Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHUDHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IIpoaykr: JvicreBUKT” TabeTKH, IOKPLITHIE MIEHO4HOH 06010uKoH, 100 Mr

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel:+91 98166 5600102

www.drreddys.com

Market / Ppinok :Russia / Poccust

Batch No / ; Batch Quantity / . 819690.00 tab /

Cepust Ne V2302380 O0BbeM cepuH © 819690.00 Tab

Analytical Repo:’t No/ . 890001703563 Date of Analysis / . 30.11.2023

Anangruyeckuii oTyer No JlaTa anajau3za _

Date of Manufacture / - 11/2023 Date of Expiry / . 10/2026

JlaTa ripou3BOACTBA T'oxen g0

Mfg. License No. / MA number: /

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

Junensus Ne

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

/ Ananuns nposeaen mo HJI: JI[T-No(001951)-(PT-RU) dt. 14.03.2023 / JIII-

Page 1 0of 6/ Crp. 1 m3 6

Ne Test / Ilokazareanb

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanne

Round off-white film-coated tablets
debossed with "100" on one side and
plain on the other side. In cross section
- a core is pale yellow. / Kpyrisle
TabNETKH, TMOKPHITBIE IUICHOYHOH
000JI0uKoii moutu Oenoro IBeTa, C
rpaBupoBkoit  «100» Ha  onHOHM
CTOpOHE M TNiaakue Ha Jpyroi. Ha
MIONEPEYHOM Cpe3e — SAPO CBETIO-

JKEJITOro IIBETA.

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. / Kpyriabie tabnetku,
MOKpBITEIE TUIEHOYHOM obonouykoi 6enoro
WIM TOYTH 6eNoro IBera, ¢ T'paBUPOBKON
«100» Ha OAHOW CTOpPOHE M TJaJAKHUE Ha
apyroit. Ha monepeyHom cpe3e — sapo OT
6e10ro [0 CBETI0-XKETOrO LIBETA.

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykt cooTBeTcTBYeT Tpebopanusam HJT

Conclusion : APPROVED /
3akmovenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Santosh Kumar
Maurya

Checked by /
[Mposepero: Himesh Kumar

-

Approved by: Manager/Executive / Manoj
Kumar *
Onobpeno: Menemxkep / PykoBoaurtens

Date /
Hara: 30.11.2023

Date /
Jara: 30.11.2023

Date /
JlaTa: 30.11.2023

LALS

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, Badd;i,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA

CEPTHOHKAT AHAJIM3A

aunen3us No

Tel 0083 65 5580302
[Product: Dyspevict film-coated tablets, 100 mg .
| Hpoayxr: JlucneBukT” TabeTKH, HOKPBIThIE IIEHOUHOH 060104KO#H, 100 MT
| Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / ~ 819690.00 tab /
Cepust Ne V2302380 O6bem cepun " 819690.00 Tab
Analytical Repo:‘t No/ - 890001703563 Date of Analysis / . 30.11.2023
AHajuTHYeCKHE 0TueT No JaTta anaymsa
Date of Manufacture / - 11/2023 Date of Expiry / . 10/2026
JlaTa npou3BoJCTBA I'ogen x0
Mfg. License No. / MA number: /
ITpou3BoaCcTBEHHAsT : MNB/05/263 Howmep PY : JIIT-Ne(001951)-(PT"-RU)

Ne(001951)-(PI'-RU) ot 14.03.2023

Analysis performed according ND: / Ananus nposeaen mo HJI: JITT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-

Page2 of 6/ C1p. 2 13 6

2 | Identification /
Hpentudurxanus
HPLC /BO)XX

IR spectrometry /

HK-cnexmpomempus

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

Complies as prescribed /
CooTtBeTcTBYET 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). / BpeMs yaep>kuBaHHs OCHOBHOI'O ITMKa
Ha XpoMaTorpaMMme HCIBITYEMOrO pacTBOpa
JIOTDKHO COOTBETCTBOBATh BpEMEHHU
yIAEp)KMBAaHUS ~ OCHOBHOTO  MHMKa  Ha
XpoMaTorpaMme CTaHJapTHOTO pacTBOpa
(ucneiTanue «KomnuuecTBeHHOE
OTIpe/ieICHUER).

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-cnexTpbl npenapata M CTaHJapTHOrO
o6pa3iia, CHSTHIE B IUCKE C KaJIks 6pOMHIOM
P, B o6nactu oT 4000 10 450 cM™ mOmKHBI
MPOSIBISATE MAKCHMYMB! TOTJIOLIEHHUS [PH
BOJHOBBIX 4Hcnax 3490 cm™, 3302 e’ u
2946 cM™ ¢ oTKIOHeHHEeM He Gonee 10 cm™.

3 | Dissolution / PacTBopenne

Not less than 75 % (Q) of acotiamide

hydrochloride hydrate label claim should be
released into solution in 30 minutes. / 1le

Menee 75% (Q) OT  3asBJIEHHOrO

Unit-1/ Ta6n.-1 96 %
Unit-2 / Tabn.-2 100 %
Unit-3 / Tabn.-3 101 %
Unit-4 / Ta6n.-4 100 %

COJIEpXKaHMsl aKoTHamMuja THIApOXJIOopHAa

Remarks : The Product confirms to ND/
Ilpumeuanne: [ponykt cootBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akimouenue: OJIOBPEHO

Prepared by /
Toarotosneno: Santosh Kumar
Maurya

Checked by /

ITposepeno: Himesh Kumar

-

Approved by: Manager/Executive / Manoj
Kumar

Ono6peno: Menenxep / PymBi:;ﬂenE

Date /
Hara: 30.11.2023 Registered Qfiice: 8-2

Date /

33Vatand0ol 3,2033ra Hills, Hyderabad

stk BeidaR)RBtia

Date /

Tel. #5971 40)

CIN: L85195AP1984PLC0O04507
www.drreddys.com

TN 2900, Fax: +91 30 4300 2999, Emall; maill@drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

—— Fel—+01- 581665606102
Product : Dyspevict film-coated tablets, 100 mg Wi, dPF v CE
| Hpoayxr: Jlncnerukt TabneTkH, NOKpbITHIE MIeHOUHOH 0bomoukoif, 100 Mr ]
| Market / Poinok : Russia / Poccus
Batch No / . Batch Quantity / . 819690.00 tab /
| Cepust No V200 O6nem cepau * 819690.00 a6 |
Analytical Repo:‘t No/ . 890001703563 Date of Analysis / . 30.11.2023
AHAJIMTHYECKHIT 0TUeT No JlaTa aHanusa
Date of Manufacture / © 11/2023 Date of Expiry / . 10/2026
JlaTa npou3BoACTBa I'onen no
Mfg. License No. / MA number: /
pounssoacTBeHHAst : MNB/05/263 : : JIII-Ne(001951)-(PI-RU)
Homep PY
Junen3us Ne

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

/ Ananu3 nposenen no HJI: JITT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-

Page3of 6 /Crp.3 M3 6

Unit-5 / Tabn.-5 98 % rHApaTa NOJDKHO MEPEHTH B PAcTBOpP uyepes
Unit-6 / Tab1.-6 59 % |0 MHIT
4 | Uniformity of dosage units / According to the requirements. / B
OanopoaHocTh 3.1 COOTBETCTBUH C TPeOOBAaHUAMMH.
NO3UPOBAHHBIX €MHHUIY
5 | Impurities / Ilpumecu
Amide acid Impurity /| Below LOD (LOD = 0.0092 %) / | Not more than 0.20 % / He 6onee 0,20 %
ITpumech amMuia KUCIOTBI Hmxe npenena oonapyxenus (IIO =
0
Individual maximal 0.0092 %) Not more than 0.20 % / He 6onee 0,20 %
unidentified impurity /
EnuvduuHas — MakcHMallbHas 0.10%
HEUJIeHTU QUL POBaHHAas
MIPUMECH
Total impurities / 0.1% Not more than 0.75 % / He 6onee 0,75 %
CyMmmMma nipumeceit
6 | Water / Boaa 6.7 % Not more than 10.0 % / He 6osnee 10,0 %
7 | Microbiological purity / Mukpo6HOIOrHYeCKAasl YUCTOTA
a) Total Aerobic Microbial Less than 10 CFUper 1l g Not more than 10* CFU/g /
Count / Ob111€e KOITHYECTBO Menee IOKOEB 1T He 6onee 10° KOE/r
JKH3HECTIOCOOHBIX a3POOHBIX
MHKPOOPraHU3MOB

Remarks : The Product confirms to ND/
I pameuanue: IIpoxykT cooTBETCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Zaxmouenue: OOBPEHO

Prepared by /
ITogrorosneHo: Santosh Kumar
Maurya

Checked by /
IMposepeno: Himesh Kumar

<

Approved by: Manager/Executive / Manoj
Kumar
Onobpeno: Menenxep / Py

KO BOZH Tei'?a

Date /
Hara: 30.11.2023

Registered Office:

-2

Date /
3_ﬂa'ﬁaac3®pl 1.260333a Hills, Hyderabad -

Date /
5w Bladda 20 Ilia

IGEEEIE:

TS0 2900, Fak: T5. 40 1500 2999, Bmall; mail@e
CIN: L85195AP1984PLC0O04507
wwv.drreddys.com

Irreddys.com




Dr.Reddy’s ":".

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

&Ona :‘:"1

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Tal « o1 01688
e

Product : Dyspevict film-coated tablets, 100 mg
MpoaykT: J[McneBUKT" TabNETKH, IOKPBITbIE IIIEHOYHON 060/104KO#, 100 MI

T st

wvrvsdriedoys.com

Market / PbIHOK :Russia / Poccust

Batch No / . Batch Quantity / . 819690.00 tab /

Cepus Ne : V2502380 Ob6nem cepun * 819690.00 Tab

Analytical Repourt No/ . 890001703563 Date of Analysis / . 30.11.2023

AHajuTHYeCKHIi oTdeT Ne Jarta apanuza

Date of Manufacture / - 11/2023 Date of Expiry / . 10/2026

JlaTa npou3BoACTBa I'ogen oo

Mfg. License No. / MA number: /

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

JHneH3ns Ne

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

/ Ananus nposenen o HJI: JITI-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-

Page 4 of 6/ C1p. 4 13 6

b) Total Combined Yeasts &
Moulds Count / Obuiee 4ncio
JPOMOKEBBIX U TIECHEBBIX
rpubos

Not more than 10* CFU/g /

Less than 10 CFU per 1 g/
He 6onee 10 KOE/r

Menee 10 KOEBIT

¢) Escherichia Coli

Shell be absent in 1 gram /
OtcyTcTBHE B 1 T

Absent in 1 gram /
OrcyrcTByeT B 1 T

9 | Assay / KonnyecTBeHHOE 98.9 mg / 98.9 Mmr From 90.0 mg to 110.0 mg of acotiamide
ompegeneHne hydrochloride hydrate. /
Or 90,0 mMr go 110,0 Mr akoruamuga
THAPOXJIOpHA 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. / ITo 10
TabneToK B KOHTYPHYIO SYEHKOBYIO yIaKOBKY U3 [UIEHKU
NOKMBYHUIIXJIOPU/IHOM/TTONMBUHHIIUACHXIOPUIHON U onbry amomMuHuesoi. I1o 5
KOHTYPHBIX SYeHKOBBIX YIIAKOBOK BMECTE€ C MHCTPYKIHEH IO MEIHULHUHCKOMY
NpUMEHEHHIO (JIICTKOM-BKJaABILLIEM) B ITAYKy KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpamevanne: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Jara: 30.11.2023

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

IToxroroeneno: Santosh Kumar [Tposepeno: Himesh Kumar Kumar

Maurya &, — Onobpeno: Menemkep / PykoBoauTeb
Kodiesl.

Date / Date / Date / -

Registered Office; 2-2|3BlafaadQdl B.20Q3ra Hills, Hyderabad { SIA3% KeiddaB)DBlia

R

) 2G0T 2900

Faxe +01 a0 2000 2999, Fmail mall@drreddys.com
CIN: L851954P1984PLCO04507
wwiw drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIM3A Tel: 401 98166 55001-02
Product : Dyspevict film-coated tablets, 100 mg www.drreddys.com
Mpoayxr: JIMCIEBUKT " TaGNETKH, IOKPbIThIE MIIEHOYHOH 06010uKO#H, 100 MI
Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / ~ 819690.00 tab /
Cepust No V2302380 O6beM cepun © 819690.00 Tabd
Analytical Repo:‘t No / . 890001703563 D.ate of Analysis / . 30.11.2023
AnajdTHdecknii oryer Ne Jarta anagausa
Date of Manufacture / - 11/2023 Date of Expiry / . 10/2026
JlaTa nipon3BOACTBA I'ogen 1o
Mfg. License No. / MA number: /
IIpou3BoacTBenHast : MNB/05/263 ’ : JITI-Ne(001951)-(PT-RU)

Homep PY

JuneHsus Ne
Analysis performed according ND: / Anann3 nposenen no HJI: JITT-Ne(001951)-(PI-RU) dt. 14.03.2023 / JII1-
Ne(001951)-(PI'-RU) ot 14.03.2023

Page 5 of 6/ CTp. 5 3 6

API name / HanmenoBauue ADC:

Acotiamide hydrochloride hydrate / AxoTHaMua riJipoXJIOpHja rijpar

INN / MHH:

Acotiamide / AKoTHaMK ]

API manufacturer batch number /
Homep cepun npoussoautensst APC:

ACT-21003, ACT-21004, ACT-21005, ACT-21009

FP Manufacturer API Batch number /

IJIP:

Homep cepun cyGcTAHIIHMH IPOU3BOJAMTEIS

FEOA01207, FEOA01208, FEOA01538, FEOA01542

API Manufactured by & country /
IpouzBoautens ADC, ctpana:

Emmennar

Pharma Private Limited, India /

Dmmennap Gapwma Ipaiiser Jlumuren, Muaus

Name, address, authorization No for

site /
HaunmenoBaHue, afpec, TUIEH3Hs It

manufacturing site / Control site / Release

IIpousBoacTBeHHas miomaaka / Ilomanka
KOHTpoJAs KavyecTsBa / Ilnomagka BbInyckKa

FP
Nalagarh Road, Baddi,

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Distt. Solan (HP) 173205, India (license No
MNB/05/263)

J-p Pennw’c JTaboparopuc JIta., MUuaus, IlpousBoacTBeHHOE
noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bamuu, Jluctpukt
Conan, X.IL., 173205, Unaus (nuuensus Homep MNB/05/263)

Remarks : The Product confirms to ND/

I pumeuanue: [IpoxyxT cooTBeTCTBYET TpebosanuaM HJ|

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Hata: 30.11.2023 Registered Office: 8-21

337afaad o1 3. B@P3ra Hills, Hyderabad -

Prepared by / Checked by / Approved by: Manager/Executive / Manoj
[Moxarorosnexo: Santosh Kumar ITporepeno: Himesh Kumar Kumar

Maurya E}_____ == l = Onobpeno: Menemxkep / Pyxosojmeng
Date / Date / Date / —

SPRed: BlaepE0RBlia

eHFEL 40U 85

CIN: L85195AP1984PLC004507
www.drreddys.com

U0 2900, Fas T T AU BY00 2999, Email: mal@arregays.com




Dr. Reddy's Laboratories Ltd,

. @%
DI". Red dy S .. Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS = (it sojan, H.P, 173 205, INDIA

CEPTHOUKAT AHAJII3A Tol- +91 98166 5600102

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

HponykT: JlucneBUKT” TabNETKH, MOKPBITHIE [IEHOUHOR 060m0oukoi, 100 Mr

Market / Ppinok :Russia / Poccus

Batch No / . Batch Quantity / . 819690.00 tab /

Cepus Ne V2302380 O6bem cepHH " 819690.00 Tab

Analytical Repo:'t No/ . 890001703563 Date of Analysis / . 30.11.2023

AHanuTHYyecKHii oryeT No JlaTa anpajusa

Date of Manufacture / - 11/2023 Date of Expiry / . 10/2026

ATa NIPOH3BOJCTBA Topen o

Mfg. License No. / MA number: /

IlpousBoacTBeHHAs : MNB/05/263 : : JIII-Ne(001951)-(PT'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3s nposenen o HJI: JITT-Ne(001951)-(PT-RU) dt. 14.03.2023 / JII1-

Ne(001951)-(PI'-RU) ot 14.03.2023

Page 6 of 6 / Ctp. 6 13 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».

3ak/I0ueHHe 0 cOOTBeTcTBHH: «HacTodIMM A MOATBEpXK a0, YTO NMPUBECHHAs BhIIE HHPOPMALIMS ABJIAETCS
JIOCTOBEPHOH M TOYHOM. DTa cepus MPOAYKUMM NPOM3BeneHa (BKIIOYas YMAKOBKY (MapKHMPOBKY) W KOHTpOIb
KayecTBa) Ha BBIIEYKA3aHHOM IPOM3BOACTBEHHOH IUoOmMaAKe (Miolankax) B IIOJHOM COOTBETCTBHH C
TpeGoBanuamu [IpaBun Hajexaiiell NPOU3BOJICTBEHHON NMPaKTHKK EBpasuiickoro 5k0HOMHUUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u Tpe6oBaHUAMU KOHTPOJIS KAYECTBA JIEKAPCTBCHHBIX CPE/ICTB,
a TaKXe B COOTBETCTBHM CO creliMPHUKALUIMM, COACPXKAIUMHUCA B PETUCTPALIMOHHOM JI0CEE CTPaHbI-UMIIOpTEPA.
3anucH 1o MPOU3BOACTBY, YIAKOBKE U aHAJIU3Y [IPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBUE TpeboBaHusaM [IpaBui
HaANexalei NPOU3BOICTBEHHOM NMpakTUKK EBpa3sHiCKOro SKOHOMHUUYECKOTO COKO3a%.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanue: [IponykT cooTBeTcTBYET TpeboBanuaMm HJI 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / Manoj
Toarotosneno: Santosh Kumar IMposepero: Himesh Kumar Kumar
Maurya %L A \ — Onobpeno: Menenxep / Pyxoaomrrfnb
Date / Date / Date / —
Jara: 30.11.2023 Registered Office: 8-2 3ﬂa¥ﬁ?‘3091 3.B@3ra Hills, Hyderabad { 5PR0%4, Bpidan)RBlia
) Te|: 91 a0 4500 2900, Faxr ¥91 AU 4900 995, Emall; mall@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




