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Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Hpoaykr: Aucnesukt"” Tabnerku, NOKpbIThIE MIEHOUHON 0605104K0M, 100 M

Market / Ppinok : Russia / Poccus

Batch No / - V2400688 Bz:tch Quantity / : 24‘111;7, 11 }9 tjl:/

Cepua Nt Ob6bem cepui $417.110 140

Analytical RepOft No / - 040002515383 Date of Analysis / - 10.05.2024

AnannTuyeckuii oTyer No Jara ananuza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JaTa npou3BoacTBa T'open no

Mfg. License No. / MA number: /

IIpousBoacTBeHuas : MNB/05/263 : i JIII-Ne(001951)-(PI'-RU)
Homep PY

JIMIeH3Hst Ne

Analysis performed according ND:

/ Ananns nposegen mo HJI: JIT1-Ne(001951)-(PI'-RU)-140323

Page 1 of 7/ Crp. 1 m37

Ne Test / I[lokazaTean

Result / PesynapTaTsl

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. / Kpyrinble Tabnerku,
MOKPBIThIE IJIEHOYHOH 06onouKoit
Genoro 1BeTa, ¢ rpaBUpoBKoi «100»
Ha OJHOH CTOpPOHE M T[JafKHe Ha
Apyroii. Ha nonepeunom cpese — sapo
oenoro usera.

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 Tabnerky,
TIOKPBITBIE TUIEHOYHOH o0bonoukoii Genoro
WIKX TNOYTH Oenoro UBeTa, C IPaBHPOBKOI
«100» Ha omHOH cCTOpOHE M riagkue Ha
Ipyroil. Ha nonepedHoM cpese — sapo or
6e510ro 10 CBETIIO-XKENTOro IBETA.

Remarks : The Product confirms to ND/
Ilpumeuanue: Iponykt cootBeTcTBYeT TpeGoBanuam HJ

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

Prepared by /
IToxrorosneno: Santosh Kumar
Maurya

Checked by /
[IpoBepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
OpnobpeHo: Menemiep
Pavan Kumar Sharma

/ Eixosonwrenb

Date /
Hara: 10.05.2024

Date /
Jata: [U.U5.2u24

Date /
Mara: 10.05.2024

Banfara Hills. Hy ]
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Mpoaykr: JlncneBukT" TabeTkH, NOKPHIThIE IIEHOUHOH 060104Kk0H, 100 Mr

Market / PbiHok : Russia / Poccus

Batch No / : Batch Quantity / . 9417.110 tab /
| Cepiin N b V2400653 Obnem cepuu © 0417110 128

Analytical Repourt No/ - 040002515383 Date of Analysis / . 10.05.2024

AHaJguTH4yeckuii oTuer No JaTa ananunsa

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JdaTa npou3BoacTBa I'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 n : : JITI-Ne(001951)-(PI™-RU)

Homep PY
Jinuen3ust Ne

Analysis performed according ND:

/ Anasu3 nposeaed mo HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page 2 of 7/ Ctp. 2 3 7

2 | Identification /
HNpentndpnkanus
HPLC /BOXX

IR spectrometry / K-
CNEeKMpOMempUs.

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

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"

Ha xpomaTorpaMme llCHbITyCMOFO paCTBOpa
TIOJDKHO COOTBETCTBOBATH BpEMEHU
yAepPXKUBAHUS OCHOBHOTO nuKa  Ha
XpOMaTorpaMMe CTaHJapTHOrO pacTBOpa
(ucnpiTaHue «KonuyecTBeHHOE
oTpeieIEHUEY).

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-criekTpbl Inpenapata M CTaHAAPTHOrO
o6pasiia, CHATbIE B AHCKE C KasInsi OpOMHIIOM
P, B oonactu ot 4000 no 450 em™ HOMKHBI
[POSIBJIATH MaKCHUMYMBI TOTJIOMEHHs MPU
BOJIHOBBIX umcnax 3490 cm™', 3302 cm™ u

Remarks : The Product confirms to ND/
Ipumeyanue: Ilpogykt coorBeTcTBYET TpedoBaHusiM HJ{

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
TToarorosneno: Santosh Kumar

Maurya &\/
—

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Ryxoso,mwenb
Pavan Kumar Sharma

&

Date /
Jara: 10.05.2024

Date /
JHata: 10.05.2024

Date /
Jlara: 10.05.2024
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIM3A

Product : Dyspevict film-coated tablets, 100 mg
IpomykT: JIHCHEBHUKT" TabNETKH, MOKPbITHIE MIIEHOYHOM 060104KOH, 100 M

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 9417.110 tab/

Cepug No + V2400688 OfGznen cepun T 0417110 rab

Analytical Report No/ - 040002515383 Date of Analysis / - 10.05.2024

AMaJINTHYECKHI oTueT Ne HJarta ananmza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JaTta npou3BoacTBa T'ogen o

Mifg. License No. / .

IIpousBoacTBeHHast : MNB/05/263 MIA funilier: / : JIII-Ne(001951)-(PI'-RU)
Howmep PY

JuneH3na Ne

Analysis performed according ND: / Ananu3s npoeaen o HJI: JIIT-Ne(001951)-(PT"-RU)-140323

Page3 of 7/ Crp. 3 u37

2946 cm”' ¢ oTknoHeHHeM He 6osiee 10 cm™,

3 | Dissolution / PacrBopenne

Unit-1/ Ta6in.-1 99 % Not less than 75 % (Q) of acotiamide
- hydrochloride hydrate label claim should be
- - 0
Unit-2 /' Tabm.-2 % % released into solution in 30 minutes. / He
Unit-3 / Tabn.-3 99 % MeHee 75% (Q) OT  3asgBJEHHOrO
- ColepKaHusl aKOTHaMHa T[MIAPOXJIOPHAA
Unit-4 / Tabn.-4 99 % rUpaTa AOJDKHO NepeiiTH B pacTBOp yepes
Unit-5 / Taba.-5 98 % 30 MUHYT.
Unit-6 / Tabn.-6 98 %

4 | Uniformity of dosage units /
OnHopoaHoCcTh
JO3MPOBAHHBIX € JHHUI

3.1

According to the requirements. / B
COOTBETCTBHH C TPeOOBAHUSIMMU.

5 | Impurities / IIpumecn

Amide acid Impurity /
ITpumMecs aMuaa KUCIOTBI

Below LOD (LOD = 0.0092 %) /
Huxe npenena obHapyxenus (IO =
0.0092 %)

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

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouedue: OJJOBPEHO

Prepared by /
ITonrorosneno: Santosh Kumar

Maurya %

/_-

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep /[Fyxosonmenb

Pavan Kumar Sharma ”‘;,ff

-

Date /
Hara: 10.05.2024

Date /
Hata: 10.05.2024

r

Date /
Jlata: 10.05.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Mpoayxr: JIncnesuxt” TabneTky, IIOKPBIThIE MJIEHOYHOI 0bosoukoi, 100 Mr

Market / PpIHOK : Russia / Poccus

Batch No / . Batch Quantity / - 9417.110 tab/

Cepus No V2400088 O0LeM cepHH 19417110 Tab

Analytical Repovrt No/ - 040002515383 Date of Analysis / . 10.05.2024

AHanuTnuecKui oTyer No JlaTa anaau3a

Date of Manufacture / - 04/2024 Date of Expiry / . 03/2027

JlaTa npou3BoacTBA T'ogen no

Mfg. License No. / MA number: /

IponseoacreenHas : MNB/05/263 : : JITT-Ne(001951)-(PT'-RU)
Howmep PY

JaueH3usa Ne

Analysis performed according ND: / Auanus nposexen mo HJI: JIIT-Ne(001951)-(PI"-RU)-140323

Page4 of 7/ Crp.4 uz 7

Individual maximal
unidentified impurity /
EnunnyHas  MakcHManbHas
HenaeHTH GULMpOoBaHHAs
PHUMECDH

Below BDL (BDL= 0.08 %) / Hixe
nopora peructpauuu (ITP =0.08 %)

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

Total impurities /
CyMmmMma npumeceii

Below BDL / Huxe nopora
perucrpalmu

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

6 | Water / Boaa

6.1 %

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

7 | Microbiological purity / MukpoGHoI0OrHyecKas Y4MCTOTA

a) Total Aerobic Microbial
Count / Obl11ee KOJUYECTBO

MHUKPOOPraHU3MOB

HU3HECIIOCOOHBIX a9POOHBIX

Less than 10 CFU per1 g
Menee I0OKOEB 1T

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

b) Total Combined Yeasts &

JOPOMOKEBBIX H TIECHEBBIX
rpuboB

Moulds Count / Ob1iee uncino

Less than 10 CFU per 1 g/
Menee I0KOEBIT

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

c) Escherichia Coli

Absent in 1 gram /

OrcytctByeT B I T

Shell be absent in 1 gram /
OTcyrcTBHE B I T

Remarks : The Product confirms to ND/
Ilpumeuanne: [Tponykt cooreeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axmouedue: OJJOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar
Maurya

/_

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoaurenn
Pavan Kumar Sharma _{

-

Date /
Jarta: 10.05.2024

Date / ’

Hara: 10.05.2024

Date / ~

Jara: 10.05.2024
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Npoaykr: JucneBukT" TabneTky, NOKPLITHIE MIEHOYHOH 060104KOH, 100 Mr

Market / PbIHOK : Russia / Poccusi

Batch No / . Batch Quantity / ~ 9417.110 tab/

Cepus No : V2400688 Ofnem cepun " 0417110 tab

Analytical Repourt No / - 040002515383 Date of Analysis / - 10.05.2024

AnannTuyeckuii oruer Ne Jlara ananauza

Date of Manufacture / - 04/2024 Date of Expiry / . 03/2027

JaTta npousBogcTBa TI'onen xo

Mfg. License No. / MA number: /

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

JuueH3ns Ne

Analysis performed according ND:

/ Anasn3 nposeaen o HJI: JITT-Ne(001951)-(PI"™-RU)-140323

Page 50f 7/Ctp. S m3 7

9 | Assay / KosiuuecTBeHHOE
omnpejejieHHe

100.1 mg/ 100.1 mMr From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Or 90,0 mr po 110,0 Mr akoruamuma

TUJIpOXJIOpHIA THpATA.

[y
=]

Packaging / YnakoBka

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
9 blisters and a patient information leaflet (package insert) in a carton. / I[To 10
TabIeTok B KOHTYPHYIO SYCHKOBYIO YIaKOBKY U3 TUIEHKH
MOJIMBUHUIIXJIOPHUTHON/TTOTMBU HUITH IEHXJIOPUIHONW U (donbru anmomMudueBoi. 1o 9
KOHTYPHBIX SYEHKOBBIX YMAaKOBOK BMECTE C MHCTPYKLUHEH MO MEAULHHCKOMY
NPUMEHEHHIO (IUCTKOM-BKIAAbILIEM) B MIAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/
ITpumeuanue: [Tponykr cootBeTcTBYET TpebGoBanusm HJT

Conclusion : APPROVED /
3akawyenne: OJJOBPEHO

Prepared by /
Ilogrorosneno: Santosh Kumar

Maurya %\

Checked by /
IIposepeHo: Pardeep Kumar

o

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

Pavan Kumar Sharma p ‘1%/

Date /
Hara: 10.05.2024

Date /
Hara: 10.05.2024

Date /
Jara: 10.05.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

HNpoaykT: JncneBukT” TabneTky, NOKPLITHIE MIEHOYHOH 060n104koi, 100 Mr

Market / Peinok : Russia / Poccus

Batch No/ - V2400688 B:itch Quantity / 24}112 } }9 tjc/

Cepiuisi Ne Obbem cepun 9417.110 1ab

Analytical Repourt No/ - 040002515383 Date of Analysis / - 10.05.2024

AHanmuTndeckuii oTyeT No JlaTa anannsa

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JlaTa npou3BoACcTBA I'ogen 10

Mifg. License No. / MA number: /

Ilpou3BoacTBeHHAN : MNB/05/263 n : : JITI-Ne(001951)-(PI'-RU)
Homep PY

JuneH3us Ne

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

Page 6 of 7/ Ctp. 6 u3 7

API name / HaumenoBanune A®C:

Acotiamide hydrochloride hydrate / AkoTnamua ruipoxJiopua ruapar

INN / MHH:

Acotiamide / AkoTuamun

API manufacturer batch number /

I'JId:

Homep cepun npoussoautenss ADC: ACT-23008
FP Manufacturer API Batch number /
Homep cepuu cyOcTaHIHH PON3BOAUTESA FEQA00172

API Manufactured by & country /
IIpouseogurens APC, crpana:

Emmennar Pharma Private Limited, India /
OmMmenHap @apwma [paiiser Jlumuten, Muaus

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

HaumeHoBauue, agpec, JUUEH3HS N/
IIpousBoacTBeHHAS NIOWIAAKA /
Ilnomaaka KOHTPOJIA KavyecTBa /
IInomaaka BeIycKa

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

H-p Pennu’c Jlaboparopuc JIta., Muous, [Ipon3BoacTBEHHOE
noppasaenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, Jluctpukr
Conan, X.I1., 173205, Unpus (;muuen3us Homep MNB/05/263)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpnmeuanue: [Ipoayxr cooTBeTcTBYeT TpeboBanusm HI 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: Santosh Kumar ITposepeno: Pardeep Kumar Opnobpeno: Menemkep / RyKOBOANTENb
Maurya &\4 ﬁ Pavan Kumar Sharma :a;—/
Date / Date / Date /

Hara: 10.05.2024 Hata: 10.05.2024 Jara: 10.05.2024

v drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Hpoaykr: J{ucnesuxt” TabNeTKH, OKPBIThIE NeHOYHOMH 060s10uKoH, 100 Mr

Market / Poinok : Russia / Poccust

Bateh S0/ - V2400688 Batch Quantity / ; 2417.1101ab

Cepust Ne O0bem cepun 5417.110 1ab

Analytical Repoz’t No/ . 040002515383 Date of Analysis / . 10.05.2024

AHaluTHYECKHi oT4eT Ne JlaTa anHaau3za

Date of Manufacture / - 04/2024 Date of Expiry / . 03/2027

JlaTa npou3BoACTBA Topen 10

Mfg. License No. / MA number: /

ITIpousBoacTBeHHAsS : MNB/05/263 : : JI[I-Ne(001951)-(PI'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / AHasin3 npoBejieH 110 HI: JITT-Ne(001951)-(PI"'-RU)-140323

Page 7of 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».

3aKJ/I04eHHe 0 COOTBeTCTBHH: «HacToAmM A MOATBEPIKIAIO, YTO NMPUBEACHHAs Bbllle HHPOPMaLMs ABISAETCS
JIOCTOBEPHOH M TOYHOH. DTa cepus MPOAYKLHM NpousBeleHa (BKIOYAs yNakOBKY (MapKHpOBKY) M KOHTPOJIb
KauecTBa) Ha BBINIEYKA3aHHOW MPOM3BOACTBEHHON TIUIoaAKe (IJIOLIaAKaX) B [OJHOM COOTBETCTBUH C
TpeboBanuamu [lpaBui Hazuiexaiieil MpOM3BOJCTBEHHON MPAaKTUKKH EBpazvilcKoro SKOHOMHUYECKOro COro3a Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6ps 2022) 1 TpebOBaHUAMU KOHTPOJIS Ka4eCTBa JICKAPCTBEHHBIX CPEACTB,
a TaKXKe B COOTBETCTBMH CO CreLMPUKALUIMH, COACPKAMUMUCA B PETUCTPALIHOHHOM JIOCHE CTPaHBI-UMIIOPTEPA.
3aIucH [0 POM3BOJICTBY, YNIAKOBKE M aHANM3Y IPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHE TpeboBanusaM [Ipasun
HaJuIeXallei npou3BoACTBEHHOM MpakTHkU EBpasuiickoro 3KOHOMHYECKOTO COr03ay.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHuam HJI

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Prepared by /
[Moarotosnerno: Santosh Kumar
Maurya

Checked by /
[poBepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / RykoBoauTe b

Pavan Kumar Sharma (/‘[M,

Date /
Hara: 10.05.2024

Date /
JHara: 10.05.2024

Date / i
Jara: 10.05.2024




