Dr.Reddy’s ‘.:..

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

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

Product : Dyspevict® (acotiamide) film-coated tablets, 100 mg
Ipoayxkr: [JucnieBUkT® (akoTHamMu) TabNeTKH, MOKPLITHIE MIEHOYHON 06osoukoit, 100 mr

Market / Poinok : Russia/ Poccus

Batch No / - Batch Quantity / ~9,00,000 tab/

Cepusa Ne S O06bem cepuu " 9,00,000 Tab

Analytical Repovrt No/ . 040003475081 Date of Analysis / . 20.06.2026

AHaJuTHYECKMH oTueT Ne JlaTa ananuza

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029

JlaTa npou3BoACcTBa I'oaen o

Mfg. License No. / .

| e ——— - MNB/05/263 LA numsbzey ¢ . JIT-Ne(001951)-(PT-RU)
Homep PY

nuneH3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(001951)-(PI'-RU)-241225
Artworks of primary package approved: / MakeTsl nepsuuHoii ynakosku yTeepaxaenni: 05.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HO# YIAKOBKH yTBepxIeHbl: 24.12.2025
PL approved: / JIB yrBepskaen: 24.03.2026
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Ne

Test / [lokaszaTeb

Result / PesynbTaThl

Specification / Hopma

1

Description / Onucanune

Round white film-coated tablets debossed with
"100" on one side and smooth on the other side.
In cross section - a core is pale yellow. /
Kpyrnbie TabneTkd, NOKPBITHIE TMJIEHOYHOM
ofonoukoii 6Genoro LBeTa, C T'PaBUPOBKOH
«100» Ha 01HOM CTOPOHE U IIaJIKHE HA APYTOMH.
Ha nonepeyHom cpese — AP0 CBETI0-XKENTOr0
L(BETA.

Round white to off-white film-coated tablets
debossed with "100" on one side and smooth
on the other side. In cross section - a core is
white to pale yellow. / Kpyrnsie tabnerkw,
HOKPBITBIE TUIGHOYHOU obosoukoi Genoro
WM noutd Oenoro uBera, C IPaBHUPOBKOM
«100» Ha omHOH CTOpOHE M TJIafiKWe Ha
napyroil. Ha nomepeuHom cpese — s1apo oT

0GEIoTO 10 CBETJIO-XKEITOTO LIBETA.

2 | Identification / MaenTHuKxauus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanne: [Iponykr cooreTcTByeT TpeGoBanuam HJL 3akmwuenune: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized
IloaroTtoBneHo: [poepeno: Pravesh [Tposepeno (AOK): person / OpobpeHo: Obecneyenne
Shagun Rana Amit Kumar kauecTBa/OTBETCTBEHHYE NHLO:
W i e ' \ -
S 2 %
Date / Date / Date / Date / { }ﬁ’%&g’o 1%
Hara: 29.06.2026 Jara: 29.06.2026 Jara: 29.06.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Product : Dyspevict® (acotiamide) film-coated tablets, 100 mg

Ilpoaykr: JucneBukr® (akoTHaMun) TabNEeTKH, MOKPbIThie MIEHOYHOH 060104K0#, 100 Mr

Market / PoiHOK : Russia / Poccus

Batch No / A Batch Quantity / . 9,00,000 tab/

Cepust Ne § V2601338 O6bem cepun * 9,00,000 Tad

Analytical Repourt No/ . 040003475081 Date of Analysis / . 90.06.2026

AHaauTHYeCKHH oTueT Ne JlaTa ananu3sa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029

JaTta npousBoacTBa Togen po

Mfg. License No. /

Ipou3BoACTBeHHAS : MNB/05/263 LA s/ : JI[I-Ne(001951)-(PT-RU)
Homep PY

Juuen3us Ne

Analysis performed according to ND: / Ananu3 nposeaen no H/I: JIII-Ne(001951)-(PI'-RU)-241225
Artworks of primary package approved: / MakeThl NepBHYHOM ynaKkoBKH yTBep:kaensl: 05.11.2024
Artworks of secondary package approved: / Makerbl BTOpHYHOji yTaKoBKH yTBepxaeHbl: 24.12.2025

PL approved: / JIB yreep:kaen: 24.03.2026

Page 2 of 7/ Crp. 2 u3 7

HPLC / BOXXX Retention time of the main peak in the
chromatogram of test solution complies with
retention time of the main peak in the
chromatogram of standard solution ("Assay"
test). / BpeMms ynep»uBaHUA OCHOBHOTO IMHKa
Ha XpoMaTorpamMe MCHBITYEMOro pacTBOpa
COOTBETCTBYET BpPEMEHH YAEPKUBAHUSA
OCHOBHOTO  MHKa Ha  XpoMarorpamme
CTaHHAPTHOTO pacrtBopa (ucrbiTaHKe
«KonuuectseHHOE OnpeneeHne»).

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 yaep>kUBaHHs OCHOBHOI'O MHKa
Ha XpOMaTOrpaMMe MCIBITYeMOro pacTBOpa
JOJI2KHO COOTBETCTBOBATh BpeMeHH
YACPXKUBAHKWS OCHOBHOI'O THKa Ha
XpoMaTorpaMMe CTaHZApTHOrO  pacTBOpa
(ucneITaHUE «KonuiecTBeHHOE
OTIpeIENIEHHEY).

IR spectrometry / HK- IR spectra of the medicinal product and the
cHekmpoMempusn reference standard taken in the potassium
bromide R disk 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. / UK-criektpsbl o6pasua
riperiapara ¥ CTaHIapTHOro o0pa3ua, CHATHIC B
aucke ¢ kanusi Gpomuaom P, B o6aactu ot 4000
g0 450 cm!  NpoSBIAIOT  MaKCHMYMBbI
TIOTJIOLIEHHA TIPH BOJIHOBBIX Ykcnax 3490 cum!,
3302 cm! 12946 cm™' ¢ oTkNOHEHHEM He Gonee

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. / UK-
criekTpsl oOpasua nperapara 4 CTaHIapTHOrO
obpa3ua, CHAThIE B UCKE C Kaiusg OpOMHAOM
P, B o6nactu ot 4000 mo 450 cm™! momxkHBl
MPOSIBNATE MAKCHUMYMbl TIOTJIOIICHHMSI IIpH
BOJNHOBBIX uuciax 3490 cm™', 3302 cm! u

£10 em™. 2946 cm”' ¢ oTknoHeHHeM He Gomee £10 cm™,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: ITpoaykT cooTBeTcTBYET Tpebopanuam HJT 3akawuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized
[TogroroeneHo: [poepeHo: Pravesh Iposepeno (AOK): person / OnobpeHo: Obecneyenue

Shagun = Rana ! Amit Kumar K Ba/OTBETCTBEHHIOE NIULLO:
4~ L — ( 23 g0 \coaag wa
. /" o
2 ' X

@

Date / Date / Date/ Date / I B [0
Jara: 29.06.2026 Hara: 29.06.2026 Jara: 29.06.2026 JHara: 3, P

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘L:’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Product : Dyspevict® (acotiamide) film-coated tablets, 100 mg
Ipoaykr: Oucnieeukt® (akoTnamua) TabJIETKH, NOKPBITHIE MIeHOUHOI oGonoukoi, 100 Mr

Market / Poinox : Russia / Poccus

Batch No / y Batch Quantity / . 9,00,000 tab/

Cepusa Ne § 204175 O6bem cepuu © 9,00,000 Tab

Analytical Repovrt No/ . 040003475081 Date of Analysis / . 29.06.2026

AHaAHTHYeCKH i oT4eT No Jata ananuza

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029

JlaTa npousBoacTBa T'oxeu no

Mfg. License No. /

MponssogcTsennasn : MNB/05/263 Max Bmber / . JIM-Ne(001951)-(PT-RU)
Homep PY

anueHzus Ne

Analysis performed according to ND: / Ananns nposenen mo H/: JITI-Ne(001951)-(PT-RU)-241225
Artworks of primary package approved: / Makerbl nepBU4HOii ymakoBKH yTBepaxkaeHbl: 05.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHO#i ynaKkOBKH yTBepxaeHbI: 24.12.2025
PL approved: / JIB yreepaxaen: 24.03.2026
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3 | Dissolution / PacTBopeHue

Q=175 % in 30 min. / Q=75 % B Teuenue 30
MUH.

4 | Uniformity of dosage units /
O1HOpOAHOCTE A03HPOBAHHBIX

C€AHHHUIL

Unit-1 / Ta6n.-1 96 %

Unit-2 / Ta6n.-2 98 %

Unit-3 / Tabn.-3 97 %

Unit-4 / Ta6n.-4 97 %

Unit-5 / Ta6bn.-5 96 %

Unit-6 / Tabn.-6 98 %
2.2

According to the requirements. / B
COOTBETCTBHH C TpeGOBAHUAMHU.

5 | Impurities / Ilpumecu

aMuga KucJ10Thbl

Amide acid Impurity / Ilpumecs

Below LOD (LOD = 0.0092 %) / Huxe
nipenena obHapyxenus (I10 = 0,0092 %)

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

impurity /
MakcHMallbHas
HenaeHTHOULMpOoBaHHAs
npumech

Individual maximal unidentified
Enuuvunas

Below BDL (BDL= 0.08 %) / Hixe nopora
peructpauuu (ITP =0,08 %)

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

Remarks : The Product confirms to ND/

ITpumeuanne: [Ipoaykt coorrercTByeT TpeboraHusaM HJJ

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToaroToBneHo: [Mposepeno: Pravesh Iposepeno (AOK): person / Ono6peno: OGecrnieueHue
Shagun Rana Amit Kumar Kav TBa/OTB\é"l‘CTBCJiHOC JULO:
- 1, — CONA Vv J_OD
- B d /\‘7—:2\ - /O)Or
Date / Date / Date/ Date / e /500/0”"
Hata: 29.06.2026 Jara: 29.06.2026 Jara: 29.06.2026 Jara: -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Dyspevict® (acotiamide) film-coated tablets, 100 mg
IIpoaykr: JucneBukt® (akotvamun) TabeTKH, NOKPHITHIE [UIEHOYHOH o6onoukoi, 100 Mr

Market / Poinok Russia / Poccus

Batch No / Batch Quantity / ~9,00,000 tab/

Cepusi Ne V2601378 O6beM cepuu © 9,00,000 Ta6

Analytical Repovrt No/ 040003475081 Date of Analysis / . 20.06.2026

AHaNUTHYECKHI oTueT No JlaTa ananusa

Date of Manufacture / 05/2026 Date of Expiry / . 04/2029

JaTta npou3BoacTsa IogeH mo

Mfg. License No. / )

MponssoacTEeHHas MNB/05/263 M aumber: . JIM-Ne(001951)-(PT-RU)
Homep PY

anueHsus Ne

Analysis performed according to ND: / Anann3 nposeaex no HJI: JIII-Ne(001951)-(PI'-RU)-241225
Artworks of primary package approved: / MakeTbl nepBH4HOH ynakoBKH yTBepsxaensn:: 05.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOIi YNaKOBKH yTBep2kaeHbl: 24.12.2025
PL approved: / JIB yreep:kaen: 24.03.2026
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Total impurities /
Cymma npumeceit

Below BDL / Huxe ropora perscrpauiu

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

6 | Water / Boxa

5.8%

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

7 | Microbiological purity / Mukpoduosoruyeckas 4HcToTa

a) Total viable aerobic count /
OO6uiee KOMMYECTBO
JKU3HECTIOCOOHBIX a3pO6HBIX
MHKPOOPTraHU3MOB

Less than 10 CFU/g
Menee 10 KOE/r

Not more than 103 CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeasts &
Moulds Count / O611iee 4ucIo
IOPOMOKEBBIX U [UIECHEBBIX
rpu6oB

Less than 10 CFU/g /
Menee 10 KOE/r

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

c) Escherichia Coli

Absentin 1l g/
OrcytctByerB 1T

Absence per 1 g/
OrcytcrBre B 1

9 | Assay* / KoanuecTBeHHOE
onpegeneHue*

97.6 mg/ 97,6 Mmr

From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. / Or 90,0 Mr po
110,0 mr aKoTHamuza rUapox/aopuaa
ruapara.

Remarks : The Product confirms to ND/

Ilpumeuanne: IIpoaykt cootBercrByet Tpedopanusam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized
[ToarororneHo: [IpoeepeHo: Pravesh IIposepeHo (AOK): person / Onobpeno: ObecneueHue
Shagun )(j/ Rana Amit Kumar Ka‘{ECTBa/OTBe"I"CTBCHé-IOG JIHLO:
— | 7, 4aad \caniv )
exi /\ = J 728 g
Date / Date / Date /" Date / N ¥ v/>0q:0%5
Jata: 29.06.2026 Hara: 29.06.2026 Hata: 29.06.2026 Hata: -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Product : Dyspevict® (acotiamide) film-coated tablets, 100 mg
Mpoaykr: HucneBuxkt® (akotramum) TabiaeTkH, MOKPHITHIE NIeHOUHOH obonoukoi, 100 mr

Market / PbIHOK

: Russia/ Poccus

Batch No / . Batch Quantity / _9,00,000 tab/

Cepus Ne : V2601378 O6bem cepun ©9,00,000 Tab

Analytical Repovrt No/ . 040003475081 Date of Analysis / . 20.06.2026

AHaNUTHYECKHIT oTueT Ne JaTta ananu3za

Date of Manufacture / . 05/2026 Date of Expiry/ . 04/2029

Jata npou3BoacTBA T'omen p0

Mfg. License No. /

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

JauueH3zun Ne

Analysis performed according to ND: / Anaaus nposegen no HJI: JITI-Ne(001951)-(PI-RU)-241225
Artworks of primary package approved: / MakeTbI nepBUYHOIl ynakoBKH yTBepxaenbi: 05.11.2024
Artworks of secondary package approved: / MakeTbl BTOPMYHOH YNAKOBKH yTBepxaeHbI: 24.12.2025
PL approved: / JIB yreep:xaen: 24.03.2026

PageS of 7/ Crp.5u3 7

10

Package description /
Onuncanne ynakoBKH

10 tablets per blister of
polyvinylchloride/polyvinylidenechloride  and
aluminum foil. 5 blisters and package insert in a
carton. / Ilo 10 TabneTok B KOHTYpPHYIO

AYEHKOBYIO YMaKOBKY u3 TUIEHKH
HOJIMBUHUIXIOPUAHOH/MONUBUHUITHAEHXIOPH
aHot u  dosery  amomuHueBOH. Ilo 5

KOHTYPHBIX AYESHKOBBIX YNaKOBOK BMECTE C
JIMCTKOM-BKINIAABIUICM B IMAYKy KapTOHHYIO.

10 tablets per blister of
polyvinylchloride/polyvinylidenechloride and
aluminum foil. 5 or 9 blisters and package
insert in a carton. / [lo 10 Tabyerok B
KOHTYPHYIO SUEHKOBYIO YMaKOBKY W3 MIEHKU
TIOIMBUHHIXJIOPUTHO M/ IONTMBUHUIHAEHXJIOP
WAHOH W onbryu antomMuuueBoi. Ilo 5 unm 9
KOHTYPHBIX SYEHKOBBIX YAaKOBOK BMeCTe ¢
JIMCTKOM-BKJIAJIBILIEM B MAUKY KAPTOHHYIO,

Cpoxk rogHocTu (cpox
XpaHeHHUs)

11 | Labeling / MapkupoBka Complies / CooTBeTCcTBYET See section 1.3.2 of Module 1 of DMF. / Cwm.
paznen 1.3.2 monyns 1 perucTpauMoHHOro
JOCbE.
12 | Storage conditions / YcaoBus |Store at temperature not higher than 25 °C. / Xpanure npu Temnepatype He Boiie 25 °C.
XpaHeHHs!
13 | Shelf-life (storage period) / 3 years. / 3 roza.

Note / [pumeuanue
*Limit of release specification for Assay: / Hopma cnieudukaunu npy BeInycke 1o rnokazarento «KonuuecTBeHHOE onpeneneHues:
95.0 mg to 105.0 mg of acotiamide hydrochloride hydrate. / Ot 95,0 mr g0 105,0 Mr akoTHaMuzia TUAPOXJIOPUAA TUAPATA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITpoaykt cootBeTcTBYET TpeboBanuam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroroBneHo: Ipoeepeno: Pravesh ITpoeepeHo (AOK): person / Onobpeno: Obecnedyenre
Shagun Rana Amit Kumar Kay Tga/OTBETCTBc;IHOe ULO:

}'7// } ._--’\” / e /2;“’0» b

L] \ AN ,-\L)

Date / Date / Date/ ' Date / VT ACLeT
Jara: 29.06.2026 Jlara: 29.06.2026 Jara: 29.06.2026 Jara: =

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:'.

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

CEPTUOUKAT AHAJIHM3A

Product : Dyspevict® (acotia;nide) film-coated tablets, 100 mg

HMpoayxr: AucnesukT® (akoTHamMun) TabieTKU, MOKPBITHIE TNIEHOYHOH 0000uKoi, 100 mMr

Market / Poinok : Russia / Poccus

Batch No / ) Batch Quantity / . 9,00,000 tab/

Cepusi No : V201078 Oo6bem cepuu © 9,00,000 Tab

Analytical Report No / . 040003475081 Date of Analysis / : 29.06.2026

AHANUTHYECKHI oTyeT No JlaTa anaan3za

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029

JlaTa mpoH3BOACTBA Togen no -

Mfg. License No. / .

IIpousBoacTBeHHAR : MNB/05/263 s irthuges ¢ . JITI-Ne(001951)-(PI'-RU)
Homep PY

JuueH3un Ne

PL approved: / JIB yrBep:kaen: 24.03.2026

Analysis performed according to ND: / Anaaus nposeaen mo HJ/L: JITI-Ne(001951)-(PI'-RU)-241225
Artworks of primary package approved: / MakeTbl NepBUYHOI ynakoBKH yTBep:aenbl: 05.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHOI YTAKOBKH yTBepxaeHbl: 24.12.2025

Page 6 of 7/ Crp. 6 u3 7

API name / Hanmenosanue ADC:

Acotiamide hydrochloride hydrate / AkoTnaMuza rugpoxsiopuaa ruapar

INN / MHH:

Acotiamide / AkoTHaMuI

API manufacturer batch number /
Homep cepuu npounssoaurtes A®C:

ACT-25020, ACT-26001

FP Manufacturer API Batch number /
Homep cepnu cyGeTaHUIHH NPON3BOANTENS
IJID:

FETA00212, FETA00275

API Manufactured by, address & country /
Ilpoussoautens ADPC, aapec U cTpaHa:

Emnar Pharma Private Limited, Unit-II, Plot No. 15, Jawaharlal Nehru Pharma
City, Tadi (Village), Parawada (Mandal), Anakapalli (District), Andhra Pradesh,
531019, India/

Omuap @apwma Ilpaiteer JIumuren, Ioapasnenenue-II, Yuactok Ne 15,
xapaxapnan Hepy ®@apma Curu, Tanm (Bumnapx), [Napasana (Mannan),
Amnakanamnd (Juctpukr), Avaxpa [pazgems, 531019, Unaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBaHue, agpec, JIMIEH3HA 405
IIpousBoacTeennas naowaaka / Ilnomanka
KOHTpoJf kadyecTsa / Ilnouaaka Bpinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) /
H-p Pennu’c Jlaboparopuc Jlta., Munus, [IpouseoacTeeHHOe noapasneneH1e-6,
Bun. Kxons, Hanarapx Poyn, banau, Juctpukt Conau, X.I1, 173205, Unaus
(muuenzus Ne MNB/05/263)

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/02329-2025 dt. September 19, 2025) 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». /

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeGoBanusM HJl 3arimouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized
IHonarorosieHo: [poeepeno: Pravesh Ipoeepeno (AOK): person / OnobpeHo: ObecrieueHue
Shagun Rana Amit Kumar Kaye TBafOTBeTCTBe}:HPe JIHLLO:

= ) «/\/ r ﬁa | ]CMM /Zyp‘p

A |

Date / Date / Date/ Date / e é ’?/g'\)‘
JHara: 29.06.2026 Jara: 29.06.2026 JHara: 29.06.2026 Jara: .
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Dyspevict® (acotiamide) film-coated tablets, 100 mg

Ipoayxt: IucneBukt® (akoTHamua) TabieTKH, MOKPBITHIE TUIEHOUHOM 060nmoukoi, 100 Mr

Market / PoiHoK : Russia / Poccus
Batch No / . Batch Quantity / ~9,00,000 tab/
Cepnsi N § VAS0IS78 O6bem cepun © 9,00,000 Tab
Analytical Report No / Date of Analysis /
: 1 29.06.2026
AnanuTHuyecKkui oTuet Ne 04000575081 Jara AHA/IH32 06
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029
JaTta nmpousBoacTBa TI'ogen no
Mfg. License No. / ]
TIpou3BoACTBeHHAS : MNB/05/263 MR undleers] : JIMI-Ne(001951)-(PT-RU)
Homep PY
nuueH3usa Ne

PL approved: / JIB yreepxaen: 24.03.2026

Analysis performed according to ND: / Anasu3 nposeaged no HJI: JIIT-Ne(001951)-(PI'-RU)-241225
Artworks of primary package approved: / MakeTbl nepBu4HO#i ynakoBku yTeepxaensl: 05.11.2024
Artworks of secondary package approved: / MakeTbl BTOPM4HO#i YIAKOBKH yTBepxIeHbl: 24,12.2025
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3akuoueHue 0 cooTBercTBHH: «HacTosmum s noATBEpk A0, YTO NPUBEAEHHAS BbIlle HHQOPMALMs SBISETCS NOCTOBEPHOMN M TOYHOM,
OTa cepus MPOAYKLMH MPOW3BEACHA (BK/IOYAsA YIMAaKOBKY (MapKMpOBKY) M KOHTPOJIb KA4€CTBA) HA BBILICYKA3aHHOM NMPOM3BOJACTBEHHOM
nnowaake (MIollaakax) B MOJHOM COOTBETCTBHH ¢ TpeGoBaHuaMU IIpaBun Hainexameil NpoOM3BOACTBEHHOH NpakTUKH EBpasuiickoro
sKoHOMHueckoro corsa (Ne GMP/EAEU/RU/02329-2025 ot 19 centsbps 2025 r.) u TpeOOBaHHUAMH KOHTPOJI KauyecTBa JIEKAPCTBEHHBIX
CPEACTB, a TAaKXK€ B COOTBETCTBHUHU €O CrieLMUKALMAMHY, COAEPXKAIMMHUCS B PETHCTPALIMOHHOM JOChE CTPaHbI-UMIOPTEpa. 3arucH Mo
NPOU3BOJCTBY, YITAKOBKE M aHAIK3Y NPOBEPEHBI, U YCTAHOBJIECHO HX COOTBETCTBHE TpeboraHuaM IpaBun Hajiexaleil MpOU3BOACTBEHHOMN

npakTuku EBpasuiickoro 3kOHOMHUYECKOTO COKO3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: ITponykt coorBercTByeT Tpeboranusm HJI 3akmouenune: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized
[ToarotosneHo: ITposepeno: Pravesh ITpoeepeno (AOK): person / Ono6peHo: Obecneuenue
Shagun Rana Amit Kumar Kaue Ba/OTBeTCTBeHM(ze JIMLO:
) ) %
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