e
Dr.Reddy’s ‘7.'

CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJIM3A

| Product : Dyspevict film-coated tablets, 100 mg
Ipoayxr: IHcneBUKT" TabNETKH, NOKPHITHIE TIEHOWHOH 06onoukoi, 100 mr

Market / PoIHOK :Russia / Poccust

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

Cepus Ne § V2500062 OGbem cepun " 900000.0 Tab

Analytical Repovrt No/ - 040002791241 Date of Analysis / . 24.01.2025

AHaJIMTHUYECKHIT oTyeT No JlaTa ananusa

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

JaTa npou3sBOACTBA I'onen oo

Mfg. License No. / .

e aps—— - MNB/05/263 NIANTUTIeIE, . JTT-Ne(001951)~(PT-RU)
Homep PY

JHIeH3asd No

_Analysis performed according ND:

/ Ananus nposener mo HJI: JITT-Ne(001951)-(PI"-RU)-140323

Pagelof 7/Crp. 1 u37

No Test / ITokasaTenanb

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onmucanne

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. / Kpyrneie

TabNEeTKH, TMOKPLITEIE MIEHOYHOU
obonoukoif  Genoro [BETA, c
rpapupoBkoii  «100» Ha opHOI

CTOpOHE M rnazxkue Ha Apyroil. Ha
NoMnepeyHoM cpe3e — sJpo CBETIIO-
SKEJITOro IBETA.

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. / Kpyrneie tabnerky,
HOKpBITHIE MieHOo4YHOM obonoukoif Genoro
WM NoYTH Oeoro LBeTa, ¢ IPaBUPOBKOMH
«100» Ha omHOW CTOpOHE U TIJajaKHe Ha
Jpyroii. Ha monepedHoM cpese — s4po OT
6€eJI0ro 10 CBETIIO-XKEJITOro LIBETA.

Remarks : The Product confirms to ND/
Mpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Hoarorosneno: Pravesh Rana ITpoBepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoauTe b
: Maurya Amit Kumar -

Date / Date / Date / !

Hata: 24.01.2025

Hara: 24.01.2025

Hara: 24.01.2025
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Dr.Reddy’s ‘;‘ Lt

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTM3A
Product : Dyspevict film-coated tablets, 100 mg
IIpoaykT: JIncneBukT” TabneTKH, MOKPHITHIE MICHOUHOH 06onoukoi, 100 mr

Market / PrIHOK :Russia / Poccus

Batch No / ; Batch Quantity / - 900000.0 tab/

Cepusi Ne 3 V2500062 OGbem cepuu " 900000.0 Tab

Analytical Repourt No / - 040002791241 Date of Analysis / - 24.01.2025

AxanuTHyecKHii oTueT Ne JiaTa aHaJjim3a

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

JaTa npoH3BOACTBA I'onen no

Mfg. License No. / .

TpoussofcTBeHHAs - MNB/05/263 MAFRUmbEEE/ . JIM1-Ne(001951)~(PT-RU)
Homep PY

Junensusn Ne

| Analysis performed according ND: / Ananus npoeenen mo HJL: JITI-Ne(001951)-(PT'-RU)-140323

Page20of 7/Crp. 2 m37
2 | Identification / Retention time of the main peak in the
chromatogram of test solution should
comply with retention time of the main peak
HPLC /BOXX Complies as prescribed / in the chromatogram of standard solution
CooTBetcTBYET TpeOOBaHHUSAM ("Assay" test). / Bpemsa yaepxupanus
OCHOBHOrO fHKa Ha XpomaTorpamme
UCTIBITYEMOTO pacrtsopa JOJIKHO
COOTBETCTBOBAThL BPEMEHH YIEPKUBaHHS
OCHOBHOTO MHKa Ha XpoMarorpamme
CTaHIApTHOrO  pacTBopa  (UCIMBITaHHE
«KonuuecTBeHHOE ONPEENCHHER).

Hnentuduxanns

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. /
HK-criekTppl mnpenapata H CTaHZApTHOTO
o0paslia, CHATbIE B AUCKE C Kaaus OpOMHIOM
P, B obmactu ot 4000 no 450 e JomKHBI
NpOSBIATE MaKCUMYMBbl IOTJIOIIEHHS MPH
BOJIHOBBIX uHcnax 3490 cm”, 3302 cv™' u
2946 cm™ ¢ oTknoHenreM He 6onee +10 cM”

IR spectrometry / Complies as prescribed /

CooTtBeTcTBYET TpeOOBaHUIM
HK-cnekmporempus yerp

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IponykT cooTBeTcTBYET TpeboBanuam HJI 3akmovyenue: OJJOBPEHO
Prepared by / - Checked by / Approved by: Manager/Executive /
IMoarotosneno: Pravesh Rana / [Tposepeno: Santosh Kumar Ono6peno: Menemxep / Pykosoautens
// Maurya _ (35/ Amit Kumar X{f “

_ . Nemi>—
Date / Date / Date / '
JHara: 24.01.2025 Hara: 24.01.2025 Jara: 24.01.2025




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Mpoayxr: Jlucnesuxt” Tabnetky, MOKPLIThIE MIEHOUHOH 060.104K0H, 100 Mr

Market / PoIHOK :Russia / Poccus

Batch No / ) Batch Quantity / . 900000.0 tab/
| Cepus Ne # V2500062 O6Bem cepun " 900000.0 Tab

Analytical Repo\}rt No/ - 040002791241 Date of Analysis / - 24.01.2025

AnanuTHyecKHii oTyeT No JaTa anannza

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

JlaTra npon3BoACTBa Tonen no

Mfg. License No. / .

| S ——— . MNB/05/263 DiA: numbers / . JITT-Ne(001951)(PT-RU)

Homep PY
Junenszus No

—Aﬂalysis performed according ND: / Anaaus nposegen no HJI: JITT-No(001951)-(PI'-RU)-140323

Page3of 7/ Crp.3 u3 7
1 .

3 | Dissolution / PactBopenne

Not less than 75 % (Q) of acotiamide

hydrochloride hydrate label claim should be
released into solution in 30 minutes. / He

meHee 75% (Q) OT  3asBJIEHHOrO

COIEPXAHUA aKOTHaMHJa THMAPOXJopHUIa
rujipata JOJDKHO MepeiiTH B pacTBop uepes

30 MUHYT.

Unit-1/ Tabn.-1 97 %
Unit-2 / Tabn.-2 98 %
Unit-3 / Tabn.-3 96 %
Unit-4 / Tabn.-4 97 %
Unit-5 / Tabn.-5 95 %
Unit-6 / Tabn.-6 97 %

4 | Uniformity of dosage units /
OanopoaHOCTH
J03HPOBAHHBIX eJHHHI

32

According to the requirements. / B
COOTBETCTBUH C TPeOOBAHUSIMM.

5 | Impurities / Ilpumecu

Amide acid Impurity /
[TpuMech aMuaa KUCIOThI

Below LOD (LOD = 0.0092 %) /
Huxe npenena oonapyxenus (110 =
0.0092 %)

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

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykT cootBeTCTBYeT TpebosanusM HJL

Conclusion : APPROVED /
3axkinoyenue: OJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

Checked by /

IIposepeno: Santosh Kumar
Maurya

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

Amit Kumar ;\ R

Date /
Jara: 24.01.2025

Date /
Hata: 24.01.2025

—
Date/ {

Hata; 24.01.2025




Dr.Reddy’s ‘

Dir. Reddy's Lazoratories Lid
Frormuiation Unit-o

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIH3A

Product : Dyspevict film-coated tablets, 100 mg

Mpoaykr: JIucneBukT” TabJETKH, OKPBITHIE MIEHOYHOH 060s0uK0H, 100 Mr
Y >

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / - 900000.0 tab/

Cepus Ne : V2500062 O6bem cepun " 900000.0 Tab

xmslytical;Repprtiio / - 040002791241 Date of Analysis / . 24.01.2025

AHajJuTHYeCKHI 0TyeT Ne JlaTra aHannza

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

Jarta npou3BoacTBa I'onen 1o

Mfg. License No. / MA number: /

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

Juuen3us Ne

| Analysis performed according ND: / AHaju3 nposejeH 1o H: JITT-Ne(001951)-(PI'-RU)-140323

Page 4 of 7/ Crp. 4 m37

Individual maximal
unidentified mpurity / Below BDL (BDL= 0.08 %)/ Huxe nopora
EnnHnuHas MaKCUMaJIbHAs | peructpauun (TP =0.08 %)
HeueHTUhHLINPOBAHHAS
pHMECh

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

 Total impurities / Below BDL / Huxke nopora perucrpauny
Cymma npumeceit

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

6 | Water / Boaa 6.1 %

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

7 | Microbiological purity / MukpoOHOJOTHYECKAA YHCTOTA

OrcyTcTByeTB 1 T

a) Total Aerobic Microbial Less than 10 CFUper1 g Not more than 10° CFU/g /
Count / Of111ee KOIUYECTBO Menee 10 KOEB 1T He 6onee 10° KOE/r
KU3HECTTOCOOHBIX a3pOOHBIX

MHKPOOPraHU3MOB

b) Total Combined Yeasts & Less than 10 CFU per 1 g/ Not more than 10> CFU/g /
Moulds Count / O61ee uncio Menee 10 KOEB 1T He 6onee 10* KOE/r
JPOMOKEBBIX U IJIECHEBBIX

rprbor
' ¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /

OtcyrctBUE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykT coorBercTByeT TpedosanusaM HJI

Conclusion : APPROVED /
3axmouenue: ONOBPEHO

Prepared by / 1 Checked by /
IToarorosneno: Pravesh Rana 4

y ITposepeno: Santosh au:a,r
g
Maurya LA

Approved by: Manager/Executive /
Opo6peno: Menemxep / PykoBoauTeNb

Amit Kumar /Xr* —
s

L4

Date / Date / Date /
Hara. 24.01.2025 Jata: 24.01.2025 Harta: 21.01.2025
ssterad Office: 8-2-337, Road Mo, 3, Baniara Hills, Hydernhad - 500034, Telangang, India
fpi #9120 4500 2200, F 00 2964, Ermail: mail@drreddys.com

CiN: L P1SZ4FLEOGAS07

Wk dIrEGaYs.com
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Dr.Reddy’s ‘_‘.’

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IponyxT: Jncnesukt” TabneTku, MOKPLITLHIE MeHOUYHO odonoukoii, 100 Mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / - 900000.0 tab /

Cepusi Ne § NESggod O06bem cepuu " 900000.0 Tab

Analytical Repourt No/ - 040002791241 Date of Analysis / - 24.01.2025

AHanuTHuecKHii oTueT No JlaTa aHaJM3a

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

JlaTta npon3BoacTBa I'onen no

Mfg. License No. / .

IlponzeoacTBeHHas : MNB/05/263 A number . JITT-Ne(001951)~(PI'-RU)
Homep PY

Jnen3us Ne

Analysis performed according ND:

/ Ananns nposeaen mo HJ: JITT-Ne(001951)-(PT-RU)-140323

Page50f 7/ Cirp.5 u37

8 | Assay / KosiuuecTBeHHOe 99.8 mg/ 99.8 mr From 90.0 mg to 110.0 mg of acotiamide
onpejejieHHe hydrochloride hydrate. /
Ot 90,0 mMr po 110,0 mr axoTHamuja
TUAPOXJIOpHIA THApATA.
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
TabneTox B KOHTYPHYIO SAYEHKOBYIO YHaKOBKY u3 NJEHKY
TIOJIMBHHIIXIOPUAHON/IONHBUHHITUAEHXIOPUAHOH U Gosbri antoMMHUeBOM. Ilo 5
KOHTYPHBIX SUeHKOBBIX YMAKOBOK BMECT€ C HHCTPYKLHEH [0 MEIMLUHCKOMY
MPUMEHEHHIO (IMCTKOM-BKJABILIEM) B [IAUKY KAPTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axkawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

INoarororneno: Pravesh Rana % IIpoBepeno: Santosh Kumar Onob6peno: Menemkep / Pykoonurenn
Maurya f@’l Amit Kumar L

Date/ Date / Date / )

Jlara: 24.01.2025 Jata: 24.01.2025 Hata: 24.01.2025

Rogisterad Off

ol +8
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&
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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

www drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
MpoaykT: JIuCTIEBHKT” TaBJIETKH, IOKPHITHIE MIEHOUHOI 060104KOMH, 100 MP

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / - 900000.0 tab /

Cepus Ne V2500062 O06bem cepun " 900000.0 Tab

Analytical Report No/ - 040002791241 Date of Analysis / . 24.01.2025

AHanuTHyecKui oTaeT Ne HJaTa ananusa

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

HaTa npou3BoacTBa I'ogen no

Mfg. License No. / MA number: /

HpounsBoacTeeHHas : MNB/05/263 : . JI1-Ne(001951)-(PT-RU)
Howmep PY

JuueH3usa Ne

Analysis performed according ND: / Anain3 npoBees no HJL: JIII-Ne(001951)-(PT'-RU)-140323

Page 6 of 7/ Ctp. 6 13 7

API name / HanmenoBauune ADC:

Acotiamide hydrochloride hydrate / AkoTHamuga rpoxJIOpuaa ruapar

INN / MHH:

Acotiamide / AkoTHaMuJ

API manufacturer batch number /
Homep cepuu npouspoautens ADPC:

ACT-21010, ACT-24005

FP Manufacturer API Batch number /
Homep cepun cybcTaHIMH TPOH3BOJHUTEIIH
TJId:

FEOAO01543, FERA00323

API Manufactured by & country /
IIpousBoautenn ADC, cTpana:

Emmennar Pharma Private Limited, India /
Ovmensap Qapma [paitser JInmunten, Muaus

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

HaumeHoBaHHe, apec, JULIEH3Us A0
Hpoussoacreennas niomaaka / Ilmomaaka
KOHTpOJIsi KadecTBa / ILlolaaka BuImycKa

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 Jlaboparopuc JIta., Manus, liponssoacteeHHoe
noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, banan, Huctpukr
Conan, X.I1., 173205, Uaaus (nuuensis Homep MNB/05/263)

Remarks : The Product confirms to ND/

IIpumeuanne: ITpoaykt cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneHo: Pravesh Rana IIporepeno: Santosh Kumar Ono6peno: Menemxep / PykopoauTenb
- Maurya %1 Amit Kumar /\‘/ e
——
Date / Date / Date / )
Harta: 24.01.2025 Hara: 24.01.2025 Hara: 24.01.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2929, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drraddys.com




Dr. Reddy's Laboratories Lid
Formulation Unit-6

Do
DI’. Reddy,s Q.... ‘-\/ili ¥hot, Naiagarh Road, Badds,

iste. Solan, H.P, 173 205, INDIA

W! :- +91 98166 56001-02
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHM3A -
Product : Dyspevict film-coated tablets, 100 mg
MpoxykT: JucneBukt” TabneTky, IOKPbIThIE MIEHOYHOK 06001KO0H, 100 Mr
Market / PeIHOK :Russia / Poccus
Batch No / ) Batch Quantity / - 900000.0 tab /
| Cepust Ne V2500062 O6bem cepun " 900000.0 Ta6
Analytical Repo‘}'t No/ . 040002791241 Date of Analysis / . 94.01.2025
AHajuTHYecKHH oT4er Ne Jarta apayn3a
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
 JlaTa mpou3BOACTBA Togen no
Mfg. License No. / MA number: /
IIpousBoacTBennasn : MNB/05/263 ) : JITT-Ne(001951)-(PT-RU)
Homep PY
_auneH3us Ne
Analysis performed according ND: / Anann3 npoBe/ieH 1o HJ: JITI-Ne(001951)-(PT'-RU)-140323

Page 70f 7/ Ctp. 7 137
Declaration of certification: « 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».

3ak09eHHe 0 COOTBETCTBHHU: «HacToAluM 1 MOATBEPKAAI0, YTO NPHUBENEHHAs BbilIe HHpOpPMALKS SBIACTCA
JOCTOBEpHOIl M TOYHON. DTa Cepysi MPOAYKLMH IpoM3BeleHa (BKIIOYAs YNAKoBKY (MapKHpOBKY) M KOHTDPOJB
KauyecTBa) HA BBILIEYKA3aHHOW MpPOM3BOACTBEHHOM mlomanke (TUIOM@AKax) B IOJHOM COOTBETCTBHM C
TpeboBanusamu [IpaBun Haanexaiell NPOU3BOACTBEHHOM NpakTuky EBpasuickoro 3KOHOMMHYECKOTO COHO32 (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenutsi6pst 2022) u TpeOOBaHUAMH KOHTPOJIS Ka4eCTBA JCKAPCTBEHHBIX CPEJCTB,
a TaKKe B COOTBETCTBMHU CO crielnPUKALUAMH, CONESPIKAIUMUCA B PETUCTPALIMOHHOM A0CHE CTPaHbI-UMIIOPTEPA.
3aIiCH 110 MPOU3BOJCTBY, YIIAKOBKE M aHAIW3Y NPOBEPEHBL, H YCTAHOBJIEHO X COOTBETCTBHE TpebosaHuaM I1paBun
HaJexauei nporu3BoACTBEHHOW NpakTHKK EBpasHiCcKOro 3SKOHOMH4ECKOro Cor3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Tponykt coorBeTcTBYET Tpebopanuam HJJ 3axmoyenne: OXOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pravesh Rana Iposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoautens
Maurya .%7 Amit Kumar b
Date / Date / Date / i
Hara: 24.01.2025 Jara: 24.01.2025 Jara: 24.01.2025
Registored Qifice: 8-2-237, Road No. 3, Baniara Hills, Hyderabad - 500034, Tetangans, india
Tl 4971 40 4560 2900, Fax: #8140 4900 2999, Smail: mail@@direddys,cam

CiN: LER185AP123 ¢
vy drreddys.cem

E—§ T =l



