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CERTIFICATE OF ANALYSIS

CEPTUOHMKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND|A
Tel 1 +91 98166 56001-02
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Product : Dyspevict film-coated tablets, 100 mg

Mpoaykr: Jucnesnkt” TabieTkH, NOKPLITEIE MIEHOYHOR 060104 KOf, 100 M

Market / Poinok : Russia / Poccys

Batch No / _ Batch Quantity / ~900000.0 tab /

Cepust Ne # V2402155 O6Gbem cepuu " 900000.0 Tab

Analytical Repovrt No/ - 040002720262 Date of Analysis / . 12.11.2024

AHaadTHdecKuii oTyeT Ne JlaTta ananu3a

Date of Manufacture / - 10/2024 l?ate of Expiry / . 09/2027

JlaTa npoH3BOACTBA Iogen go

Mfg. License No. / MA number: /

HpoussoacTBeHHAs : MNB/05/263 ’ : JITI-Ne(001951)-(PI-RU)
Homep PY

anmensua Ne

Analysis performed according ND:

/ Auanns nposenen no HJ: JITI-Ne(001951)-(PI'-RU)-140323

Page 1 of 7/Crp.1 37

Test / Iloka3arein

Specification / Hopma

v Result / Pe3yJbTaThl
Ne
1 | Description / Onncanne Round white film-coated tablets | 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 pale yellow. / Kpyrnsie

TabNeTKH, MOKPBITbIE IUIEHOYHOH
obomoykoil  Oejoro  OBeTa, C
rpaBupoBkoii  «100» Ha  OIHOM

CTOpOHE M IJaik#e Ha Jpyroi. Ha
HOIIEPEYHOM Cpe3e — AApO CBETIIO-

debossed with "100" on one side and plain on
the other side. In cross section - a core is
white to pale yellow. / Kpyrinble Tabnetku,
TIOKPEIThIE TUIEHOUHOH 06osouKkol 6emnoro
WUIM TIOYTH O€eJoro 1LBeTa, ¢ I'PaBUPOBKOM
«100» Ha oxHON CTOpPOHE M TIJIaAKWe Ha
apyroii. Ha monepevnom cpese — siipo OT
GeNoro 10 CBETIIO-KENTOrO L{BETA.

JKEJITOro LBETA.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoxykr coorBeTcTByeT TpeGoBarusam HJL

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrotosnexo: Santosh Kumar ITpoeepeno: Pawan Kumar Onobpeno: Menenxep / PykoBoautenb
Maurya - Amit Kumar A

S pess
Date/ Date / Date / !
Hara: 12.11.2024 Iata: 12.11.2024 Harta: 12.11.2024

wnjara Hilis, Hyderabad - 500024, Telangana, India
1HG 2009 Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A
Product : Dyspevict film-coated tablets, 100 mg
IlpoaykT: JlncreBuKT  TabieTKH, MOKPHITHIE MeHOUHOH obonouko, 100 mr

Market / PoiHOK : Russia / Poccus

Batch No / ) Batch Quantity / ~900000.0 tab/

Cepnst Ne | V2408155 O0beM cepul ° 900000.0 Tab

Analytical Report No / . 040002720262 Date of Analysis / . 12.11.2024

AnagurHueckuii oryet No JlaTa aHa/iM3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2027

JaTa npou3BoacCTBA T'ogen o

Mfg. License No. / MA number: /

IIpouzBogcTBeHHas : MNB/05/263 ’ : JITT-Ne(001951)-(PI'-RU)
Howmep PY

JuieH3nsg Ne

Analysis performed according ND: / Ananu3s nposeaen no HJI: JITI-No(001951)-(PT-RU)-140323

Page 2 of 7/ Ctp. 2 m3 7 o
2 | Identification / Retention time of the main peak in the
chromatogram of test solution should comply
with retention time of the main peak in the
HPLC /BO)XX Complies as prescribed / chromatogram of standard solution ("Assay"
CootseTcTBYET TpeOOBaHMAM test). / Bpems yep)xuBaHHs OCHOBHOIO [THKA
Ha XpoMaTorpaMme HCIBITYEMOTO pacTBopa
JOJIKHO COOTBETCTBOBATh BpEMEHH
yIOEP)KHBAHHUS ~ OCHOBHOrO  MHKa  Ha
XpoMaTOrpaMMe CTaHAapTHOrO pacTBopa
(ucneiTaHVE «KonuuectrenHoe
oTIpeJIeNICHUER).

Hpentudukanus

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 mpemapara W CTaHAApTHOrO
o6paslia, CHSThIE B IYICKE C Kanus OpoMuaoM
P, B ofnactu ot 4000 10 450 cm™” momKHBI
IPOSIBNIATE MaKCHMYMbl TOIJIOIIEHHS TpU
BOJHOBBIX umenax 3490 cm, 3302 cv' u

IR spectrometry / HK- Complies as prescribed /
CHEeRMpOMEempUs CooTBeTcTBYeT TpeOOBaAHHUAM

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJI 3axkmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Santosh Kumar ITposepeno: Pawan Kumar Onobpeno: Menemkep / PykooauTenb

Maurya &‘ Z?R Amit Kumar _[X( fos

Date / Date / Date /
Jara: 12.11.2024 Jata: 12.11.2024 Hara: 12.11.2024
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Dr. Reddy's Laboratories Ltd,
rormulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Sclan, H.P, 173 205, INNDIA
Tol - +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
. CEPTHOHKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
Ipoaykr: JlucneBukT” TabNETKH, NOKPHITbIE MIEHOUHOH 060104K0#, 100 Mr
Market / PbiHOK : Russia / Poccus
Batch No / , Batch Quantity / . 900000.0 tab /
Cepust Ne V2402155 O6beM cepun " 900000.0 Tab
Analytical Repovrt No/ - 040002720262 Date of Analysis / . 12.11.2024
AHaNHTHYeCKHU i oTueT No JlaTa aHajm3a
Date of Manufacture / . 10/2024 Date of Expiry / - 09/2027
JlaTa mpoH3BOACTBA T'onen go
Mfg. License No. / MA number: /
IIpon3zBoacTBeHHAs : MNB/05/263 ) : JIT1-Ne(001951)~(PT-RU)
Homep PY
JaneH3us Ne

Analysis performed according ND: / Anajn3 nposeaen no HJI: JITIT-Ne(001951)-(PI'-RU)-140323

Page3of 7/Crp.3 m3 7

2946 cm™' ¢ otkToHEHMEM He Gosee £10 eMm ™,

3 | Dissolution / PacTBopenne

Unit-1/ Tabmn.-1 95 % Not less than 75 % (Q) of acotiamide

: hydrochloride hydrate label claim should be
- - [¢]

Unit-2 /Tabx.-2 98 % released into solution in 30 minutes. / He

Unit-3 / Tabn.-3 98 % MeHee 75% (Q) oOT  3asBIEHHOIO
= - 5 COJiep)kaHus aKoTHaMHZa T[HIPOXJIOPHAA

Unit-4 / Tabx.-4 98 % rHIpaTa J0JDKHO NepeliTH B pacTBOp depes

Unit-5 / Tabn.-5 99 % 30 MHHYT.

Unit-6 / Tabn.-6 97 %

4 | Uniformity of dosage units /

OnHOPOAHOCTH
JO3NPOBAHHBIX CAHHHUIL

34

According to the requirements. / B
COOTBETCTBUHU C TPeOOBAHHAMHU.

5 | Impurities / Ilpumecn

Amide acid Impurity
IIpumech aMuaa KUCIOTEI

/

Below BDL (BDL=2257) / Huxe nopora

peructpauuy ([TP =2257)

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

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[Toprotosneno: Santosh Kumar
Maurya '

Checked by /

ITpoBepeno: Pawan Kumar

£

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTensb

Amit Kumar N
L]

Date /
Hara: 12.11.2024

Date /
Jata: 12.11.2024

Date /
Hara: 12.11.2024
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vitl. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P.; 173 205, INDIA
Tel:+91 98166 56001-02

wiana drreddvs com
CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
Mpoayxr: Jlucnesuxt” TabIeTKH, NOKPBIThIE NNIEHOUHOH 060110uK0#, 100 MT
Market / PbiHOK : Russia / Poccus
Batch No / . Batch Quantity / ~900000.0 tab /
Cepust Ne V2402155 O6beM cepuu " 900000.0 Tab
Analytical Repourt No / - 040002720262 Date of Analysis / - 12.11.2024
AHaauTHYeCKHii oTyeT Ne JIaTa anaju3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2027
JaTa rnpou3BoaCcTBA T'onen g0
Mfg. License No. / .
TpouzBoacTBenHas - MNB/05/263 MA number: / . JIM-Ne(001951)~(PT-RU)
Homep PY
Junensus Ne

Analysis performed according ND: / Ananu3s nposeaen no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page4 of 7/ Crp. 4 u3 7

Individual maximal
unidentified impurity /
EnuHnyHas — MakcHUManbHas
HengeHTH GUIHPOBaHHAS
pUMeck

Below BDL (BDL= 0.08 %)/ Huxe nopora
perucrpanuu (TP =0.08 %)

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

T

Total impurities /
Cymma npumeceit

Below BDL / Huske nopora perucrpausu

Not more than 0.75 % / He 6o1ee 0,75 %

Water / Boga

6.9%

Not more than 10.0 % / He 6osee 10,0 %

Microbiological purity / Mux

poﬁuo.ﬂornqecxaﬂ YHCTOTA

a) Total Aerobic Microbial
Count / O6111ee KOINYECTBO
XKHU3HECTIOCOOHBIX a3POOHBIX
MHKpPOOPTaHU3MOB

Less than 10 CFUperl g
Menee IOKOEB 1T

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

b) Total Combined Yeasts &
Moulds Count / Oblee 4ucio
JPOXOKEBBIX U IJIECHEBBIX
rpudoB

Less than 10 CFUper1 g/
Menee IOKOEB 1T

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

¢) Escherichia Coli

Absentin I gram/
OtcyTcTBYeTB 1 T

Shell be absent in 1 gram /
OtcyrcTBUE B 1 T

Remarks : The Product confirms to ND/
Ipumeuanue: [Tponykt coorBeTcTBYET TpeboBanusam HJ|

Conclusion : APPROVED /
Bakmoyenne: OJIOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya /%\

Checked by /
[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: MeHnemkep / PykoBoauTeb

Amit Kumar =
/X( /

Date /
Jarta: 12.11.2024

Date /
Jara: 12.11.2024

Date / '
Jara: 12.11.2024

19R4PLCO04E0T

sdireddeecomn




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

W e
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,
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Tol 1 +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJII3A
Product : Dyspevict film-coated tablets, 100 mg
Ipoaykr: JlucneBuxt” TabieTKH, MOKPHITHIE [IIEHOYHON 06010ukoi, 100 Mr |

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / - 900000.0 tab /

Cepust Ne k V2402155 O6nem cepun " 900000.0 Tab

Analytical Repourt No/ - 040002720262 Date of Analysis / . 12.11.2024

AHanuTHdecKUii oTyer No JlaTa aHaJH3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2027

JlaTa mpou3BOACTBA I'ogen 1o

Mfg. License No. / MA number: /

M[pouszBoacTeenHasn : MNB/05/263 ’ . JITT-Ne(001951)-(PT'-RU)
Homep PY

JuneH3us Ne |

Analysis performed according ND: / Anasin3 nposeaen no HJI: JIII-Ne(001951)-(PT-RU)-140323

Page50f 7/ Crp. 537

8 | Assay / KosnuecTBeHHOE 98.6 mg/ 98.6 Mr From 90.0 mg to 110.0 mg of acotiamide
ompeaeseHne hydrochloride hydrate. /
Or 90,0 mr mo 110,0 mMr axoTuamuiaa

rujpoxiopuaa ruapara.

9 | Packaging / Ynakoska 10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
9 blisters and a patient information leaflet (package insert) in a carton. / Ilo 10
TabneToK B KOHTYPHYIO I4eliKOBYIO YNaKOBKY us3 IUIEHKH
IOIMBAHUIIXJIOPUAHON/ MOJHBHHMITHIEHXIOPUAHOM UM ¢onbru anoMuHuenoid. Ilo 9
KOHTYPHBIX SI4eHKOBBIX YIMAKOBOK BMECT€ C MHCTPYKLHEH IO MEAMLMHCKOMY
NpUMEHEHHIO (JTACTKOM-BKJIA/IbILIEM) B MAUKY KaPTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpogykT cooTBeTcTBYET TpeboBanusM HJI 3akmouenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh %ma: IIposepeno: Pawan Kumar Onobpeno: Mernemxkep / PykoBoauTens
Maurya / Amit Kumar L

Date / Date / ! Date / !

Hata: 12.11.2024 Hara: 12.11.2024 Hara: 12.11.2024

ills, Hyderabad - 500024, Telangana, india
all: mail@direddys.com

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Toi: +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Mpoaykr: JIucnesukt" TaGneTKH, NOKPLIThIE MIEHOUHON 060104k0H, 100 MI

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 900000.0 tab/

Cepus No } V2402135 O0bem cepun ' 900000.0 Tab

Analyftical Rep0ft No/ - 040002720262 Date of Analysis / . 12.11.2024
AHaJgHuTHYecKHI oTueT No JlaTa aHasn3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2027

JlaTa npou3BoacTBa I'onen o

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAas : MNB/05/263 Homep PY : JHI-Ne(001951)~(PT-RU)

aunen3ns No

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

Page 6 of 7/ Ctp. 6 m3 7

API name / HaumenoBanue AD®C:

Acotiamide hydrochloride hydrate / AxoTHamuza rupoxIOpuia ruapar

INN / MHH:

Acotiamide / AkoTuamun

API manufacturer batch number /
Howmep cepun npoussoanteas ADC:

ACT-24003, ACT-24004

FP Manufacturer API Batch number /
Homep cepni cCyOCTAHIIHH TPOU3BOAUTEIS
TJd:

FERA00306, FERA00307

API Manufactured by & country/
Ilpouspoautens APC, crpana:

Emmennar Pharma Private Limited, India /
Ommennap ®apwma [paiiser Jlumuren, Uaaus

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

HaumeHoBaHue, agpec, JUILCH3UA JIs1
IIpouzBoacTBeHHAs MJIOMAaAKA /
IL1omaaka KOHTPOJISl KaYecTBa /
Ilnomangka BhINyCKa

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 Pennu’c Jlabopatopuc JIta., Uuaug, IlponssoacTeeHHoe
noapasaenenue-6, Bumn. Kxons, Hanmarapx Poyn, bagnu, JucTpukt
Conan, X.I1., 173205, Mugus (nuuensus Homep MNB/05/263)

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYeT TpeboBanuAM HJJ

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxarorosnieHo: Santosh Kumar IlpoBepeno: Pawan Kumar Onobpeno: Menemkep / Pykosogurens
Maurya A Amit Kumar Y

- L=
Date / Date / " Date /
Hara: 12.11.2024 Jara: 12.11.2024 Jara: 12.11.2024

peadiredays.cam




Dr. Reddy's Laboratories [td,
‘.o Formulation Unit-6
) e Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy S ¢ Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

v drreddys com

CERTIFICATE OF ANALYSIS
CEPTH@®HMKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Hpoayxr: Jlucnesuxt” TabNeTKH, IOKPHITHIE UIEHOYHOM 06051040}, 100 M

Market / PeiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 900000.0 tab /

Cepus Ne $ V2402155 O6bem cepun ' 900000.0 Tab |

Analytical Report No/ - 040002720262 Date of Analysis / . 12.11.2024

AHanuTHYECKUH oTueT No Jata ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2027

JaTta npou3BojcTBa I'onen no

Mfg. License No. / MA number: /

ITpon3BoncTBeHHast : MNB/05/263 : : JIII-Ne(001951)-(PI'-RU)
Homep PY

Junen3us Ne

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

Page 7of 7/ Crp. 7 u3 7

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».

3akJ/0ueHHe 0 COOTBETCTBHH: «HacTosmuM s MOOTBEPKAALO, YTO MPUBEAEHHAs BbIIIE MHQOPMALIUS ABJIAETCA
JOCTOBEPHON W TOYHOM. DTa cepus NPOAYKIMH NPOM3BejieHa (BKIIOYAs YNakoBKY (MapKHpPOBKY) M KOHTPO/Ib
KayecTBa) Ha BbIIEYKa3aHHON NPOU3BOJACTBEHHON Iulomaake (IJIOMAAKax) B IOJHOM COOTBETCTBHM C
TpeGoBanuamu [IpaBui Hajiexaiieil POU3BOACTBEHHON NpakTHKH EBpasuiickoro skoHoMHuecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsiopst 2022) u Tpe6OBaHUAMH KOHTPOJIS KaY€CTBa JIEKaPCTBEHHBIX CPE/ICTB,
a TaK)Xe B COOTBETCTBUH CO CHELMPUKALMIMHU, COAECPKALIUMHUC B PETMCTPaLMOHHOM JIOChE CTPaHbI-UMIIOPTEPA.
3anucH 1o NMPOU3BOJICTBY, YIAKOBKE M AHAK3Y MPOBEPEHEI, U YCTAHOBJIEHO X COOTBETCTBME TpeboBaHusaM [ IpaBuin
HaJlIIeXKalleii MpoOU3BOJACTBEHHOM NpakTHKK EBpa3zuiickoro 3KoHOMHUYECKOTo COK03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: I[ponykr coorsercTByeT TpeboBanusam HJJ 3axnwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar IIpoeepeno: Pawan Kumar Onobpeno: Menemkep / PykoBoauTenb

Maurya @( Amit Kumar . g

Date / Date / ' Date /
Jara: 12.11.2024 Hara: 12.11.2024 Jata: 12.11.2024

Hills, Hyderabad - 500024, Telangana, india
2999 Email: mail@drraddys.ccm
LC004507

wecvndiieddys.conn

o+ 8-2-237, Boad No 2, Banjara
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