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Dr.Reddy’s ".

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IpoaykT: Jucnesukt" TabNeTKH, MOKPHITHIE NIEHOYHOI 0bonoukoi, 100 Mr

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 900000.0 tab /

Cepust Ne V2500065 O6Bbem cepuu " 900000.0 Tab

Analytical Report No/ - 040002793522 Date of Analysis / . 24.01.2025

AnanuTHueckHuii oTuer No JlaTra aHanau3a

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027

JlaTa npoH3BOACTBA I'ogen ao

Mfg. License No. / MA number: /

IIpou3BoacTBeHHas : MNB/05/263 ) : JITI-Ne(001951)-(PT-RU)
Homep PY

JIHIeH3HsA Ne

Analysis performed according ND:

/ Ananus nposegen mo HJ: JITT-Ne(001951)-(PT"-RU)-140323

Page10of 7/Ctp. 1 m37

v Test / IlokazaTennb

Result / PesyabsTatsr

Specification / Hopma

1 | Description / Onucanne

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

TaOJIeTKH, TOKPbITblE [IEHOYHOH
obosioukoii  Oenoro  1BeTa, €
rpaBupoBkoii  «100» Ha  omHOH

CTOpoHe H riaikue Ha jpyroi. Ha
[OMEPEUHOM Cpe3e — sSApo CBETIO-
KENTOro LiBETa.

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. / Kpyrible Tabnetk,
IIOKpPBIThIE TUIEHOYHOH 00o0JIovKoil Oenoro
nni moutu 6esioro UBETa, C I[PaBUPOBKOIL
«100» Ha OmHOH cTOpOHE U TIJIAAKHE Ha
Ipyroi. Ha nomepeuHom cpese — sIpo OT
0eNoro 10 CBETIO-KEJITOro LBETA.

Remarks : The Product confirms to ND/
Ipumeuanue: [Tponykr cootBeTcTBYET TpedosaHusaM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana 4 [Tposepeno: Santosh Kumar Onobpeno: Mernemxep / PykoBoauTenb
Maurya Amit Kumar e
P
Date / Date / Date / '
Hara: 24.01.2025 Hara: 24.01.2025 Hara: 24.01.2025
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IpoaykT: [lucneBukt" TableTkH, OKPHIThIE M€HOuHOH 0bonoukoH, 100 mr

Market / P1HOK : Russia / Poccust

Batch No / - Batch Quantity / . 900000.0 tab /

Cepua Ne §VEEE O6bem cepuu " 900000.0 Tad

Analytical Repovrt No/ . 040002793522 Date of Analysis / . 24.01.2025

AHaguTHYECKHH oT4yeT Ne JaTa aHaau3za

Date of Manufacture / - 12/2024 Date of Expiry / . 11/2027

Jarta nponszBoacTBa Toxen a0

Mfg. License No. / MA number: /

IIpouzpoacTBeHHas : MNB/05/263 ) : JITI-Ne(001951)-(PT-RU)
Homep PY

aunensus Ne

Analysis performed according ND:

/ Aranus nposeaen mo HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page20f7/Crp.2 m37

2 | Identification /

HNpentudukanus
HPLC / B2XX

IR spectrometry / UK-
CHEKMPOMEMPUS

Complies as prescribed /
CooteeTrcTBYeT TpebOBaHHUAM

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHHIM

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 yaep>kiBaHHs OCHOBHOTI'O [THKa
Ha XpoMarorpamme HCIBITYEMOIO pacTBOpa
JIOJKHO COOTBETCTBOBATh BpEMEHU
yAEpXWUBAaHUS  OCHOBHOIO  MUKa  Ha
XpoOMaTOrpaMMe CTaHAApTHOrO pacTBopa
(ucnbiTaHue «KonunuectseHuoe
OTIpeicNIEHHE).

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 em™ in the 4000-450 cm™ range. /
HK-cnekTppl mpenapara d CTaHAapTHOTO
o6pasiia, CHATBIE B AUCKE C KallHsl 6pOMHIOM
P, B obnact ot 4000 no 450 em”! moIKHBL
TPOSIBIATE MaKCHMYMBbl TOTJIOILEHUS TIPH
BONHOBBIX umciax 3490 cm™, 3302 cm! u

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoaykt cootBeTcTBYET TpebobanusaM HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana IIposepeHo: Santosh Kumar Onobpeno: Menemkep / PykoBoautenb
Maurya Amit Kumar

Date /
JHara: 24.01.2025

Date / Date /
Jara: 24.01.2025 Jara: 24.01.2025

Qepistered Offic

1404900 2300, Faxi 4@

31337, Raad Mo, 3, Banjara Hills, Hyderabad -




Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Ipoaykr: JIncneBukt" TabneTky, NOKpPbIThIE NIEHOUHOH 000104KO#H, 100 Mr

Market / PoiHoOK : Russia / Poccus

Batch No / . Batch Quantity / - 900000.0 tab /

Cepus Ne i V2500065 O6bem cepiu " 900000.0 Tab

Analytical Repo:’t No/ . 040002793522 Date of Analysis / . 94.01.2025

AHanuTHYecKHil oTueT Ne JlaTa aHaju3a

Date of Manufacture / . 12/2024 Date of Expiry / - 11/2027

JlaTta mpou3BoACTBa Togen go

Mfg. License No. / MA number: /

IIponzBoacTBenHast : MNB/05/263 ' ;. JITI-Ne(001951)-(PI'-RU)
Homep PY

aunensns Ne

Analysis performed according ND: / Anaans nposeien no HJL: JITT-Ne(001951)-(PT"-RU)-140323

Page3 of 7/ Ctp.3 37

2946 cM™' ¢ oTkIOHEHUeM He Hostee £10 cm™.

3 | Dissolution / PacTBopeHue Unit-1/ Ta6a.-1 100 % Not less than 75 % (Q) of acotiamide

Unit2 / Taon2 90 % hydrochlqude hydrgte lgbel clagn should be
released into solution in 30 minutes. / He

Unit-3 / Tabn.-3 99 % Menee 75% (Q) OT  3adBJIEHHOIO

Unitd / Tabn4 97 % COZepKaHHs  aKOTHAMHJa  THAPOXIOpH.a
ruapaTa A0JDKHO NepeiiTH B pacTBOp 4epes

Unit-5 / Tabn.-5 98 % 30 MUHYT.

Unit-6 / Tabn.-6 98 %

4 | Uniformity of dosage units / According to the requirements. / B
Onnopoaxocts 2. COOTBETCTBUU C TPEOOBAHHAMM.
JAO3HPOBAHHBIX €IHHHI

' 5 | Impurities / Ilpumecu B
Amide acid Impurity / Below LOD (LOD = 0.0092 %)/ | Not more than 0.20 % / He 6onee 0,20 %
[Tpumeck aMuia KHCIIOThI Hinke npenena obHapyxenus (I10 =

0.0092 %)

Remarks : The Product confirms to ND/
Ipumeyanne: IIpoxykT cooTBeTCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akmouenue;: OJOBPEHO

Prepared by /
IMoarortosneHo: Pravesh Rana

1

Checked by /
[TposepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoauressb

Amit K
mit Kumar /&ML/

Date /
Hata: 24.01.2025

Date /
Jara: 24.01.2025

Date / J
Hara: 24.01.2025




Dr.Reddy’s ‘fo

CERTIFICATE OF ANALYSIS

CEPTHUDHUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Npoaykr: JucneBukt" TaGaeTKH, MOKPHITbIE NIEHOYHOH 060104K0#, 100 Mr

Market / PoiHOK : Russia / Poccus |

Batch No / . Batch Quantity / ~900000.0 tab /

Cepus Ne = ViZo0hd6s O6bem cepuHu " 900000.0 Tabd

Analytical Repourt No / - 040002793522 Date of Analysis / - 24.01.2025

AHajNTHYECKHH 0TUeT No JlaTta anajn3a

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027

JlaTa mpoH3BOACTBA T'ogen oo

Mfg. License No. / MA number: /

IMponsBoacTBeHHAsA : MNB/05/263 ) . JITI-Ne(001951)-(PT-RU)
Homep PY

JuneHsus Ne

| Analysis performed according ND: / Ananus nposened no HJL: JITT-Ne(001951)-(PI'-RU)-140323

Page4 of 7/Ctp. 4 m3 7

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

Individual maximal | Below BDL (BDL= 0.08 %) / Huxe
unidentified impurity /| mopora peructpaunn (ITP =0.08 %)
EnuHu4Has ~ MakcHMallbHas
HenJeHTHHLIMpPOBaHHAS

| mpumecs

| Total impurities / Below BDL / Huxxe nopora Not more than 0.75 % / He Gonee 0,75 %
CymMMa npumMeceit perucTpauuu

6 | Water / Boxa 6.1% Not more than 10.0 % / He 6onee 10,0 % |

7 | Microbiological purity / Muxpo6no/iorH4ecKas Y44cTOTA

a) Total Aerobic Microbial
Count / Ob11ee KOIN4eCTBO
YKU3HECNOCOOHBIX a3pOOHBIX
MHKPOOPraHH3MOB

Less than 10 CFUperl g
Menee 10 KOEB 1T

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

b) Total Combined Yeasts &
Moulds Count / O611ee yncio
JIPOOKEBBIX M TNIECHEBBIX
rpubos

Less than 10 CFU per 1 g/
Menee I0KOEB 1T

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

Remarks : The Product confirms to ND/
M pumeuanne: TIponykt cooTBeTcTBYET Tpedopanusm HJL

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Prepared by /
ITonrorosneno: Pravesh Rana i

Checked by /
[poeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens

Date /
Hara: 24.01.2025

Date /
Hata: 24.01.2025

Amit Kumar L
/'\-1"_ \//
Date / !

Hara: 24.01.2025
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

IlpoaykT: JlucneBukT” TabneTkH, NOKPBITHIE MIEHOUYHOI 0600uKoii, 100 Mr

Market / PoiHok : Russia / Poccus
Batch No / i Batch Quantity / . 900000.0 tab /
Cepus Ne V2300060 O0nem cepun " 900000.0 T2b6
Analytcal ReportiNol/ . 040002793522 Date of Analysis/ . 54 41 5025
A”anuTHyeckuii oTyet Ne JlaTa aHaamu3a
Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027
JaTa npou3BoacTBA T'omen go
Mfg. License No. /
) MA number: / ) No -
Hponseoacreennas : MNB/05/263 Howmep PY . JITT-Ne(001951)-(PI'-RU)

Junedsus Ne

Analysis performed according ND: / Ananu3 nposeaet no HI: JI-Ne(001951)-(PI™-RU)-140323 - B

Page5of 7/Ctp.5 37

¢) Escherichia Coli

Absent in 1 gram /
OrcytcTByeT B 1 T

Shell be absent in 1 gram /
OrcytcTBue B 1 ¢

8 | Assay/ KonudecTBeHHOE
onpeaesieHUue

98.3 mg/ 98.3 mr

From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Or 90,0 mr pmo 110,0 Mr axorumamuna
rHAPOXJIOpUia THApATA.

9 | Packaging / YnakoBka

TabNeToK B

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
9 blisters and a patient information leaflet (package insert) in a carton. / Ilo 10
KOHTYPHYIO
TOJIMBUHUJIXJIOPUAHON/MONMBHHHIHACHXIOPUAHON U GONBrU amtoMHUHKEBOH. [1o 9
KOHTYPHBIX SI4EMKOBBIX YIIAKOBOK BMECTE C HMHCTPYKLMEH MO MEIHLUHCKOMY
NpHMEHEHHIO (JINCTKOM-BKJIabIILEM) B NAYKY KAPTOHHYIO.

AYEUKOBYIO YTaKkOBKY u3 TJIEHKU

Remarks : The Product confirms to ND/
Ipumeuanne: [Iponykt cooTBeTCTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akimouenue: OJJOBPEHO

Hata: 24.01.2025 Jata: 24.01.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pravesh Rana [IposepeHo: Santosh Kumar Onobpeno: Menemxep / PyxoBoautens
Aj Maurya Amit Kumar O
et
Date / Date / Date / i

Hara: 24.01.2025




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

| Product : Dyspevict film-coated tablets, 100 mg

Hpoayxr: JTucneBukT" TabNETKH, MOKPLIThIE MIEHOYHOMH 060nouKoii, 100 Mr

AHasMTHYecKMii oTyeT Ne

Market / PriHoK : Russia / Poccus

Batch No / , Batch Quantity / - 900000.0 tab /
Cepust Ne # V2500065 O6bem cepuH " 900000.0 Tab
Analytical Report No / . 040002793522 Date of Analysis / . 94.01.2025

JlaTa ananuza

Jaunuenzus No

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027
JlaTta npou3BoacTBa I'onen go
Mfg. License No. / MA number: /
Ilpon3eoacTBeHnast : MNB/05/263 Howmep PY . JITI-Ne(001951)-(PT-RU)

Analysis performed according ND: / Auaau3s nposenen no HJI: JITT-Ne(001951)-(PT'-RU)-140323

Page 6 of 7/ CTp. 6 m3 7

API name / HaunmenoBanue A®C:

Acotiamide hydrochloride hydrate / AkoTHaM#ua THAPOXTIOPHA THAPAT

INN / MHH:

Acotiamide / AkoTHamMuL

API manufacturer batch number /
Homep cepuu nponszsoautes APC:

ACT-24006

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIHM NPOU3BOAHTEIA
IJId:

FERA00325

API Manufactured by & country /
IIpouseonurenan APC, crpaHa:

Emmennar Pharma Private Limited, India /
Ommennap dapwma Ilpaiiser Jlumuten, Mupus

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

HaunmeHnoBanue, agpec, THIeH3Us AJ1s1
IIpousBoacTBeHHASA IJIOINAAKA /
Ilomaaka KOHTPOJISI KavecTBa /
IInomaaka 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 Pennn’c Jla6opatopuc JIta., Muaus, [IpoussoacTeeHHOE
nonpazaenenue-6, Bunn. Kxone, Hanarapx Poyn, bapunu, uctpukt
Conan, X.I1., 173205, Unaus (nunensus Homep MNB/05/263)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [TponykT cooTBeTcTBYET Tpedosanusam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Pravesh Rana { [poBepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoguTeins

Maurya %ﬁ Amit Kumar

s L—

Date / Date / Date / )
Hata: 24.01.2025 Hara: 24.01.2025 Hara: 24.01.2025




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
Hpoaykr: JIucneBukt" TabieTkH, NOKPbITbIE MIEHOYHON 000104KOMH, 100 Mr
Market / PbIiHOK : Russia / Poccus
Batch No / . Batch Quantity / . 900000.0 tab/
Cepus Ne + V2500065 O6beM cepuu " 900000.0 Tab
Analytical Repourt No / - 040002793522 Date of Analysis / . 24.01.2025
AxanuTH4yeckHii oTyeT No JaTta aHanuza
Date of Manufacture / - 12/2024 Date of Expiry / . 112027
JlaTa npon3BOACTBA Tonen o
Mfg. License No. / MA number: /
IIpousBoacTBEHHAA : MNB/05/263 ) . JITT-Ne(001951)-(PI'-RU)
Homep PY

JuneH3us Ne
Analysis performed according ND: / Ananus nposeaed no H/L: JITT-Ne(001951)-(PT-RU)-140323 N

Page 7of 7/ Ctp. 7 M3 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».

3ak04eHHe 0 cooTBeTCTBHH: «HacTosmuM 1 NOATBEPKAAI0, YTO MPUBEAEHHAs Bhille HHGOpMALIMS SBIAETCS
JIOCTOBEPHOH M TOYHOU. DTa cepusi MPOAYKUMH Mpou3BefieHa (BKIOUas yNaKOBKY (MapKHUPOBKY) M KOHTPOIb
KayecTsa) Ha BhIIIEYKA3aHHOM TMPOM3BOACTBEHHON MUoWaAKe (MIOWAaKax) B TMOJHOM COOTBETCTBHM C
TpeGoBanuamy IIpaBun Hamnexamell NPOU3BOACTBEHHOM npakTikH EBpasuiickoro skoHomuueckoro corosa (N
GMP/EAEU/RU/00554-2022 ot 02 centsibpsi 2022) u TpeOoBaHUAMHU KOHTPOJIS KAY€CTBA JIEKAPCTBEHHBIX CPE/ICTB,
a TaK)Ke B COOTBETCTBUU CO CHELUPHUKALUSIMU, COACPHKAILMMHUCS B PETUCTPALIMOHHOM JIOChe CTpaHbl-UMIIOpTEpa.
3amUCH TI0 IPOU3BOJCTBY, YIAKOBKE H AHANKM3Y IPOBEPEHBI, U YCTAHOBJIEHO X COOTBETCTBUE TpebGoBaHusM I1pasun
HaJIeXaInei MpoU3BOACTBEHHOH! MPakTUKKH EBpazuicKoro 3KOHOMHYECKOTO COHO3a%.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipogykt coorBeTcTBYeT TpeboBanuam HJL 3akmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toprorosieno: Pravesh Rana { Iposepeno: Santosh Kumar Ono6peno: Menemxep / Pykosoaurensb
Maurya @ Amit Kumar ate =3

; C /k(/
Date / Date / Date / l
Hara: 24.01.2025 JlaTta: 24.01.2025 Hara: 24.01.2025

Registered Office: 8-2-3
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