Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
TpoaykT: Jlncnesnkr’ TableTKi, MOKPbITbIE MIIEHOYHOH 06ono4koii, 100 Mr

Market / PoiHOoK :Russia / Poccus = 5 5600 ]
Batch No / . Batch Quantity / 861600 tab/:
Cepus Ne § V2400014 Oo6bem cepun " 861600.00 Tab
Analytical RepOft No/ - 890001713290 Date of Analysis / . 20.01.2024
AnaauTHyecknii oryer No JlaTa anajmn3za
Date of Manufacture / - 12/2023 Date of Expiry / - 11/2026

| [laTa mpousBojcTBa I'ogen no
Mfg. License No. / MA number: /
IIpouzBoacTBeHHAs : MNB/05/263 : : JI[I-Ne(001951)-(PT-RU)

Homep PY

anueH3ust Ne

Analysis performed according ND:
Ne(001951)-(PT-RU) ot 14.03.2023

/ Ananu3s nposeaen o HJ: JI[T-Ne(001951)-(PT"-RU) dt. 14.03.2023 / JIII-

Page10of 6 /Crtp. 1 u3 6

Ne Test / Iloka3zaTennb

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanne

Round white film-coatcd tablcts
debossed with "100" on one side and
plain on the other side. In cross section
- a core is pale yellow. / Kpyribie
TabNeTKH, TOKpPBIThIE IUIEHOYHOM
oGosoukoit moytH Oeyoro LBeTa, ¢
rpaeupoBkoii  «100» Ha  omHOM
CTOpPOHE W Ijlafikue Ha japyrod. Ha
NIOIIEPEYHOM Cpe3e — SIAPO CBETIO-
XKEJTOro L[BETA.

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 Tabnerku,
TIOKPBITBIE TUIEHOYHOH 0ob0osouKoH Oenoro
UnM MoYTH GeNioro LBera, ¢ I'paBUPOBKOH
«100» Ha OmHOH CTOpPOHE W TINaAKHE Ha
npyroii. Ha nomepeuHoMm cpese — spo OT
6€eJI0ro 10 CBETIO-XKENTOro LBETa.

Remarks : The Product confirms to ND/
IIpumeuanne: [IponyxT cooTBeTcTBYeT Tpeboanusam HJL

Conclusion : APPROVED /
3aknawouenue: OJOBPEHO

Prepared by / Checked by /

IToarorosneno: Pravesh ljzm

[Ipoeepeno: Ram

et

Approved by: Manager/Executive /Amit
t Kumar
Onobpeno: Menemxkep \L PykoBoauTens

-

Date /
Hara: 20.01.2024

Date /
Jara: 20.01.2024

-

Date / \
Jata: 20.01.2024
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CERTIFICATE OF ANALYSIS bl fan, H.P., 173205, IND2

CEPTHOHKAT AHAJIM3A

[Product : Dyspevict film-coated tablets,

100 mg

ponyxr: Jucnesuxt” TabneTky, MOKPLITLHIE MIeHOYHON 060m04koi, 100 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _ 861600 tab /

Cepust Ne - V2400014 O6bem cepun " 861600.00 Tab

Analytical Repourt No/ - 890001713290 Date of Analysis / . 20.01.2024

AHanuTHyecKHil oTyeT No JaTa aHau3a

Date of Manufacture / - 12/2023 Date of Expiry / . 11/2026

Jara npou3BoACTBa I'ogeH 1o

Mfg. License No. / MA number: /

IlpousBoacTBeHHAs : MNB/05/263 : : JIIT-Ne(001951)-(PI'-RU)
Homep PY

JuneHsus Ne

Ne(001951)-(PT-RU) ot 14.03.2023

Analysis performed according ND: / Ananu3 nposegen no HJI: JITI-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-

Page 2 of 6/ C1p. 2 u3 6

FZ Identification /
Nnentuduxannn
HPLC / BOXKX

IR spectrometry /

HK-cnexmpomempus

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

Complies as prescribed /
CootseTcTBYeT TpeOOBaHUIM

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 yiepxuBaHusl OCHOBHOTO MTHKa
Ha XpoMaTorpaMme HCIBITYEMOro pacTBopa
JIOJKHO COOTBETCTBOBATH BpPEMEHH
yJAepXKUBaHWs  OCHOBHOTO  MNHMKa  Ha
XpOMaToOTpamMMe CTaHAApTHOI'O pacTBopa
(ucmpiTanue «KomuyecTBeHHOE
ONpeJIEIICHUEY).

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-cnekTpbl mpenapara U CTaHAApPTHOTO
obpa3sia, CHATHIE B AUCKE C Kalus 6poMUIOM
P, B obmactu ot 4000 no 450 cM™ gomkHbI
OpOSIBIASATh MaKCHMYMBl MOTJIOLICHUS IIPH
BOJIHOBBIX uHcnax 3490 cm™, 3302 cm™ m
2946 cm™! ¢ oTKIIOHeHHeM He Gosee 10 cm™.

3 | Dissolution / PacTBopenne

Not less than 75 % (Q) of acotiamide

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

Unit-1/ Ta6m1.-1 96 %
Unit-2 / Tabn.-2 95 %
Unit-3 / Tabn.-3 91 %

MeHee 75% (Q) OT  3asABJIEHHOIO

=

Remarks : The Product confirms to ND/

IIpumeuanue: [Iponykt coorBeTcTBYeT TpeboBanusmM HJJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by /
Iloarorosnexo: Pravesh Rana

Checked by /
[Tposepeno: Rama Kant

Bukod

Approved by: Manager/Executive /Amit
Kumar
Opnobpeno: Meﬂenfgi:; /L{’E'KDBO,U.‘HTEHB

s

Date /
JlaTa: 20.01.2024

Date /

Date / ;

Hara: 20.01.2024

Hara: 20.01.2024
o - 5l Telan=ana, Indla
1 I
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CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIM3BA

Product : Dyspevict film-coated tablets, 100 mg
Ipoaykr: JiucneBukT” TabneTKy, NOKPhITHIE MIEHOYHOM 060710uKOMH, 100 MT

| Market / Poinok :Russia / Poccusg
Batch No / . Batch Quantity / . 861600 tab/
Cepus No V2400014 O6nem cepun © 861600.00 Tab
Analytical Repo;t No/ . 890001713290 Date of Analysis / . 20.01.2024
AHaauTnyeckui oT4eT Ne Jara aHan3a
Date of Manufacture / - 12/2023 Date of Expiry / - 11/2026

| /laTa nponsBoacTBa Iopen no
Mfg. License No. / MA number: /
ITIpousBoacTBeHHas : MNB/05/263 : : JIIT-Ne(001951)-(PI'-RU)

Homep PY

JuneH3ust Ne

Analysis performed according ND:
Ne(001951)-(PT-RU) ot 14.03.2023

/ Ananus nposeaen no HJI: JITT-Ne(001951)-(PT"-RU) dt. 14.03.2023 / JII1-

Page 3 of 6/ C1p. 3 M3 6

COACpXXaHUA akKOTHaMHZa THUAPOXIopHaa

ruaparta A0JDKHO MEPEHTH B PacTBOp uepe3
30 MUHYT.

Unit-4 / Tab1n.-4 91 %
Unit-5 / Tabn.-5 96 %
Unit-6 / Tab1n.-6 97 %

OaHopoaHOCTH

4 | Uniformity of dosage units /

JO3HPOBAHHBIX €IHHHIL

2.9

According to the requirements. / B
COOTBETCTBHH C TPEOOBaHUSIMHU.

5 | Impurities / Iipumecn

Amide acid Impurity
Ilpumech aMmua KUCIOThI
Individual maximal
unidentified impurity
Enunnynas MaKkCUMaJIbHas
HEUACHTUOUUHPOBAHHAS
NpUMECh

Below LOD (LOD = 0.0092 %) /
Huxe npenena obnapyxenus (ITO =
0.0092 %)

Below BDL (BDL= 0.08 %) / Huxe nopora

peructpauuu (ITP =0.08 %)

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

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

Total impurities /
CyMmMa npumeceit

Below BDL / Huxe nopora peructpauiu

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 / MukpoGHoJioruyeckast YacToTa

MHKPOOPIraHUu3MOB

a) Total Aerobic Microbial
Count / O01mee KOMUYECTBO
KHU3HECIOCOOHBIX a3poOHBIX

Less than 10 CFUperl g
Menee 10KOEB 1T

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

Remarks : The Product confirms to ND/

IIpumeuanue: [IponykT cootBeTcTByeT Tpeboannsm HJ{

Conclusion : APPROVED /
3aknwuyenue: OJOBPEHO

Prepared by /
ITogrorosneno: Pravesh Ran

/

Checked by /
ITposepero: Rama Kant

Approved by: Manager/Executive /Amit
Kumar
OnobpeHo: MCHC,H}KCQ—)"/P)/KOBOIIHTCJIB

Date/
Jarta: 20.01.2024

/
Date /

‘ Caidi

Date /

Harta: 20.01.2024

Hara: 20.01.2024
had - SO Tanes
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CERTIFICATE OF ANALYSIS [/ “0lan |
CEPTUOUKAT AHAJIH3A 191

Product : Dyspevict film-coated tablets, 100 m
ysp . g
IIpogyxT: JucneBuxt” TabneTky, HOKPBIThIE INIEHOYHOH obonoukoi, 100 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / . 861600 tab/

Cepus Ne V2400014 O0beM cepum © 861600.00 Tab

Analytical Rep0ft No/ - 890001713290 Date of Analysis / . 20.01.2024

AHagnTHYECKHH oTueT No Jarta ananu3a

Date of Manufacture / - 12/2023 Date of Expiry / - 11/2026

JlaTa npou3BOACTBA T"open o

Mfg. License No. / MA number: /

IlpousBoacTBeHHas : MNB/05/263 : : JII-Ne(001951)-(PI'-RU)
Homep PY

JiMueH3us Ne

Analysis performed according ND:
Ne(001951)-(PI'-RU) ot 14.03.2023

/ Anann3 nposenex mo HJI: JITT-Ne(001951)-(PT"-RU) dt. 14.03.2023 / JIII-

Page 4 of 6/ C1p. 4 3 6

b) Total Combined Yeasts & Less than 10 CFU per 1 g/ Not more than 10* CFU/g /
Moulds Count / Ob1uee uncino Menee I0KOEB 1T He 6onee 10° KOE/r
JPOMOKEBBIX U MJIECHEBBIX
rpuboB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrcTtByeT B 1T OtcyrctBHE B 1 T
9 | Assay / KonnuecTBeHHOE 99.1 mg/99.1 Mmr From 90.0 mg to 110.0 mg of acotiamide
onpenaejieHHe hydrochloride hydrate. /
Ot 90,0 Mr mo 110,0 Mr akoTumamunaa
CUAPOXJIOpUAA THApATA.
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
TabIeToK B KOHTYPHYIO SIYEUKOBYIO YIaKoBKY u3 TUICHKH
HOJTMBUHUJIXIOPH THOH/TTOTMBUHIITHIEHXIOPUAHON U Gonbru amoMuHueBoi. Ilo 5
KOHTYPHBIX SIYEHKOBBIX YIIAKOBOK BMECTE€ C MHCTPYKLHEH 110 MEIUIHUHCKOMY
NPUMEHEHHUIO (JIMCTKOM-BKJIa/IBIIIEM) B NAYKy KAPTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanune: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJI 3akaouenne: OJOBPEHO
Checked by / Approved by: Manager/Executive /Amit
IIpoBepeno: Rama Kant Kumar

Prepared by /
IToprorosneHo: Pravesh Rana &

Onobpeno: Mengmkep / PykoBoaureis

izl ol

Date /
Hara: 20.01.2024

Date / Date / |

Hara: 20.01.2024 JHata: 20.01.2024
e | ] 1 d— KO00Z Plangand, I
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khof,

CERTIFICATE OF ANALYSIS Diste. Sof

Walagarh Road, Baddi,
n, H.P, 173 205, INBIA

CEPTHDUKAT AHAJIM3A Tel: +91 88166 56001-02
Product : Dyspevict film-coated tablets, 100 mg W dTedays.com
Ipoaykr: JincnesnxT” TabaeTKil, MOKPbIThIE IIEHOUHOM 06onoukoii, 100 Mr
Market / Peinox :Russia / Poccns
Batch No / : Batch Quantity / 861600 tab/
Cepusa Ne + V2400014 O0bem cepun " 861600.00 Tab
Analytical Repo:‘t No/ - 890001713290 Date of Analysis / . 20.01.2024
AHaJuTHYecKHH oT4eT Ne Hara anaausza
Date of Manufacture / - 12/2023 Date of Expiry / . 11/2026

| laTa npoun3BoacTBa Ionen 1o

Mfg. License No. / MA number: /
IIpousBoacTBeHHasE : MNB/05/263 Howmep PY : JIII-Ne(001951)-(PT-RU)

JuieH3ust Ne

Ne(001951)-(PT-RU) ot 14.03.2023

Analysis performed according ND: / Anaan3 nposeaen no HJI: JITI-Ne(001951)-(PI™-RU) dt. 14.03.2023 / JIII-

Page 5 of 6/ CTp. 5 13 6

API name / HaumenoBaunne ADC: Acotiamide hydrochloride hydrate / AkoTHamuia ruApoOXIOpHaa FHAPAT

INN / MHH:

Acotiamide / AkoTHamMu

API manufacturer batch number /
Homep cepun npouspogurenst ADC:

ACT-23003, ACT-23002

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIHK IPOH3BOIATEJIsS
I'JId:

FEQA00104, FEQA00103

API Manufactured by & country /
IIpouzBoautear ADC, crpana:

Emmennar Pharma Private Limited, India /
DOmmennap ®apma [Ipaiiser Jlumuren, Muaus

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)

HaumeHoBaHue, agpec, JULEH3US AJs I-p Pennau’c Jlaboparopuc JIta., Muaus, [Ipon3BoAcTBEHHOE
IIpousBoacTBenHas miomaaka / Ilnomaaka noapazzaenenue-6, Bumn. Kxons, Hanarapx Poyn, bannu, JAuctpukr
KOHTPOoJIsI KavecTBa / Ilomaaka BelnmyckKa Conan, X.II., 173205, Unaus (muuen3us Homep MNB/05/263)

Remarks : The Product confirms to ND/
ITpumeuanue: [TponykT cooTBeTcTBYET TpeboBanmsm HJT

3akJio4eHHue:

Conclusion : APPROVED /

OJOBPEHO

IToxrorosneHo: Pravesh Rana

Prepared by / 4/ Checked by /

Approved by: Manager/Executive /Amit

[Iposeperno: Rama Kant Kumar
Opnobpeno: Megemkep / PykoBoauTeis
J‘e’,}’

Date / Date / Date / v
Jara: 20.01.2024 Hata: 20.01.2024 Hara: 20.01.2024
Repisterad Gifice: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500024, Telangana, Inilla
Tel #9140 8000 2C00, F 91 20 4900 2899, Email: mail@drreddvz.com

CIN: LEE195AP1SEAPLCONAE0T

www.drreddys,com




PY Dr. Raddly's Lahboratories Ltd.
4 Formulation Unit-6
DI'. Reddy,s ‘.... "/i_il, i{h(){, Halagarh Roadi Baddj,
CERTIFICATE OF ANALYSIS Distt. Selan, H.P., 173 205, INDIA
CEPTUDHUKAT AHAJTM3A Tel: 491 83166 56001-02

Product : Dyspevict film-coated tablets, 100 mg W drreddys.com

Ipoaykr: JucneBukT” TabIETKH, HOKPBITIE TNIEHOUHOU 0605104K0i, 100 Mr |

Market / Peinok :Russia / Poccusg

Batch No / . Batch Quantity / . 861600 tab /

Cepusi Ne § V2400014 O6bem cepun " 861600.00 Tab

Analytical RepoE't No/ - 890001713290 Date of Analysis / . 20.01.2024

AdanuTudeckuii ordeT No Jata anajmsa ]

Date of Manufacture / - 12/2023 Date of Expiry / - 11/2026

JaTa npousBojcTBa TI'ogen 10

Mfg. License No. / MA number: /

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

JuneHns Ne

Analysis performed according ND: / Anaiu3 nposeaen no HJI: JITT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-

No(001951)-(PI"™-RU) ot 14.03.2023

Page 6 of 6/ CTp. 6 u3 6

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».

3aky0ueHre 0 COOTBeTCTBHM: «HacTosIuM s MoATBEp)KAar0, 4TO NPUBEACHHAs Bbille MHPOPMALIUA ABIAECTCA
JOCTOBEPHOM M TOYHOM. DTa cepus NMPOLYKIMH MpOM3BEieHa (BKIIOYas YMAaKOBKY (MapKMpOBKY) W KOHTpOJb
KayecTBa) Ha BBIIEYKAa3aHHOM NPOU3BOACTBEHHOM miomanke (MIoOmW@nKkax) B IMOJHOM COOTBETCTBHM C
Tpe6oBanusMU [IpaBun Hamiexamei NPOU3BOACTBEHHOW NpakTHKH EBpasuiickoro skoHomMuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa6ps 2022) 1 TpeGOBaHUAMU KOHTPOJISL KAYECTBA JIEKAPCTBEHHBIX CPEACTB,
a TAKXE B COOTBETCTBHM CO CHELUPUKALIMAMY, COAEPXKAIMMHCSA B PErHCTPALIMOHHOM JOChE CTPaHBI-UMIIOPTEpA.
3amucy o NPOU3BOACTBY, YIAKOBKE U aHAJIU3y IPOBEPEHBL, M YCTAHOBIIEHO UX COOTBETCTBUE TpeboBaHuaM [Ipasui
HaJJIexalei Npou3BOJCTBEHHOH NpakTHKU EBpa3uiickoro 3KOHOMHUYECKOTO COK3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHusaM H/J 3akiawouenue: OJOBPEHO
Prepared by / | Checked by / Approved by: Manager/Executive /Amit
ToarorosaeHo: Pravesh Rana / IIpoBepeno: Rama Kant Kumar
5/ 08 W Onobpeno: Menepxep !&Kosonurenb
/ .(/-"
Date / Date / ' Date / v
Hata: 20.01.2024 Hara: 20.01.2024 Hara: 20.01.2024
Resistered Office” 8-2-337, Road Ne, 3, Banjara Hills, Hyderabad - 500034, Telangana, Indk

Tel: +04 40 1900 2900, Fax: +91 40 4800 2008, Email: matl@drreddys.com
CIN: L85195AP1984PLC004507
v drreddys.com




