Dr.Reddy’s Q;.

CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
Hpoaykr: Jlucnesukt” TabIETKH, MOKPHITHIE [IEHOUHOH 000/104KOH, 100 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~900000.00 tab /

Cepust Ne  WESEUHE O6nem cepuu " 900000.00 Tab

Analytical Repoz‘t No/ - 040002472836 Date of Analysis / . 31.03.2024

AHanuTHYecKHii oTueT Ne JlaTa aHaJyu3a

Date of Manufacture / - 03/2024 Date of Expiry / - 02/2027

JaTa npousBoacTBa I'ogen oo

Mfg. License No. / MA number: /

IIpoussoacTBEeHHAS : MNB/05/263 ’ : JITT-Ne(001951)-(PT-RU)
Homep PY

JuueH3us Ne

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

/ Anaaus nposeaen no HJI: JITT-Ne(001951)-(PT-RU) dt. 14.03.2023 / JIII-

Page 1 0of 8/ Crp. 1 u3 8

Ne Test / IlokazaTesan

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onucanue

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. / Kpyrnsle
TabneTKd, TOKpBIThIE TJIEHOYHOMH
000104K0il mouTH Oenoro IBeTa, ¢
rpaBupoBkoii  «100» Ha OnHOMH
cropoHe ¥ rnaakue 10Ha apyroil. Ha
[IONIEPEYHOM Ccpe3e — sIpO CBETJIO-
JKEJITOTO [IBETA.

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. / Kpyraeie tabnerku,
NOKpPHIThIE TUIEHOUHOH 06osoukoll Oenoro
WIM NOYTH Oenoro uBeTa, ¢ I'paBUPOBKOMN
«100» Ha OAHOW CTOpPOHE W TINAfKHE Ha
npyroii. Ha nonepeyHoMm cpese — siipo OT
6eJIoro 10 CBETIIO-XKEJITOTO L{BETA.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogyxT cooTBeTcTBYeT TpeboBaHUAM H/I

Conclusion : APPROVED /
Zaxmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Eyecutive /

[Moarotosneno: Ambresh Kymar I[Tposepeno:Pardeep Kumar Onobpeno: Menemkep / PyKOBOIAHFENb:
( / [ Abhishek Chauhan /

Date / Date / Date / '

Jara: 31.03.2024

Hara: 31.03.2024

| Mara; 31,03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IpoayxT: JucneBukT” TabIETKH, OKPBITHIE IIEHOYHOI 060104yKOo#, 100 MT

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / _900000.00 tab /

Cepnsa Ne #V2400472 O6beM cepHH " 900000.00 tab

Analytical Report No / - 040002472836 Date of Analysis / . 31.03.2024

AnajmmTHuyecknii oTuer Ne JaTa ananusa

Date of Manufacture / . 03/2024 Date of Expiry / - 02/2027

JlaTa npou3BOACTBA T'onen oo

Mfg. License No. / MA number: /

ITpousBoacTBeHHAS : MNB/05/263 ’ :+ JITT-Ne(001951)-(PI'-RU)
Homep PY

Juuenzus Ne

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

/ Auanm3 nposenen mo H: JITT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-

Page 2 of 8 / C1p. 2 m3 8

2 | Identification /
Hpentuduranus
HPLC / BOXKX

IR spectrometry /

HK-cnexmpomempus

Complies as prescribed /
CooTBeTcTByeT TpeOOBaHUAM

Complies as prescribed /
CooTBeTcTBYET 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»k1BaHUsi OCHOBHOI'O [THKa
Ha XpoMaTrorpaMMe UCNLITYEMOTO pacTBOpa
JOTDKHO COOTBETCTBOBATH BpEeMeHH
yIEpXKHBAaHHUS  OCHOBHOIO  MHKa  Ha
XpoMaTorpaMMe CTaHAApTHOrO pacTBOpa
(ucnbITaHue «KonuyecTseHHOE
OIIpe/ieNIEHUER).

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 ¥ CTaHZapTHOTO
o0pasiia, CHITBIE B IUCKE C KaJIHsl OPOMHIOM
P, B o6nactu ot 4000 no 450 cM” nomKHBI
TIPOSIBNISITE MaKCUMYMBl TOIVIOIUEHHS TPU
BOJHOBBIX ypcaax 3490 cm, 3302 cv’' u

Remarks : The Product confirms to ND/
IIpumeuanne: TIpoaykT cooTBeTCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3aximouenne: OJOBPEHO

!

Prepared by / Checked by / Approved by: Manager/Efecutive /

[ToaroroeneHo: Am?si&mar [porepeno:Pardéep Kumar OnobpeHo: MeHnemxep f/PYKOBOAJITEND:
, 3 : Abhishek Chauhan A

Date / Date / Date /

Hara: 31.03.2024

Hara: 31.03.2024 . .. coueens

Jata: 31,03.2024, . _




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
HpoaykT: Jlncnesuxt” TaBNeTKH, OKPLIThIE MIIEHOUHON 0605104koi, 100 M

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _900000.00 tab /

Cepusi Ne L V2400472 O6bem cepHH " 900000.00 Tab

Analytical Repovrt No/ - 040002472836 Date of Analysis / . 31.03.2024

AHanuTHYyecKuii oTyeT No JlaTta aHaau3a

Date of Manufacture / - 03/2024 Date of Expiry / . 02/2027

JarTa npou3BoacTBA T'open oo

Mfg. License No. / MA number: /

IIpousBoacTBEenHAS : MNB/05/263 : . JITT-Ne(001951)-(PT-RU)
Homep PY

Juuen3ns Ne

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

/ Auamu3 nposenen o HJI: JI[T-Ne(001951)-(PI™-RU) dt. 14.03.2023 / JIII-

Page30of 8 /C1p. 3 u3 8

2946 cM™' ¢ oTKJIOHEeHHeM He Hosiee +10 cM™,

3 | Dissolution / PacTBopenne

Unit-1 / Tabn.-1 102 % Not less than 75 % (Q) of acotiamide

= hydrochloride hydrate label claim should be
A - 0

SR LB 99 % released into solution in 30 minutes. / He

Unit-3 / Ta6xn.-3 99 % MeHee 75% (Q) OT  3asBJIEHHOTO
. - = COIEpPXKAHUS aKOTHaMHJa THIPOXJOpUAa

Unit-4 / Taba4 102 % rujpata JOJDKHO MepeliTh B pacTBOp uepes

Unit-5 / Tabn.-5 101 % 30 MHHYT.

Unit-6 / Tabn.-6 99 %

4 | Uniformity of dosage units /

OXHOPOAHOCTH
J03APOBAHHBIX eIHHHUIL

2.6

According to the requirements. / B
COOTBETCTBUH C TPEOOBAHUAMHU.

5 | Impurities / IIpumecu

Amide acid Impurity
ITpumMeck aMua KUCIOTH

Below LOD (LOD = 0.0092 %) / Hinxe

npenena obHapyxenus (ITO = 0.0092 %)

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

Remarks : The Product confirms to ND/
IMpumeuanue: [IponykT cooreTcTBYeT TpeboBanusaM HJJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

/)

Prepared by / Checked by / Approved by: Manager/Execuyfive /
IToarorosneno: Ambresh Kumar IIposepeno:Pardeep Kumar Onobpeno: Menemxep / PYKOBOHTE b:
=y, Z Abhishek Chauhan # |
g —
Date / Date / Date /

Hata: 31.03.2024

Hata: 31.03.2024

JMata:; 31,03.2024
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CERTIFICATE OF ANALYSI

S

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Ipoaykr: JvcneBuxT” TabNeTKHU, MOKPBIThIE MICHOYHON 060m0ukoi, 100 Mr

Market / Prinox :Russia / Poccus
Batch No / N Batch Quantity / ~900000.00 tab /
Cepust Ne : ¥200872 O0bem cepun " 900000.00 Tab
Analytical Repourt No/ - 040002472836 Date of Analysis / . 31.03.2024
AnajguTuyeckuii oryer Ne JaTta anaamsa
Date of Manufacture / - 03/2024 Date of Expiry / - 02/2027

aTa NPOH3BOJCTBA I'onen oo
Mfg. License No. / .
HpousBoacTBenHas - MNB/05/263 MA number: / . JIM-Ne(001951)-(PT-RU)

Homep PY

JuneHsus Ne

Analysis performed according ND
No(001951)-(PI"-RU) ot 14.03.2023

: / Ananu3 nposenes no HJL: JITT-Ne(0

01951)-(PT-RU) dt. 14.03.2023 / JIII-

Page4 of 8/ Crp. 4 n3 8

Individual maximal Not more than 0.20 % / He 6onee 0,20 %
unidentified  impurity /| Below BDL (BDL= 0.08 %) / Huxe
Epuununas  MakcnManbHas | opora perncrpamun (ITP =0.08 %)
HeuAeHTH(ULPOBAHHAS
pHUMech
Total impurities / Below BDL / Hwuxe mnopora | Not more than 0.75 % / He 6onee 0,75 %
CyMMa npumecei perucrpanuu
6 | Water / Boaa 6.9 % Not more than 10.0 % / He 6omee 10,0 %
7 | Microbiological purity / Mukpo6uoJiornyeckasi YMCTOTA

a) Total Aerobic Microbial
Count / O61iee KOIUUECTBO
MU3IHECTTOCOOHBIX a3pOOHBIX
MHUKPOOPTaHU3MOB

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

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

b) Total Combined Yeasts &
Moulds Count / O61ee qucno
JPOMOKEBBIX U IJIECHEBBIX
rpuboB

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

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

Remarks : The Product confirms to

I pumeuanue: [IponykT cooTBeTcTBYET TpeboBanusm HJI

ND/

Conclusion : APPROVED /
3aximouenue: OJJOBPEHO
4

Prepared by / Checked by / Approved by: Manager/Byecutive /
ITonrorosneno: Ambresh Kymar [Tpoeepeno:Pardéep Kumar Onobpeno: Menemxkep / }’KOBO.H,7&JIB:
= g Abhishek Chauhan  / -1
@f’& oL~ (=
Date / Date / Date /

JlaTa: 31.03.2024

Mara: 31.03.2024,

Hara: 31.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Dyspevict film-coated tablets,

100 mg

IIpoaykT: Jncnesukt” TabNETKH, IOKPBITHIE IIEHOUHOIT 06onoukoii, 100 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . V2400472 Batch Quantity / ~900000.00 tab/

Cepus Ne ’ O6neM cepun " 900000.00 Ta6

Analytical Repovrt No/ . 040002472836 Date of Analysis / . 31.03.2024

A”anuTHyecKuii oryer No JlaTa anaynza

Date of Manufacture / - 03/2024 Date of Expiry / - 02/2027

JlaTa mpon3BoacTBa Togen no

Mfg. License No. / MA number: /

IlpouzsoacrBeHHast : MNB/05/263 : : JITT-Ne(001951)-(PI'-RU)
Homep PY

Junenzus Ne

Analysis performed according ND: / Auanu3 nposesen o HJI: JIII-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JHI-

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

Page S of 8 /Ctp. S m3 8

¢) Escherichia Coli

Absent in 1 gram /
OrcyrctByeTr B 1 T

Shell be absent in 1 gram /
OtcyrcTBUE B 1 T

9 | Assay / KonnyecTBenHoe
onpenesieHue

99.7 mg/ 99.7 mr

From 90.0 mg to 110.0 mg of aco
hydrochloride hydrate.

THJIPOXJIOpUAA FHApara.

tiamide
/

Or 90,0 mr pmo 110,0 mMr akormammpa

10 | Packaging / YnakoBka

KOHTYPHYIO

14eKOBYIO YNaKOBKY us

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
5 blisters and a patient information leaflet (package insert) in a carton. / [To 10
TabneTok B
TOJUBUHUIXJIOPHAHON/TIONIMBUHMIMASHXIOPUAHON U ponbru amomunuesol. 1o 5
KOHTYPHBIX sY€HKOBBIX YNAaKOBOK BMECTE€ C HHCTPYKLMEH MO MEIULUHHCKOMY
IpUMeHeHHI0 (JINCTKOM-BKIIabILIEM) B 1a4Ky KAPTOHHYIO.

MJICHKU

Remarks : The Product confirms to ND/

Ilpumeuanue: IIponykT coorBercTBYeT TpeOopaHusM HJL

Conclusion : APPROVED /
3akiouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /
IToarorosnexo: Ambresh Kumar I1poBepeno:Pardéep Kumar Onobpeno: Menemxep /, renb:
G(:(\%// oL— Abhishek Chauhan 7
= = '
Date / Date / Date/
Hara: 31.03.2024 - Jara:-31,03.2024, ...

Jlata: 31.03.2024

il Live




Dr.Reddy’s ‘..o

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIH3A

Product : Dyspevict film-coated tablets, 100 mg

Tpoxykt: JlucneBukt” TabIeTKH, TOKPBITHIE IIICHOYHOH 060710uKo#, 100 MP

Market / Poinok :Russia / Poccus

Batch No / N Batch Quantity / . 900000.00 tab /

Cepus Ne | VO O0neM cepuu * 900000.00 Tab

Analytical Repourt No/ - 040002472836 Date of Analysis / . 31.03.2024

AHagurnyeckuii oTyer Ne Jarta anaiusa

Date of Manufacture / - 03/2024 Date of Expiry / - 02/2027

JlaTa npon3BoJcTBa I'ogen no

Mfg. License No. / MA number: /

IlpouzeoacTeeHHast : MNB/05/263 ’ : JITT-Ne(001951)-(PI"-RU)
Homep PY

Jnuen3us Ne

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

/ Anannz nposeaen o HJL: JIIT-Ne(001951)~(PI-RU) dt. 14.03.2023 / JIIT-

Page 6 of 8/ CTp. 6 u3 8

API name / Haumenosaune ADC:

Acotiamide hydrochloride hydrate / AxoTuamuaa ruapoxinopua riapar

INN / MHH:

Acotiamide / AkoTuamMuzg

API manufacturer batch number /

Homep cepun npouspoaurens ADC: ACT-23006
FP Manufacturer API Batch number /
Homep cepuu cyO0CcTAHUIMH POH3BOAUTE/IA FEQAO00170

I'JId:

API Manufactured by & country /
ITpoussoautens ADC, crpana:

Emmennar Pharma Private Limited, India /
SmmenHap ®apma [Ipaiiser JIumuren, Munus

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

HaumeHoBaHHe, aApec, JUIEH3US L/
ITpousBoacTBenHas miaomaaka / Ilnomanka
KOHTpoJsa kadecTBa / Ilmomagka BpInycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263)

J-p Pennn’c Jlabopatopuc JIta., Muaus, IIpon3soacTBeHHOE
noapaszenenue-6, Bunn. Kxons, Hanarapx Poyn, bapau, Juctpukt
Coran, X.I1., 173205, Unaus (muuensus Homep MNB/05/263)

Remarks : The Product confirms to ND/

Ilpumeuanue: [IponykT cooTBeTcTBYeT Tpebosanusam HJL

Conclusion : APPROVED /
Saxmouenue: OJJOBPEHO

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

ITonrotorneHo: Ambw ITposepeno:Pardeep Kumar Onobpeno: Menemiep// PykoBgauTens:
6 ~ [ B Abhishek Chauhan

Date/ Date / Date / '

Hara: 31.03.2024

Jlara: 31.03.2024

| Jlara: 31.03.2024




Dr.Reddy’s € .

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

IpoaykT: I[cheBHKT‘” TabJIETKH, NOKPBITHIE IIEHOUHOM 060104KOMH, 100 Mr

Market / PpiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~900000.00 tab /

Cepust Ne 1 Ve O6bem cepuu " 900000.00 Tab

Analytical Repourt No/ - 040002472836 Date of Analysis / . 31.03.2024

Ananurnyeckuii oruer Ne JlaTta aHayn3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

JlaTa npou3BOICTBA I'onen xo

Mfg. License No. / MA number: /

IIponsBoacTBeHHAs : MNB/05/263 : : JII1-Ne(001951)-(PI'-RU)
Homep PY

JuneH3usa Ne

Analysis performed according ND: / Ananus nposeges no HJI: JIII-Ne(001951)-(PT-RU) dt. 14.03.2023 / JIII-

No(001951)-(PT'-RU) ot 14.03.2023

Page 7 of 8/ C1p. 7 u3 8

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/I09eHHe 0 COOTBETCTBHH: «HacTosAIMM A MOATBEPK/AAI0, YTO NMPHBEACHHAs BbllE MHGOPMALKs SIBIACTCS
IOCTOBEPHOH M TOYHOH. DTa cepus MpOAYKUMM NMPOM3BeAeHa (BKIOYAs yNakoBKy (MapKWPOBKY) M KOHTPOIb
KayecTBa) Ha BHIIIEYKA3aHHON MPOM3BOACTBEHHON IUIomanke (IUIOLIAfKax) B TMOJHOM COOTBETCTBHH C
TpeGoBanusmMu [1paBui Hajiexallell MpOU3BOJCTBEHHOH NMpakTHkK EBpasuilckoro 3KOHOMHYECKOTO COO3a Ne

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

Ilpameuanue: ITpoayKT cooTBeTCTBYET TpeboBanusamM HJ| 3akiouyenue: Ol[OBPE}-lO

Prepared by / Checked by / Approved by: Manager/fxecutive /

[ToaroToBneHo: Ambrew I[Tposepeno:Pardeep Kumar Onobpeno: Meuenxep/ Pykosoanyesb:
“~ Abhishek Chauhan e

Date / Date / Date /

Hara: 31.03.2024 Hara: 31.03.2024 .. . |/Jlata:31.03.2024 ..




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Dyspevict film-coated tablets, 100 mg

IpoayKT: JncneBukt” TaGneTKH, NOKPBITHIE MIEHOYHON 060104K0#, 100 Mr

Market / Peinok :Russia / Poccus

aunen3us Ne

Batch No/ . Batch Quantity / _900000.00 tab /

Cepns N F V2400472 Oo6nem cepun " 900000.00 Tab
Analytical Repourt No/ - 040002472836 Date of Analysis / . 31.03.2024
AnannTHyeckHuit oTueT No Harta ananusa

Date of Manufacture / - 03/2024 Date of Expiry / - 02/2027

JlaTa npon3BoacTBa I'ogen no

Mfg. License No. / MA number: /

IIponsBoacTBeHHast : MNB/05/263 Howmep PY : JIII-Ne(001951)~(PT-RU)

No(001951)-(PI"-RU) ot 14.03.2023

Analysis performed according ND: / Ananu3 nposegen mo H/I: JITT-Ne(001951)-(PI"-RU) dt. 14.03.2023 / JIII-

Page 8 of 8/ Crp. 8 u3 8

GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeboBaHUAMHU KOHTPOJISl KAYeCTBa JIEKAPCTBEHHBIX CPEICTB,
a TaK)Ke B COOTBETCTBUU CO cnelnprKauusIMU, COAePKALMMUCA B PErMCTPALIMOHHOM JIOChE CTPAaHbI-UMITOPTEPA.
3anucH 10 MPOU3BOJICTBY, YIIAKOBKE U aHAJIU3Y MPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBUE TpeboBaHUAM [IpaBun
HaJJiexaleld Npou3BOACTBEHHOM NpakTUKU EBpasuiickoro 3KOHOMHYECKOTO CO3a».

Remarks : The Product confirms to ND/
[pumeuyanne: [TponykT cooTBeTcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Efecutive /

[Tonrorosneno: Ambresh Kumar- IIposepeno:Pardéep Kumar Opnobpeno: Menemxep //PyKoBOAHTRIE:
~ y Abhishek Chauhan

Date / Date / Date /

Hara: 31.03.2024

Hata: 31.03.2024 . ..

Jata:31.03.2024,




