Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

Product : Dyspevict® (acotiamide) film-coated tablets, 100 mg
HpoayxT: MucnesukT® (akoTramua) TabieTK, NOKPBITHIE TUIEHOUHOH 06on0ukoif, 100 mr

Market / Puinok : Russia/ Poccus

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

Cepusi Ne | V2601200 O06nem cepuu © 9,00,000 Tab B

Analytical Repovrt No/ . 040003476874 Date of Analysis / . 30.06.2026

AHanuTHYecKHii oTueT No Jara ananuza

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

JlaTa npou3BoOACTBA Togen g0

Mfg. License No./ ]

TIpou3BOACTBEHHAS : MNB/05/263 M Aimbe ¢ : JII-Ne(001951)-(PT-RU)
Homep PY

aunensusn Ne

Analysis performed according to ND: / Anasus nposeaen mo HJI: JITI-Ne(001951)-(PI'-RU)-241225
Artworks of primary package approved: / MakeTbl nepBHUYHO ynakoBKkHu yTBep:xkaenbl: 05.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOR YNIAKOBKH yTBepxaAeHbl: 24.12.2025
PL approved: / JIB yreepskaen: 24.03.2026

Pagel1of7/Crp.1n37

Ne |

Test / Iloka3zaTens

Result / PesyabTaTh!

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. /
Kpyrnele TabneTku, MOKPBITHIE TIEHOYHOM
obonoukoii Oenoro 1BeTa, C TpPaBUPOBKOM
«100» Ha omHOI CTOpOHE H riIafikie Ha APYToit.
Ha nonepeyHoM cpese — Sapo CBETNO-KENTOrO
LBeTa.

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. / Kpyrnsle Tabnerky,
MOKPBITBIE TUIEHOWHOH o06o0Jnoukoli Oenoro
uIn moutd 6enoro LBeTa, ¢ T'PABUPOBKOM
«100» Ha omHOM CTOpPOHE U ryladKue Ha
apyroil. Ha monepeynom cpese — saapo oT
6€J10r0 IO CBETJIO-KENTOrO LIBETA.,

2 | Identification / UnenTHdukanus

Remarks : The Product confirms to ND/
Ipumeuanue: Ipoaykr cooTBeTcTBYET TpebosaHusaM HJJ

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by /
IlonroroeneHo:
Pravesh Rana

Checked by /
IIpoeepeHo: Pardeep

Checked by (AQA) /
IIpoeepeHo (AOK):

Approved by: Quality Assurance/Authorized
person / Opnobpeno: Obecneuenue

a/OTBETCTREHHOE THLIO:

Kumar Amit KKr Ka r
[
<L — Contm 0 y0)
= - | L
Date / Date / Date/ ' Date / ( \ U/}o"v v
JHara: 30.06.2026 JlaTta: 30.06.2026 Jata: 30.06.2026 Jara: 1

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT 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
IMpoaykr: HrcnesukT® (akoTramua) TabaeTkH, NOKPBIThIE TUIEHOUHOMH 00004KOoi, 100 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne * V26(31390 B O6nem cepuu ©9,00,000 Tab
| Analytical Repourt No / . 040003476874 Date of Analysis / . 30.06.2026

AHaJIMTHYeCKHii oTyeT Ne JlaTa ananusza

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

JlaTa N1pon3BOACTBA T'onen no

Mfg. License No. / ]

[Ipon3BoACTBeHHAS : MNB/05/263 MA number: / . JITI-Ne(001951)-(PT-RU)

Homep PY
JHUeH3usa Ne

Analysis performed according to ND: / Anasu3s nposexen mo HJI: JIII-Ne(001951)-(PI'-RU)-241225
Artworks of primary package approved: / MakeTbl nepBHYHOI ynakoBKkH yTBepxaennl: 05.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI YNAaKOBKH yTBepa#acaeHbl: 24.12.2025

PL approved: / JIB yrepaaen: 24.03.2026

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-crniextpsl o6pasua
npenapara ¥ CTaHAapTHOro obpa3sLa, CHATHIC B
aucke c kanus Spomuaom P, B obnactu ot 4000
g0 450 oM mposBRAIOT  MaKCHUMYMBbI
TIOTJICIIEHHS MPH BOJIHOBLIX YHciiax 3490 cm™,
3302 cm™! 12946 cm”! ¢ oTKOHEHHEM He Gonee
=10 cem.

Page2 of 7/ Crp. 2 u3 7
HPLC / BOXX Retention time of the main peak in the | Retention time of the main peak in the
chromatogram of test solution complies with | chromatogram of test solution should comply
retention time of the main peak in the | with retention time of the main peak in the
chromatogram of standard solution ("Assay" | chromatogram of standard solution ("Assay"
test). / BpeMs yaepuBaHHA OCHOBHOTO NHMKa | test). / Bpems yaepKruBaHHsS OCHOBHOTO MUKA
Ha XpoMaTorpamMMe HCIBITYEMOro pacTBOpa | HA XpOMAaTorpamMMe HCIbITYEMOTO pacTBopa
COOTBETCTBYET BPEMEHHU YACPKHBaHHUA | JOJDKHO COOTBETCTBOBATH BPEMEHH
OCHOBHOIO  NHMKAa  Ha  XpOMarorpaMMme | yACp)KMBaHUS ~ OCHOBHONO  MNMKa  Ha
CTaHIapPTHOrO pacTeopa (vcriplTaHMe | XpOMaToOrpaMMe  CTAHAAPTHOTO  pacTBopa
«KosnuecTBeHHOE ONpeaeneH1e»). (McribiTaHue «KomnuecteeHHoe
OMpeAeneHne).
IR spectrometry / HK- IR spectra of the medicinal product and the | IR spectra of the medicinal product and the
crnekmpomempus reference standard taken in the potassium | 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-
CTIeKTph! 00pa3ua penapaTa U CTaHAapTHOTO
obpasLa, CHATEIE B JHCKE ¢ Kallusi 6pOMUIOM
P, B o6aactu ot 4000 mo 450 cm! pomkusl
NpOABIATL MAaKCHMYMBbl MOMJIOMIEHHUS TpH
BOJIHOBBIX umcnax 3490 cm!, 3302 cm!' u
2946 cm™' ¢ oTknoHeHnuem He Gonee £10 cm™.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoxykT cooTBercTRyeT TpeboBanusam HJI 3aknwuenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized
TMoaroroeneHo: IIposepeHo: Pardeep [TposepeHo (AOK): person / OnobpeHo: Obecneuenue
Pravesh Rana Kumar Amit Kumar Kaue T%a/OTBeTCTBeHHoe JULO:
b c.j,/ — W lcodim
‘ = PP L 1Y S
Date / Date / Date /! Date / ( 1?)/20’0‘3\}:
JHarta: 30.06.2026 JHara: 30.06.2026 Hara: 30.06.2026 Jlara: /‘UD

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: L85195AP13984PL.CO04507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khel, 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® (acotiamide) film-coated tablets, 100 mg
Ipoaykr: JucneBukT® (akoTnamum) TabiaeTkH, NOKPLIThIE MIEHOYHON 060s0ukoii, 100 Mr

Market / Peinok : Russia/ Poccus

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

Cepus Ne § V2AD1LI90 O6bem cepuu © 9,00,000 Tab

Analytical Repourt No/ . 040003476874 Date of Analysis / . 30.06.2026

AHaauTHUYecKHi oTueT No JlaTa aHaaH3a

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

JlaTa npousBoacTBa Fogen g0

Mfg. License No. / ]

TpokssoacTaenHas - MNB/05/263 MA number: { + JI1-Ne(001951)-(PT-RU)
Howmep PY

JuueH3ns Ne

Analysis performed according to ND: / Auanun3s nposeaen mo HJ/I: JII1-Ne(001951)-(PT-RU)-241225
Artworks of primary package approved: / MakeThl mepBH4HOI yIaKOBKH yTBep:kaeHbI: 05.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNaKOBKH yTBepxkAeHbI: 24.12.2025
PL approved: / JIB yreep:xaen: 24.03.2026

Page3 of 7/ Crp.3 u3 7

3 | Dissolution / PacTBopeHue

Q=75 % in 30 min. / Q=75 % B Teuenune 30

MHH.

Unit-1/ Tabn.-1 101 %
Unit-2 / Tabn.-2 100 %
Unit-3 / Tabn.-3 100 %
Unit-4 / Ta6n.-4 100 %
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 99 %

4 | Uniformity of dosage units /
OaHOpPOAHOCTH A03UPOBAHHBIX
eTUHHUL

2.1

According to the requirements. / B
COOTBETCTBUM C TPEOOBaHHAMH.

5 | Impurities / [Ipumecu

Amide acid Impurity / [Ipumecs
aMuJa KMCIIOTBI

Below LOD (LOD = 0.0092 %) / Huxe
npepena obnapyxenus (ITO = 0,0092 %)

Not more than 0.20 % / He Gonee 0,20 %

Individual maximal unidentified

impurity / EnuHnuHas
MaKCHMallbHast
HeUICHTHULIMPOBAHHASA
TIpUMeECh

Below BDL (BDL= 0.08 %) / Huxxe nopora

peructpaunu (ITP =0,08 %)

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykr cooTBeTCTBYET TpeboaHuaM HJJ 3axuouenne: OJJOEPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
Iloarorosneno: [TpoBepeno: Pardeep [Mposepeno (AOK): person / OpobpeHo: O6ecneuenue
Pravesh Rana Kumar J Amit Kumar Kay a/OTBETCTBEHHOE JIULLO:
©
4’7 /\ —A ) l (oM™
= \ . '\b
Date / Date / Date/ ' Date / ] ""/',/50' v.)b
Jara: 30.06.2026 Jara: 30.06.2026 Jara: 30.06.2026 Jlara: /VO

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: L85195AP1984PLCO04507
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
Te! : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIM3A

Product : Dyspevict® (acotiamide) film-coated tablets, 100 mg
IMpoaykr: Jucnepnkt® (akoTHaMua) TabneTkH, TOKpPHITHIE MIeHOYHOH 06onoukoi, 100 Mr

Market / Poinok : Russia/ Poccusi

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

Cepuna Ne e Veohlaol Oo6nem cepun © 9,00,000 Tab

Analytical Repourt No/ . 040003476874 Date of Analysis / . 30.06.2026

AnaauTvyeckuii oruer No Jlata ananusa

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

JlaTa npou3BoACTBA Togen go i

Mfg. License No. /

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

JauneH3zusa Ne

Analysis performed according to ND: / Ananu3z nposeaen mo H/: JIII-Ne(001951)-(PT-RU)-241225
Artworks of primary package approved: / MakeTbl nepBU4HOIH ynakoBKkH yTBepskaensi: 05.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI YNaKOBKH yTBep:kaeHbI: 24.12.2025
PL approved: / JIB yrBepsxaen: 24.03.2026

Total impurities /
Cymma npumecei

Page4 of 7/ Ctp. 4u3 7

Below BDL / Huxe nopora periucTpauqu

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

6 | Water / Boaa

6.3 %

Not more than 10.0 % / He Gonee 10,0 %

7 | Microbiological purity / Mukpo6uonornyeckas 4ucrora

a) Total viable aerobic count /
Ob11ee KOIMUECTBO
JKU3HECTTOCOOHBIX a3pOGHBIX
MHUKPOOPraHU3MOB

Less than 10 CFU/g

Menee 10 KOE/r

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

b) Total Combined Yeasts &
Moulds Count / OG1uee uuncio
IPOXOKEBBIX U TIECHERBIX
rpubos

Less than 10 CFU/g
Menee 10 KOE/r

/

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

c) Escherichia Coli

Absentinl g/
OrcyTtcTByerB 1l T

Absence})er lg/
OtcyrctBue B 1 1

9 | Assay* / KoaruuecTBeHHOe

98.7 mg /98,7 Mmr

From 90.0 mg to 110.0 mg of acotiamide

ompeaeneHue* hydrochloride hydrate. / Or 90,0 Mr po

110,0 mr aKoTHaMuaa THAPOXJIOpUAA
ruapara.

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

ITpumeuanne: IIpoaykt cooTeTcTBYET TpeGoranusm HJI 3axkmoyenune: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

IToaroToBIEHO: /| IlpoBepeno: Pardeep [Tpoeepeno (AOK): person / Ono6pero: O6ecneyenue

Pravesh Rana Kumar Amit Kumar Kay 'rBa/OTBeTlCTBemme JIHLIO:

—A
- =L — | ﬂwb ;
Date / Date / Date/ ' Date / l 7 Y
Jara: 30.06.2026 Jlara: 30.06.2026 JHara: 30.06.2026 Jara: /5/,})

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
CEPTUDUKAT 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
HNpoaykr: ducnesukr® (akornamua) tTabneTku, NOKPLITHIE IUIEHOUHO 0booukoit, 100 Mr

Market / Peinok

: Russia / Poccust

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

Cepust Ne ¥ VZEHIERg OGbem cepun © 9,00,000 Tab

Analytical Repovrt No / . 040003476874 Date of Analysis / . 30.06.2026

AHaguTHYecKHit oTyeT No JlaTa ananausa

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

Jara nponssojacrTsa T'oxen o

Mfg. License No. / :

N T . MNB/05/263 LoD . JITI-Ne(001951)-(PT-RU)
Howmep PY

anueH3zus Ne

Analysis performed according to ND: / Ananu3 nposegen no HJ/L: JITI-Ne(001951)-(PI'-RU)-241225
Artworks of primary package approved: / MakeTbl nepBHUYHOI ylIaKoBKH yTBepkaeHbl: 05.11.2024
Artworks of secondary package approved: / MakeTsl BTOPMYHO yIaKOBKH yTBep:KaeHbl: 24.12.2025
PL approved: / JIB yreepxaen: 24.03.2026

Page50f 7/ Crp.Sn3 7

10

Package description /
Onucanune ynakoBkH

10 tablets per blister of
polyvinylchloride/polyvinylidenechloride and
aluminum foil. 9 blisters and package insert in a
carton. / ITo 10 Tabnetox B KOHTYpHYIO

A4EHKOBYIO YIIaKOBKY u3 TUIEHKH
TOJTMBHHHIXJIOPHIHOH/ NOJMBHHHIHAEHXIOPU
nHo# wu Qoneru  amomueueBoit, Ilo 9

KOHTYPHBIX A4YEHKOBBIX YMaKOBOK BMECTE C
JIMCTKOM-BKJIafiblLIIEM B NAaYKy KapTOHHYIO.

10 tablets per blister of
polyvinylchloride/polyvinylidenechloride and
aluminum foil. 5 or 9 blisters and package
insert in a carton. / ITo 10 Ttabnetok B
KOHTYPHYIO S4EHKOBYIO yNaKOBKY U3 IUIEHKU
MOJIMBUHUTXJIOPUIHOM/ OTM BUHUITHACHXIIOP

MIHOW U (osibru amomunuesoif. Ilo 5 win 9
KOHTYDHBIX SYEHKOBBIX YITAKOBOK BMECTE C
JINCTKOM-BKJIA/IBILIEM B AUKY KapPTOHHYIO.

Cpox rogHocTH (CpoK
XpaHeHHs1)

11 | Labeling / MapkupoBka Complies / CootBeTcTByeT See section 1.3.2 of Module 1 of DMF. / Cwm.
pasnen 1.3.2 monyns 1 perucrpauroHHOro
JOCheE.
12 | Storage conditions / YcaoBust |Store at temperature not higher than 25 °C. / Xpanute npu temneparype He Boite 25 °C.
XpaHeHnsi
13 | Shelf-life (storage period) / 3 years. / 3 rona.

Note / [Ipumeyanue
*Limit of release specification for Assay: / Hopma cnetdukalym npu Beinycke no nokasatento «KonnuecTseHHOE onpeaeneHues:
95.0 mg to 105.0 mg of acotiamide hydrochloride hydrate. / Or 95,0 mr o 105,0 Mr akoTHamMuza rUAPOXIOPUAA THApPATA.

[ API name / Haumenosanue ADC:

-

Acotiamide hydrochloride hydrate / Akotnamuaa ruapoxnopuaa ruapar |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ipoaykr coorsercrayet Tpebosanuam HJL 3axawuenne: OJJIOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized
IHoarorosneno: IIpoeepeHo: Pardeep IIposepeno (AOK): person / Ono6peno: ObecneueHue
Pravesh Rana Kumar Amit Kumar KavectTpa/OTBETCTBEHHQE NHLIO!

OLT —" 1 [cordwm

il aWixY

Date / Date/ Date / Date / (2o %b,v'l/h
Jara: 30.06.2026 Jara: 30.06.2026 Jlara: 30.06.2026 Jlara: /I/)

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, 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

CEPTUOHKAT AHAJIU3A

Product : Dyspevict® (acotiamide) film-coated table

ts, 100 mg

IMpoayxr: Qycnesukt® (akoTHaMu) TabneTkH, MOKPHITHIE MEHOUHOH obonoukol, 100 Mr

Market / PbiHOK

: Russia / Poccus

Batch No / . Batch Quantity / . 9,00,000 tab/
Cepust Ne k2601350 O6vbem cepun © 9,00,000 Tab
Analytical Report No / Date of Analysis / -

: 4 : 30.06.2026
AHANHTHYECKUI 0TUeT No L JlaTta ananun3za
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2029
JlaTa npou3BOACTBA TI'ogen no
Mfg. License No. / .
IpousBoacTBeHHASA : MNB/05/263 kil . JITI-Ne(001951)-(PT"-RU)

Homep PY

auuensun Ne

Artworks of secondary package approved: / Maxke
PL approved: / JIB yreepxkaen: 24.03.2026

Analysis performed according to ND: / Ananus nposeaen no H/L: JITI-Ne(001951)-(PT-RU)-241225
Artworks of primary package approved: / MakeTsl nepBU4HOIi ynakoBKH yTBep:xaenbl: 05.11.2024

Thl BTOPHYHON YNaKOBKH yTBepxkaeHbl: 24.12.2025

Page 6 of 7/ Crp. 6 m3 7

INN / MHH:

Acotiamide / Akotnamup,

API manufacturer batch number /
Homep cepuu npoussogurens ADC:

ACT-25018,ACT-25020, ACT-26001

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMM NPON3BOAHTEIS
I'JId:

FESA00649,FETA00212, FETA00275

API Manufactured by, address & country /
ITpousBoautens A®C, 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 Ilpaiier JTumuren, [lonpaspenenue-II, Yuactok Ne 15,
Jxasaxapnan Hepy ®apma Curu, Tagu (Bunnamk), [Tapasaga (Manpan),
Amnaxanauiu ([luctpuxr), Anaxpa ITpagew, 531019, Muaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHe, aipec, JHLEH3HS JIs
IIpousBoacTBenHas muowmaaxa / Ilnouragxa
KOHTpoJs Kayecrsa / [Inomaaka seinycka

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) /
J-p Pennw’c Jlabopatopuc JIta., Muaus, IlpoussoacTeeHHoOe noapasaeneHue-6,
Bunn. Kxons, Hanarapx Poyn, Bagou, Juctpuxt Conan, X.I1., 173205, Uuaus
(nmuensus 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: [ponykr cootBeTcTBYET TpeOOBaHUAM HJI 3axaouenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized
[ToaroroeneHo: [Tpoeepeno: Pardeep [MpoeepeHo (AOK): person / Onobpeno: ObecneueHue
Pravesh Rana Kumar Amit Kumar Ka‘leCTga/OTBe‘TCTBCHHOS JIMLO;
4 Camv

) _ : /\ A 738 il .
Date / Date/ Date / Date / [ Mg o0%
Jlara: 30.06.2026 JHata: 30.06.2026 Jara: 30.06.2026 Jlata (5 /‘})
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Dyspevict® (acotiamide) film-coated tablets, 100 mg
Hpoaykr: Jucnepukr® (akornamua) TabaeTkH, NOKpbITHE INIEHOYHOH 060s104KO#, 100 Mr

Market / Poinok : Russia/ Poccus

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

Cepus Ne ) NS O6bem cepnu © 9,00,000 Tab

Analytical Repovrt No/ . 040003476874 Date of Analysis / . 30.06.2026

AHAJINTHYECKHUH oTueT No Jlara ananusza

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

JlaTa nponsBoacrea T'oaen go

Mfg. License No. /

Tpou3BoaCTBeHHAS : MNB/05/263 M nambers | : JII-Ne(001951)-(PT-RU)
Homep PY

Jnuen3usa Ne

PL approved: / JIB yreepaaen: 24.03.2026

Analysis performed according to ND: / Ananu3 nposeaen mo HJI: JITI-Ne(001951)-(PI'-RU)-241225
Artworks of primary package approved: / MakeTb! nepBHYHOI YTaKOBKH yTBepaaenbl: 05.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHO#i YyNaKoBKH yTBepiaennl: 24.12.2025

3akuiioueHne 0 cOOTBETCTBHM: «HacToAILMM A MOATBEPHKAAIO, YTO NPHBEACHHAA Bbillle MH(pOPMALIUA ABNAETCA AOCTOBEPHOH W TOYHOM.
Ota cepus NPOLYKLMH NPOM3BEACHd (BKIOYAS YNAKOBKY (MApKMPOBKY) M KOHTPOJb KAUECTBA) HA BbillRyKa3aHHOH MPOU3BOACTBEHHOMH
ruomazake (Iwiolyaakax) B MOJHOM COOTBETCTBMH ¢ TpeboaHmaAMH [lpaBun Hajnexalluei NpoM3BoACTREHHOM npakTHku Eppasuiickoro
akoHOMuUeckoro coro3za (Ne GMP/EAEU/RU/02329-2025 ot 19 cenrabpsa 2025 r.) # TpebOBaHHAMH KOHTPO/S Ka4eCTBa JICKAPCTBEHHBIX
CPEICTB, 4 TaK)Ke€ B COOTBETCTBHM CO crielM(rKauuaMH, CONEPXKAIMMHUCS B PErMCTPALIMOHHOM A0ChE€ CTpaHbl-UMIIOpTepa. 3amucu Mo
NpPOM3BOACTBY, YIAaKOBKE M aHAJIM3Y NPOBEPEHDL, U YCTAHOBIICHO UX COOTBETCTBHE TpeboraHUAM [IpaBu Hagiexaliei npor3BOACTBEHHOM

npakTUkd EBpazuiickoro 3kOHOMHUYECKOro Co03a.
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Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykr coorsercryer Tpebosanuam HJL 3akawuenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized
IMoarorosneHo: IposepeHo: Pardeep IMpoepeHo (AOK): person / Opobpeno: Obecneyenue
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