..
Dr.Reddy’s Q'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Dysgvict film-coated tablets, 100 mg
HpoaykT: J{ucnesuxt" TabneTkH, NOKPbITbIE MIEHOUHOI 0607104KO#, 100 M

Market / PbIHOK : Russia / Poccus

Batch No / . Batch Quantity / - 900000.0 tab /
| Cepusi Ne R TN O0neM cepHH " 900000.0 Tab

Analytical Repourt No/ . 040002703418 Date of Analysis / . 98.10.2024

AnanuTudeckuii oruer Ne JlaTa aHaau3za

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027

Jlata npou3BoAcTBA - Togen 1o

Mfg, License No. / .

TpoussoacTBenHasn . MNB/05/263 e . JIT1-Ne(001951)~(PT-RU)

Homep PY
JuueH3ns No

Analysis performed according ND:

Page 1 of 7/ Crp. 1 137

Test / IloxazaTenasb

Result / Pe3yabTaTsl Specification / Hopma

1 | Description / Onucanue

Round white film-coated tablets | Round white to off-white film-coated tablets
debossed with "100" on one side and | debossed with "100" on one side and plain on
plain on the other side. In cross section | the other side. In cross section - a core is
- a core is white. / Kpyrnble Tabnetk, | white to pale yellow. / Kpyrnble tabnetku,
MOKPBIThIE [IEHOYHOH 000/04KOH l MOKPbIThIE MNEHOYHOH obonoukoit Genoro
6enoro 1BeTa, ¢ rpaBupoBKoii «100» | unM MOYTH GENOTO HBETA, C [PABHPOBKON
Ha ONHON CTOpoHe M Tnaakue Ha | «100» Ha OnHOH CTOpOHE M TNaJKHE Ha
apyroit. Ha nonepeynom cpese —saapo | npyroii. Ha monepedyHoM cpese — sapo OT
Genoro LBera. 6€eJI0ro 10 CBETJIO-XKETOrO LBETA.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoxykr cootBercTByeT TpebosanusaM HJI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

/
Approved by: Managgr/Executive /

Prepared by / Checked by /

IMoarotosneHo: Santosh Kumar Iporepeno: Pardeep Kumar Opnobpeno: Menemwigép / Pykosoaurens
Maurya o -ﬁ/ Abhishek Chauhan

Date / Date / Date /

Jara: 29.10.2024 Hara: 29.10.2024 Jarta: 29.10.2024
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Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

| Product : Dyspevict film-coated tablets, 100 mg
MpoaykT: ucnesukT" TaGneTKH, NOKPbIThie TNIGHOUHOH 060104K0H, 100 Mr

Market / PpiHok : Russia / Poccusi
Batch No/ . Batch Quantity / . 900000.0 tab/
| Cepusi No V2402154 O6nem cepuu " 900000.0 Tab
Analytical Repog‘t No/ . 040002703418 Date of Analysis / . 28.10.2024
AHaguTHyeckuii oTgeT Ne JlaTa aHa/u3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027
JlaTa npou3BoAcTBA Toaen no
Mfg. License No. / .
IlpoussoacTBenHan : MNB/05/263 S e : JITT-Ne(001951)-(PI"-RU)
Homep PY
annenzus Ne

Analysis performed according ND:

/ Ananu3s nposenen no HJI: JI[1-Ne(001951)-(PI'-RU)-140323

Page20of 7/Crp. 2 m37

2 | Identification /
Hnentuduxanus
HPLC /B3)KX

IR spectrometry / K-
CREKMpPOMemPUs

Complies as prescribed /
CooTBeTCTBYET TPECOOBAHHUIM

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). / Bpems yaepx1BaHHs OCHOBHOTO THKA

Ha XpoMmarorpamme HCIBITYEMOIO PacTBopa
TTOJKHO COOTBETCTBOBATh BpeMeHH
yIEP)KMBaHUS  OCHOBHOIO nyika  Ha
XpoMaTorpaMMe CTaHAApTHOr'O — pacTBoOpa
(ucnblTaHue «KonuuecTBeHHOE
oTpeNieNieHNe»).

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-cnekTpbl mOpemapara H CTaHIapTHOTO
o0pasiia, CHATBIE B AUCKE C KanHs OpoMKaoM
P, B obnactn ot 4000 no 450 cm” mOMmKHBI
MpPOSBNIATE MAKCHMYyMbi MOIJIOLIEHHS TIPpH
BOJIHOBBIX uxcnax 3490 oM, 3302 cm” u

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT coorBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO
/

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar ., [Iposepeno: Pardeep Kumar Ono6peno: Menemikey// PykoBoanTeb
Maurya ’ﬁ ﬁ Abhishek Chauhan

Date / Date / - Date /

Jarta: 29.10.2024 Hata: 29.10.2024 JHara: 29.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

| Product : Dyspevict film-coated tablets, 100 mg
IpoaykT: JncneBukT " TabaeTKH, MOKPbIThie IIeHOo4HOH o6onoukoid, 100 Mr

Market / Pp1HOK : Russia / Poccust
Batch No / . Batch Quantity / _900000.0 tab/
| Cepus Ne 4 V2402154 O6bem cepuu " 900000.0 Tab
Analytical Repo‘}'t No/ - 040002703418 Date of Analysis / . 98.10.2024
AHaJuTHYeCKHi oTueT No JlaTa ananuza
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027
JdarTa npoH3BOACTBA I'oxen Ao
Mfg. License No. / .
IIpon3BoacTBeHHas : MNB/05/263 s et ¢ JITT-Ne(001951)-(PI"-RU)
Homep PY
iuieH3us Ne

Analysis performed according ND: / Anaaus nposenen no HJ: JITT-Ne(001951)-(PI"-RU)-140323

Page30of 7/Crp.3 m37

2946 cM™ ¢ otknoHeHueM He 6osee +10 cm™.

3 | Dissolution / PacTBopenne

Unit-1/ Taba.-1 94 % Not less than 75 % (Q) of acotiamide
- hydrochloride hydrate label claim should be
= = 0
oy RO QI released into solution in 30 minutes. / He
Unit-3 / Tabn.-3 98 % meHee 75% (Q) OT  3a4BJIEHHOrO
= ———1 CoflepKaHlA aKoTHamuAa TUAPOXJIOpHAA
Unit-4 / Ta6n.-4 97 % rujpaTa A0JDKHO NepelTH B pacTBOp uepes
Unit-5 / Tabn.-5 95 % 30 MUHYT.
Unit-6 / Tabn.-6 96 %

4 | Uniformity of dosage units /
OaHOpOaHOCTH
J03HPOBAHHBIX eAHHHIL

2.8

According to the requirements. / B
COOTBETCTBHHU C TPEOOBAHUAMMU.

5 | Impurities / Hfmmecu

Amide acid Impurity /
ITpyMech aMHaa KHCIIOThI

Below LOD (LOD = 0.0092 %) /
Hinke npenena odHapyxenus (I10 =
0.0092 %)

Not more than 0.20 % / He 6o0xee 0,20 %

Remarks : The Product confirms to ND/
IMpumeuanue: [Tponykt coorsercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3akmoyenue: OOBPEHO
A

Hara: 29.10.2024

Prepared by / Checked by / Approved by: Mana gt;-f Executive /
Ioaroroeneno: Santosh Kumar IIposepeno: Pardeep Kumar Onobpeno: Menemkep / Pykospaurens
Maurya u%\' sﬁ/ Abhishek Chauhan /

Date / Date / . Date /

JHara: 29.10.2024

Jara: 29.10.2024
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Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Dyspév_ict film-coated tablets, 100 mg
Mpoaykt: JlucneBukr" TabieTky, MOKPbITIE MIEHO4HOM 00605104KO#H, 100 Mr

Market / PeiHok : Russia / Poccus

Batch No / ) Batch Quantity / - 900000.0 tab /
| Cepusi No V2402154 O6bem cepun * 900000.0 Tab

Analytical RepOJ't No/ - 040002703418 Date of Analysis / . 28.10.2024

AHaTHTHYECKHIT oTueT No JlaTa ananau3za

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027

Jata npoH3BOACTBA I"'oxen go

Mfg. License No. / .

TpousBoacTBeHNAs - MNB/05/263 g T = . JI[1-No(001951)~(PF-RU)

Homep PY
JuneH3Hs Ne

Analysis performed according ND: / Anain3 nposejen no HJL: JITI-Ne(001951)-(PI™-RU)-140323

Page4 of 7/ C1p. 4 3 7

Individual maximal | Below BDL (BDL=0.08 %)/ Hue mopora | Not more than 0.20 % / He 6onee 0,20 %
unidentified impurity / | peructpaunu (IP =0.08 %)
EnuHiugas  MakcuManbHas
HeuJIeHTHOHIMPOBAHHAS

MPHMECH
| Total impurities / Below BDL / Hue nopora perucrpauni Not more than 0.75 % / He 6onee 0,75 %

CymMa npumecet
6 [ Water / Boga 6.4% Not more than 10.0 % / He 6osee 10,0 %
7 | Microbiological purity / MHKpoOHOJIOTHYECKAS YHCTOTA

a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 10* CFU/g/

Count / O0111e€ KOJIHYECTBO Menee 10 KOEB 1T He 6onee 10° KOE/r

MKH3HECTIOCOOHBIX a3POOHBIX

MHWKPOOPraHH3MOB

b) Total Combined Yeasts & Less than 10 CFU per 1 g/ Not more than 10* CFU/g /

Moulds Count / O6mmee uncno Menee I0KOEB 1T He Gonee 10° KOE/r

JPOKEBBIX H MIECHEBBIX

rprboB

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

OrcytcTByeT B 1 T OtcyrctBue B 1 1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IponykT cooTBeTcTBYET TpeboBanuam HJI 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Ekecutive /
IMoarororneHo: Santosh Kumar IIpoepeHo: Pardeep Kumar Onobpeno: Menemxep //PyKkoBoafiTens
Maurya \% ; Abhishek Chauhan
Date / Date / . Date /
Jata: 29.10.2024 Hata: 29.10.2024 Hara: 29.10.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg - o
Hponaykr: Jincresnkt" TabieTkn, MOKPbITbIC MIeHouHoll obonouxoii, 100 mMr
Market / Ppinok : Russia / Poccus
Batch No / ) Batch Quantity / ~900000.0 tab /
Cepusi Ne - S VZaRzlon Qo6bem cepuu " 900000.0 Tad |
Analytical Report No/ - 040002703418 Date of Analysis / . 28.10.2024
AHaguTH4YecKHii oTueT Ne JIaTa anajimn3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2027
JaTa npoU3BOACTBA TI'open oo
Mfg. License No. / .
MpouspoacTBeHHas . MNB/05/263 bR . JIM-Ne(001951)-(PT-RU)
Homep PY
JHneH3nsg Ne
| Analysis performed according ND: / Auanu3s nposenes no HJI: JITT-Ne(001951)-(PI"-RU)-140323

Page50t7/Crp. S 37

8 | Assay / KoanvecTBennoe
ompejeseHne

From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Ot 90,0 mr po 110,0 mMr axoTnamMuaa

CUAPOXJIOpH A THAPATA.

97.3mg/97.3 Mr

9 | Packaging / YnakoBka

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
9 blisters and a patient information leaflet (package insert) in a carton. / [lo 10
TabneToK B KOHTYPHYIO AYCHKOBYIO YT1aKOBKY u3 NIIEHKH
HOJIMBUHHIXIOPHAHONW/MOMBUHIIIMACHXIOPUAHONW U donbru amomuHuesoi. Ilo 9
KOHTYPHBIX si4efiKOBBIX YNAaKOBOK BMECTE C MHCTPYKUHEH MO MEAMLHHCKOMY

NPUMEHEHHIO (IMCTKOM-BKJIaAbILIEM) B 1a4YKy KapTOHHYIO.

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

Ipumeuanne: [IpoaykT cooTBeTCcTBYET TpeboBaHuaM HJJ

3akJoueHne: OI[OBP?HO
Ii

Hara: 29.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Santosh Kum Iposepeno: Pardeep Kumar Opnobpeno: Menenxep// Pykosfmmenb
Maurya @\ f Abhishek Chauhan /

Date / Date / B Date /

Hara: 29.10.2024

Harta: 29.10.2024




@
Dr.Reddy’s Q_'.°

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJTM3A

Product : Dyspevict film-coated tablets, 100 mg

MpoaykT: Jncnesuxt” TabieTkn, NOKPBITEIE IUICHOYHOT 06o04Kkoi, 100 mr

Market / PuiHok : Russia / Poccus

Batch No / . Batch Quantity / ~900000.0 tab /
| Cepust Ne V2402154 O6bem cepun " 900000.0 Tab

Analytical Report No/ - 040002703418 Date of Analysis / . 28.10.2024

AHaJIHTHUYECKHH oTueT Ne JlaTa aHanN3a

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2027

JaTa npou3BoJcTBa Toaen no

Mifg. License No. / .

TpousBocTBeHHas - MNB/05/263 pus ATl o g . JIT-Ne(001951)-(PT-RU)

Homep PY
Junensus Ne

Analysis performed according ND: / Ananus nposeges no HJL: JITT-Ne(001951)-(PT'-RU)-140323

Page 6 of 7/ CtTp. 6 137

API name / HaumenoBauue AD®C:

Acotiamide hydrochloride hydrate / Akotnamuna rugpoxjiopuja ruapat

INN / MHH:

Acotiamide / AkoTHaMu[

API manufacturer batch number /
Homep cepun npoussoautens ADC:

ACT-24001, ACT-24003

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMH NPOU3BOHTEIA
T'Jd:

FERA00296, FERA00306

API Manufactured by & country /
pouszsoaurtenab ADC, crpana:

Emmennar Pharma Private Limited, India /
OmmenHap @apma [lpaiiser Jlumuren, Uuaus

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

HaumenoBanue, aapec, THIeH3HSA JJId
IlpousBoacTBeHHAS IIOIIAIKA /
Iomagka KOHTPOJIS KadecTsa /
ILomaaka BeINyCKa

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 Pennun’c Jlaboparopuc JIta., Unaus, [IponssoacreenHoe
noapasaenenne-6, Bunn. Kxons, Hanarapx Poyn, bannu, {uctpukr
Conan, X.I1., 173205, Uuaus (nuuensus Homep MNB/05/263)

Remarks : The Product confirms to ND/

Mpumeuanue: [TponykTt cooTBeTcTBYET TpeOoBannaM HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO
|

Prepared by / Checked by / Approved by: Mana;"' er/Executive /
[Moarorosieno: Santosh Kun IIposepeno: Pardeep Kumar Onobpeno: Menemkep / PykopoauTeib
Maurya @, ﬁ Abhishek Chauha(H /

Date / Date / | Date /

Hara: 29.10.2024 Hara: 29.10.2024 Jara: 29.10.2024
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHUDUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
| Mpoayxct: JucneBukt" Tabnerky, NOKPHIThE MIEHOUHOH 060/104KO0#, 100 Mr
Market / PoiHOK : Russia / Poccus
Batch No / . Batch Quantity / ~900000.0 tab /
| Cepust Ne V2502154 O6nbem cepun " 900000.0 Tab
Analytical Report No/ . 040002703418 Date of Analysis / . 28.10.2024
AnanuTudeckuii oTyeT No JlaTa aHanu3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2027
JaTa npon3BOACTBA I'onen no
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAs : MNB/05/263 ) : JITT-Ne(001951)-(PI"-RU)
Homep PY
Jauuenzus Ne
“Analysis performed according ND: / AHaan3 npoBeeH 1o HJL: JIT1-Ne(001951)-(PI'-RU)-140323 -

Page 7of 7/ Ctp. 7 1137

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».

3aKJI09eHHe 0 COOTBeTCTBHHU: «HacTosmuM 51 OATBEPKAAL0, YTO NPUBEAEHHAS Bbllle MHQOpMAaLus SIBASETCS
JOCTOBEPHOM M TOYHOM. DTa Cepusi MPOAYKUMK MponsBescHa (BKNKOYAs YMAaKOBKY (MapKHUPOBKY) M KOHTPOJb
KayecTBa) Ha BLIIEYKa3aHHOM MPOU3BOACTBEHHOH momazake (MIOLUAAKaXx) B IIOJHOM COOTBETCTBUH C
TpeboBanusamu [IpaBun Haanexaeii POU3BOJACTBEHHOM MPAKTUKKH EBpasuiickoro 3KOHOMHYECKOIO COro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpebOBaHUAMH KOHTPOJIS KAUECTBA JISKAPCTBEHHBIX CPEACTB,
a TaKoKe B COOTBETCTBUU CO ClelUPUKAUUAMH, COACPKALMUMHUCA B PETHCTPALIMOHHOM JI0ChE CTPAHBI-MMIIOPTEPA.
3almicH 110 MPOU3BOCTBY, YIAKOBKE U aHANM3Y NPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHusIM [IpaBun
HajuIeKallei Npou3BOACTBEHHOHN MPAaKTUKKM EBPasuiicKOro 3KOHOMU4ECKOro COK03an.

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO
4

Remarks : The Product confirms to ND/
IIpumeuanne: [Tponykt coorBeTcTBYeT TpeboBaHusM H/I

Prepared by /
IMoarotosneno: Santosh Kum
Maurya (&

Checked by /
ITpoeepeno: Pardeep Kumar

Date /

Approved by: Manag!" /Executive /
Onobpeno: Menemkep / PykosoAnTENb
Abhishek Chauhan /’

Date /
Jarta: 29.10.2024

JHara: 29.10.2024

Date /
Hata: 29.10.2024




