Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
Hpoaykt: Jlncnesukt" TabNeTKH, MOKPbITHIE MIEHOYHOH 060104KOH, 100 Mr

Market / PbiHok :Russia / Poccus

Batch No / ; Batch Quantity / ~900000.00 tab /

Cepusi Ne V2400471 Oo6nLem cepun " 900000.00 Tab

Analytical Repourt No/ - 040002472404 Date of Analysis / . 31.03.2024

A”amurnyeckuii order Ne JlaTa aHanu3a

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

Jara nponszBoacTea TI'open oo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHasA : MNB/05/263 : : JITT-Ne(001951)~(PT-RU)
Homep PY

aunen3us Ne

Analysis performed according ND: / Ananu3 nposexen mo HJI: JITT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JII1-
No(001951)-(PT"-RU) ot 14.03.2023

Page10of8/Crp.1 n38

Ne

Test / IToka3zaTeanb

Result / Pe3yabTaThl

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. / Kpyrisle
TabNETKH, IOKPBIThIE TJIEHOYHOM
0000uKkoil nouru Oenoro uUBeTa, ¢
rpaBupoBkoii  «100» Ha opHOH
CTOpOHE U Inajkue Ha apyroil. Ha
TIONIEPEUHOM cpe3e — AP0 CBETIIO-
JKEJITOTO 1IBETA.

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 TabneTki,
MIOKPBITEIE TUIEHOUHO# obonoukol Oenoro
WIM TI049TH OeNoro UBEeTa, C TPaBHUPOBKOM
«100» Ha ogHOH CTOpOHE U [NIaJIKue Ha
npyroit. Ha nomepe4Hom cpese — sAApo OT
6eJioro J10 CBETJIO-XKENTOrO 1IBEeTa.

Remarks : The Product confirms to ND/
Hpumeuanue: [Iponykt coorBeTcTBYeT Tpedopanusm HJT

Conclusion : APPROVED /
Zakmouenue: OJIOBPEHO

Prepared by / Checked by /

IToarorosneno: Ambresh Kumar

IIposepeno:Pardeep Kumar

<L —

Approved by: Manager/Executive /
Onobpeno: Menemxep f Pykosozuiens:
Abhishek Chauhan ,/

G
Date /

Hara: 31.03.2024 T

Date /

Date /

Hara: 31.03.2024

Jara: 31 {03.2__0.24, -




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
IIpoaykT: JncnesukT” TabeTKH, MOKPBITHIE MIIEHOYHOM 0607104K0#, 100 Mr

Market / Ppinok :Russia / Poccus

Batch No / . Batch Quantity / . 900000.00 tab /

Cepus Ne B V2400471 O0bem cepuu " 900000.00 Tad

Analytical Repourt No / - 040002472404 Date of Analysis / . 31.03.2024

AHaanTHYeCKHi oTyeT No JaTa ananau3sa

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

JaTa nponsBoacTsa I'onen oo

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 : i JITI-Ne(001951)-(PT-RU)
Howmep PY

JuneH3us Ne

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

/ Ananus nposeaen no H: JITI-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-

Page 2 of 8§ /Crp.2 u3 8

2 | Identification /
Anentuduxanusa

HPLC / BOXX

IR spectrometry /

HK-cnexmpomempus

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHUSIM

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHUSIM

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). / Bpemst yiep>x1BaHUs1 OCHOBHOIO IHKa
Ha XpOMaTorpaMmme UCILITYEMOro pacTBopa
JIOJIKHO COOTBETCTBOBATh BpPEMEHU
VIEPXKUBAHHS ~ OCHOBHOIO  MMKa  Ha
XpoMaTorpaMMe CTaHAApPTHOTO pacTBOpa
(ucnpiTaHue «KonuyectBeunoe
onpeaeieHue»).

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 mnpemnapata 4 CTaHJApPTHOTO
06pasiia, CHATBIC B JUCKE C KaJus OpOMHIIOM
P, B o61actu ot 4000 mo 450 cm” momkHBI
NPOABJIATE MAKCHMYMBI [OTJOLICIIS IIPH
BONHOBBIX umciax 3490 cm™, 3302 e’ u

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT coorBeTcTBYET TpeOoBanusm HJJ

Conclusion : APPROVED /
3akiawuenne: OJOBPEHO

Prepared by / Checked by/ Approved by: Managey/Executive /

Ioaroroeneno: Ambresh Kumar [Iposepeno:Pardeep Kumar Onobpeno: Menemkep / PykoBoauTenb:
Gﬁ_‘a | Abhishek Chauhan /

Date / Date / Date / /

Jara: 31.03.2024

ﬂal‘a:_Ell_.,GS.ZOZ_‘i,,, Lii|] wam,

Jara: 31:03,2024,,,




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

Tpoayxr: JlcneBuKT” TabJIETKM, IOKPBITHIE IIIEHOYHOH 0605104KO#H, 100 Mr

Market / Poinok :Russia / Poccus

Batch No / p Batch Quantity / . 900000.00 tab /

Cepus Ne V2400471 O6nem cepuu * 900000.00 Tab

Analytical Repog‘t No/ - 040002472404 Date of Analysis / . 31.03.2024

AunanuTHyecknii oTyer No JlaTa aHayu3a

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

Jdata npon3BoAcTBa Togen g0

Mfg. License No. / MA number: /

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

Junen3ust Ne

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

/ Anagus nposeaen no H: JITT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIIT-
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2946 cm™! ¢ oTknoHeHHeM He bonee =10 cm™.

Not less than 75 % (Q) of acotiamide
hydrochloride hydrate label claim should be
released into solution in 30 minutes. / He
MeHee 75% (Q) OT  3asABIEHHOrO
COIEpKAHHS aKOTHaMHJa THAPOXJIOpHAA
ruapara J0JUKHO nepeliTH B pacTBOp 4epes

30 MUHYT.

Dissolution / PacTBopenue Unit-1/ Tabn.-1 98 %
Unit-2 / Tabn.-2 98 %
Unit-3 / Tabn.-3 98 %
Unit-4 / Tabn.-4 97 %
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 100 %

4 | Uniformity of dosage units /
OaHOpOAHOCTH
A03MPOBAHHBIX €JMHMIY

2.1

COOTBETCTBHUHU C Tp€6OBaHHﬂM H.

5 | Impurities / XIpamecu

Amide acid Impurity /

ITpuMech aMHa KHUCIOTHI npenena obuapyxenus (11O = 0.0092 %)

Below LOD (LOD = 0.0092 %) / Huxe

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

Remarks : The Product confirms to ND/
Hpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusamM HJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Managei/Executive /
[ToAroTOBICHO: Ambregy ITposepeno:Pardeep Kumar Ono6peno: Menemiep| / Pykosoaurens:
. Abhishek Chauhan
6’{/—{ QL—,;’
Date/ Date / Date /
Hara: 31.03.2024

Jara: 31.03.2024

| Hara: 31.03.2024; ...i-

According to the requirements. / B




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

On Regay s Labora

[

Formuiation Unit-5

Product : Dyspevict film-coated tablets, 100 mg

IMpoaykr: [ncneBukt” TabaeTky, MOKPBITHIE TUIEHOYHOI 060510uK0M, 100 M
y

Market / PbiHOK :Russia / Poccus

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

Cepusi Ne + V2400471 Oobem cepuu " 900000.00 Tab

Analytical Report No/ - 040002472404 Date of Analysis / . 31.03.2024

AHajuTHYeCKHii oTueT No HMara anam3za

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

JlaTa npou3BoACTBA I'onen oo

Mfg. License No. / MA number: /

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

Junen3ust No

Analysis performed according ND: / Auanu3s nposenen no HJI: JIIT-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JIII-

Ne(001951)-(PI-RU) ot 14.03.2023
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Individual maximal Not more than 0.20 % / He 6osee 0,20 %
unidentified  impurity /| Below BDL (BDL= 0.08 %) / Huxe
EnuuuuHas  MaKcHManbHas nopora peructpauuu ([TP =0.08 %)
HenaeHTHGUIPOBaHHAs!
PUMEChH
Total impurities / Below BDL / Hwxke mnopora | Not more than 0.75 % / He 6onee 0,75 %
Cymma npumeceit perucrpanin
6 | Water / Boga 7.2 % Not more than 10.0 % / He 6onee 10,0 %
7 | Microbiological purity / Mukpo6uoiloruyeckasi Y44cToTa

a) Total Aerobic Microbial
Count / Ob1iee KOJIMYECTBO
JKH3HECTIOCOOHBIX a3POOHBIX
MHUKPOOPTraHU3MOB

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

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

b) Total Combined Yeasts &
Moulds Count / O61iee uncno
JIPOSOKEBBIX U IIIECHEBBIX
rpudoB

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

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

Remarks : The Product confirms to ND/
I pumeuanue: IIpoaykT coorBeTcTByeT Tpebopanusam HJ|

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

Prepared by / Checked by/ | Approved by: Manager/Executive /
[Monrorosneno: Ambresh Kumar [Iposepeno:Pardeep Kumar OnobpeHno: Menemiep]/ PykoBoaurens:
— .
X Abhishek Chauhan /
3! _ ]
Date / Date / Date / /

Jlata: 31.03.2024

:«llazT.&i 3103202411*0 Hilis, Hydarab,

(ﬂafTa- -31:03,2024 .-




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTM3A

Product : Dyspevict film-coated tablets, 100 mg
poaykr: IucneBukT” TabNETKH, DOKPHIThIE MIIEHOYHOM 000J104K0#, 100 Mr

Market / PolHOK :Russia / Poccus |

Batch No / . Batch Quantity / . 900000.00 tab /

Cepus No $ V2400471 Oobem cepun " 900000.00 Tab

Analytical Repourt No / - 040002472404 Date of Analysis / . 31.03.2024

AdaauTuuyeckuii oryet No JlaTa ananu3a

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

Jata npou3BoACTBa T'ogen no

Mfg. License No. / MA number: /

IlpounsBoacTBenHast : MNB/05/263 : < JITT-Ne(001951)-(PT'-RU)
Homep PY

nuneH3ns Ne

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

/ Ananu3z nposeaen no HJI: JITT-Ne(001951)~(PI'-RU) dt. 14.03.2023 / JII1-

Page 5 of 8 / C1p. S u3 8

¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrcrByeT B 1 T OtcyrcTBHEe B 1 T
9 | Assay / KonuyecTBeHHOe 99.5 mg/99.5 mr From 90.0 mg to 110.0 mg of acotiamide
ompeaeneHue hydrochloride hydrate. /
Ot 90,0 mMr mo 110,0 Mr akoruamupa
THJPOXJIOpUAA 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
TabJeTok B KOHTYPHYIO SYEUKOBYIO YIaKOBKY U3 TJIEHKH
IO BUHUJIXJIOPHAHOM/MOJHBUHUNUACHXIOPUIHOH U donbru amomuHueBoi. I1o 5
KOHTYDHBIX sYeHKOBBIX YMaKOBOK BMECTE€ C HHCTPYKLMEH II0 MENMLHHCKOMY
NPUMEHEHUIO (JINCTKOM-BKIIA/IbILLIEM) B TAYKY KAPTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilponykr cooreTcTBYeT Tpebobanusm HJL 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Exgcutive /
[ToaroroBneHo: AWM ITpoeepeno:Pardeep Kumar Onobpeno: Mernemxep / PYKoBOAHTENb:
: Abhishek Chauhan Fa
Date / Date / Date /
Hara: 31.03.2024 Hara: 31.03.2024 oo | Mara: 31.03.2024,




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
HpoaykT: JucnesukT” TabneTKy, IOKPHITHIE IIIEHOYHOH 060m04KO#, 100 Mr

Market / PoiHox :Russia / Poccus

Batch No / ; Batch Quantity / . 900000.00 tab /

Cepus Ne £ ¥2400471 O6nem cepuu " 900000.00 Tab

Analytical Report No/ . 040002472404 Date of Analysis / . 31.03.2024

AHalHTHYeCKuii oTyeT No JlaTa anasu3za

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

JlaTa npousBoacTBa I'onen 1o

Mfg. License No. / MA number: /

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

JHueH3us Ne

Analysis performed according ND: / Auann3 nposegen no HJI: JI[T-Ne(001951)-(PI'-RU) dt. 14.03.2023 / JII-
Neo(001951)-(PT"-RU) ot 14.03.2023

Page 6 of 8 / CTp. 6 m3 8

API name / HaumenoBanue A®C: Acotiamide hydrochloride hydrate / AkoTHaMuia r’yApOXJIOPHIA THAPAT
INN / MHH: Acotiamide / AkOTHaMHUJ
API manufacturer batch number / ACT-23004, ACT-23005, ACT-23006
Homep cepun nponspoautenss ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMH NPOH3BOJANTEJIS FEQA00105, FEQA00106, FEQA00170
| W (OF
API Manufactured by & country / Emmennar Pharma Private Limited, India /
Hponssonurens ADC, cTpana: SOmMmensap Papma Ipaiiset Jlumurten, Uuaust
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)
HaumeHnoBaHue, aapec, JULEH3US T I-p Pennu’c Jlabopatopuc Jlta., Munus, [Ipon3sBoacTBEHHOE
IIpon3BoacTBeHHas miomaaka / Ilnomanka noapasaenenre-6, Bunn. Kxons, Hanarapx Poyn, bagau, JIucTpukr
KOHTpo.Js KayecTBa / Ilnmomagka Beimycka Conan, X.I1., 173205, Unaus (miuensus Homep MNB/05/263)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusaM HJJ 3akmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: Ambr Eu,rgar y ITposepeno:Pardeep Kumar Onobpeno: Menemxep //PyKoBoAHTEND:
~X Abhishek Chauhan ~ / f
\/ — o
Date / Date / Date /

Hara: 31.03.2024 ; , o | Mara::31.03,2024 ... i 1irio 0] HaTai-31503,2024,, 50
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Dr.Reddy’s ‘;‘ i

Distt, Solan, H.E, 173 205, INDA
0102
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product : Dyspevict film-coated tablets, 100 mg
| Ipoaykr: Jucnesuxt” TabIETKH, TIOKPBITHIE IIIEHOYHON 06010uk0#, 100 Mr
Market / PeiHOK :Russia / Poccus
Batch No / . Batch Quantity / _900000.00 tab /
Cepusi Ne V2400471 Ob6bem cepuu " 900000.00 Tab
Analytical Report No/ . 040002472404 Date of Analysis / . 31.03.2024
AnajnTHdeckuii oTuer No JaTa anaymza
Date of Manufacture / - 03/2024 Date of Expiry / . 02/2027
JaTa npou3BojacTBa I'ogen o ]
Mfg. License No. / MA number: /
IIpouseoacTBenHas : MNB/05/263 : : JIII-Ne(001951)-(PT-RU)
Homep PY
Junensusi Ne
Analysis performed according ND: / Anaau3 nposeaen no HJI: JIIT-Ne(001951)-(PT-RU) dt. 14.03.2023 / JIII-
Ne(001951)-(PI'-RU) ot 14.03.2023

Page 7 of 8/ Ctp. 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/I0ueHHe 0 COOTBETCTBHM: «HacTosIuM s MOATBEPXK a0, YTO NMpPUBEJCHHAs Bbllle MHQOPMALIUS ABJIACTCS
JIOCTOBEPHOI M TOYHOM. DTa cepust NPOAYKLUMM MPOM3BE/CHa (BKIOYas YNMaKoBKY (MapKMpPOBKY) M KOHTPOIb
KauecTBa) Ha BBILNIEYKA3aHHON MPOM3BOJACTBEHHON IUIOLaAKe (IUIOAJKax) B IIOJIHOM COOTBETCTBHHM C
Tpe6oBanusamu [IpaBuil Haznexalei NpoU3BOACTBEHHON NpPakTUKK EBpasMicKoro sKoHOMMYecKoro cotosa (Ne

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

IIpumeuanue: [Tponykt cooTBeTcTBYET TpeboBanuaM HJI 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exegutive /

IToaroroeneno: Ambresh Kumar [Iposepeno:Pardeep Kumar Onobpeno: Menemxkep / Pykosoaugens:
~ Y\ p Abhishek Chauhan / ”

Date / Date / Date/ B}

Jara: 31.03.2024 ) Jara: 31.03.2024 ... ... ). Jarai31.03.2024. ..




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

. CEPTUGHKAT AHAJNIM3A
Product : Dyspevict film-coated tablets, 100 mg
MpoxykT: Jlucnesukt" TabIIETKH, MOKPBIThIE MIIEHOYHOM 060510uKoi, 100 M
Market / Poinok :Russia / Poccus
Batch No / . V2400471 Batch Quantity / : 900000.00 tab /
Cepus Ne O0bem cepuH 900000.00 Tab
Zndlyeal Report No/ © 040002472404 Dite oL Analysis / © 31.03.2024
AnanuTnyeckuii oTuer Ne JaTa anasmmza
Date of Manufacture / - 03/2024 Date of Expiry / - 02/2027
JaTta npon3BoacTBa Ionen no
Mfg. License No. / MA number: /
ITpouzBoacTBEeHHAS : MNB/05/263 ’ < JIIT-Ne(001951)-(PI'-RU)
Homep PY
Junenzns Ne
Analysis performed according ND: / Ananu3 nposeaen nmo HJI: JITT-Ne(001951)~(PI™-RU) dt. 14.03.2023 / JIII-
Ne(001951)-(PI'-RU) or 14.03.2023

GMP/EAEU/RU/00554-2022 o1 02 cenTadpsa 2022) u TpeGOBaHUAMM KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPENICTB,
a TakKe B COOTBETCTBHM €O crneurdUKalUiIMU, COAEPXKALLUMUCSA B PEFUCTPALIMOHHOM J0ChE CTPAHbI-UMITOpPTEpA.
3anucH 110 NPOM3BOJCTBY, YITAaKOBKE U aHaJIU3y MPOBEPEHb],  YCTAHOBIICHO UX COOTBETCTBUE TpeboBaHuAM [1paBun

Page 8 of 8 / Ctp. 8 u3 8

Hajexale Npou3BOACTBEHHON NPAaKTUKU EBpa3zuiicKOro 3KOHOMHUYECKOT0 COK3a.

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM H/J

Conclusion : APPROVED /
3aknawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /
[Toarorosneno: Ambresh Kumar [TpoBepeno:Pardeep Kumar Opnobpeno: Menemxkep / PykoBogNTENL:
( \,& Abhishek Chauhan 7
c‘ -
Date / Date / Date / !
Hara: 31.03.2024 Hata: 31.03.2024

Hata: 31.03.2024




