Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IpoayxT: Jlnciesnkt" TabneTku, NOKpbIThIE IIEHOUYHOH 060a0uKOH, 100 Mr

Market / PeiHOK :Russia / Poccusi

Batch No / : Batch Quantity / - 900000.0 tab /

Cepus Ne s V2500003 O6bem cepun " 900000.0 Tab

Analytical Repovrt No/ - 040002791883 Date of Analysis / . 24.01.2025

AnanuTHyecKHii oryer No JlaTa amaiu3za

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

JlaTa npoH3BOACTBA I'ogen go

Mfg. License No. / .

Tpom3BoacTBenHas . MNB/05/263 I b Eed . JIT-Ne(001951)~(PT-RU)
Homep PY

Juuen3usa Ne

_Analysis performed according ND: / Ananus nposeaes no H/L: JIIT-Ne(001951)-(PT'-RU)-140323

Page 1of 7/ Crp. 1 m37

Ne Test / IloxazaTtenb

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 pale yellow. / Kpyrnble

TabNeTK, MOKpPBLIThle I[JIEHOYHOMH
060J10uKOi benoro  upera, ¢
rpaBupoBkoii  «100» Ha oJHOH

CTOpOHE M rnajakue Ha JApyroi. Ha
MOMIEPEYHOM Cpe3e — SAPO CBETNO-
JKENTOrO LBETA.

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. / Kpyrible tabnetku,
TIOKPBITBIE TUIEHOUHOIT obonodkoil ©enoro
WY TIOYTH GeNoro 1lBeTa, ¢ PaBUPOBKOI
«100» Ha oxHON CTOpOHE M INaJKHe Ha
JOpyroi. Ha nonepeyHom cpe3e — sapo OT
0€enoro 10 CBETJI0-XKENTOro [{BETA.

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oxarororneno: Pravesh Rana IporepeHo: Santosh Kumar Onobpeno: Menemxep / Pykosoaurens
Maurya Amit Kumar -
- N—
Date / Date / Date / '

Jlara: 24.01.2025 Jara: 24.01.2025

Jara: 24.01.2025

Registered Office:r§-i-3

T =91 4045

isad - 500034, Telangana, india

il aili@dreddyacem
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHM3A

Product : Dyspevict film-coated tablets, 100 mg
HpoaykT: JIucneBukT" TabIeTKH, MOKPbIThlE MIIEHOYHOH 0607104K0#H, 100 Mr
Market / PbIHOK :Russia / Poccus
Batch No / ) Batch Quantity / - 900000.0 tab /
Cepusi Ne R O6bem cepuH " 900000.0 Tab
Analytical Repo:‘t No/ . 040002791883 Date of Analysis / . 24.01.2025
AHanuTu4ueckHii oTyer No JlaTa anaynsa
Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027
JarTa mpou3BoacTBa I'onen no
Mfg. License No. / MA number: /
ITpousBoacTeennasn : MNB/05/263 ) . JITE-Ne(001951)-(PT-RU)
Homep PY
JuneHzus Ne
 Analysis performed according ND: / Ananus nposesen no HJI: JIII-Ne(001951)-( PI'-RU)-140323

Page20f 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 /BO)XX Complies as prescribed / in the chromatogram of standard solution
CooTBeTcTBYET TpeOOBaHUAM ("Assay" test). / Bpema ynepxuBaHUs
OCHOBHOrO IHKa Ha Xpomarorpamme
UCIIBITYEMOTO pacTBOpa JOJKHO
COOTBETCTBOBATH BPEMEHHU YJEPXKUBAHUSA
OCHOBHOTO TMWKa Ha XpOMaTrorpamme
CTaHJapTHOro  pactBopa  (MCIBITAaHHE
«KonnyectBeHHOE ONpENENeHNER).

Hpentndukanus

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. /
HUK-crekTppl mpenapata W CTaHIapTHOTO
o0pasiia, CHsATHIE B TUCKE C KaJlis OpoMUAOM
P, B obnactu ot 4000 no 450 cM™ MOMKHBI
[POSBIATE MaKCHMYMbl MOTJIOLIEHHS IIPH
BOJIHOBBIX umclax 3490 cm?, 3302 cm™ u
2946 cm! ¢ oTknoHeHuem He Gonee +10 cM°

IR spectrometry / Complies as prescribed /

CootBeTcTBYET TpeOOBAaHUAM
HK-cnexmpomempus yerp

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusaM HJI 3axkmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MonrorosneHo: Pravesh Rana IIposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTE b

Maurya ) Amit Kumar S

—
Date / Date / Date / £
Hata: 24.01.2025 Hara: 24.01.2025 Harta: 24.01.2025
Dacistered Gifice: 8-2-237, Road Mo. 3, Banjara Hills, Hyderabad - 500024, Telanzana, India
Tol: 491 10 4900 2000, Fax: +91 40 4900 2999, Cmail: mail@drreddys.cem

Cli: LES185AP1984PLER04507
www, drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

IIpoaykr: UcneBUKT” TabeTky, TOKPBIThIE MIeHOYHOH obonoukoii, 100 mr
b

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / . 900000.0 tab /

Cepusi Ne : V2500063 O6bem cepHi © 900000.0 Tab

Analytical Repourt No/ - 040002791883 Date of Analysis / . 24.01.2025

Ananurndeckuii oruyer No JlaTta ananusa

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

JlaTa npou3BOJCTBA I'oneH o0

Mfg. License No. / MA number: /

IIpousBogcTBeHHas : MNB/05/263 ) : JITT-Ne(001951)-(PT-RU)
Homep PY

JuneHzus Ne

Analysis performed according ND: / AHaau3 npoBeJeH

mo H/L: JITT-Ne(001951)-(PI'-RU)-140323
Page3of 7/ Crp. 3 m37

3 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1

Unit-2 / Tabn.-2

Unit-3 / Tabn.-3

Unit-4 / Tabn.-4

Unit-5/ Tabn.-5

Unit-6 / Tabn.-6

1
96 % Not less than 75 % (Q) of acotiamide
96 % hydrochloride hydrate label claim should be
released into solution in 30 minutes. / He
96 % | MeHee 75% (Q) oOT  3asBJICHHOrO
97 % | comepKaHus aKoTMaMHIA  TUAPOXJIOpHAA
| ruaparta KOKHO MepeiiTH B pacTBOP vepes
95 % 30 MUHYT.
96 %

4 | Uniformity of dosage units /
OaHopogHoCTh
J03HPOBAHHBIX €IHHMIL

2.2

According to the requirements. / B
COOTBETCTBUH C TpeOOBaHUAMMU.

5 | Impurities / IIpumecn

Amide acid Impurity /
IIpuMech aMuia KUCIOTHI Huxe mnpenena

onpenenenus (ITIKO

Below LOQ (LOQ = 0.0277 %) /
KOJIMUECTBECHHOTO

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

=0.0277 %)

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Pravesh Rana ,j Iposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTeb
. Maurya . @ Amit Kumar /XK L
e —
Date / Date / Date / o

Hara: 24.01.2025 Jata: 24.01.2025

Hata: 24.01.2025

Rugistered Qfficer 8-2-337, Road No. 3, Banjara Hili

i1

Tel: #0140 4900 2900, F

s, Huderabad - 560024, Telangana, india
199, Email: maildidiveddys.com
LE00856G7

Y4900

wawwndrreddys, com
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CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJTHM3A

Product : Dyspevict film-coated tablets, 100 mg

Mpoaywr: JIncreBukT" Tabnerku, NoOKpsIThie NieHouHo# o6omoykoif, 100 mr

Market / PoiHOK :Russia / Poccus

Batch No / - Batch Quantity / . 900000.0 tab /
| Cepus Ne g V2o00062 O6bem cepun " 900000.0 Tab

Analytical Repovrt No/ - 040002791883 Date of Analysis / - 24.01.2025

AHasuTHYecKHH oTyeT No JaTa aHajm3a

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

JaTta npon3BoJcTBa Togen no

Mfg. License No. / MA number: /

Ipon3eoacreeHHas : MNB/05/263 ) : JIII-Ne(001951)-(PT-RU)

Homep PY
JaumeH3us Ne

_Analysis performed according ND: / Ananus nposenes mo H/I: JITT-Ne(001951)-(PI'-RU)-140323

Page4of 7/Crp.4 u3 7

unidentified impurity / | perncrpatum (TIP =0.08 %)

EnnMHu4Has ~ MakcHManpHas
HeuaeHTHGHLMPOBaHHAs
TIpHMeEcCh

Individual maximal | Below BDL (BDL= 0.08 %)/ Hixc nopora

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

Total impurities /
CymMa npumeceit

Below BDL / Huxe nopora peructpauuu

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

6 | Water / Boaa 6.2 %

Not more than 10.0 % / He 6o1ee 10,0 %

7 | Microbiological purity / Mukpo6uoJjiornieckasi 4HcToTa

a) Total Aerobic Microbial
Count / Ob11ee KOIN4eCTBO
AHU3HECTIOCOOHBIX a3pOOHbIX
MUKpPOOpPraHH3MOB

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

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

b) Total Combined Yeasts &
Moulds Count / Ob111ee uncio
JIPOMXOKEBBIX U TUIECHEBBIX
rpuboB

Absent in 1 gram /
OrcyrcTByeTB 1 T

c) Escherichia Coli

Less than 10 CFU per 1 g/
Menee I0KOEB 1T

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

Shell be absent in 1 gram /
OtcytcTBUE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cootBeTcTBYEeT TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IonarotosneHo: Pravesh Rana IIposepeHo: Santosh Kupmar Onobpeno: Menexep / PykoBoauTeNb
Maurya @_\ Amit Kumar v
e
Date / Date / Date / v

Hara. 24.01.2025 Hata: 24.01.2025

Harta: 24.01.2025

Reciclerod Office: 8-2-227, Bead Mo, 3, Banjara Hilis, Hydarmbad - 500024, Telangana, incia

Tal: 44
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Dr.Reddy’s ".’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Dyspevict film-coated tablets, 100 mg
Npoaykr: JucrneBukT" TabNeTKH, MOKPbITbIE NIEHOYHOH 000104KOH, 100 MT

Market / PoiHOK :Russia / Poccusi

Batch No / . Batch Quantity / ~900000.0 tab/

Cepus Ne ? V200008 Odbem cepuu " 900000.0 Tab

Analytical Repourt No/ - 040002791883 Date of Analysis / - 94.01.2025

AHaauTudyeckuii oryer Ne JlaTa aHanuM3a

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027
JlaTta npon3BoJcTBA TI'onen no

Mfg. License No. / .

TponssoicTBenmnas - MNB/05/263 M nnmDen . JIM-Ne(001951)~(PT-RU)

Homep PY
JHIeH3nsa Ne

Analysis performed according ND:

/ Ananus nposegen mo HI: JITT-Ne(001951)-(PT-RU)-140323 -

Page5of 7/Ctp.S m37

8 | Assay / KonnyecTBeHHOe
onpejelieHHe

99:1 mg/99.1 mr From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Ot 90,0 mMr mo 110,0 mr axoruamuaa

rHIPOXJIOPULA THAPATA.

9 | Packaging / YnmakoBka

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 SYEHKOBYIO YIaKOBKY u3 TIJIEHKH
NOJMBHHAIXJIOPUIHOH/TIONHBUHUNMACHXJIOPUIHON H donern anmomuHueBoi. Ilo 5
KOHTYPHBIX SYEHKOBBIX YMAKOBOK BMECTE€ C WHCTPYKLUHEH MO MEAHUMHCKOMY
NpUMEHEeHHIO (JINCTKOM-BKIIaJbIIIEM) B AUKY KAPTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuyanue: [IpoaykT cooTBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

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

Ioxrotosnero: Pravesh Rana [IposepeHo: Santosh Kumar Opobpeno: Menemxep / Pykosoautenb
Maurya Amit Kumar e

Date / Date / Date / !

Jlara: 24.01.2025 Hara: 24.01.2025

Hata: 24.01.2025

Repistered Qifica: 8-2-237, Read Ne. 3,

ol +91 80 AGGQ 2200, Fax: +C1 40 45

CIN: LB5185/




Dr. Reddy's Laboratories Lid.
Qe Formulation Unit-6
Dr. Reddy,s q... Vill. Khol, Nalagarh Road, Badd;,
* 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
Npoaykr: Jiucnesukt” TabneTk, MOKPhIThIe MIeHOYHOH o6onoukoit, 100 mr

Market / PolHOK :Russia / Poccus
Batch No / , Batch Quantity / ~900000.0 tab /
Cepus Ne + V2500063 O6bem cepuu " 900000.0 126
Analytical Report No/ - 040002791883 Date of Analysis / . 24.01.2025

| AHasiuTHYecKHii oT4eT Ne JlaTta aHa/IM32
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
Jdara mponsBoicTsa T'onen o
Mfg. License No. / .
TpouseoacTBenHasn . MNB/05/263 LT b s . JITT-No(001951)~(PT-RU)

Homep PY

Jumer3us Ne

Analysis performed according ND: / Ananus nposeen mo HJI: JITI-No(001951)-(PT-RU)-140323 B
Page 6 of 7/ Ctp. 6 u3 7

API name / Haumenosanue A@C: Acotiamide hydrochloride hydrate / AkoTHaMuaa r’HAPOXJIOPHAA THAPAT

INN / MHH: Acotiamide / AxoTHaMHL

API manufacturer batch number / ACT-24005, ACT-24006

Homep cepun npoussoguteass ADC:

FP Manufacturer API Batch number /

Homep cepun cy0cTaHUHH NPOH3BOAUTEIS FERAO00323, FERA00324

I'JI®:

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

IIpoussopurenb ADC, cTpana: Dumennap @apma [Npaiiset Jlumuren, Munis

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

site / MNB/05/263) /

HaunMeHoBaHue, agpec, TUUEH3HS 11 J-p Pennu’c JlaGoparopuc JIta., Munus, [TpoussoacTBeHHOE

IIpon3BoacTBeHHas niomanka / Ilomagka noapasaenenue-6, Bumn. Kxonp, Hanarapx Poyn, bannu, Juctpuxr

KoHTPOJIs kKadecTBa / ILiomanka Boinycka Comnan, X.I1., 173205, Unaus (nuuensus Homep MNB/05/263)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJY 3akmouenne: OJJOBPEHO

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

TToarorosneHo: Pravesh Rana ITposepeno: Santosh Kumar Opo6peHo: Mernemxep / PykoBoauTENb
Maurya Iﬁ, Amit Kumar /\( y

Date / Date / Date / ’

Jara: 24.01.2025 Hata: 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: +61 4C 4900 2999, Email: maii@drraddys.com
CIN: 1.85135AP1984PLCO04507
ww.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Tlpoaykr: JlncneBukr” TabyeTkH, NOKpPhIThIE MIEHOUHOH 060n0uKOH, 100 MT
Market / Poraok :Russia / Poccus
Batch No / . Batch Quantity / . 900000.0 tab /
Cepus Ne Vet O6bem cepuu " 900000.0 Tab
pualyticalRegort No ¥ . 040002791883 LR & VLU . 24.01.2025
| AaanTHYeCKHH oT4er No JaTa ananusa
Date of Manufacture / - 12/2024 Date of Expiry / - 11/2027
JaTa npou3BoAcTBa I'oneH oo
Mfg. License No. / MA number: /
IIponzBoacTBennas : MNB/05/263 ’ : JITI-Ne(001951)-(PT'-RU)
Homep PY
JuneHzus Ne
| Analysis performed according ND: / Ananus nposeaen no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page 70f 7/ Ctp. 7 u37
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».

3aka104eHHe 0 COOTBETCTBHH: «HacToswum s OATBEPXKAaI0, YTO NMpPUBEACHHAS Bbille UHQOPMaALUsS ABJIAETCS
JIOCTOBEPHOI M TOYHOM. DTa cepust MPOAYKLMM MPOU3BEAeHA (BKIIOYas YNAaKOBKY (MapKMpOBKY) M KOHTPOJb
KayecTBa) Ha BhILIEYKAa3aHHOW MPOU3BOACTBEHHOH momaake (MUIOWaAKax) B MOJHOM COOTBETCTBUU C
TpeGoBanuaAMU [IpaBuil HaaNex)aimel MPOU3BOACTBEHHOH MpakTHKU EBpasuiickoro skoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsadps 2022) 1 TpeOOBaHUAMU KOHTPOJIS KQUeCTBA JIEKAPCTBEHHBIX CPEACTB,
a TaKXe B COOTBETCTBUH CO CrelupUKaUUsIMHU, COACPKAIHUMHUCA B PETMCTPALMOHHOM JIOChE CTpaHbI-UMIIOPTEpA.
3anucH 1o npoM3BOACTBY, YIAKOBKE U aHAJIM3y POBEPEHBI, U YCTAHOBIIEHO UX COOTBETCTBHE TpeboBaHusIM [IpaBun
HaJJexKallel NpoU3BOACTBEHHOM MPakTHKY EBpa3uiickoro 3koHOMHYECKOTO CO03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TponykT cooTBeTCTBYET Tpebopanusam HJ 3axmouenue: OJOBPEHO
Prepared by / " Checked by / Approved by: Manager/Executive /
[TonroroeneHo: Pravesh Rana ! [Tpoeepeno: Santosl@imr Opobpeno: Menemxep / PykoBoauTens

y 2 Maurya Amit Kumar an

o3

Date / Date / Date / '
Hara: 24.01.2025 Hara: 24.01.2025 Hara: 24.01.2025

derabad - 500034, Telangana, ndia
, Ernailumail@drreddyscom
GPLCO0ARDT

WS OEEAQUYS.CEm

Recisterad Cffice: 8-2-347, Road No. 2, Banjara Hills

Tal +971 40 49




