Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Hponaykr: JucneBukT" TabIeTKH, IOKPBIThIE TIEHOYHOH 06010uk0H, 100 Mr

Market / PbiHOK :Russia / Poccust
Batch No / Batch Quantity / 900000.00 tab /
- V) .
Cepust Ne : V2400470 O0bem cepHH * 900000.00 Tad
Analytical Repo;t No/ . 040002471505 Date of Analysis / . 30.03.2024
AHaJHTHYECKHH 0THeT No JaTa ananusza
Date of Manufacture / . 03/2024 Date of Expiry / - 02/2027
aTa NPOM3BOACTBA I'oneH o0
Mfg. License No. / .
TpoussoacTBennasn . MNB/05/263 MA number: / . JIT-Ne(001951)-(PT-RU)
: Homep PY
JuneH3ns Ne

Analysis performed according ND:
No(001951)-(PT-RU) ot 14.03.2023

/ Auanns npoenen no HJ[: JITT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JII1-

Page 10f8/Crp. 1 u3 8

No Test / [ToxkazaTean

Result / Pe3yabTatsl

Specification / Hopma

1 | Description / Onucanue

Round off-white film-coated tablets
debossed with "100" on one side and
plain on the other side. In cross section
- a core is pale yellow. / Kpyrneie
TabJEeTKH, MOKPBIThIE IUJIEHOUHOH
000J10uKO0il MmouTH OeNoro I1BeTa, C
rpaBupoBkoii  «100» Ha  oaHOM
CTOpOHE W rnaakue Ha apyroil. Ha
TMOTIEPEUHOM Cpe3e — SIPO CBETIIO-
JKENTOTO 11BETA.

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. / Kpyrnele TabneTku,
TIOKpBIThIE TNIEHOYHOH obosoukol 6enoro
WM TIOYTH OEJoro LBETa, C TIpaBUpPOBKOH
«100» Ha OmHOW CTOpPOHE W TIJaJKHe Ha
apyroit. Ha momepe4HoM cpese — sapo OT
6eJ10ro 10 CBETJI0-KENTOro LBETA.

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO
]

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxnrorosnero: Santosh Kum [Tposepeno:Pardeep Kumar Onobpeno: Menemxep ff Pykosoiujenb:
Maurya - Abhishek Chauhan )
Date / Date / Date /

Jara: 30.03.2024 Jara: 30.03.2024 Hata: 30.03.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Hpoagykr: JlicnieBukt” TabneTKH, MOKPBITHIE [IEHOYHOH 000104k0#, 100 Mr

Market / Peinox :Russia / Poccus

Batch No / . Batch Quantity / ~900000.00 tab /

Cepnsi No + V2400470 O0bem cepun " 900000.00 Tab

Analytical Repourt No/ . 040002471505 Date of Analysis / . 30.03.2024

Anajgurudyeckuii oTyer Ne JlaTa aHaju3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

Jara npoussojgcTsa Tojen /10

Mfg. License No. / MA number: /

IIpou3BoacTBEHHAS : MNB/05/263 ’ : JITI-Ne(001951)-(PT"-RU)
: Homep PY

JuueHzns Ne

Analysis performed according ND:
Ne(001951)-(PI"-RU) ot 14.03.2023

/ Ananus nposenen no HJL: JITI-Ne(001951)-(PT-RU) dt. 14.03.2023 / JIII-

Page 2 of 8/ Ctp. 2 u3 8

2 | Identification /
Unesruduxanus
HPLC / BO)XKX

IR spectrometry /

HK-cnexmpomempus

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"
test). / BpeMs ynepxKuBaHUs OCHOBHOIO NHKa
Ha XpOMaTorpaMMe HCIIBITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATH BpPEMEHH
yIAEpXKUBAHUST ~ OCHOBHOTO  MHMKa  Ha
XpoMarorpaMme CTaHAApTHOTO pacTBoOpa
(ucnbiTaH!e «KonuuecTBeHHOE
OIpENIENICHHEY).

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. /
UK-crekTppl mpemnapara ¥ CTaHAapTHOTO
o6pasia, CHATHIE B AUCKE C KaJTus GPOMUAOM
P, B o6nactu ot 4000 10 450 cM” HOMKHEI
NPOSABIATE MAKCHMYMBI TIOIJIOLICHUS TIPH
BOTHOBBIX uucnax 3490 cm’!, 3302 cm' u

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBannsm HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Approved by: ManagerfExecutive /

Prepared by / Checked by /

Ioarotoeneno: Santosh Kumary.; ITposepeno:Pardeep Kumar Onobpeno: Menemkep / PykoBouTens:
Maurya iﬁ’- ‘ Abhishek Chauhan 7
Date/ Date / Date /

Jata: 30.03.2024

Jara: 30.03.2024

IlaTa: 30.03.2024




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Ipoayxkr: Jiucnesukr" TabIeTKH, MOKPBITBIE MIEHO4HOH 060m04Koif, 100 Mr

Market / PbIHOK :Russia / Poccus |

Batch No / . Batch Quantity / ~900000.00 tab /

Cepusi No + V2400470 O6beM cepuu " 900000.00 Tab

Analytical Repourt No/ . 040002471505 Date of Analysis / . 30.03.2024

AnannTuyeckmii oryer Ne Jata anajusa

Date of Manufacture / - 03/2024 Date of Expiry / . 02/2027

Jara npoH3BOACTBA T'ogex po

Mfg. License No. / MA number: /

ITpousBoacTBEHHAS : MNB/05/263 : : JIIT-Ne(001951)-(PI™-RU)
- Homep PY

Jmnensnst N

Analysis performed according ND:

Ne(001951)-(PI'-RU) ot 14.03.2023

/ Anann3 nposeaen no HJL: JITT-Ne(001951)-(PT-RU) dt. 14.03.2023 / JIII-

Page 3 of 8/ Ctp. 3 3 8

2046 cM'| ¢ oTKJIOHEHHEM He 6oiee £10 em ™.

3 | Dissolution / PacTBopenue

Unit-1 / Taban.-1 99 %
Unit-2 / Tabn.-2 97 %
Unit-3 / Tabn.-3 98 %
Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 98 %

Not less than 75 % (Q) of acotiamide
hydrochloride hydrate label claim should be
released into solution in 30 minutes. / He
MeHee 75% (Q) OT  3adBJIEHHOTO
CoZiepXKaHusi aKoTMaMUJAa THAPOXJOpHAA
rujpara I0JDKHO NepeiTH B pacTBOp uepes
30 MHHYT.

4 | Uniformity of dosage units /

OIHOPOAHOCTH
HO3HPOBAHHBIX €IHHNAL

2.6

According to the requirements. / B
COOTBETCTBUH C TpeOOBaHUAMM.

5 | Impurities / IIpumecu

Amide acid Impurity
IpuMech aMia KUCIOTBI

/

Below LOD (LOD = 0.0092 %) / Huxe
npenena obHapys;xenus (11O = 0.0092 %)

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

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoxykT cootBeTcTBYeT Tpebosarusm HJL

Conclusion : APPROVED /
Zakmouenue: OJJOGPEHO
i

Prepared by /
IMoxarotosneHo: Santosh Kumar
Maurya

Checked by /
[Tposepeno:Pardeep Kumar

¢ <[~

Approved by: Managgr/Executive /
Onob6peno: MeHemigp / PyKoBoIUTENb:
Abhishek Chauhan /

Date /
Hara: 30.03.2024

Date /
Jara: 30.03.2024

Date /
Jara: 30.03.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
HpoayxT: J{ucneBUKT" TabIETKH, MOKPBITHIE MIeHOuHOH 06onouko#, 100 mr

Market / Peinok :Russia / Poccus |
Batch No / . Batch Quantity / ~900000.00 tab /
Cepus Ne R V2400410 O6bem cepiit " 900000.00 Tab |
Analytical Report No/ . 040002471505 Date of Analysis / . 30.03.2024
| AHaIUTHYeCKHi oT4eT Ne Jara ananusa
Date of Manufacture / - 03/2024 Date of Expiry / - 02/2027
JaTa npou3BojcTsa I'open 1o
Mfg. License No. / MA number: /
IIpousBoacTBeHHAA : MNB/05/263 ’ : JITI-Ne(001951)-(PI'-RU)
. Homep PY
Jupen3ust Ne

Analysis performed according ND: / Ananu3s nposeaen mo HJI: JITT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-
Ne(001951)-(PI'-RU) ot 14.03.2023

Page 4 of 8/ Ctp. 4 n3 8
Individual maximal Not more than 0.20 % / He 6omnee 0,20 %

unidentified  impurity /| Below BDL (BDL= 0.08 %) / Hinke

EnurnynHas  MakCHMMalbHas | ponora peructpamun (ITP =0.08 %)
HeUACHTHDULMPOBAHHAS

PUMEChH
Total impurities / Below BDL / Hwxe mnopora | Not more than 0.75 % / He 6onee 0,75 %
CyMma npuMeceit perucrpaunnu
6 | Water / Boga 6.8 % Not more than 10.0 % / He 6omnee 10,0 %
7 | Microbiological purity / MukpoOHoJoruyeckasi Y4ucTOTa
a) Total Aerobic Microbial Less than 10 CFU per 1 g/ Not more than 10* CFU/g /
Count / O611ee KOIUUECTBO Menee IO KOEB 1T He 6onee 10° KOE/r
YKU3HECIOCOOHBIX a3pOOHBIX
MUKpPOOPraHH3MOB
b) Total Combined Yeasts & Less than 10 CFU per 1 g/ Not more than 10° CFU/g /
Moulds Count / Obiee uncno Menee 10 KOEB 1T He 6onee 10> KOE/r
JPOMOKEBBIX 1 IIJIECHEBBIX
rpuboB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykT cooTBeTcTBYET TpeboBaHusm HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Hxecutive /
ITogrotoneHo: Santosh Kumar IposepeHo:Pardeep Kumar Onobpeno: Menenxep // PykosomnTens:
Maurya 3& i Z o Abhishek Chauhan
Date / Date / Date /
Jlara: 30.03.2024 Hata: 30.03.2024 Jata: 30.03.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
Mpoaykr: JlncneBnkT " TabNeTKH, NOKPLITHIE MIEHOYHOMN 060104KO0H, 100 MT

Market / PbIHOK :Russia / Poccust |

Batch No / s Batch Quantity / ~900000.00 tab /

Cepust Ne R VOG0 O6beM cepun " 900000.00 Tab

Analytical RepOft No/ - 040002471505 Date of Analysis / . 30.03.2024

AnanuTHyecknii oTyer Ne Jara aHajin3a

Date of Manufacture / - 03/2024 Date of Expiry / . 02/2027

Jata npou3Bojicrea Togen g0

Mfg. License No. / MA number: /

Ipous3BoacTBeHHAS : MNB/05/263 ’ : JITT-Ne(001951)-(PI-RU)
. Homep PY

Junen3usg Ne

Analysis performed according ND: / Anasuus uposenen no HJL: JITI-Ne(001951)~(PT-RU) dt. 14.03.2023 / JIII-
Ne(001951)-(PI'-RU) ot 14.03.2023

Page 5 of 8/ Ctp. S m3 8

¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyTcTBYeT B 1 T OTtcyTcTBUE B 1 T
9 | Assay / KonuuecTBeHHOE 101.4 mg/101.4 mr From 90.0 mg to 110.0 mg of acotiamide
onpejeJieHHe hydrochloride hydrate. /
Or 90,0 mMr mo 110,0 mr akorHamuia
THApPOXJIOpHJa THpara.

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
TabneTok B KOHTYPHYIO A4EHKOBYIO yMaKOBKY u3 IEHKH
TOJTMBHHHIIXTIOPHIHOM/TIOTMBHHMIMACHXIOPHAHOM ¥ (ONBTH alMOMUHHEBOH. ITo 5
KOHTYPHBIX S4eHKOBBIX YMaKOBOK BMECTE C HMHCTPYKLHEH IO MEIHIUHCKOMY
NPUMEHEHHIO (JIICTKOM-BKJIA/IBILIEM) B NIAUKY KAPTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanuam HJ{ 3axarouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrororneHo: Santosh Kum(a_lrr ITposepeno:Pardeep Kumar Ono6peno: Menemiep / Pykoppmirens:
Maurya 1 p - Abhishek Chauhan |

X -
Date / Date / Date /
Hara: 30.03.2024 Hata: 30.03.2024 Jlara: 30.03.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS -

CEPTHDOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Mponvier: Incnesnkt” Tabaerkn, TOKpbITHIE eHoyHol obonoukoi, 100 Mr
;]

Market / Pb1nok :Russia / Poccus

Batch No / . Batch Quantity / . 900000.00 tab /

Cepust Ne R V2400470 O6bem cepHH * 900000.00 Tab
Analytical Repovrt No/ - 040002471505 Date of Analysis / . 30.03.2024
AnanuTnyeckuii oTyer Ne Jlara aHaJiu3a

Date of Manufacture / - 03/2024 Date of Expiry / - 02/2027

JaTta npouM3BoJcTBa lopen go

Mfg. License No. / MA number-: /

IIpousBoacTBEeHHAA : MNB/05/263 Homep PY . JIIT-Ne(001951)-(PI'-RU)

JuneH3usa Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JITT-Ne(001951)-(PI-RU) dt. 14.03.2023 / JII1-

No(001951)-(PT-RU) ot 14.03.2023

Page 6 of 8 / CTp. 6 U3 8

API name / Haumenosauue ADC:

Acotiamide hydrochloride hydrate / AkoTuamuia riipoxjopuia ruapat

INN / MHH:

Acotiamide / AkoTHaMu

API manufacturer batch number /

Homep cepuu npousBoauteas ADC: ACT:25008
FP Manufacturer API Batch number /
Homep cepuu cyGCTaHIMH IIPOH3BOAMTEIS FEQAO00172

TI'JIdD:

API Manufactured by & country /
Ipoussoaurens ADC, crpana:

Emmennar Pharma Private Limited, India /
DmmenHap ®apma [lpaiiser Jlumuren, Munus

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

HaumenoBaHmne, agpec, JHICH3UA A
IlpoussoacTBeHHasi nomaaka / Ilnomanxa
KOHTpoJIs KauecTsa / Ilomaaka BbInycKa

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

J-p Pennw’c JlaGopatopuc Jlta., MHaus, [Ipon3BoaCTBEHHOE
noznpasaenenue-6, Bui. Kxons, Hanarapx Poyn, Bannu, JJUCTPUKT
Conan, X.I1., 173205, Uuans (muueH3Hs HOMEP MNB/05/263)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [TpoaykT coorBeTcTBYeT TpeboBanusM HJT 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieno: Santosh Kumar, [Iposepeno:Pardeep Kumar Opobpeno: Menemxep / PykoBoaHTENb!
Maurya g______ ' Abhishek Chauhan

Date / Date /

Date /

Jara: 30.03.2024 Jara: 30.03.2024 Jara: 30.03.2024




Dr.Reddy’s Q':‘ ol

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Froduct : Dyspevict film-coated tablets, 100 mg

IpoayxT: JlucneBukt” TabNeTKH, NOKPBITHIE IIEHOYHOH 060J10uKOM, 100 Mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / - 900000.00 tab /

Cepusi Ne V2400470 Ob6nem cepun " 900000.00 Tab

Analytical Repourt No/ - 040002471505 Date of Analysis / . 30.03.2024

AnanuTnyecknii otuet No JlaTa ananu3za

Date of Manufacture / - 03/2024 Date of Expiry / . 02/2027

JaTa npon3BoacTBa I'open no

Mifg. License No. / MA number: /

Ilpon3BoacTBeHHAs : MNB/05/263 : : JITI-Ne(001951)-(PT-RU)
Homep PY

JuneH3us No

Analysis performed according ND: / Ananu3 nposeaer nmo H/I: JITT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-

Ne(001951)-(PI"-RU) ot 14.03.2023

Page 70f 8/ Ctp. 7 u3 8

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».

3akaroueHue 0 coOTBeTCTBHH: «HacToAIMUM s MOATBEPXKAAl0, YTO NPUBEAEHHAs BbllIEe UHPOPMALIUA ABIAETCS
JOCTOBEPHOH M TOYHOW. DTa cepus NMpPOAYKLUHM MpPOM3BEAEHA (BKIOYAs yNakoBKy (MapKHUpOBKY) M KOHTPOJIb
KauecTBa) Ha BhIlIEyKa3aHHOHW MNpPOW3BOACTBEHHOM Muomanxke (MUIOWAAKAX) B IIOJHOM COOTBETCTBHH C
TpeboranusiMu [IpaBun Haanexawed NpoOU3BOACTBEHHOM npakTvku EBpasuiickoro skoHomuueckoro corosa (Ne

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT coorBeTcTBYEeT TpeboBanusM HJ 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager?Exccutive /
IToarorosneno: Santosh Kumar- ITpoepeHo:Pardeep Kumar Onobpeno: MeHnemxep /| PykoBoauTtesb:
Maurya : & Abhishek Chauhan

Date / Date / - Date /

Hara: 30.03.2024 Jlara: 30.03.2024 Jara: 30.03.2024

d Mo, 3, Banyara Hills, Hyrleraba
{ o481 40 4500 2949, Email: mal@drreddys, com
CIN, LOSTIOSAN 1204 LCO0NZ0O7
W drreddys.com




Qo
Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
Tpoayxr: JlncneBukT” TabJIeTKH, NIOKPHITHIE MIIEHOYHO# 0607104KOH, 100 Mr
Market / PeiHoK :Russia / Poccus
Batch No / : Batch Quantity / _900000.00 tab /
Cepust Ne i V2400470 O0bem cepuun " 900000.00 Tad
Analytical Report No/ - 040002471505 Date of Analysis / - 30.03.2024
Anagurndeckuii otuer Ne JlaTa ananu3a
Date of Manufacture / - 03/2024 Date of Expiry / - 02/2027
Jara npon3BoacTBa I'ogen no
Mifg. License No. / MA number: /
ITpouseoacTeeHHas : MNB/05/263 : : JITI-Ne(001951)-(PT-RU)
Howmep PY
JuneH3us Ne
Analysis performed according ND: / Auanu3 nposeaen no HJI: JITI-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-
No(001951)-(PI'-RU) ot 14.03.2023

Page 8 of 8 / Ctp. 8 u3 8

GMP/EAEU/RU/00554-2022 ot 02 ceHta6ps 2022) u TpeGoBaHUAMHU KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEICTB,
a TAK)XKE€ B COOTBETCTBMHU €O crielMPUKaUUsIMHU, CONCPKALIUMUCA B PETHCTPALIMOHHOM JI0ChE CTPAaHbI-UMITOpTEpA.
3anucH 1o Mpou3BO/ICTBY, YIAKOBKE U aHAJIM3Y POBEPEHBI, U YCTAHOBJICHO UX COOTBETCTBHE TpeboBaHuam [lpasun
HaJIexamei Mpou3BOICTBEHHOM NpakTUKU EBpa3uiickoro S5KOHOMHUYECKOr0O COK03a».

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr coorBercTBYeT TpeboanusaM HJJ

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Approved by: ManageyExecutive /

Prepared by / Checked by /
IMonrotosneHo: Santosh Kggf [Tposepeno:Pardeep Kumar Onobpeno: Menemkeyy / Pykosgiutens:
Maurya B - Q.L_J Abhishek Chauhan
Date / Date / Date /
Hara: 30.03.2024 Jata: 30.03.202 Hata: 30.03.2024
: ol —S0003249. lelancatia, e

¢! Ban



