Ne(001951)-(PI"-RU)-140323
Page3 of4/Crp.3 u3 4

Unit-3 / Tabn.-3 [ 98% | released into solution in 30 minutes. / He
(1]

Unitd ] Tabn4 100% meHee 75% (Q) OT  3agBJEHHOrO
colepkaHMs aKOTHaMKHAa TUAPOXJIOpuaa
Unit-5 / Tabn.-5 99% ruapaTa 0JDKHO NepedTH B pacTBOp uepes

Unit-6 / Tab11.-6 T00% | 0 MUY
4 | Uniformity of dosage units / According to the requirements. / B

OnpHopoaHOCTh 2.0 COOTBETCTBHHM C TPeOOBAHUAMHU.

J03HPOBAHHBLIX eTUHHIL

5 | Impurities / lIpumecn

Amide acid Impurity /| Below BDL (BDL=2194)/Huxe | Not more than 0.20 % / He 6onee 0,20 %
Ilpumecs aMuaa KUCIOTBI nopora peructpauun (ITP =2194)

Individual maximal

unidentified  impurity /| g1 0 BT (BDIL=0.08 %) / Huke | Not more than 0.20 % / He Goree 0,20 %

HUYHAas aKCHManbHas
Enn 4 M nopora peructpauuu (ITP = 0.08%)
HEeUJEeHTHQUIMPOBAHHAS

IPHUMEChH
Total impurities / Below BDL / Hwxe nopora Not more than 0.75 % / He 6onee 0,75 %
Cymma npumeceii peructpayuu
6 | Water / Bona 6.3% Not more than 10.0 % / He 6onee 10,0 %
7 | Microbiological quality / Mukpofuonorudeckast YHCTOTA
a) Total viable aerobic count / Less than 10 CFUper 1 g Not more than 10° CFU/g /
O611ee KOTUYECTBO Menee I0KOEB 1T He 6onee 10° KOE/r
WKU3HECTIOCOOHBIX a3pOOHBIX
MHKPOOPraHH3MOR
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI 3axknouenne: OJJOBPEHO
Prepared by / Ankit ~ Checked by / Himesh Approved by: Manager/Executive /
IToarorosnexo: A Kumar Onobpeno: Menenmxep / Pymsomrrenb
— Hpoae@_‘t\v//"— “Manoj Kumar /
Date /25.05.2023 Date /25.05.2023 Date /25.05.2023
Hara: Hara: Hara:
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Product : Dyspgv;ct_ﬁ_lm—coagd_tablets, 100 mg
ponykr: Jincnesukt” TadieTky, MOKPbITHIC MNeHOUHOM 06onoukol, 100 Mr

Batch No/ : V2300836 Batch Quantity / : 900000 tab / Tad
Cepus Ne OobeM cepun

Analytical Report No / : 890001662566 Date of Analysis / 0 17.05.2023
AHanutuueckuii otuet No JaTa aHanu3a

Date of Manufacture / : April 2023 Date of Expiry/ : March 2026
JlaTa mpou3BOACTBA T'ogen o

Analysis performed according ND: / Ananus nposegen no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page4 of 4/ C1p. 4 u3 4

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

count / Ob1iee yucio Menee I0KOEB 1T He 6onee 10* KOE/r

JPOIOKEBBIX U TIIIECHEBbBIX

rpu6oB

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /

OtcytctByeTB 1 1 OrcyrcTBue B 1 1
9 | Assay / KonuyecrBenHoe 97.7mg/ 97.7 mr | From 90.0 mg to 110.0 mg of acotiamide

omnpeaeJieHHe | hydrochloride hydrate. /
Or 90,0 mr mo 110,0 Mr axkoruamuza
TUPOXJIOPHIA THApATA.

10 | Packaging / YnakoBka 10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
9 blisters and a patient information leaflet (package insert) in a carton. / ITo 10
TabneTok B KOHTYPHYIO ssuelikoBy10 YTaKOBKY u3 TUIEHKH
MOJIMBHHUIIXTOPUTHOM/TIOIMBUHUITM IEHXTOPUAHOH U donbru amoMuHuesoi. [To 9
KOHTYpPHBIX SYEMKOBBIX YNaKOBOK BMECT€ C HHCTPYKIHEH O MEIUUMHCKOMY
NpHUMEHEHHIO (JIUCTKOM-BKNAIbILIEM) B TAUKY KaPTOHHYIO.

API name / HaumenoBauune ADC: Acotiamide hydrochloride hydrate / AkoTnamMuga ruApoxJIopyuaa ruapaT

INN / MHH: Acotiamide / AkxoTHamMuJ

API manufacturer batch number / ACT-23001 and ACT23-002

Homep cepuu npoussoguresia ADPC:

FP Manufacturer API Batch number / FEQA00102 and FEQA00103

Howmep cepuu cyGeTanuuy Npou3BoAUTeN A

'JId:

API Manufactured by & country / Emmennar Pharma Private Limited, India /
Ilpounseoaurens ADC, crpana: Ommennap ®apma [patiser Jlumuren, Uuaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: [ponyxT cootBeTcTBYET TpeboBanusiM HJ 3akmouenue: OJJOBPEHO

Prepared by / Ankit Checked by / Himesh Approved by: Manager/Executive /

[Moarorosneno: 7 Kumar e Onobpeno: Menenmxep / PykoBomuTens
/ A!_”, ﬂpoaeg%fl,//—?i\’/lanoj Kumar W

Date /25.05.2023 Date /25.05.2023 Date /25.05.2023
Hara: Jara: Jlara:
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