S
Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
MpoaykT: Jincnesukr TadnerkH, NOKPbITHIC nnedouHoi obonouxoii, 100 mMr

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 9673.110 tab/

Cepust Ne i V2400689 O6nen cepan " 0673110 126

Analytical Repoz‘t No/ - 040002516976 Date of Analysis / . 10.05.2024

ApanuTayeckuii oryer Ne Jlara anaansa

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

JaTa npou3BojcTBa Tonen g0

Mfg. License No. / MA number: /

ITpousBoJcTBeHHAS : MNB/05/263 : : JI[TI-Ne(001951)-(PT-RU)
Homep PY

numensust No

Analysis performed according ND:

/ Ananus nposenen no HJL: JITI-Ne(001951)-(PI"-RU)-140323

Page 1 of 7/ Crp. 1 m37

Ne Test / IlokazaTennb

Result / PesyabTaThl

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. / Kpyrble TabneTkH,
TOKPBITHIE TIEHOYHOH 060510uKOH
6enoro 1BeTa, ¢ rpaBupoBkoit «100»
Ha OJiHOH CTOpOHE W [JaJKue Ha
apyroii. Ha nonepeynom cpese — 4po
Oesoro BeTA.

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 Tabinertky,
MOKPBITBIE TJICHOYHON 0005104KO0H Genoro
Uny¥ TOYTH Oeoro LBeTa, ¢ TPaBHPOBKOM
«100» Ha OAHOW CTOpPOHE U TJiaJKHe Ha
apyroii. Ha nomepedHom cpese — sapo OT
6eJ10ro 10 CBETNIO-KEITOro UBETA.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoayKT COOTBETCTBYET tpeboBanusam HJ|

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoauTesib

Pavan Kumar Sharma LV

.l

Prepared by / Checked by /
oxarorosneno: Santosh Kumar [Tposepeno: Pardeep Kumar
Maurya Y
ry (B Gf—’r
Date / Date / Date/
JlaTa: 10.05.2024 IMara: 10.05.2024

JHara: 10.05.2024
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
poaykT: JlucneBukt" TableTku, NOKPBITHIE MIEHOYHOM 06010uK0#, 100 M

| Market / PriHok : Russia / Poccust
Batch No / : V2400689 Batch Quantity / ; 9673.1101tab/
Cepus Ne O0bem cepun ¥0/5.1 1V iav
Analytical Repo‘}‘t No/ - 040002516976 Date of Analysis / - 10.05.2024
AnanuTHYeCKHH 0TYeT Ne JlaTa ananusa
Date of Manufacture / - 04/2024 Date of Expiry / . 03/2027
JaTa npousBoacTBa TI'ogen no
Mfg. License No. / MA number: /
IIpou3BoACTBeHHAS : MNB/05/263 e : JIT-Ne(001951)-(PI-RU)

Homep PY

JuneH3us Ne

Analysis performed according ND: / Anaau3 nposenen no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page2of 7/ Crp.2 u3 7

2 | Identification /
HUpentuduxanus
HPLC / BO)XKX

IR spectrometry / HK-
CHEKMpOMempUs

Complies as prescribed /
CooTBeTcTBYeT TpeOOBAHHAM

Complies as prescribed /
CooTtBeTcTBYET TpeOOBAHUSIM

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 yaepkHBaHHS OCHOBHOTO KKa
Ha XpOMarorpamme UCIBITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATH BpeMeHH
yIOEepXKHBaHUS ~ OCHOBHOTO  THKa  Ha
XpoMaTorpaMme CTaHIapTHOT'O pacTBOpa
(vcnbiTaHue «KonwnuecTBeHHOE
OnpeneNeHue).

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 mpemnapata W CTaHAApTHOTO
0fpazNa, CHATRIE R THCKE € KATHS OPOMUIOM
P, B o6nacti oT 4000 1o 450 cm™ 1oMmKHBI
NpOSIBIATH MaKCHMYMBl TOTJIOLICHUS MpH
BOJHOBBIX 4icnax 3490 cm™’, 3302 cm’ u
2946 cMm™ ¢ oTkIIOHeHUeM He Gonee £10 M,

Remarks : The Product confirms to ND/
Hpumeuanue: Ilponykt coorBeTcTBYET TpeboBaHusAM HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosiaeHo: Santosh Kumar
Maurya ‘

e

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemkep / PyrosoanTens
Pavan Kumar Sharma /j':y

s

Date /
Jarta: 10.05.2024

Date /

Hara: 10.05.2024

Date /
JlaTa: 10.05.2024




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Mpoaykr: [incneBrkT" TabeTKy, NOKPBITHIE MIEHOUHOH 060/10uk0#H, 100 Mr

Market / PbIHOK : Russia / Poccus

Batch No / ) Batch Quantity / - 9673.110 tab/

Cepust No # V240068 O6ben cepiii " 0673.110 1ab

Analytical Repourt No/ - 040002516976 Date of Analysis / . 10.05.2024

AHajauTHYeCKH# oTyeT No JlaTa aHa/u3a

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

JlaTa mpon3BoJACTBA I'ogen no

Mfg. License No. / .

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

JuueH3ns Ne

Analysis performed according ND: / Anaan3 nposeaen no HJI: JITT-Ne(001951)~(PI"-RU)-140323

Page30f 7/Crp.3 u37

3 | Dissolution / PacTrBopenne

Not less than 75 % (Q) of acotiamide

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

meHee 75% (Q) OT  3asABJICHHOIO

COJepXKanug aKoTHaMuZa ruapoxiopuia
ruapara AJoJHKHO nepeﬁm B pacTBOp 4epe3

30 muByT.

Unit-1/ Tabn.-1 97 %
Unit-2 / Tabxn.-2 96 %
Unit-3 / Tabin.-3 97 %
Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 99 %

4 | Uniformity of dosage units /
OAQHOPOAHOCTD
J03HPOBAHHBIX eJHHHIL

2.2

According to the requirements. / B
COOTBETCTBUH C TPEOOBAHUAMH.

5 | Impurities / Ilpumecu

Amide acid Impurity /
[MpumMech aMuAa KHCIOTbI

Individual maximal
unidentified imputity /
EnunnuHas — MakcuMalibHas
HenIeHTHULUPOBAaHHAS
[IpUMech

Below LOD (LOD = 0.0092 %) /
Huxe npenena obHapyxenus (I10 =
0.0092 %)

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoxykT cooTBeTcTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Prepared by /
[Toarorosineno: Santosh Kumar

Maurya @\,
7=

Date /
Jlara: 10.05.2024

Checked by /
[1posepeHo: Pardeep Kumar

o

Approved by: Manager/Executive /

Onobpeno: Menemwxep / PykoBoauress
B s

Pavan Kumar Sharma

Date /
Hara: 10.05.2024

Date /
JHarta: 10.05.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

rProduct : Dyspevict film-coated tablets, 100 mg
Hpoaykr: JIucneBukt" TabneTky, NOKPHITHIE MIEHOYHON 0600uKOii, 100 M

Market / PoiHOK : Russia / Poccusi

Batch No / : Batch Quantity / 9673.110 tab/

Cepua Nt § V2400689 O6beni cepiin 9673.110 1ab

Analytical Repourt No/ - 040002516976 Date of Analysis / 10.05.2024

AHanuTnyeckuii orgyer No JaTta ananuza

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

JlaTta npou3BoAcTBa I'oxen no

Mfg. License No. / MA number: /

IIpounseoacTeenHas : MNB/05/263 : : JITII-Ne(001951)~(PT-RU)
Homep PY

JIMneH3us Ne

Analysis performed according ND: / Anasu3 npoeeged mo HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page4 of 7/ Ctp. 4 u3 7

Total impurities / Below BDL / Huxe nopora Not more than 0.75 % / He 6onee 0,75 %
Cymma npumeceii peructpauuu
6 | Water / Boaa 6.1 % Not more than 10.0 % / He 6osee 10,0 %
7 | Microbiological purity / MuxpoSuonoruueckas: YHeTOT2
a) Total Aerobic Microbial Less than 10 CFUper 1l g Not more than 10° CFU/g /
Count / O0uiee KOTMYECTBO Menee I0KOEB 1T He 6onee 10° KOE/r
YKH3HECTTOCOOHBIX a3pOOHBIX
MHKPOOPraHU3MOB
b) Total Combined Yeasts & Less than 10 CFU per 1 g/ Not more than 10> CFU/g /
Moulds Count / O61ee yucno Menee 10 KOEB 1T He 6onee 10°> KOE/r
JIPOXOKEBBIX U [JIECHEBBIX
rpubos
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrctByeT B 1 1 OtcyTrctBHE B I T
9 | Assay/ KonuuyecTBeHHOe 100.1 mg/ 100.1 mr From 90.0 mg to 110.0 mg of acotiamide
omnpeaejieHne hydrochloride hydrate. /
Ot 90,0 mMr pmo 110,0 Mr akoruamuua
TMIPOXJIOpUA THAPATA.

Remarks : The Product confirms to ND/
IIpumeuanme: [IpoaykT coorsercrByeT TpeboBanusaM HJT

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO

Hara: 10.05.2024

Hara: 10.05.2024

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

Ionrorosnexo: Santoshl%n/ar ITpoBepeHo: Pardeep Kumar Opobpeno: Menemxep / PyRoBoauTens

Maurya v Q‘L/ Pavan Kumar Sharma . |a——
— — =

Date / Date / Date /

Hara: 10.05.2024
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Dr.Reddy’s Q:.°

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
HNpoaykr: Jucnesukt” TabneTku, HOKPbITHIE TUIEHOUHOM 0607104K0i, 100 Mr

Market / PoiHoK : Russia / Poccus

Eatch N(: / - V2400689 ]}ﬁtch Quantity / 2923} 119 tjbc/

Cepiisi Ne O0bem cepun $673.110 185

Analytical Report No/ . 040002516976 Date of Analysis / 10.05.2024

AnajHTH4ecKHnif oTuet No JlaTa aHanan3a

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

Jata npousBoacTaa I'open no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 : : JITT-Ne(001951)~(PI'-RU)
Howmep PY

JHneH3us Ne

Analysis performed according ND:

/ Anaaus nposeaen no HA: JIT1-Ne(001951)-(PI'-RU)-140323

Page 5 of 7/ Crp. S m3 7

10 | Packaging / YnakoBKka

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
9 blisters and a patient information leaflet (package insert) in a carton. / [To 10
TabneTok B KOHTYPHYIO S4EHKOBYIO YNaKOBKY 13 TJICHKH
NOJIMBUHHIIXJIOPUAHOH/TIONUBHH UM ACHXIIOPHIHOM 1 donbru amoMuHueBoii. 1o 9
KOHTYPHBIX sueliKOBBIX YMAKOBOK BMeECTe C HHCTpYKUMell N0 MeIUUMHCKOMY

NPUMEHEHHUIO (IMCTKOM-BKA/IbIIIEM) B Ta4YKYy KapTOHHY!O.

API name / HaumeHnoBanue ADC:

Acotiamide hydrochloride hydrate / AkoTHamMuzaa rHAPOXJIOPHAA THAPAT

INN /MHH:

Acotiamide / AkotHamMuyg

API manufacturer batch number /
Homep cepuu npouseoautenst ADC:

ACT-23008, ACT-23009

Remarks : The Product confirms to ND/

ITpumeuanne: [Ipopykt coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya !

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens

Pavan Kumar Sharma =t~

Qf//.

Date /
Jara: 10.05.2024

Date /
Jara: 10.05.2024

Date /
Hara: 10.05.2024




Dr.Reddy’s ‘ 1K

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

[ Product : Dyspevict film-coated tablets, 100 mg

Ipoayxr: [lncneBukT" TabaeTKH, NOKPBIThIE MIIEHOYHOMH 0607104KO#, 100 M

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 9673.110 tab /

Cepuz Ne $ V2400659 O6peni copun " 9673.110 126

Analytical Repourt No/ - 040002516976 Date of Analysis / . 10.05.2024

Avaguruyeckuii oTyeT No JaTa anasnusa

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

JlaTta npou3BoacTBa T'ogen 1o

Mfg. License No. / MA number: /

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

JIHIEeH3Hs Ne

Analysis performed according ND: / Anajus nposegen no HJI: JITI-Ne(001951)-(PI"-RU)-140323

Page 6 of 7/ Crp. 6 m37

FP Manufacturer API Batch number /

Homep cepuu cydcTaBuuH MIPOH3BOAUTEIA FEQAO00172, FEQAO00173

Jld:

API Manufactured by & country / Emmennar Pharma Private Limited, India /

ITpomsroaurens ADC, crpana: Ommennap ®apma IMpaiiger Jlumuren, Unnus

E;I;egsjg l;etfls;iiut:i(t):l/z?jt;zltlrljlosf?; / Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
. g Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

Release site / MNB/05/263) /

ga3:::5;11‘:::;:;;’0):3:::;l;ﬂ st H-p Pennu’c Jlaboparopuc Jlta., Munus, [Tpon3soacreenHoe

Hgomauxa KOHTDOIIS KAICCTEA / noapasnenenue-6, Bun. Kxons, Hanarapx Poyn, bagnu, IucTpukT

p Conan, X.I1., 173205, Uuaus (nuueH3us Homep MNB/05/263)
IInomagka BoIMycKa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Ipoayxr coorBeTcTBYeT TpeboBanusM HJ 3akaouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrotosneHo: Santosh _I%Tar ITpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBogntens
Maurya LY ? Pavan Kumar Sharma .. _—

ry B N p i e
‘Date / Date/ Date / .
Hara: 10.05.2024 Hara: 10.05.2024 Hara: 10.05.2024
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
| Hpoaykr: Jucnepukt” Tabnerky, TIOKPBITEIE TNIEHOUHOH obonovkol, 100 mr
Market / PbiHok : Russia / Poccus
Batch No / . Batch Quantity / - 9673.110 tab/
Cepiin Ne } V2400689 O6ben cepiin " 9673.110 1ab
Analytical Report No / - 040002516976 Date of Analysis /. 1 55 7094
AnammTndyeckuii oTyet Ne JlaTa aHam3a
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027
JlaTa npou3BoacTBa T'ogen no
Mfg. License No. / MA number: /
IIpouseoacrBennasn : MNB/05/263 : : JITT-Ne(001951)-~(PI'-RU)
Howmep PY
JuneH3usa Ne
Analysis performed according ND: / Anann3 nposeaen no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page 7 of 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/0ueHHe 0 COOTBeTCTBHH: «HacToAIMM s OATBEPKAAI, YTO MPUBENSHHAs BbILlE UHPOPMALIUA SBIAETCS
JIOCTOBEPHOHW M TOYHOI. DTa cepHus MpOAYKLHMH Mpou3BeAeHa (BKJIOYasd YHNaKOBKY (MapKUpPOBKY) M KOHTPOIIb
KauecTBa) Ha BbIICYKA3aHHOW TMPOM3BOJACTBEHHOW MoLafke (MUIOMAAKaX) B MOJIHOM COOTBETCTBUH C
TpeboBanuamu [IpaBun Hapnexaeil Npou3BOACTBEHHOH NMpakTHKU EBpasuilckoro sxoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) U TpeGOBaHUAMH KOHTPOJISI KAUeCTBa JIEKaPCTBEHHBIX CPE/CTB,
a TaKKe B COOTBETCTBMU CO CNELUPUKALMAMHU, COAEPHKALIUMUCA B PETMCTPALIMOHHOM J0ChE CTPAaHbI-UMIIOpTEpA.
3anucH 1o Npor3BOACTBY, YIAKOBKE U aHaJIM3y MPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE Tpeboanuam [Ipasui
HaJUIeXallel IPOU3BOACTBEHHON NpakTUky EBpasuiickoro 3KOHOMHU4ECKOI0 COK3a».

Remarks : The Product confirms to ND/
IIpumeqanne: ITponykT cooTBeTCTBYET TpeboBaHmsM HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by /

Hoarorosneno: Santosh Kumar

Maurya 9%

—

[Tposepeno; Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykpBoanTesnb
Pavan Kumar Sharma :

Date /
Hara: 10.05.2024

Date /
Hara: 10.05.2024

Date /
Jara: 10.05.2024




