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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

Vil Khol, Nalagarh Road, Baddi,
Cistt. Solan, H.P., 173 205, INDIA
Tel 491 98156 56001-02
www.drreddys.com

Product : Dyspevict film-coated tablets, 100 mg
Mpoaykr: Jlucnesukt” TabeTku, MOKPbIThIE NNIeHOUHOH o6onoukoit, 100 mr

Market / PbIHOK : Russia / Poccus

Batch No / . Batch Quantity / . 9632.00 tab /

Cepust No § NE-DNES O6beM cepun " 9632.00 Tab

Analytical Report No / . 040002605858 Date of Analysis / . 30.07.2024

AxaguTnyecknii oraer Ne JlaTta anannsa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JaTa nnpousBoacTaa TI'onen no

Mfg. License No. / MA number: /

Ipou3BogcTBEeHHAA : MNB/05/263 ) : JIT1-Ne(001951)-(PI'-RU)
Homep PY

JHIeH3Hs Ne

Analysis performed according ND:

/ Anagus nposeaed o H/I: JIIT-Ne(001951)-(PI'-RU)-140323

Page1of 7/Crp. 1 m37

Specification / Hopma

debossed with "100" on one side and
plain on the other side. In cross section
- a core is pale yellow. / Kpyrnbie

TabJIETKH, TIOKPBIThIE  IUIEHOYHOH
ofojyoukoit  Genoro  1UBeTa, C
rpaBupoBkoit  «100» Ha oaHOH

CTOpPOHE U riajgkue Ha Japyroid. Ha
MONEPEYHOM Ccpe3e — SAPO CBETIIO-
JKENTOro LBETA.

v Test / Iloxa3aTesb Result / PeaynbsTaTsl
Ne
1 | Description / Onncanne Round white film-coated tablets | 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. / Kpyrable Tabnetku,
HOKpBITHIE TIJIGHOYHOH obonoykoif Genoro
Wid 1moutd 6enoro LBeTa, ¢ T'PaBUPOBKOH
«100» Ha OJHOM CTOpPOHE W TIJaAKUE Ha
Jgpyroii. Ha momepedHom cpese — siipo OT
6€eJIoro 10 CBETIO-KENTOr0 LBETA.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Prepared by /
ITonrorosneno: Pardeep Kumar

Checked by /
IIposepeno: Pawan Kumar

4
[
/\{__ B

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens
Pavan Kumar Sharma zl [~ .

—

|

Date /
Jarta: 30.07.2024

Date/ /
Jarta: 30.07.2024

Date /
Hara: 30.07.2024

LIPLCON4507
pdrredayvs.cam

i-3 Road Na. 3 ra Hills, Hyoaerabad - 500034, Telangana, India
L 703, F2 20 2029, Erail: maii@drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Ipoaykr: IucneByukT” TabNeTKH, NOKPHITHIE MIEHOUHOH 06010uKOH, 100 Mr

Market / PoiHok : Russia / Poccust

Batch No / . Batch Quantity / . 9632.00 tab/

Cepust Ne e O6bem cepuu " 9632.00 Tab

Analytical Repo:‘t No / . 040002605858 Date of Analysis / . 30.07.2024

AHaJHATHYeCKHI oTueT Ne JlaTa aHaJn3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2027

JaTta Npou3BOICTBA I'open go

Mfg. License No. / MA number: /

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

Jaunen3us Ne

Analysis performed according ND:

/ Ananms nposenen no HJI: JITT-Ne(001951)-(PI"-RU)-140323

Page2of 7/Ctp. 2 m37

2 | Identification /
Upentudgukanus
HPLC /BoXX

IR spectrometry / HK-
CHEKMPOMempPUs.

Complies as prescribed /
CootBeTcTBYET TPEOOBAHHUAM

Complies as prescribed /
CootBeTcTBYeT TpebOBaAHUAM

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). / BpeMms yAep>XxMBaHHs OCHOBHOI'O MHKa
Ha XpOMarorpamme HUCIBITYEMOIO pacTBOpa
JIOTDKHO COOTBETCTBOBATh BpEMEHH
yIepXHBaHHS  OCHOBHOIO  NHKa  Ha
XpoMaTorpaMme CTaHJapTHOr'O pacTBopa
(ucmpiTaHNe «KomnuuecTBeHHOE
oInpeaeIeHUEY).

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-cnexkTpsl fpenaparta U CTaHIApTHOTO
o0pasiia, CHAThIe B AUCKE C KaJIusg 6poMUIOM
P, B o6nacti oT 4000 10 450 cM” mosmKHBI
HPOSIBNSIT MAaKCHMYMb! TOIJIOLIEHHA [IPH
BOMHOBBIX uHcnax 3490 e, 3302 e’ n

Remarks : The Product confirms to ND/
Hpumeuanne: [Tpogykr coorBercTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by /
[MoxrorosneHo: Pardeep Kumar

-

Checked by /
IlpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemwxkep / Pykosoanteib
Pavan Kumar Sharma {F:"u? -

Date /
Jara: 30.07.2024

Date / /
Hara: 30.07.2024

Date /
JHara: 30.07.2024

Reuistersd O

>. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

1146800 299¢, Ernail: maii@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Mpoaykrt: {ucneBukt” TabNeTKH, MOKPBITbIE MUIEHOUHOH 06omnoukoit, 100 Mr

Market / Prinok : Russia / Poccus

Batch No / . Batch Quantity / . 9632.00 tab/

Cepus Ne $ V2401433 O6bem cepuu " 9632.00 Tab

Analytical Repovrt No/ - 040002605858 Date of Analysis / . 30.07.2024
AHanuTudeckuii oTuet Ne JaTa aHaju3a

Date of Manufacture / - 07/2024 Date of Expiry / . 06/2027

aTa npomssoacTea T'ogen oo

Mfg. License No. / MA number: /

HponzBoacTBeHHas : MNB/05/263 Homep PY : JITT-Ne(001951)-(PI'-RU)

JuneH3us No

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIIT-Ne(001951)-(PT'-RU)-140323

Page3of 7/Ctp.3 m37

2946 cM™' ¢ oTknoHenuem He 6onee =10 cm™.

3 | Dissolution / PactBopenue Unit-1/Tabn.-1

Unit-2 / Tabn.-2

Unit-3 / Tabn.-3

Unit-4 / Tabn.-4

Unit-5 / Tabn.-5

Unit-6 / Tabn.-6

97 % Not less than 75 % (Q) of acotiamide

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

98 % MeHee 75% (Q) OT  3asBJIIEHHOrO

99 % COJCPXKAHMS aKOTHAMHJa T'HIPOXJIopuaa
TUIpaTa JOJDKHO TEpPeiTH B pacTBOp 4epe3

101 % 30 MUHYT.

99 %

4 | Uniformity of dosage units /
OnHopoaHoCTh 1.4
J03UPOBAHHBIX €JHHHI]

According to the requirements. / B
COOTBETCTBHH C TPEOOBAHUAMMU.

5 | Impurities / IIpumecn

Amide acid Impurity /
TTpumeck amuaa KHCTOTEI

Below LOQ (LOQ =0.0277 %) /
Huke npefiena KOJIMUECTBEHHOTO
onpenenenus (ITKO = 0.0277 %)

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

Remarks : The Product confirms to ND/
I[Ipumeuanue: [Iponykt cootBeTcTBYET TpeboBaHusam HJ|

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Managet/Executive /

[oarorosneno: Pardeep Kumar IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / Pyxosoantens
f T’ Pavan Kumar Sharma ",

Date / Date / / Date /

Jara: 30.07.2024 Hara: 30.07.2024 Jlarta: 30.07.2024




'Dr. Reddy’s ‘g‘

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

Vill- Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel:+91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Ipoaykr: J{ucneBukT” TabNeTKH, TOKPHITHIE MIEHOYHOI 060710uK0i, 100 MT
POy

Market / PolHOK : Russia / Poccus

Batch No / ; Batch Quantity / ~ 9632.00 tab/

Cepust Ne | Mg Eo Qobem cepun " 9632.00 Tab

Analytical Repovrt No / - 040002605858 Date of Analysis / . 30.07.2024

AHagUTHYECKHIH oTueT No JaTta anannsa

Date of Manufacture / . 07/2004 Date of Expiry / . 06/2027

JaTa NIpou3BOACTBA T'open po

Mfg. License No. / MA number: /

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

JIHIeH3ust Ne

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

Paged of 7/ Crp. 4 u3 7

unidentified impurity /
EnnnundHas MaKkcHUMalbHas
HeUAeHTU(DHLMPOBAHHAS
pUMech

Individual maximal 0.09%

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

CymMma npumeceii

Total impurities / 0.09%

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

6 | Water / Boga 6.4% Not more than 10.0 % / He 6onee 10,0 %
7 | Microbiological purity / MukpoOnoJioradeckas Y4cTOTA
a) Total Aerobic Microbial Lessthan 10 CFUperl g Not more than 10° CFU/g /
Count / Ob1iee KOIHYECTBO Menee I0KOEB 1T He 6onee 10° KOE/r
JKU3HECTIOCOOHBIX a3pOOHBIX
MHKPOOPraHH3MOB
b) Total Combined Yeasts & Less than 10 CFU per 1 g/ Not more than 10 CFU/g /
Moulds Count / Obuiee yucno Menee I0KOERB 1T He 6onee 10° KOE/r
JPOAOKEBBIX U IIECHEBBIX
rpuboB
¢) Escherichia Coli Absentin 1 gram / Shell be absent in 1 gram /

OtcyTcTBYeT B 1 T OtcyTcTBUE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpeboanusm HJI

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO

Prepared by / Checked by /

<

Approved by: Manager/Executive /

Hoaroroneno: Pardeep Kumar ITpoeepeno: Pawan Kumar OnobpeHo: Menemxep / Pykosoanreinb

Pavan Kumar Sharma | n——

—

Date / Date / /
Jara: 30.07.2024 Jara: 30.07.2024

Date /
Hata: 30.07.2024

o, 2, Danjara Hills, Hyderabad - 500034, Telangana, (ndia
100 2296, Erail: maii@drreddys.com

934PLCO04507

waLdrrecays.com




Dr. Reddy’s ":

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P.,, 173 205, INDJA
Jol 1 +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IpoayXkr: JlncneBukt" TabneTky, NOKPBIThIE NIIEHOUHON 060104KO#, 100 Mr
Market / PoiHOK : Russia / Poccus
Batch No / : Batch Quantity / - 9632.00tab/
| Cepust Ne § Ve Oo6bem cepun " 9632.00 Tab
Analytical Repo:rt No/ - 040002605858 Date of Analysis/ . 30.07.2024
AHanuTHUecKUid oTUeT Ne JaTa ananu3a
Date of Manufacture / - 07/2024 Date of Expiry / - 06/2027
' laTa DpoM3BOJACTBA I'ogen oo
Mfg. License No. / MA number: /
IIpousBoacTBeHHAst : MNB/05/263 ) : JIT-Ne(001951)-(PI'-RU)
Homep PY
JHneH3Hs1 Ne
| Analysis performed according ND: / Ananns nposegen mo HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page 50f 7/ Ctp. S u3 7

9 | Assay / KonnyecTBeHnnoe
onpeaelieHHe

100.4 mg / 100.4 mMr

From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Ot 90,0 Mr po 110,0 Mr akoTuammuza
THAPOXJIOPHIA THIpATA.

10 | Packaging / YnakoBka

TabJIeTOK B

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
9 blisters and a patient information leaflet (package insert) in a carton. / [fo 10
KOHTYPHYIO
HOJIMBUHHIIXJIOPHUAHOM/TIOIMBUHUNUACHXIOPUAHON U Qonbru amoMuHHesol. Ilo 9
KOHTYPHBIX SYEHKOBBIX YMAaKOBOK BMECTE C HHCTPYKUMEH MO MEIHLHHCKOMY
HPUMEHEHHIO (JINCTKOM-BKIIA/IBIIIEM) B AUKY KAPTOHHYIO.

TJICHKH

SIMEHKOBYIO YIIaKOBKY u3

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogykrt coorBeTcTBYET TpeboBanusaM HJ|

Conclusion : APPROVED /
3akmouenune: OJJOGPEHO

Preparcd by / Checked by /

IMoarorosneno: Pardeep Kumar

=L

[Iposepeno: Pawan Kumar

3_2 Pavan Kumar Sharma _+7,,..—
= '

Approved by: Manager/Executive /
Opnobpeto: Menemxkep / PykoBoanTens

Date / !
Jara: 30.07.2024

Date /
Hara: 30.07.2024

Date /
JaTa: 30.07.2024




' Dr.Reddy’s Qi"

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUGHKAT AHATM3A

Product : Dyspevict film-coated tablets, 100 mg
Ipoaxykr: TucneBukT” TabNeTKH, MOKPBITHIE INIEHOYHOM 0605104K0H, 100 M
Market / PoiHok : Russia / Poccus
Batch No / . Batch Quantity / . 9632.00 tab /
Cepust Ne £ V2401433 O6bem cepuu " 9632.00 Tab
Analytical Repourt No/ - 040002605858 Date of Analysis / . 30.07.2024
AHaTHTHYECKUIl oTUeT No Jdara anaausa
Date of Manufacture / - 07/2024 Date of Expiry / - 06/2027
JaTa mpoH3BoACTBA TI'ogen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(001951)-(PI'-RU)
Homep PY

JiumeH3usa Ne

| Analysis performed according ND: / Anasns nposeaen no H/L: JITI-Ne(001951)-(PT"-RU)-140323

Page 6 of 7/ CTp. 6 137

API name / HaumenoBanue A®C:

Acotiamide hydrochloride hydrate / AxoTHaMuaa ruipoxJIopuza ruapat

INN / MHH:

Acotiamide / AkoTHaMH[

API manufacturer batch number /
Howmep cepun nponssoaurenst ADC:

ACT-23010, ACT-24002

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH POU3BOAUTEA
JIM:

FEQAO00174, FERA00295

API Manufactured by & country /
IIponssoautens ADC, cTpaHa:

Emmennar Pharma Private Limited, India /
Omuennap ®apma [paiiser Jlumuren, Maaus

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

HanmeHnoBanmue, anpec, JHHEH3UsI IS
IIpousBoacTBeHHas MJIOIIAAKaE /
Ilomaaka KOHTPOJIS KayecTBa /
Ilnomagka 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) /

I-p Pennu’c Jlabopartopuc Jita., Unaus, IIponssoacTeeHnoe
noxpasaenende-6, Bunn. Kxons, Hanarapx Poya, bagnu, Jluctpukr
Conan, X.I1., 173205, Unaus (unensus Homep MNB/05/263)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

HMpumeuanue: [IponykT cooreTcTBYET TpeboBaHusaM HJJ 3akmouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Pardeep Kumar [Ipoepeno: Pawan Kumar Opnobpeno: Menemxkep / PyxopoauTtels
: / Pavan Kumar Sharma _ }, s
— - e
Date / Date / Date /
Jara: 30.07.2024 Hata: 30.07.2024 Jara: 30.07.2024

niara Hills, Hyaerabad - 500034, Telangana, India
1900 2999, Email: maii@drreddys.com

4PLCO0AEOY

w,deredidyaicom




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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 98156 56001-02
www.drreddys.com

'Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJTH3A

| Product: Dyspevict film-coated tablets, 100 mg

Hpoxykr: incnesukt” TabieTKy, MOKPBITHIE MIEHOYHON 0601104KOi, 100 MT
Market/ PeiHok : Russia / Poccus

Batch No / . Batch Quantity / ~9632.00 tab/
Cepust Ne § MESDIEES O6bem cepHH " 9632.00 Tab
Analytical Repoz‘t No/ . 040002605858 Date of Analysis / . 30.07.2024
AnanuTudeckuii oTyer Ne Jata anajnza
Date of Manufacture / - 07/2024 Date of Expiry / . 06/2027
JaTa npou3BoaCTBA T'open a0

Mfg. License No. / MA number: /

Ipoun3BoacTBeHHas : MNB/05/263 ) : JITI-Ne(001951)-(PI'-RU)

Homep PY
Junen3us Ne
“Analysis performed according ND: / Anaau3s nposegen no HJI: JIIT-Ne(001951)-(PI'-RU)-140323

Page 7of 7/Ctp. 7 137

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».

3ak/II0YeHHE 0 COOTBETCTBHM: «HacTosIuM 51 NOATBEPIKAAI0, YTO NPUBEJICHHAs Bbllle HHPOPMALIHUA ABNAETCA
JIOCTOBEPHOM ¥ TOYHOW. DTa cepus NMPOLYKLMH MpousBeleHa (BKJIIOYAs YNaKoBKY (MapKUpPOBKY) M KOHTPOJb
KauecTBa) Ha BHIIICYKA3aHHOW TMPOU3BOJACTBEHHON momaake (MIomanKax) B IOJIHOM COOTBETCTBHU C
TpeGoBanusmu [IpaBun Hajiexalneil NpOU3BOJCTBEHHOH NPaKTUKKM EBpasuiickoro 3KOHOMUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) u TpeGOBaHUAMH KOHTPOJIS KaUeCTBA JIEKAPCTBEHHEIX CPE/ICTB,
a TaK)Xk€ B COOTBETCTBHH CO crie(u(pUKalUAMH, COACPIKALMMUCS B PETUCTPaLUOHHOM [OChE CTPaHbI-UMITOpTEpa.
3anucH 1o NpoU3BOJICTBY, YIIAKOBKE U aHAJIU3Y IIPOBEPEHE], 1 YCTAHOBJIEHO HX COOTBETCTBHE TpeOoBaHUAM I1paBui
HaJUIexKalei NpoU3BOJICTBEHHOM MpakTHKU EBpa3suiickoro 3KoHOMHUYECKOTO CO03ay.

Remarks : The Product confirms to ND/

Ipumeuanne: [IponykT coorBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hara: 30.07.2024

Jarta: 30.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Noxroroenexo: Pardeep Kumar [Iposepeno: Pawan Kumar Onobpeno: Meremxep / Pykosoaurens

t gy 7 Pavan Kumar Sharma 7. —
Date / Date / Date /

Hara: 30.07.2024

2, banjara Hills, Hyderabad - 500034, Telangana, India

2998, Einail: maii@drreddys.ccm
APLCGN507

HLGTTR L UYE.CON




