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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
MpoaykT: JIucneBHKT" TabNETKH, MOKPLITHIE MIIEHOUHO 06010uKOi, 100 Mr

Market / PoiHok :Russia / Poccust

Batch No / ; Batch Quantity / . 900000.0 tab /

Cepusi No B V2402149 Oo6bem cepun " 900000.0 Tab

Analytical Repoz't No/ - 040002701343 Date of Analysis / . 98.10.2024

AnajauTHuyeckHii oTyet Ne JlaTa aHaau3a

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

JaTa mpoH3BOACTBA Togen 1o

Mfg. License No. / .

TpoussoncTBennasn - MNB/05/263 MA number: / . JITT-Ne(001951)~(PT-RU)
. Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananus nposegen no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page 1 of 7/Cip.1 u37

Ne Test / IlokazaTeJb Result / Pe3ynbTaThl Specification / Hopma

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
plain on the other side. In cross section | on the other side. In cross section - a core is
- a core is white. / Kpyruiele Tabnetkn, | white to pale yellow. / Kpyrnele Tabnetku,
NOKPAITBIE NIEHOYHOH 000NIO4YKOH | OKpBITHIE MUICHOUHOH obonoukoll 6enoro
6enoro uBera, ¢ rpaBupoBkoil «100» | unu mouTu 6enoro LBETa, ¢ PaBHPOBKOH
Ha OJHOH CTOpoHe M Trnazkne Ha | «100» Ha ofHOH CTOpOHE W TJIAAKUE HA
npyroii. Ha nonepevHom cpese —sapo | apyroii. Ha monepeuHom cpese — sapo OT
Benoro pera. 0€eJI0ro 10 CBETJ0-XKENTOrO 11BETA.

1 | Description / Onucanune

Conclusion : APPROVED /
3akjo4eHne: OI[OBPEH?

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykT cootBeTcTBYeT TpedoBanuaM HJJ

Prepared by / Checked by / Approved by: Manager/Exgeutive
IToarotosiaeno: Santosh Kumar éM [poseperno: Pardeep Kumar Onobpeno: Menemxep / KOBOJITEND
Maurya Zanll CJ{/ Abhishek Chauhan P

e

Date / Date /
Hata: 29.10.2024 Hara: 29.10.2024

Date /
Hara: 29.10.2024




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

MponykT: Jucnesukt" TabneTky, NOKPLITbIE M1HOYHOMH 060n04Ko#, 100 Mr

Market / PoIHOK :Russia / Poccus
Batch No / . Batch Quantity / ~900000.0 tab/
Cepus Ne V2402149 Oobem cepuu " 900000.0 Tab ]
Analytical Repourt No/ - 040002701343 Date of Analysis / . 98.10.2024
AHAJUTHYECKHH oTUeT Ne JlaTta ananuza
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2027
JaTa npou3BoacTBa T'oneH g0
Mfg. License No. /
) MA number: / ) No _(pr)
IIpou3zBoACTBEHHAsA : MNB/05/263 Homep PY : JIIT-Ne(001951)-(PI'-RU)

auuensus Ne

Analysis performed according ND: / Ananus uposegen no HJI: JITT-Ne(001951)-(PI'-RU)-140323
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2 | Identification /
HnesTuduxanus
HPLC / BO)XX

IR spectrometry /

HK-cnexmpomempust

Complies as prescribed /
CootsercTBYeT TpeOOBaHHUIM

Complies as prescribed /
CooTBeTcTBYET TpebOBaHHIM

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). / Bpemsa ynepxHBaHHA
OCHOBHOI'0 [MMKa Ha XpOMarorpamme
UCTIBITYEMOTO pacTeopa JIOIDKHO
COOTBETCTBOBATh BPEMEHU YAEPKHBaHUsA
OCHOBHOFO [HKAa Ha XpOMaTorpaMmme
CTaHJAPTHOrO  pacTBopa  (MCHBITAHUE
«KonuyecTBEHHOE ONpEeAENEHHER).

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. /
WK-criektpsl mpenapata W CTaHAApPTHOrO
obpaslia, CHATBIE B IUCKE C KaJiksi OpOMHAOM
P, B obnacti ot 4000 no 450 cM™ MOmKHBI
IpOSABJATH, MaKCHMYMBl IIOIJIOLIEHUS MNpH
BOJHOBBIX uyrcnax 3490 oM™, 3302 cm™! u
2946 cm™ ¢ oTkioneHueM He Gonee £10 cm”

Remarls 1 The Product confirms to ND/

Ipumeuanne: [Iponykr coorBeTcTBYeT TpebGoanusam HJT

Conclusion : APPROVED /
3axmodvenue: OJOBPEHO

\
Prepared by / Checked by / Approved by: Managg¢r/Executive /
IMoarororiaeHo: Santosh Kuma [Nposepeno: Pardeep Kumar OpobpeHo: MeHE,ﬂ,}K{é / PykoBourens
Maurya (£ . Abhishek Chauhan (, _ Tl
Date / Date / Date / -
Hara: 29.10.2024 Hara: 29.10.2024 Iara: 29.10.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTIM3A

Product : Dyspevict film-coated tablets, 100 mg
Hpoayxr: JIncnesukt” TabneTku, MOKPbITHIE MIEHOUHON o6ono4koi, 100 mr

Market / Ppinok :Russia / Poccus

Batch No / . Batch Quantity / _900000.0 tab/

Cepust Ne § V2402149 O0bem cepun " 900000.0 Tab

Analytical Repourt No/ - 040002701343 Date of Analysis / . 28.10.2024

AnaanTHYyeckuii oTueT No JlaTa anaausa

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

JlaTa npoM3BOACTBA - Ioaen no

Mfg. License No. / MA number: /

I pon3BoacTBeHHasA : MNB/05/263 ’ : JIII-Ne(001951)-(PI"-RU)
Homep PY

auuensng No

Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(001951)-(PI'-RU)-140323
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1
3 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 96 % Not less than 75 % (Q) of acotiamide
Unii2 / Ta6n2 96 % hydrochlqude hydr?lte lgbel clalm should be
released into solution in 30 minutes. / He
Unit-3 / Tabn.-3 80 % MeHee 75% (Q) oOT  3asBJIEHHOro
Unitd/ Taon4 98 % CopepXKaHusi aKOTHaMHAA  [HApOXopHia
TUpaTa JOJDKHO MEPEeHTH B pacTBOp yepes
Unit-5 / Tab1.-5 93 % 30 MUHYT.
Unit-6 / Tabn.-6 96 %

4 | Uniformity of dosage units / According to the requirements. / B
OnuopoxHOCTE 3.1 COOTBETCTBUM € TPeOOBAHUSIMH.
NO3HPOBAHHBIX ¢IHHHI]

|5 Impurities / Ilpumecn
Amide acid Impurity /| Below LOD (LOD =0.0092 %)/ Not more than 0.20 % / He 6onee 0,20 %
[TpuMech amua KHCIOTHI Huxe npenena obHapyxeHus (1O =
0.0092 %)

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akaroyenue: O,I[OBPEIHO

Prepared by /

INoarorosneno: Santosh Kumag.,,
Maurya @'

"

Checked by /
ITposepeno: Pardeep Kumar

Date /

Onobpeno: Mewemkep/ Pykospautress
Abhishek Chauhan / /
L

Date /
Jara: 29.10.2024

Hara: 29.10.2024

Date /
Jara: 29.10.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

[ Product : Dyspevict film-coated tablets, 100 mg
MpoaykT: ncneBukT" TabNeTKH, MOKPHITbIE MIIEHOYHOH 060mo4Kol, 100 Mr

Market / PoiHok :Russia / Poccusd

Batch No / 3 Batch Quantity / . 900000.0 tab/

Cepusi Ne V2402149 O06bem cepuu " 900000.0 Tad

Analytical Repovrt No/ . 040002701343 Date of Analysis / - 28.10.2024

AuanuTHYECKHIT oTyeT No Jara anajaumsa

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

JdaTa npou3BoACTBA o Topen g0

Mfg. License No. / .

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

JHneH3us Ne

Analysis performed according ND: / Anasn3 nposesen no HJI: JITT-Ne(001951)-(PI"-RU)-140323
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Individual maximal
unidentified impurity /
Ennauunas MaKCHMallbHasi
HeWAEeHTHHUUPOBAHHAS
npumMech

Below BDL (BDL= 0.08 %) / Huxe nopora
peructpatmn (ITP =0.08 %)

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

Total impurities /
Cymma npumeceit

Below BDL / Huxe nopora perucrpaiuuu

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

Water / Boga

6.2%

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

Microbiological purity / Mukpo6Hogornyeckasi 44CToTa

a) Total Aerobic Microbial
Count / Obliee KOMUUYECTBO
JKH3HECTIOCOOHBIX a3pOOHBIX
MUKPOOPTraHR3MOB

Less than 10 CFUper1 g
Menee 10 KOEB 1T

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

b) Total Combined Yeasts &
Moulds Count / Obwiee uucno
JPOMOKEBBIX U IIECHEBBIX
rpuboB

Less than 10 CFU per 1 g/
Menee 10 KOEB 1 1

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

¢) Escherichia Coli

Absentin 1 gram /
OrcyterByeT B I T

Shell be absent in 1 gram /
OrcyrcTBHe B 1 T

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoaykT cooTBeTcTBYET Tpeboanusm HI

Conclusion : APPROVED /
3axaouenue: OJJOGPEHO
]

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

@

Checked by /
Iposepeno: Pardeep Kumar

7]

Approved by: Manager/Exgcutive /
OnoOpeno: MeHeaxep //,P KOBO,
Abhishek Chauhan

,H.?CII b

Date /
Hara: 29.10.2024

Date /
Jara: 29.10.2024

Date /
Hara: 29.10.2024




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
MNpoaykT: [ucnesukT" TabNeTKH, MOKPbIThIE MICHOYHOH 06010uK0H, 100 Mr

Market / Pbinok :Russia / Poccus
Batch No / . Batch Quantity / ~900000.0 tab/
Cepust Ne V2402149 O0bem cepHH " 900000.0 Tab
Analytical Repo:‘t No/ - 040002701343 Date of Analysis / . 28.10.2024
AHanuTHyecKHi oTyeT No JaTta aHaau3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2027

| Jlata npoR3BOACTBA - T"ogen o
Mfg. License No. / MA number: /
IIpousBoacTBeHHaAst : MNB/05/263 ’ : JITI-Ne(001951)-(PT'-RU)

. Homep PY

Junel3us Ne

Analysis performed according ND:

/ Anan3s npoeaen no HJ: JITT-Ne(001951)-( PI-RU)-140323
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8 | Assay / KonnuecrBeHHOe
onpeeneHne

From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Or 90,0 mr go 110,0 mMr akortuamupa

ruapoxJiopuaa ruapara.

96.8 mg/ 96.8 Mr

9 | Packaging / Ynakoska

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 A4eiiKOBYIO yMaKoBKY u3 TIJICHKH
TIOJTMBUHHJIXJIOPHIHOM/TIONMBUHHITMAECHXJIOPUIHOH 1 (onbru anmomununesoi. [1o 5
KOHTYPHBIX SUEHKOBBIX YNAKOBOK BMECTE C HMHCTPYKUHEH M0 MEAMUHHCKOMY
NPHMEHEHHIO (JTMCTKOM-BKJIaJbILIEM) B [TA4Ky KAPTOHHYIO.

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusam H/J

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneno: Santosh Kumar ITposepeno: Pardeep Kumar OnoGpeno: Menemkep / PykoBpaurens
Maurya A - Abhishek Chauhan / 7)

Date / Date / Date /

Hara: 29.10.2024 Jdata: 29.10.2024 Jara: 29.10.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Mpoaykr: [lncnesukT” TabieTKH, NOKPBITHIE [IEHO4YHOH 060104KOH, 100 MT

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / _900000.0 tab /

Cepust Ne i V2402149 Oo6bem cepuu " 900000.0 Ta6 ]

Analytical Report No/ . 040002701343 Date of Analysis / . 28102024

AHajquTH4YecKuii oTuer Ne JlaTa aHaJM3a

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

JlaTa npouspojJcTBa Tonen ao

Mifg. License No. / MA number: /

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

Junenzus Ne

Analysis performed according ND:

/ Auanw3 nposesien mo HJIL: JITT-Ne(001951)-(PI"-RU)-140323
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API name / Hanmenopauue APC:

Acotiamide hydrochloride hydrate / AxoTHamiiia FHAPOXIOPHIA THAPAT

INN / MHH:

Acotiamide / AkoTHaMnz

API manufacturer batch number /
Homep cepun npouspoautens ADC:

ACT-24002, ACT-24001

FP Manufacturer API Batch number /
Homep cepuu cyOcTaHIMM NPOU3BOANTEIS
JID:

FERA00295, FERA00296

API Manufactured by & country /
Ipoussoanteas ADC, crpana:

Emmennar Pharma Private Limited, India /
Smmennap @apma [Mpaiiser Jlumuren, Humis

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

HanmenoBauue, aapec, JULEH3US IS
IlponssoacrBennas momanka / Ilnomanka
KOHTPOJIs KayecTsa / Ilnomanka 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 Pennu’c Jlaboparopuc Jita., Uuaus, IIponsBoacTBEHHOE
noapaszenesne-6, Bum Kxone, Hanarapx Poys, banau, JJuctpukr
Conan, X.J1., 173205, Nraus (muueHsus somep MNB/05/263)

Remarks : The Product confirms to ND/

Ipumeuanue: [Tpoaykt cooTBetcTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: ManagerfExecutive /
IMonrorosneHo: Santosh Kumar,«. IIposepeno: Pardeep Kumar Onobpeno: Menemiep// Pykosoanrene
Maurya @ ‘_—‘f" Abhishek Chauhan /

Date / Date / Date / '

Jara: 29.10.2024 Hata: 29.10.2024 Tara: 29.10.2024




Dr.Reddy’s Q:’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Dyspevict film-coated tablets, 100 mg
MpoayXr: JIncneBuKT" Tab/IEeTKH, OKPBITHIE MIEHO4HOH 000104k, 100 Mr
Market/ PriHok :Russia / Poccus
Batch No / : Batch Quantity / . 900000.0 tab /
Cepusi No B V2402149 O6bem cepnu " 900000.0 Tab
Analytical Repo:‘t No/ - 040002701343 Date of Analysis / . 28.10.2024
AHaauTHYeCKH i oTueT Ne JlaTa aHaJH3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027
JlaTa Dpou3BOACTBA - T'open a0
Mfg. License No. / .
Tpon3BoacTBeHMAas - MNB/05/263 MA number: / - JIT-Ne(001951)~(PF-RU)
. Homep PY
Junensus Ne
| Analysis performed according ND: / AHaJin3 npoBeeH 1o H/I: JITI-Ne(001951)-(PT-RU)-140323
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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».

Baka0UeHue 0 cOOTBeTCTBUH: «HacToAIUM g TOATBEPIKAA0, YTO NPUBEIEHHAs BbIllle MHPOPMaLIMA ABIAETCS
JIOCTOBEPHOH M TOYHOU. DTa cepysi NPOAYKLMM NMpous3BedeHa (BKIIOYas YMaKOBKY (MapKMPOBKY) M KOHTPOIb
KayecTBa) Ha BLILIEYKa3aHHOW MPOW3BOACTBEHHOM TMuowajxke (MIOWAAKax) B TMOJHOM COOTBETCTBHM C
TpeGoBaHuamu [paBun Haanexaleil NPOU3BOACTBEHHOM NpakTuky EBpasuiickoro sxoHomuyeckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsibps 2022) u TpeboBaHUAMEU KOHTPOJIS Ka4€CTBA JIEKApCTBEHHBIX CPENICTB,
a TAK)KE B COOTBETCTBUH CO CMEUUPUKALUAMH, COACPIKALMMHUCS B PErHCTPALMOHHOM JI0ChE CTPAHBI-UMIIOpTEpA.
3aMucH 1o NPOU3BOJICTBY, YIIAKOBKE M aHAJIM3y IPOBEPEHbI, U YCTAHOBIIEHO UX COOTBETCTBUE TpeboBaHusIM [1paBui
HaJIeXallel Npou3BOACTBEHHON NpakTHKK EBpasuiickoro 3KOHOMHUYECKOTO COK3ay.

Remarks : The Product confirms to ND/

ITpumeyanue: [TpoxykT coorBercTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3axkmoyenue; OJOBPEHO

Prepared by /
[Tonrorosneno: Santosh Kumar
Maurya (

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Managgt/Executive /
Onobpeno: Mereaxgh / Pykoponnrens
Abhishek Chauhan

Date /
Jara: 29.10.2024

Date /

JlaTta: 29.10.2024

'I

Date /
Jara: 29.10.2024
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