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Product : Dyspevict film-coated tablets, 100 mg

Ipoaykr: JucnesuxT" TabNeTKH, MOKPHIThIE MIEHOUYHOH 060m0uK0#, 100 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~9,00,000 tab /

Cepus Ne RE LD O6bem cepun ©9,00,000 Tab

Analytical Repourt No/ - 040002936595 Date of Analysis / - 21.05.2025

AHamuTH4YecKHi oTyeT Ne JlaTa ananu3za

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2028

Jara npou3BoJcTBa I'oaen 1o

Mfg. License No. / MA number: /

IlpousBoacTBeHHast : MNB/05/263 ) : JITT-Ne(001951)-(PI'-RU)
Homep PY

JuueH3us Ne

‘Analysis performed according ND: / Anann3 nposesen no HJI: JITI-Ne(001951)-(PT'-RU)-140323

Page1of 7/Crp. 1 137

Ne | Test / TlokazaTenn

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanmue

Round white film-coated
debossed with "100" on one side and
plain on the other side. In cross section
- a core is pale yellow. / Kpyrnele

tablets , Round white to off-white film-coated tablets

debossed with "100" on one side and plain on
the other side. In cross section - a core is
white to pale yellow. / Kpyrieie Tabnerku,

TabfeTky, IOKPBITEIE TJIEHOYHOH | OKpBIThIE NIIEHOYHOH 0Oonoukoil Oenoro
obonoukoifi ~ Gemoro  1BeTa, € | MM MOYTH OENoro IBera, ¢ I'PaBHPOBKOMH
rpaBupoBkoii  «100» Ha omHOW | «100» Ha OIHOW CTOpOHE M [IJAaJKHE Ha

CTOpOHE M Trjiaikue Ha apyroi. Ha
MOMEPEYHOM Ccpe3e — SAPO CBETIIO-
JKEJITOrO 1[BETA.

apyroit. Ha mnomepedHoM cpese — sapo OT
0eNoro 10 CBETIIO-XKENTOro LBETA,

Remarks :

The Product confirms to ND/

IIpumeuanne: [IpoxykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APTROVED /
3axaouenne: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

s

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PymBonHTenb
Amit Kumar A

|
L
A\

Date/

Hara: 22.05.2025

— s

=l —
Date /

Hara: 22.05.2025

Date /
Jlata: 22.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 1900 2900, Faxg 191 10 4900 2928, Email: mail@drreddys rnm

CIN: L85195AP1984PLCO04507
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
| Hpoayxr: Tucnesnkt” tabnerk, NoKpbIThie MIeHoyHoH oGonoukoii, 100 mr
Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~9,00,000 tab /
Cepus Ne I NESDODD O6bem cepun " 9,00,000 Tab
Analytical Report No/ . 040002936595 Date of Analysis / - 91.05.2025
AnanuTH4yecKHii oTyeT Ne JlaTa anasnu3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2028
JlaTa npoH3BOACTBA Topen 1o
Mfg. License No. / .
TponisoacTRennas . MNB/05/263 LGB T o . JIMT-Ne(001951)~(PT-RU)
Homep PY
JaurueH3us No
“Analysis performed according ND: / Anaau3s nposeaen no HJI: JITT-Ne(001951)-(PT'-RU)-140323 B -

Page20f7/C1p. 2 H37

2 | Identification /
HNnentudukanus
HPLC / BO)XKX

IR spectrometry /

HK-cnexmpomempus

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUAM

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUIM

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>XMBaHHs] OCHOBHOTO MHKa
Ha XpOMaTOrpamMMe HCILITYEMOro pacTBopa
JIOTDKHO COOTBETCTBOBATH BpEeMEHH
ylepXKUBaHUs ~ OCHOBHOTO  mHKa  Ha
XpoMaTorpaMMe CTaHZapTHOTO pacTBopa
(ucnblTaHue «KonuuecTBenunoe
OTpe/ieNieHNe»).

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. /
HMK-cnexkTpbl npenapara U CTaHAapTHOTO
o6pasiia, CHATBIE B AUCKE C KaJlHsi OPOMUIOM
P, B o61actu ot 4000 mo 450 cm™ nomkHbI
NPOSIBNATE MaKCHMYMbl IOIJIOILEHHST NPH
BOJNHOBBIX unciax 3490 cm, 3302 cm” u
2946 cm”' ¢ oTknoHEHHEM He 6onee £10 cm™.

Remarks : The Product confirms to ND/

Ilpumeuanne: [Ipoaykt coorBeTcTBYET Tpeboanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMonrorosneno: Ramakant

o

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Meremxep / P{Kosoz{menb

Amit Kumar
N

Date / N
JHara: 22.05.2025

<>(—4.—"
Date /

Hara: 22.05.2025

Date / }
Jata: 22.05.2025

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHATTH3A

Product : Dyspevict film-coated tablets, 100 mg

Mpoaykt: JIncrieBUKT" TabeTKY, OKPBITHIE MiieHOUHOH 060m0uK0i, 100 Mr

Market / PoIHOK :Russia / Poccus
Batch No / : Batch Quantity / ~9,00,000 tab /
Cepusi No § NESIoHCs O6neM cepHH © 9,00,000 Tab
Analytical Repog‘t No/ - 040002936595 Date of Analysis / . 21.05.2025
AHaJUTHYECKHIT oTYeT No JlaTa anann3a
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2028
JaTa npou3BOACTBA T'ogen no
Mfg. License No. / MA number: /
IponssoacTBeHHAs : MNB/05/263 ’ . JITT-Ne(001951)-(PI'-RU)

Homep PY

Junenzusa Ne

“Analysis performed according ND: / Ananus nposenen mo HJI: JITI-Ne(00195 1)-(PI'-RU)-140323

Page3 of 7/ Crp.3 u3 7

3 | Dissolution / PacTtBopenne

Unit-1 / Ta6bn.-1 98 % Not less than 75 % (Q) of acotiamide
. hydrochloride hydrate label claim should be
i . 0
Unit-2 / Tabx1.-2 el released into solution in 30 minutes. / He
Unit-3 / Tabin.-3 96 % MeHnee 75% (Q) oOT  3adABIEHHOIO
— - - COIepKaHUus axkoTHaMHAa THAPOXJIOPHAA
Wi Ma60=S 96 % rUapaTa A0JKHO MEPEiTH B pacTBOp uepes
Unit-5 / Tabn.-5 98 % 30 MHUHYT.
Unit-6 / Tabn.-6 98 %

4 | Uniformity of dosage units /
OasopoaHOCTh 2.1
J03HPOBAHHBIX eAHHHL

According to the requirements. / B
COOTBETCTBUM ¢ TpeOOBaHUAMM.

5 | Impurities / IIpumecu

Amide acid Impurity /
[TprMech aMUia KUCNOTHI

Below LOD (LOD = 0.0092%) /
Hwxe npenena obnapyxenus (110 =
0.0092 %)

Not more than 0.20 % / He 6onee 0,20 %

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeaeHo: Ramakant [posepeno: Pardeep Kumar OnobpeHo: Menenxep / PykoBoauTtens
) f Amit Kumar f\\'// .
pd e, o2 J .
Date / o\ Date / Date / v
Hara: 22.05.2025 Hara: 22.05.2025 Hata: 22.05.2025

Registared 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: L85195AP1284PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

 Product : Dyspevict film-coated tablets, 100 mg

TpoaykT: JlncnieBuxt” TabneTky, NOKPbITHIE MIIEHOYHON 06010uKO0#, 100 Mr

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / ~9,00,000 tab /
Cepus Ne s V2500958 O06bem cepun " 9,00,000 Tab
Analytical Repovrt No/ - 040002936595 Date of Analysis / - 21.05.2025
AHanAaTHYecKMit oTueT Ne Jara aHaiu3a

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2028
JaTta npousBojacTea Togen a0

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263
Juuen3us Ne

Howmep PY : JIT-Ne(001951)-(PI™-RU)

_Analysis performed according ND: / Agann3 nposeaen no HJI: JITI-Ne(001951)-(PI'-RU)-140323

Paged4 of 7/ Crp. 4 u3 7

Individual maximal
unidentified impurity / o
0.13%
EquHnyHas MakcUMalbHas
HenJeHTHHULINPOBAHHAS

Not more than 0.20 % / He 6o1ee 0,20 %

npHUMech
Total impurities / 0.24% Not more than 0.75 % / He 6onee 0,75 %
CymMma npumeceit
6 | Water / Bona 6.6 % Not more than 10.0 % / He 601ee 10,0 %
7 | Microbiological purity / MukpoOHo/0rHyecKkast Y4HCTOTA
a) Total Aerobic Microbial Less than 10 CFUper 1l g Not more than 10° CFU/g /
Count / O61mee KOJINYECTBO Menee IOKOEB 1T He 6onee 10° KOE/r
JKN3HECTIOCOOHBIX a3POOHBIX
MHKPOOPraHH3MOB
b) Total Combined Yeasts & Less than 10 CFU per 1 g/ Not more than 10° CFU/g /
Moulds Count / Ob1iee uncno Menee I0KOEB 1T He 6onee 10 KOE/r
JIPOSOKEBBIX U MIIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrctByeTB 1T OtcyTrctBUE B I T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tpoaykt coorBeTcTBYeT TpeboBanusam HJI Zaxmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ramakant [IpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBogMTENb
' Amit Kumar L
4 QL_,,:/ J'\ -
/
Date / v Date / Date / V
Hata: 22.05.2025 Hara: 22.05.2025 Jara: 22.05.2025

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJTHM3A

Product : Dyspevict film-coated tablets, 100 mg
Mpoaykr: JucneBukT” TabNeTKU, NOKPbIThiE NIEHOYHOH 060104KOH, 100 MT
Market / PoiHOK :Russia / Poccus
Batch No / ] Batch Quantity / - 9,00,000 tab /
Cepusa Ne : NSO R O0neM cepun ©9,00,000 Tab
Analytical Repog‘t No/ . 040002936595 Date of Analysis / - 21.05.2025
AHxajaTHdecKHii oTuet No Jlara aranusa
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2028
Jata npou3BoacTBa Tonen no
Mfg. License No. / )
ITpou3BoacTBEHHAsA : MNB/05/263 MA number: / : JITI-Ne(001951)-(PT-RU)
Homep PY
JMueH3us Ne
| Analysis performed according ND: / Anasnns nposeaed no HJI: JITI-Ne(001951)-(PI'-RU)-140323 |
Page5of7/Crp.S n37
9 | Assay / KoaudecTBeHHOE 98.8 mg/ 98.8 Mr From 90.0 mg to 110.0 mg of acotiamide
ompeaeJcHue hydrochloride hydrate. /
Or 90,0 mr mo 110,0 Mr akoruamumaa
TUAPOXJIOpHJIA 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. / Ilo 10
TabJIeToK B KOHTYPHYIO SAYEHKOBYIO YIIaKOBKY u3 TIeHKH
TOJIM BUHMJIXJIOPUJHOM/TIONMBUHUIHACHXIOPUAHON U Qonbru antoMuHueBoi. [lo 5
KOHTYPHBIX siYefiKOBBIX YNAKOBOK BMECTE C HHCTPYKLHMEH MO MEAULUMHCKOMY
NPUMEHEHHIO (JINCTKOM-BKJIA/IBILIEM) B TAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [TpoxykT cootBeTcTBYET Tpedopanusam HJI 3akmouenue: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Ramaka;;:r IIposepeno: Pardeep Kumar Onobpeno: Mesemxep / Pzrcoso,umenb
Amit Kumar =

&J\ P 4 e
Date / \ Date / Date /
Hara: 22.05.2025 Hara: 22.05.2025 Jarta: 22.05.2025

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: L85195AP194PLLUL4SY/
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATIM3A

Product : Dyspevict film-coated tablets, 100 mg

Mponyxr: iucnesukT” TabneTku, MOKPBITHIE TUIEHOYHOH 060n0uKoH, 100 Mr

Ananutnyeckuii order Ne

Market / PeiHOK :Russia / Poccns

Batch No / ) Batch Quantity / . 9,00,000 tab /
Cepnsi Ne § V230099 O6bem cepun © 9.,00,000 Tab
Analytical Report No / - 040002936595 Date of Analysis / . 21.05.2025

JaTa aHaju3a

JUneH3us Ne

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2028

JlaTa npousBoACcTBa I'onen oo

Mfg. License No. / MA number: /

Ilpon3BoacTBEHHAs : MNB/05/263 Homep PY : JIII-Ne(001951)-(PT-RU)

I_Analysis performed according ND: / Anaqn3 nposeaen no H/I: JITT-Ne(001951)-(PI'-RU)-140323 -

Page 6 of 7/ C1p. 6 M3 7

API name / HaumenoBanue A®C:

Acotiamide hydrochloride hydrate / AxoTnamuia rHAPOXIOPUAA THAPAT

INN / MHH:

Acotiamide / AkoTHamMu,

API manufacturer batch number /
Homep cepuu npouspoauntens ADC:

ACT-25003, ACT-25004

FP Manufacturer API Batch number /
Homep cepun cy6cTaHUMH NPOH3BOAHTE/A
LJId:

FESA00114, FESA00115

API Manufactured by & country /
IIpouszBogurens APC, crpana:

Emnar Pharma Private Limited, India /
Omuap ®apma [Mpaiiser Jlumuten, Unausa

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumeHoBaHHe, agpec, JULEH3HA AJIH
IIpoussoacTBeHHad Iomaaka / Ilnomanka
KOHTPOJIs KavecTsa / Ilnomaaka Beimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pennw’c Jlaboparopuc JIta., Muaus, Ilpoussojacteentoe
nonpaszaenenne-6, Bumi. Kxonw, Hanarapx Poyn, banau, J{uctpukr
Conan, X.I1., 173205, Unaus (nuuedsus Homep MNB/05/263)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: IIpoaykt cootBercTBYeT TpeGoBanusM HJ 3akmouenue: OJOBPEHO

INoarorosaeno: Ramakant

ol

Prepared by / Checked by / Approved by: Manager/Executive /
Ilposepeno: Pardeep Kumar Onobpeno: Menemicep / E_VI(OBOLLI/ITCJIL

“L/ Amit Kumar A 2 _
= f,r S

Date / \ Date /

Date / )

Hara: 22.05.2025 Hata: 22.05.2025 Hara:; 22.05.2025

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: L85195AP1884PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUHKAT AHAJTM3A

 Product : Dyspevict film-coated tablets, 100 mg

IIpoaykT: JucreBukT” TabneTkH, MOKPAITHIE MIEHOUHON o6onoukoii, 100 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~9,00,000 tab /

Cepust No § V2500958 O06neM cepun " 9,00,000 Tab

Analytical Report No/ . 040002936595 Date of Analysis / . 21.05.2025

AunanuTudeckuii oTyer Ne JlaTa anayu3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2028

JaTa npou3BoOACTBa T'onen no

Mfg. License No. / MA number: /

Ilpou3BoacTBeHHAsA : MNB/05/263 ’ . JIII-Ne(001951)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposeaed no HJI: JITT-Ne(001951)-(PT'-RU)-140323

Page 7 of 7/ Ctp. 7 u3 7
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3ak/il04eHHe 0 cOOTBeTcTBHH: «HacTodIuM s NOATBEPKAAI0, YTO NPHBENCHHAs Bhllle HHGOPMALMs ABJISETCS
JIOCTOBEPHOH M TOYHOM. DTa cepHsl MPOAYKLUMH NMPOU3BeeHa (BKIIOYAst YNakoBKY (MapKMPOBKY) M KOHTPOJb
KauecTa) Ha BbIIEYKAa3aHHONW MNpPOM3BOJCTBEHHOM Muowmanke (IUIOmaaKax) B TOJHOM COOTBETCTBHM C
TpeboBanuamu [IpaBun Hamiexaluedl NpOU3BOACTBEHHOM NpakTHKU EBpasnickoro sKOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsi6pst 2022) v Tpeb0BaHMAMU KOHTPOJIA Ka4eCTBa JIEKApCTBEHHBIX CPEACTB,
a TaKXe B COOTBETCTBUH CO CIICUU(PHKALUAMH, COASPIKAMMHUCA B PEMMCTPALIMOHHOM JI0OChE CTPAHBI-UMIIOpTEpA.
3anucH nNo NpoU3BOCTBY, YIAKOBKE U aHAJIM3Y MPOBEPEHbI, U YCTAaHOBJIEHO HX COOTBETCTBUE TpeboBaHusaM [IpaBun
HaJnexauei npou3BoACTBEHHOM NMPakTUKK EBpasniickoro 3KOHOMMYECKOI0 COr03a».

Remarks : The Product confirms to ND/ Conglusion ; APPROVED /

IIpameuanne: TTpoaykT cooTBeTcTBYET TpeboBaHHsM HII Zaxmouenue: OJJOBPEHO

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

IToaroroBneno: Ramakant IMposepeno: Pardeep Kumar Onobperno: Meremkep / PykosoauTeb
m dd, f Amit Kumar - L

Date / ‘.,' Date / Date / ¥ -

Jara: 22.05.2025 Hara: 22.05.2025 Jara: 22.05.2025

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: L85195AP1984PLC004507
www.drreddys.com




