Dr.Reddy’s ": el Nl gada

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTM3A
Product : Dyspevict film-coated tablets, 100 mg
Hpoaykr: Jucnesukt” TabieTKH, NOKPHITHIE IIEHOYHO# 060m04KOH, 100 Mr

Market / PpiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~17392.400 tab /

Cepusi Ne V2400710 O6bem cepuu 17392400 Ta6

Analytical Repo:-t No/ - 040002520598 Date of Analysis / . 10.05.2024

AnanuTuyeckuii oryer Ne HaTta anaimsza

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

JaTa npousBoacTBa I'opeH 1o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 : . JIII-Ne(001951)-(PI'-RU)
Homep PY

JuneH3us Ne

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

Page 1 of 7/Ctp. 1 u3 7

Ne Test / Iloxa3arenn Result / Pe3yabTaThl Specification / Hopma

1 | Description / Onucanne Round white film-coated tablets | Round white to off-white film-coated tablets
debossed with "100" on one side and | debossed with "100" on one side and plain on
plain on the other side. In cross section | the other side. In cross section - a core is
- a core is white. / Kpyrinie Tabnets, | white to pale yellow. / Kpyrieie Tabnerku,
TIOKPHITBIE  TUIEHOYHOH  060JIOUKOM | nOKpBITEIE MICHOYHONH 000M04K0M Gernoro
benoro ugera, ¢ rpaBupoBkoil «100» | i mouyTH Genoro uBeTa, ¢ TIpaBHPOBKOM
Ha OJHOH cTopoHEe M TIiagKue Ha | «100» Ha OJHOW CTOpPOHE W TINaJKue Ha
apyro#i. Ha monepe4Hom cpese —Aapo | apyroit. Ha nmonepeuHoM cpese — siApo OT

OeJoro 1BeTa. 0eJ1oro 10 CBETI0-KENTOro0 [BETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBaHusam HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NonrotosieHo: Santosh Kumar [Tposepeno: Pardeep Kumar Opnobpeno: Menemxep / P}ijDBoAHTenb

2 - —
Maurya g\f c:ﬁ——r’ Pavan Kumar Sharma V
Date / Date / Date /
Hara: 10.05.2024 Hata: 10.05.2024 Hara: 10.05.2024

Lie 4, Banjarn Hills, Hyderabad - 560024, Telanzang, Indiz
140 as00 y Eriaily mail@dreeddesacom




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

[ Product : Dyspevict film-coated tablets, 100 mg
Hpoaykr: JlucneBukt” TabieTK, NOKPHITHIE NJIEHOUHOI 060104KOH, 100 M

Market / PoiHok :Russia / Poccust

Batch No/ . Batch Quantity / ~17392.400 tab /

Cepus Ne 1 V2400710 O06nem cepun " 17392.400 Tab

Analytical Repoz‘t No/ . 040002520598 Date of Analysis / . 10.05.2024

AHajauTHuecKHii oTuer No Jara aHaju3a

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

JlaTta npou3BoAcTBA T'ogen no

Mfg. License No. / MA number: /

IIpou3BoACTBeHHASE : MNB/05/263 n : : JITI-Ne(001951)-(PT-RU)
Homep PY

JuneH3ust Ne

Analysis performed according ND:

/ Ananu3s nposenen mo HJI: JITT1-Ne(001951)-(PT'-RU)-140323

Page 2 of 7/ Crp.2 37

2 | Identification /
HUnentudpuxanus
HPLC / BOXXX

IR spectrometry /

HK-cnexmpomempus

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

Complies as prescribed /
CoOoTBeTCTBYET TpeOOBaHUAM

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). / BpeMsi yaep>XMBaHHUs OCHOBHOIO MKKa
Ha XpoMaTorpaMMe MCIbITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATH BpPEMEHH
yIep)KHBaHUs ~ OCHOBHOTO  MHKa  Ha
XpoMaTorpamMMe CTaHAapTHOTO pacTBopa
(ucnpiTaHUE «KonuyecTBeHHOE
OTIpe/iCTICHUE).

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-cnekTpbl mpenapara U CTaHAApTHOTO
o0pasiia, CHATBIE B AUCKC C KaJIHs 6POMUAOM
P, B o6nactu ot 4000 10 450 cM™ momxHbI
IPOSIBIISAITE MaKCHMYMB! MOTJIOWIEHHs TIPH
BOJHOBBIX uncnax 3490 e, 3302 cm’ u
2946 cm™! ¢ oTKIIOHEeHHeM He Gonee £10 cm™.

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanusM H/J

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya @'

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Pavan Kumar Sharma (R

Onobpeno: Mernemxep / P{yﬁonomrrenb

-~
-

-

Date /
Jata: 10.05.2024

Date /
JHara: 10.05.2024

Date /
Jara: 10.05.2024

140 4u00
Cit: LS 1a5AP 1384 PLCO0ASET

ww.drreddys.com

5.3, Banjara Hiiis, Hyderabad - 500034, Telangans, India

maili@arreddys.cem
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CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
| Opoaykr: Jlucnesuxr” TabneTky, NOKPbIThIE MIEHO4HOH 06010uko#, 100 Mr
Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / . 17392.400 tab /
Cepuss N | V2400710 O6bem cepHn " 17392.400 Tab ]
Analytical RepOft No/ - 040002520598 Date of Analysis / . 10.05.2024
AHaIHTHYECKHI oTYeT No JaTa anajiusa ]
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027
JlaTa npousBoacTBa T'onen oo
Mfg. License No. / MA number: /
IlpousBoacTBEHHAS : MNB/05/263 : : JIII-Ne(001951)-(PI'-RU)
Homep PY
JuneH3ust N
Analysis performed according ND: / Auanu3 nposenen no HJI: JITT-Ne(001951)-(PT-RU)-140323

Page 3 of 7/ Ctp.3 m3 7
3 | Dissolution / PacTBopenue Unit-1 / Tabn.-1 97 % Not less than 75 % (Q) of acotiamide
Unit2 / Tabn.2 98 % hydrochlqride hydrgte 1§lbel claim should be
released into solution in 30 minutes. / He
Unit-3 / Tabn.-3 98 % Mernee 75% (Q) OT  3asBJIEHHOIO
COJEP)KAHUST aKOTHAMMAa THIAPOXJIOpUAa

Unit-4 / Tabn.-4 98 % N
rHApaTa JODKHO IEpelTH B PacTBOp 4epes
Unit-5 / Tabin.-5 95 % 30 MUHYT.
Unit-6 / Tabin.-6 98 %
4 | Uniformity of dosage units / According to the requirements. / B
Oanopoanocts 2.7 COOTBETCTBUM C TPEOOBAHUAMM.

JO3UPOBAHHBIX €JHHHI]

5 | Impurities / IIpumecun

Amide acid Impurity /| Below LOD (LOD = 0.0092 %)/ Not more than 0.20 % / He 6o1nee 0,20 %

[IpumMech amMnua KUCIOTHI Huxe npenena obHapyxenus (I10 =
0.0092 %)
Individual maximal | Below BDL (BDL= 0.08 %) / Hixxe | Not more than 0.20 % / He 6onee 0,20 %

unidentified impurity / | mopora peructpanuu (ITP =0.08 %)
EnuHudHass ~ MakcHManbHas
HeuaeHTHHULHpOBaHHAs

pUMECh
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cooTBeTCTBYET TpeboBanuam HJ| 3akmouyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Santosh Kumar IMporepeno: Pardeep Kumar Opobpeno: Menemxep / OBOIITENB
Maurya ngr t‘f'/ Pavan Kumar Sharma -, —
Date / Date / Date / -
Hara: 10.05.2024 Jlara: 10.05.2024 Jara: 10.05.2024

amam A

1, India
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Dyspevict film-coated tablets,

100 mg

Hpoaykr: JlucnesukT” TabJeTKH, HOKPHIThIC IIEHOUHOH 060104K0H, 100 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / - 17392.400 tab /

Cepus Ne + V2400710 | O0bem cepun " 17392.400 Tab

Analytical Report No/ - 040002520598 Date of Analysis / . 10.05.2024

AHajauTHyecKuii oTueT No JlaTa apaJjusa

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

JlaTa npon3BoaCTBa TI'onen no

Mifg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND: / Ananus nposexen no HJI: JITT-Ne(001951)-(P"-RU)-140323

Page4 of 7/ Crp. 4 uz 7

Total impurities / Below BDL / Huxe nopora Not more than 0.75 % / He 6onee 0,75 %
CyMma npumecen perucrpanyu
6 | Water / Boga 6.5 % Not more than 10.0 % / He 6onee 10,0 %

7 | Microbiological purity / MukpoGHnosorudeckast 4ucToTa

a) Total Aerobic Microbial
Count / Ob1ee KoNMHUECTBO
XHU3HECTIOCOOHBIX a3pOOHBIX
MHKPOOPTaHM3MOB

Less than 10 CFUperl g
Menee I0KOEB 1T

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

b) Total Combined Yeasts &
Moulds Count / Obuiee uucio
JIPOMOKEBBIX U INIECHEBBIX
rpuboB

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

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

c) Escherichia Coli

Absent in 1 gram /
OrcyterByeT Bl T

Shell be absent in 1 gram /
OrcytcTBHE B 1 T

9 | Assay / KosiudecTBeRHOE
onpeneseHue

99.0 mg/ 99.0 mr

From 90.0 mg to 110.0 mg of acotiamide
hydrochloride hydrate. /
Ot 90,0 mMr mo 110,0 mr akotnamuzga
CHAPOXJOpUAA rHpaTa.

Remarks : The Product confirms to ND/

IMpumeuanune: IIponykT cooTBeTcTBYET TpeboBanmam HJI

Conclusion : APPROVED /
3axuaouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

L2

Checked by /
ITpoBepeno: Pardeep Kumar

P

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pyxgsoaurens
Pavan Kumar Sharma

A—

Date/
Hata: 10.05.2024

Dule /
Jara: 10.05.2024

Dale /
Jara: 10.05.2024




Dr.Reddy’s Q,':"

Dr. Beddy's Laboratories Lid

Formulation

‘h Road, Badi,

P, 173 205, INDiA

S S5001-07
AL O e S.COmM
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
Hpoayxt: JucnesrkT” TaGNeTky, HOKPBITEIE TIEHOUHO o6onoykoii, 100 mr
Market / Pb1HOK :Russia / Poccust
Batch No / . Batch Quantity / - 17392.400 tab /
Cepus No + V2400710 | O6bem cepun " 17392.400 Tab
Analytical Repoz‘t No/ - 040002520598 Date of Analysis / . 10.05.2024
AHajsuTHuecKHH oTdeT Ne Jara ananusa
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027
JlaTa npou3BOACTBA I'ogen 10
Mfg. License No. / MA number: /
ITIpouzBoacTBeHHAs : MNB/05/263 n : : JITI-Ne(001951)-(PI'-RU)
Homep PY
JHIeH3us Ne

Analysis performed according ND:

/ Ananns nposeaen no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page Sof 7/ Crp. S u3 7

10

Packaging / YnakoBka

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
5 blisters and a patient information leaflet (package insert) in a carton. / Ilo 10
tabnerok B KOHTYPHYIO SIYEHKOBYIO YIIaKOBKY u3 TUIEHKH
TTOJIMBUHMJIXJIOPHAHOMN/IONMBHHUIN JCHXJIOPHIHOH 1 Qosbri amoMuHuesoi. Ilo 5
KOHTYPHBIX SYEMKOBBIX YNAaKOBOK BMECTE C HMHCTPYKLIMEH MO MEIMUHMHCKOMY
MPUMEHEHHIO (JIMCTKOM-BKJIZIBIIEM) B NTAUKy KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykr coorBeTcTBYeT TpeboanusM HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrororneno: Santosh Kumar ITposepeHo: Pardeep Kumar Opo6peHo: Menemxep / Pykosoanurens
Maurya - f Pavan Kumar Sharma &/
Date / Date / Date /

Hara: 10.05.2024 Hara: 10.05.2024 Hara: 10.05.2024

Office- 8-2-337, Read Moo 2, Banjara Hil
Yol +&1L A0 840D 290G

Regisiorad Office

I5, Hydernhad - 500034, Telangang, Indiz




Dr.Reddy’s Q:.

Di. Reday's Laboratories Lid
Formulation Unit-G

Vill, Khoi, Nalagarh Road, Bactdi
Distt. Salan, H.P, 173 205, INDIA

Tal s +91 82160 56001-01

v drredays.com
CERTIFICATE OF ANALYSIS
CEPTHOWKAT AHAJTM3A
[ Product : Dyspevict film-coated tablets, 100 mg
| Opoayxt: Jlucnesnkt” Tab1eTK, NOKPBITHIE MIEHOYHOH 0605104KOi, 100 Mr
Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / . 17392.400 tab /
Cepusi No + V2400710 Ob6nem cepuu " 17392.400 Tab
43 Jn / ote /]
Analytical Rep()ft No/ . 040002520598 Date of Analysis / - 10.05.2024
AHanuTHyeckuii oruer Ne JlaTa aHasu3a
Date of Manufacture / - 04/2024 Date of Expiry / - 03/2027
JaTa npousBojcTBa I'onen no
Mfg. License No. / MA number: /
ITIpousBoacTBeHHAS : MNB/05/263 : : JIIT-Ne(001951)-(PT-RU)
Homep PY
JHIeH3us No

Analysis performed according ND: / Anasnu3 nposegen no HJI: JITT-Ne(001951)-(PI"-RU)-140323

Page 6 of 7/ CTp. 6 u3 7

API name / HaumenoBanue ADC:

Acotiamide hydrochloride hydrate / AkoTHaMuaa rupox/I0pyaa ruApaT

INN / MHH:

Acotiamide / AxotuamMung

Homep cepun cyOcTaHIMH TPOH3BOIUTEIS
LJId:

API manufacturer batch number / ACT-23009
Homep cepun nponssogutens ADC:
FP Manufacturer API Batch number /

FEQAO00173

API Manufactured by & country /
Ipouseogurenr ADC, cTpana:

Emmennar Pharma Private Limited, India /
OmmeHHap Dapma [paiiser Jlumuten, Munus

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

HaumeHnoBanue, agpec, JHNEH3HA 115
IIpousBoacTBenHas niuomanaka / [Inomanka
KOHTpoJis kadecTBa / [l1omagka BeImycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

MNB/05/263) /

H-p Pennu’c Jlabopatopuc JIta., Uuaus, [IpousBoaACTBEHHOE
nozapaszaenenne-6, Bunn. Kxons, Hanarapx Poyn, bamnu, Jlucrpukr
Comnan, X.I1., 173205, Ungus (nmuueH3us Homep MNB/05/263)

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYeT Tpebopanusm HJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Santosh Kumar ITpoBepeno: Pardeep Kumar Onobpeno: Meremxep / Pyxosoautens
Maurya Qf// Pavan Kumar Sharma A .
Date / Date / Date /
Jara: 10.05.2024 Hara: 10.05.2024 Jlata: 10.05.2024
Rogisteied Office: 8-2-327, Ttoad No. 3, Banjara Hills, Hyderakad - 580034, Telangana, India
Teb #9130 4900 2900, Fax: +91 40 43¢ , Email: man@drieddys.com

CIN: L25195AP1E

PLCOCRS0T

www drreddyz.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg 4_‘

Mpoaykr: JlicneBukT” TaGNETKH, NOKPLITLIE IIIEHOYHON 000/104K0H, 100 MI

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / - 17392.400 tab /

Cepust Ne i V2400710 Ofbem cepuu " 17392.400 Tab |

Analytical Report No/ . 040002520598 Date of Analysis / . 10.05.2024

AHaauTHYecKHid oTyeT No JlaTa aHann3a

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

Jara npoussoacTsa Tongesn 1o

Mfg. License No. / MA number: /

IIpon3BoacTBEHHAs : MNB/05/263 : . JIIT-Ne(001951)-(PT-RU)
Homep PY

nunensus No

Analysis performed according ND: / Ananus nposeaen no HJL: JITT-Na(001951)~(PI"-RU)-140323

Page 7 of 7/ Ctp. 7 u3 7

Declaration of certification: « 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/K04ende o cooTBeTcTBUM: «HacToAmuM s MOATBEPXK/At0, YTO NPUBEACHHAs Bble UHGOPMALUS ABJIAETCA
JOCTOBEPHON M TOYHON. DTa cepys MPOAYKLMHM NpOM3BeeHa (BKIIOUas yNakoBKy (MapKHMPOBKY) M KOHTPOJIb
KauecTBa) HA BHIIEYKA3aHHOW MPOU3BOACTBEHHOM momajke (MUIOWANAKax) B TONHOM COOTBETCTBUU C
tpeGoBanuamu [lpaBul Hajsexalleil MPOM3BOJCTBEHHON NpakTHKy EBPasUHCKOro 5KOHOMUYECKOro COko3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiopst 2022) u TpeOOBaHUAMH KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX CPEACTB,
a TAK)KE B COOTBETCTBUH CO CIELMPUKALUIMH, CONEPKAMUMUCA B PETHCTPALIMOHHOM JIOCHE CTPAHBI-UMITOPTEpA.
3aMKCH 110 IPOU3BOCTBY, YTAKOBKE U aHATH3Y NPOBEPEHB, ¥ YCTAHOBJICHO HX COOTBETCTBUE TPpeSuBAHMAM TIpasuil
HaJJIeXKalleH NPor3BOACTBEHHON MPaKkTHKU EBpasuiickoro 53KOHOMHUYECKOro COro3ay.

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

Ipumeyanue: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJ 3akmouenne: OJOBPEHO

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

IToarotosneHo: Santosh Kumar IIposepeno: Pardeep Kumar Ono6peno: Menemxkep / PykosoanTeis

Maurya R Pavan Kumar Sharma 4.,
Qs (Dﬁ’_— o

Date/ Date / Date /

Jara: 10.05.2024 Jata: 10.05.2024 Jara: 10.05.2024




