Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
HMpoayxr: icnesnkr” TadieTKH, DOKPBIThIE 1IeHO4HOI obomoykofi, 100 mr

Market / Poinok : Russia / Poccus

Batch No / ) Batch Quantity / ~900000.0 tab /
| Cepust Ne 8 V2402153 O6nem cepun " 900000.0 Tab

Analytical Repog‘t No / - 040002702604 Date of Analysis / - 98 10.2024

AnanuTHYecKHH oTYeT Ne Jara anayinza

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

JarTa mponu3BoJCTBA T'open no

Mfg. License No. / .

IIpoussoacTBenHas : MNB/05/263 ISy mumberg : JIIT-Ne(001951)-(PI'-RU)

Homep PY
Jnuen3nsa Ne

:Analysi_s performed according ND:

/ Awanns mposened no HJI: JITT-Ne(001951)-(PI"™-RU)-140323

Pagelof 7/Crp. 1 w37

A Test / ITokazaTean

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanue

Round white film-coated tablets
debossed with "100" on one side and
plain on the other side. In cross section
- a core is white. / Kpyrmnbie TabneTki,
MOKPBITBIE MIeHO4YHOH o06osa0yKoi
Oenoro 1BeTa, ¢ rpaBUpoBKON «100»
Ha OJHOHW CTOpOHE M rNajKue Ha
npyro#i. Ha nonepeuHom cpese — sapo
0eJjloro uBeTa.

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. / Kpyrnbie tadnetks,
NOKPBITBlE TIEHOUYHOH obonoukoii Genoro
WM mouTH Oenoro LBeTa, ¢ I'PaBUPOBKOH
«100» Ha OAHOW CTOpPOHE M rnaaKkue Ha
Jpyroii. Ha momepeunoMm cpese — siipo OT
0eNIoro 10 CBETIIO-KEITOrO LBETA.

Remarks : The Product confirms to NI/
I pumeyanue: [Tpoayxt cooTBeTcTBYeT TpeboBaHHaM H/JL

Congclusion : APPROVED /
3aknouyeHne: O}IOEI"EHO

Prepared by / Checked by / Approved by: Manage Executive /
[Tonroromneno: Santosh Kumgr [Iposepeno: Pawan Kumar Onobpeno: Menemwkef] / Pyxosoaurenb
Maurya %_ Zf. Abhishek Chauhan

Date / Date / ' Date /

Hara: 29.10.2024 Jara: 29.10.2024 JaTta: 29.10.2024
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CERTIFICATE OF ANALYSIS
CEPTUD®HKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Ipoayxr: [ucnepuxt" TabneTky, NOKpbIThle MIeHOYHOH 060104KOH, 100 MP

Market/ Poinok : Russia / Poccus
Batch No / . Batch Quantity / ~900000.0 tab/
| Cepust Ne # V2102198 O6bem cepuu " 900000.0 Tab
Analytical Repourt No/ . 040002702604 Date of Analysis / - 98 10.2024
AHanuTH4YecKuii oTder No Jara ananusa
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027
JlaTa npoH3BOACTBA T'onen no
Mfg. License No. / .
T p— - MNB/05/263 DI, numibeg) . JIMT-Ne(001951)-(PT-RU)
, Homep PY
unen3ust Ne

_Analysis performed according ND:

/ Anasnns nposeaen mo HJI: JITI-Ne(001951)-(PT-RU)-140323

Page2 of 7/ Ctp.2 m3 7

2 | Identification /
NpenTuduxanus

HPLC /BOXXX

IR spectrometry / HK-
CHEKmPOMEMPUs,

Complies as prescribed /
CooTBeTcTBYET TpebGOBaAHIIM

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHUSIM

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 yaepx1BaHus OCHOBHOTO THKa
Ha XpoMmarorpaMme HCIBITYeMOro pacTBopa
JOJIKHO COOTBETCTBOBATh BpeMeHH
yIep)KMBaHHS ~ OCHOBHOrO  MHMKa  Ha
XpomarorpaMme CTaHJapTHOIO pacTBopa
(ucnbiTaHue «KonuuecTBeHHOE
onpeneNeHHe).

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 mnpenapara ¥ CTaHAapTHOTO
obpaslia, CHATHIE B IUCKE C KA GpOMHAOM
P, B o6aactu ot 4000 10 450 cm” momkHbl
[IPOSIBNIAT MaKCHMYMBI MOIJIOLIEHUS [IPH
BOJIHOBBIX ucnax 3490 e, 3302 cvm' u

Remarks : The Product confirms to ND/
Ipumeuanue: TTpoaykT cooTBeTcTBYeT TpebopanuaM HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar [Tposepeno: Pawan Kumar Onobpeno: Menemifep / Pykooaurens
Maurya {? Abhishek Chauhan; /

Date / Date / | Date / '

Hata: 29.10.2024 Hara: 29.10.2024 Jara: 29.10.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Hpoaykr: JIucneBukT" TabNeTKH, NOKPLIThIE MIEHOYHOI 060104KOii, 100 Mr

| Market / Pbinok : Russia / Poccus
Batch No / . Batch Quantity / . 900000.0 tab /
| Cepusi Ne. ) \_/2i02_153 Oo6nBem cepuu " 900000.0 Tab -
Analytical Repo\}'t No/ - 040002702604 Date of Analysis / . 28.10.2024
Auanutndeckuii oruet No JlaTa aHa/aH3a
Date of Manufacture / . 10/2024 Date of Expiry / . 092027
JaTta mpoH3BoacTBa T'ogen go ]
Mfg. License No. / .
MponsBoncTBenMas - MNB/05/263 MTAPRIIRDCeR,/ - JIT-Ne(001951)~(PT-RU)
. Homep PY
JuneH3ua Ne B

| Analysis performed according ND: / Anaaus nposenen no HJI: JIIT-Ne(001951)-(PI'-RU)-140323

Page3of 7/Crp.3 37

2946 cm”! ¢ ortknoHeHneM He 6omnee £10 cm™.

3 | Dissolution / PacTBopenue
|

Not less than 75 % (Q) of acotiamide
hydrochloride hydrate label claim should be
released into solution in 30 minutes. / He

MeHee 75% (Q) ot

COJiepKaHusl  akoThamMuja

30 MUHYT.

Unit-1/Tabn.-1 91 %
Unit-2 / Tabin.-2 94 %
Unit-3 / Tabn.-3 97 %
Unit-4 / Tabn.-4 93 %
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 97 %

3asBJIEHHOTO
THUApOXJIopHIa
THApaTa JIOJDKHO TepeiiTH B pacTBOp uepes

4 | Uniformity of dosage units /
OnHopoaHocTh
J03UPOBAHHBIX eIMHNI]

23

COOTBCTCTBHH C TpC6OBaH HAMMU.

According to the requirements. / B

5 | Impurities / Ilpumecu

Amide acid Impurity /
IMpuMech aMua KUCIIOTBI

Below LOD (LOD = 0.0092 %) /

Huxe npenena obHapyxenus (I10 =

0.0092 %)

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

Remarks . The Troduct conliims o WD/
llpameyanne: llpoaykT coorBeTcTBYEeT TpeboBanuam H/|

Cunclusivn . ATPTROVED /
3akaouenune: OJJOBPEHO

Prepared by /
[Tonrorosneno: Santosh Kumar
Maurya lrﬁ(

Checked by /
[IpoBepeno: Pawan Kumar

t
Approved by: Manager/Executive /
Onobpeno: Menenzxep / PykoBoantens
Abhishek Chauhan

Date /
Hara: 29.10.2024

Date /
Jara: 29.10.2024

Date /
Hara: 29.10.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Mpoaykr: Jlncnesuxt” TabNETKH, MOKPBITHIE MIIEHOUHOM o6onoukoii, 100 mr

Market / PoiHOK : Russia / Poccus
Batch No / - V2402153 Batch Quantity / _900000.0 tab/
Cepust Ne ' O6bem cepun © 900000.0 Tabd
Analytical Repourt No/ - 040002702604 Date of Analysis / . 28.10.2024
| AHasHTRYecKHH oTdeT Ne JlaTa anaausa
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027
Jara nDpousBoacTsa I'open 1o
Mfg. License No. / .
TIpousBoacTBenHas . MNB/05/263 B ety . JIMT-Ne(001951)-(PT-RU)
i Homep PY
JuueH3ns Ne

Analysis performed according ND: / Anajns npo;selleﬂ nmo HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page4of 7/ Crp. 4 137

Individual maximal | Below BDL (BDL=0.08 %)/ Huxc nopora
unidentified impurity / | pernerpauiy (TP =0.08 %)

EI[I/IHH‘{HHSI MaKCHMaJlbHas

HeuAeHTHHUIIMPOBaHHAS

IpHUMECH

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

| Total impurities /
CymMma npumeceit

Bclow BDL / Hu:xe nopora perucrpanus

Not more than 0.75 % / He 6onee 0,75 %

Water / Boaa 6.4%

Not more than 10.0 % / He 6onee 10,0 %

Microbiological purity / MukpoOHoI0orniecKas YHcToTa

a) Total Aerobic Microbial
Count / Ob111ee KONTUUYECTBO
MU3HECTTOCOOHBIX a3POOHBIX
MHUKPOOPTaHU3MOB

Less than 10 CFUperl g
Menee 10 KOEB 1T

Not more than 10° CFU/g /
He Gonee 10° KOE/r

b) Total Combined Yeasts &
Moulds Count / Of1uee yucio
JPOMOKEBBIX U MIECHEBbIX
rpuboB

Less than 10 CFU per [ g/
Menee 0 KOEB 1T

Not more than 10° CFU/g /
He 6onee 10> KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OrcyrctByeT B 1 T

Shell be absent in 1 gram /
OtcyTcTBHE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: ponykr cooTBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akmwuyenue: OJJOBPEHO

]
Approved by: Manager/Executive /

Prepared by / Checked by /

[Toarorosnexo: Santosh Kumar [Ipoeepeno: Pawan Kumar Onobpeno: Menepgep / PykoBogurens
Maurya % f? Abhishek Chauhan

Date / Date / I Date /

Hara: 29.10.2024 Jara: 29.10.2024 Jlata: 29.10.2024




Dr.Reddy’s ":
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CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IIpoay Kr: JucneBukT" TabIETKH, NOKPBITHIE NIEHOYHOH 060J104K0H, 100 Mr

Market/ PpiHOK : Russia / Poccus
Batch No / . Batch Quantity / ~900000.0 tab /
1 V2402153 :
 Cepust No O0beM cepuH 900000.0 Tab
Analytical Repo\f't No/ - 040002702604 Date of Analysis / . 98.10.2024
| AHasuTHYecKH i oTueT Ne JaTa aHanusza
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027
| laTa mMpoH3BOACTBA T"oaen o
Mfg. License No. / .
IIponzBoacTBeHHasA : MNB/05/263 DB £ : JITI-Ne(001951)~(PI'-RU)
Homep PY
JuueH3us Ne

Analysis performed according ND:

/ Ananms nposegen mo HJL: JITI-Ne(001951)-(PI'-RU)-140323

Page50f7/Crp.5 m37

8 | Assay / KosindecrBennoe
ompeaeieHHe

From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Ot 90,0 Mr pmo 110,0 mMr axkorHamuga
rUIPOXJIOPH/IA THApATa.

98.1 mg/98.1 mr

9 | Packaging / Ynakoska

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
9 blisters and a patient information leaflet (package insert) in a carton. / ITo 10
TabmeToK B KOHTYPHY!O s9elikoByIO YTIaKOBKY us3 TUIEHKH
101 BUHHJIXJIOPUAHON/MOJIMBUHUINASHXIIOPHAHON 1 (oNbrd amoMuHueBOH. 11o 9
KOHTYPHBIX si4eHKOBBIX YMaKOBOK BMECTE C HHCTPYKLHEH MO MEIULIHHCKOMY

[IPUMEHCHUIO (III/ICTKOM—BKJIaJlbILLICM) B Ma4yKy KapTOHHYIO.

Remarks : The Product confirms to ND/
Hpuneriamie: 11poayrr cooTpeTeTDYOT TPodoDaIIIAM HL

Conclusion : APPROVED /
3armorenne: ONOBPEHO

Prepared by / Checked by /

IToarorosneno: Santosh Kumar

Maurya % [

[Iposepeno: Pawan Kumar
/-)

]
Approved by: ManageyfExecutive /
Opobpeno: Menemikey / PykoBoauTe/b
Abhishek Chauhan

\\\

Date / Date / !
Hara: 29.10.2024 Hara: 29.10.2024

Date /
Hara: 29.10.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Mpoaykr: AucneBukT” Tabnerkn, NOKPBITHIE NIEHOUHOIT 060n0uKoii, 100 mr

Market / PpiHok : Russia / Poccust

Batch No / . Batch Quantity / _~900000.0 tab /

Cepust No + V2402153 Oodnbem cepun " 900000.0 Tab )

Analytical Repo:‘t No/ - 040002702604 Date of Analysis / . 98.10.2024
_AnaauTuyeckHuii oTyeT Ne JlaTa aHaH3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2027
 JlaTa npou3BojacTBa T'onen a0

Mfg. License No. /

. MA number: / ) No —
IIpouzBoacTBeHHAS : MNB/05/263 Homep PY : JII1-Ne(001951)-(PT-RU)

aunensusa Ne

Analysis performed according ND: / Anann3 nposegen no H/: HH-N9(001951)—(PF-RU)—140323

Page 6 of 7/ Ctp. 6 u3 7

API name / Hanmenosaune A®C:

Acotiamide hydrochloride hydrate / AkoTHaMuaa ruipoxjaopuja ruapat

INN / MHH:

Acotiamide / AkoTHaMHu ],

API manufacturer batch number /

Homep cepuu npoussoanrenss ADC:

FP Manufacturer API Batch number /
Homep cepuu cyOcTAHUHUH MPOH3BOAUTE/ISA
I'Jid:

ACT-24001

FERA00296

API Manufactured by & country /
IIpoussoaurens ADC, cTpana:

Emmennar Pharma Private Limited, India /
DOmmennap ®apma [paiieer Jlumuren, Huaus

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

HaunmMeHoBaHHe, aapec, JHUEH3HS JJIs
IIpou3BoacTBeHHAS IIOLAAKA /
IL1omaaka KOHTPOJIsI KadecTBa /
Ilimomaaxa BEINIYCKA

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 Pennn’c Jlabopatopnc Jita., Unnus, IponssoiacTeeHHoe
noapasaeneune-6, Bumn. Kxons, Hanarapx Poyn, banau, TucTpukTt
Conan, X.I1., 173205, Uuaus (nuuensus Homep MNB/05/263)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: IlponykT cootBeTcTBYeT TpeboBaHusM HJ 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /
Iloxgrorosneno: Santosh Kumar ITpoesepeno: Pawan Kumar Onobpeno: Menemxep / PykosoanTteib
Maurya Abhishek Chauhan

e

S

Date / Date /

Date /

Jlara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

IpoxykT: JIncneBukT" TabieTkH, TOKPhITHIC MIeHOUHOMH 0bonoukoi, 100 mr

Market / Peinok : Russia / Poccus

Batch No / . Batch Quantity / . 900000.0 tab /

Cepust Ne $ V2402153 | Oobem cepuu " 900000.0 Tab o

Analytical Report No / - 040002702604 Date of Analysis / . 28.10.2024

Anaaurnuyecknii oruer Ne Jara aHaIH3a

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

| laTa npou3BoAcTBa I'onen o

Mfg. License No. / .

MpomsBojcTBeHnas - MNB/05/263 Alasnumiber: / - JIM-Ne(001951)-(PT-RU)
Homep PY

JuueH3ns Ne

Analysis performed according ND: / Anaan3s nposenen no HJI: JITT-Ne(001951)-(PI™-RU)-140323 ]

Page 70of 7/Ctp. 7 137

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/I04eHHe 0 COOTBETCTBHH: «HacTOAIMM 5 MOATBEPKIAK0, YTO NMpUBEEHHAs Bhille MHPOPMALIUS ABJIAETCH
JOCTOBEPHON M TOYHOM. DTa cepust MPOAYKUMH MpoM3BeJeHa (BKIOYass yNakoBKy (MapKMpPOBKY) M KOHTPOIb
KauecTBa) Ha BBHIIEYKA3aHHOM TNPOM3BOACTBEHHOW muouiagke (MJIOWagkax) B [OJIHOM COOTBETCTBUH C
TpeboBanuamu [IpaBun Haanexalneil mpou3BOACTBEHHOW NpakTHKK EBpasuiickoro skonoMuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsabps 2022) u Tpe60BaHUSAMH KOHTPOJIA KAYECTBA JIEKAPCTBEHHBIX CPEACTB,
a TaK)Ke B COOTBETCTBUM CO CICHMPHKALMAMHU, COACPKAILUMUCT B PETHCTPALIMOHHOM JI0ChE CTPaHbI-HMNOpTEpa.
3anucy no NPOU3BOACTBY, YIIAKOBKE K aHaN3y MPOBEPEHB], H YCTAHOBJIEHO HX COOTBETCTBHE TpeboaHuaM [Ipasun
Haanexaineit Npou3BOICTBEHHON NPaKTUKU EBPa3sHiicKOro 9KOHOMUYECKOIO COK3ay.

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

Ipumeuanne: IIpoaykT cooTBeTcTBYeT TpeboBanmsam HJT 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/E

[Toarorosneno: Santosh Kumar [Ipoeepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoguTenb
Maurya %/ _?_.\ Abhishek Chauhan

Date / Date / Date / ]
Hara: 29.10.2024 Hara: 29.10.2024 Jlarta: 29.10.2024




