Dr.Reddy’s

Qe
\

CERTIFICATE OF ANALYSIS

! -Produc_t-:__D}_/spevict film-coated tablets, 100 mg

CEPTUDIKAT AHAJIFIBA

' Ipoay k1 JlncneBUKT" TabneTkH, NOKpPLIThIC IIEHO4HON 060s0uKoli, 100 Mr S T e w =
 Markel/ PoiHok : Russia / Poccusa =]
Batch No/ ) Batch Quantity/ - 9,00,000.0 tab /
Cepus Ne e O0bem cepun " 9,00,000.0 Tabd ]
Analytical Repo:‘t No/ - 040002995085 Date of Analysis / . 17.072025
AHanuTHyeckuii oTyer Ne | JdaTa anamsa =
Date of Manufacture/ - 06/2025 Date of Expiry / . 05/2028
JaTta mpou3BOACTBA T'open go A e
' Mfg. License No./ 3
| IIponsBogcTBEHHAS : MNB/05/263 M nemiber) . JIIT-Ne(001951)-(PT"-RU)
Homep PY
| anen3na Ne |

| Analysis performed according ND: / Ananus nposenen no HJI: HH—N_Q(_O_OIQS1)_—(_1?1“-RU)—140323“ _ _.’

A% Test / IToka3zaTennb
Ne

Result /Pe3yabTaThbl

Page 1 of 7/Ctp. 1 m3 7
Specification / Hopma

1 | Description / Onncanune
|

Round white film-coated tablets

- a core is pale yellow. / Kpyrisle

TabNeTKH, T[OKpbIThble  MIIEHOYHOT
obonoukoit  OGemoro  upera, C
rpaBupoBkoii  «100» Ha  onHOMH

CTOpOHE M TJlajlkie Ha Apyrok. Ha

NIONEPEYHOM Cpe3e — AP0 CBETNO- | 6e0ro A0 CBETJIO-)KENTOro LBETa.

JKEJITOro UBETA.

| 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

Round white to off-white film-coated tablets

white to pale yellow. / Kpyrnble TabaeTku,
NOKpBITBIE TIEHOUHO# obonoukou” Genoro
wiM noytd Oenoro UBETa, C PaBUPOBKOI
«100» Ha OpmHOM CTOpOHEe U rnajkde Ha
Opyroit. Ha nonepeunoM cpesze — sipo or

Remarks: The Product confirms to ND/
Il pumeuanne: [Ipogykt cootseTcTBYET TpeboraHusM H/|

Conclusion : APPROVED /
3aknrouenne: OQJJOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executive/
IHopnroroeneno: Pravesh Rana [lposepeHo: Pardeep Kumar Onobpeno: Menenxep / Pyxosoautens
i Amit Kumar o A
“ — /\ e
Date/ Date / Date/ Y
Hata: 17.07.2025 Jara: 17.07.2025 Hara: 17.07.2025 =i
R ezisiored Qificn:8-2-237, Road Mo, 2, Banjary Hills, Hyderabad - 506033, Telanana, India

Tol +91 40 4900 2900, Fax: +91 10 <1200 1999, Email: mail@drreddys.com

CItE: LE5195AP19E34PLCO02507
weeandrreddy sconi




Dr.Reddy’s ‘:.’.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJII3A

Product: Dyspevict film-coated tablets, 100 mg
 Hpoay Kr: JlucnesukT" TabJeTKH, NOKPbITBIE MIeHOUHOIT 060104K0H i, 100 Mr 3% |
Market / Poinok : Russia / Poccus
Batch No/ . Batch Quantity/ ~9,00,000.0 tab /
| Cepust Ne Aandics O0neM cepud © 9,00,000.0 Tab R
Analytical Repourt No/ . 040002995085 Date of Analysis / . 17.07.2025
AnanmTuyeckuii oTuer No o e | Jlata ananm3a SO -
Date of Manufacture/ . 06/2025 Date of Expiry / - 05/2008
Jlara ppon3sBoacTBa T'onen no
Mfg. License No. / MA number:/
Ilpons BogcTBeHHAs : MNB/05/263 ’ ¢ JII-Ne(001951)~(PT'-RU)
Homep PY
| IuneH3ns Ne N | B )
| Analysis performed according ND: / Auam3 nposenen mo HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page 2of 7/ Crp. 2 w3 7

2 |Identification/
' Mpeurudukanus
|
HPIC /BIXX

| IR spectrometry / HK-
CHekmpoMempuis

Complies as prescribed /

CooTBeTCTBYET TpeOOBaHHAM

Complies as prescribed /

CooteTcTBYeT TpeOOBaHUAM

| Retention time of the mam 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 yiep»K1BaHHSI OCHOBHOT'O MUK a
| Ha XpomaTorpamme HUCIBITYEMOro pacTBoOpa
| momkHO COOTBETCTBOBATH BpEMEHH
YAEPXMUBaHUSL  OCHOBHOI'O nika  Ha
XpOMaTOrpamMMe CTaHAApTHOIO  pacTBopa
(cnbiTaHHE «KonmecTBeHHOE
onpeneeHue»).

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-cnekTpsl mnpenapaTa W CTaHAapTHOrO
obpasua, CHATHIE B IUCKE C KaJHs OpOMUIOM
P, B obnactu ot 4000 1o 450 cm’ gomKHBI
NPOSBNIATE MaKCHMyMbl MOTJIOUIEHHs TpU
BOJIHOBBIX uucnax 3490 cm™, 3302 cm™ u

Remarks : The Product confirms to ND/

IIpumeuanue: [ponykr coorBercTyer TpeboanusiM H/J

Conclusion : APPROVED /
3akmawuenne: OJJOBPEHO

Prepared by /
IToarotoeneno: Prayesh Rana |

=S

\\

Checked by/
Ilposepeno: Pardeep Kumar

.

Approved by: Manager/Executive /
Opobpeno: Menexep / PykoBoautennb
Amit Kumar A

e

L]

Date / Date / Date /
Jara: 17.07.2025 Hata: 17.07.2025 Jata: 17.07.2025
Fogistorel Offica: 7, Road Mo, 2, Banjara Hills, Hyderahad - 500234, Tedangana, hdia
Tok +01 40 000 2000, Fax 01 30 4900 2999, Email: macli@drraddy.scom

CIN: LBS185AP19S-PLCODAS07
praw.diveddya.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
- = CEPTHOHKAT AHAJTH3A
Product: Dyspevict film-coated tablets, 100 mg
Ilpoay Kr: JIvicnesukT" TabneTkH, NOKpbITLIE NJIEHOYHOM 060/0uKoH, 100 Mr

Market/ Poinok : Russia / Poccus - ) =
Batch No/ : Batch Quantity/ . 9,00,000.0 tab /
 Cepust o At Obmem cephn © 9,00,000.0 Ta6
Analytical Repovrt No / - 640002995085 Date of Analysis / . 17.07.2025
AHaJpTHYECKHH oTyeT Ne JaTta amajm3a i —=}
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2028
Jara mpou3BoaCTBA T'onen 10
Mfg. License No./ ]
TIponsBoACTBeRHAs - MNB/05/263 DS neumibign: : JIM-Ne(001951)-(PT-RU)
. Homep | 94
| AHUeH3HS Ne

Page30of 7/Ctp. 3 u3 7

| 2946 cM” ¢ oTKJIOHEeHHeM He GoJiee =10cm ™.

3 | Dissolution / Pa_c_TBopeHne Unit-1/Ta6un.-1 T 98% Not less than 75 % (Q) of acotiamide
Unitd) Tabnod 160% hydrochlgrlde hydrgte lgbel clalm should be
released into solution in 30 minutes. / He
' Unit-3 / Tabn.-3 98 % medee 75% (Q) OT  3agBJIEHHOro
CONlepXkaHnsl  akoTHaMHAa THJPOXJIOPHAA

Unit-4/Tabn.-4 98 % | 3
| ruaparta JIOMKHO MEepeTH B pacTBOp Hepes
Unit-5/ Tabn-5 98 % | 30 MuHyT.
| Unit-6/ Tadn.-6 97
4 | Uniformity of dosage units / According to the requirements. / B
OasxopoaHoCTh 43 COOTBETCTBUM C TPEOOBAHUAMM.

AO3HPOBAHHLIX €IUHHIY

5 | Impurities / ITpumecn

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

TlpumMech aMuaa KUCIIOTBI | Hmxe npenena obHapyxenus (I10=
0.0092 %)
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpogykt coorBeTcTBYeT TpeboBaHuam HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Pravesh Rana I1posepeno: Pardeep Kumar Onobpeno: Menepkep / Pykopopurens
BL’/ Amit Kumar s
J — e
Date / Date/ Date / 1
Jara: 17.07.2025 JHata: 17.07.2025 Hata: 17.07.2025
Resatorad Ofiice:s-2-237, Road Mo. 3, Banjara Hills, Hyderak ad - S00XED, Telbinga, Indin

Tk 191 401900 2900, Fas +61 30 42002 999, Email: mail@drre ddyacom
CIN: LS5195AP1884PLCO04507
weanydrr com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTI3A

Produc_l-:_Dyspevict film-coated tablets, 100 mg
| IMpoay &1 JliicneBukT * TabJeTKH, NOKPLITbiE TNIEHOUHOH obonoukori, 100 mr e i ol
Market/ Peinox : Russia / Poccuis
Batch No/ ] Batch Quantity / ~9,00,000.0 tab /
Cepusn e e O6bem cepun " 9,00,000.0 Tab
Analytical Repourt No/ - 040002995085 Date of Analysis / . 17.07.2025
AHanHTHYeCKHi oTyeT Ne Jlata ananuza i
Date of Manufacture/ . 06/2025 Date of Expiry / . 05/2028
JlaTa r1pou3BoACTBa I'omen o
Mfg. License No./ |
MA number:/ 2 3
IlponsBoxcTBEHHAN : MNB/05/263 Ir Homep PY : JITI-Ne(001951)-(PI"-RU)
|

| THnen3na Ne

!_Analllgis performed according ND: / Ananu3z nposeged mo HJI: JI[1-Ne(001951)-(PT'-RU)-140323
Page 4 of 7/ Crp. 4 3 7

Individual maximal 0.08% Not more than 0.20 % / He 6onee 0,20 %
unidentified impurity /
E avuninas MaKcHUMaJsibHas
HeuAeHTH U HpOoBaHHast

npHuMech ,
' Total impurities/ 0.08% | Not more than 0.75 % / He 6onee 0,75 %
Cywmma nprnmvecer i :
6 | Water / Boga i 6.4 % ' Not more than 10.0 % / He 6onee 10,0 %
E Micro_biaogical purity / MixkpoOuosioruyeckas HucToTa -
| a) Total Aerobic Microbial Less than 10 CFU per 1 g | Not more than 10° CFU/g/
Count / Ob1iiee KOIHYECTBO Menee 10 KOE B 1 He 6onee 10° KOE/r
XKHU3HECTIOCOOHBIX a3pOOHBIX
MHKPOOPTaHU3MOB
b) Total Combined Yeasts & Less than 10 CFU per 1 g/ Not more than 10° CFU/g/
Moulds Count / Ob1iee yucio Menee 10KOE B 1T He 6onee 10* KOE/r
JIPOMXOKEBBIX U IJTECHEBBIX
rprbos
c) Escherichia Coli Absent in | gram / | Shell be absent 1n | gram/
OtcyTcTBYETB 1T OtcyrctBHE B I T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: ITpoaykt cooTBeTcTBYET TpeboranusM HJI 3akmwyenne: OJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
[Toaroroeneno: Pravesh Rana [1posepeno: Pardeep Kumar Opno6peno: MeHenxep / Pykoeoautens
Amit Kumar A
Date / Date / Date / ¥
Hara: 17.07.2025 Hara: 17.07.2025 Hara: 17.07.2025

Reistered Criice: Hyvderabad - 50003, Te rlngana, India
Toi +91 300 7400, Fax: +91 40 -Ie(0 2899, Email: mail@drreddys.cen
CIM: LS5195AP198IPLCO0AS0T
wyndrreddys.com



Dr.Reddy'’s Qi.‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

"Product: I Dyspevict film-coated tablets, 100 mg
prlﬁT: JrcneBukT" TaOGNETKH, NIOKPbITHIE MIEHOUHON 06010uKOH, 100 Mr

| Market/ Poinox : Russia / Poccus b
Batch No/ X Batch Quantity / . 9,00,000.0 tab/
Cepust Neo AEFEEE O6bem cepuu " 9,00,000.0 Tab
Analytical Repovrt No / - 040002995085 Date of Analysis / . 17.07.2025
AHaJHTHYEeCKHH 0T9eT Ne JlaTa ananu3a - .
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2098
JaTta mpomsBoacTBa T'ogen go - =
Mfg. License No. / MA number:/
IponsBoacTBeHHASI : MNB/05/263 ) : JIT-Ne(001951)-(PI'-RU)
Homep PY
JuneH3Hs Ne

'Analysis performed according ND:

/ Anam3 nposeaen no HJ: HH-N9(001951)-(PF-RU)-140323

Page Sof 7/Cvp. S m3 7

8 | Assay / KosinuecTBeHHOE
ompeseicHUE

9 [ P_ackaging / YrakoBka

96.1 mg/96.1 mr
| hydrochloride hydrate. /
Or 90,0 mMr mo 110,0 Mr akoTHamuzaa

FUApOXIopua ruapara.

| Trom 90.0 mg to 110.0 mg of acotiamide

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.
9 blisters and a patient information leaflet (package insert) in a carton. / Ilo 10
Tabnerok B KOHTYPH Y10 AYEHKOBYHO YNaKoBKY u3 TUIEHKH
MOJIUBUHUITIX IOPH AHOH/TTONTHBUHIIIMICHXJIOPUAHOA W donbru anomMuHueBoi. 1o 9
KOHTYPHBIX SIMEHKOBBIX YNAKOBOK BMECTE € HHCTPYKLHEH MO MeIULHHCKOMY
PUMEHEHHIO (JIMCTKOM-BKJIAABINIEM) B MUKy KaPTOHHYIO.

Remarks : The Product confirms to

Il pumeuanue: [IpoayxT cooTBeTCTBYET TpeboBanusM HJ|

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

ND/

Prepared by/
[Noarorosneno: Pravesh Rana

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBoauteiib
Amit Kumar A

A—

Checked by/
Ilposepeno: Pardeep Kumar

i
Date /

Date/
| ara: 17.07.2025

Date /
Hata: 17.07.2025

Hara: 17.07.2025

Feastored Offica:

2.2-237, Road No. 3, Banjiara Hills, Hyderabad - 500034, Tolang ana, Indi

Tel: 491 $0E900 2000, Fay: +61 410 1900 2292, Email: maili@drreddyscom

CIN: LS5195AP1884PLCC0O1507

nrnat o - S O
vww, direddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

| Product : Dyspevict film-coated tablets, 100 mg
Mpoaykr: JucneBukT" TaGNeTKH, NOKPLITbIE MIEHOYHOT 06onoukori, 100 mMr . B
Market / Phinok : Russia / Poccua — aa
'Batch No/ - Batch Quantity / . 9,00,000.0 tab /
Cepust Ne Al Ob6nem cepum * 9,00,000.0 Tab
Analytical Repourt No / - 040002995085 Date of Analysis / . 17.07.2025
| AHaIdTHYECKHIT oTueT No Jara ananuza B ]
Date of Manufacture/ . 06/2025 Date of Expiry / . 05/2028
JlaTa rnpoM3BoacTBA T'onen 10 -
Mfg. License No./ .
NpoussoncTennas - MNB/05/263 AL numb ey - JIT-Ne(001951)~(PT-RU)
Howmep PY
aunensna Ne

Analysis performed according ND: / Ananus nposenen no HJE: HH—N9(001951)—_{PF—RU)—_140323
Page 6 of 7/CTp. 6 137

" Acotiamide hydrochloride hydrate / AkoTnamua THAPOXNTOPHAA THAPAT
Acotiamide / _AKOTHaMI/I,Zl

ACT-25005, ACT-25006

API name / Haumenosanue A®C:
INN /MHH:

API manufacturer batch number/
Homep cepun npoussoautens ADC:
FP Manufacturer API Batch number/

Homep cepun cyOcTaHUMi NPOH3BOAHTE A
rJid:

FESA00232, FESA00233

API Manufactured by & country/
Ipouszsoautens ADC, cTpana:

Emmnar Pharma Private Limited, India /
Owmuap Dapma [paiiet Jlnmuren, Haana

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

HaumeHoBaHHe, aapec, THUEH3HS AJS
IIpousBoacTBEHHAS TIOIIAAKA /
Il1owaaka KOHTPOJIR KayecTBa /
Ilomaaka BeIMycKa

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

I-p Penni’c Jlaboparopuc JItn., Muaus, IlponzeoncreeHHoe
noapasnenenue-6, Bumn. Kxons, Hanarapx Poya, baanu, Juctpukt
Conan, X.I1., 173205, Unmusa (muuensust Homep MNB/05/263)

Declaration of certification:

« hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product confirms to ND/

Il pumeyanne: Hponykt cootBercTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenune: OJJOBPEHO

Prepared by /
Iloarorosneno: Pravesh Rana /’

Checked by/
[IposepeHo: Pardeep Kumar

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

Amit Kumar = A
At

-

Date / Date /

Hata: 17.07.2025

Jara: 17.07.2025

Date /
Hara: 17.07.2025

3002308, 7

CIN:

5 003, Tels ngana, India
2999, Email: mnil@drredey s.com
L35195AP19854PLCCOA507

woaws drreddys.com




Dr.Reddy’s ‘3.’.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AIHAJIM3A

Product: Dyspev1ct film-coated tablets, 100 mg
 IIpoay Kr: _]L[ncneBHKT TabJeTKH, NOKPbIThIE MNeHOUHOH obomoykoH, 100 Mr . Geelde.t
Market / Prinok : Russia / Poccusa o I
Batch No/ . Batch Quantity / . 9,00,000.0 tab/
| Cepus No et g O6bem cepiin " 9,00,000.0 Tabd
Analytical Report No / - 040002995085 Date of Analysis / - 17.07.2025
AHasuTuvyeckuii oTyeT Ne | Jlava anajusa — |
Date of Manufacture / - 06/2025 Date of Ex Explry / . 05/2028
Hata mpon3BoacTBa Tonen no
Mfg. License No. / MA number:/
| IIpousBoacTBeHHAn : MNB/05/263 | Homep Py : JIT1-Ne(001951)-(PT-RU)

. JaHueH3Ha Ne
I Analvsm performed according ND: /AHamB ﬂpOBe}IeH mno H}I Hﬂ N0(001951) (PF RU)- 140323

Page 70f7/ Ctp. 7 37
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.ar04eHne o cooTBeTcTBHI: «HacTosmuM a noOATBEpP:KAaK0, YTO MPUBEAEHHAS BbIlie HHOpMALUs SIBISETCs
JIOCTOBEPHOH W TOYHOM. DTa cepu A MPOAYKLMM MpoM3BeAeHa (BKIOYAs YMNakoBKY (MapKMpOBKY) M KOHTPOJIb
KauecTBa) Ha BbIIIEYKa3aHHOW MPOU3BOACTBEHHOH Towmiaake (TUiowaakax) B MOJHOM COOTBETCTBUMM C
TpeboBauusamy IlpaBun Haasexaieid Npou3BONCTBEHHON NMpakTHKK EBpasuiickoro 3koHOMHYeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa0pa 2022) 1 TpeGoBaHUAMU KOHTPOJS Ka4ecTBa JieKapCTBEHHBIX CPEACTB,
a TaloKe B COOTBETCTBMHM CO crnelMUKaLUsAMY, COACPIKAILMMHUCS B PErUCTPALIMOHHOM A0Che CTpaHbl-UMIIOpTepa.
3anucy no NpOM3BOACTBY, YIaKOBKE U aHAJIM3Y MPOBEPEHB], H YCTAHOBJIEHO HX COOTBETCTBUE TpeboBaHusaM [lpaBun
HaAJexcalen Mpon3BOACTBEHHON NMPakTUKH EBpa3snickoro 3KOHOMHUYECKOT O COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Il pumeuyanue: ITponykt cooTBeTcTBYET Tpebomaniisam HJJ 3akmouenune: QJOBPEHO
[ Prepared by / Checked by/ Approved by: Manager/Executive /

[loprorosneno: PraveshRana | Iposepeno: Pardeep Kumar Opnodpeno: Menenxep / PykoBoaurenb

. Qﬁ/ﬁ Amit Kumar AL =

== / s
Date/ Date/ Date/ i
Hara: 17.07.2025 Hara: 17.07.2025 Hara: 17.07.2025
Regicired Office 75337, Road N g3, Banjara Hillg, Hydermbad - G005, Telanganz, india
Tols 491 30520000007, Fax +91 201900 2999, Email: mart@drraddys,com

CIN: £L85195/AP1S34PLC00-1507
v drieddys.com




