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Dr.Reddy’s Q,‘o.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 20 mg
Mpoayxrt: Duam® (Suananpun), Tabaerku 20 mMr

Market / Peinox

: Russia / Poccus

Batch No. / . B2601472 Batch Quantity / . 1800000 tabs /
Cepusa No ) Pa3mep cepun * 1800000 Tabnerok
Analytical Report No. / ;

AnanuTaueckuii oruer 1 2002FP26001128 Date of Analysis] : 21-05-2026

MaTa ananu3a

Date of Manufacture / . 20-04-2026

Date of Expiry /

: 31-03-2029
I[aTa ﬂpO"3B0}.’lCTBa FoneH ao
Mfg. License No./
Ipon3BoACTBeHHAS : 63/RR/AP/96/F/R MA number: /Homep . 1y ny006292)-(PT-RU)

Juuensus Ne

PY

Analysis performed according ND No / AHanns nposegen no HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724

Page1 of 6/ Crp.1u3 6

Ne | Test/ [okaszaTean

Result / PesyabraTni

Specification / Hopma

1 Description / Onucanue

White round, flat, beveled edged
tablets with "EMT" debossed on one
side and number "20" and a break line
on the other side.

Cross Cut Description: White core. /

benele, kpyrible, MIOCKHe TabNeTKH

CO  CKOLUEHHBIMH  KpasMmu, ¢
tucHeuneM "EMT" wHa opHoit
cropoue u  uudpoit "20" wm

pazfenuTenLHON pUCKO Ha Opyroit
CTOPOHE.

Ha nonepeuHom paspese snpo denoro
uBeTa.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on
one side and number "20" and a break line
on the other side. Cross Cut Description:
White to off white core. /

Bensle winM noutu Oenble, KpYTIBIE,
TIockne TabieTku CO  CKOLUEHHBIMH
KpasMu, ¢ TUcHeHueM "EMT" Ha ogHoi
CTOpOHE u uudpoi "20" U
pa3fenuTeNbHOM pUCKOH Ha Apyro#
ctopoHe. Ha nomnepeyHoMm paszpese sapo
6e10ro 1K NoYTH 6ESIoro UBeTa.

2 Identification / UnenTnpuxauns

2a | HPLC/B3)XXX

The retention time of the major peak in
the chromatogram of sample solution
corresponds with the retention time of
Enalapril peak in the chromatogram of

standard  solution. / Bpems
yAep>KUBaHHSI OCHOBHOTO MHKa Ha
XpoMarorpamme HCIIBITYEMOro
pacTBOpa COOTBETCTBYET BPEMEHH
YACPKUBAHUSA TMHUKa 3SHajanpuia Ha
Xxpomarorpamme CTaHAapTHOTO
pactBopa.

The retention time of the major peak in the
chromatogram of sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). /
Bpems yaepxuBaHus OCHOBHOTO NMHKa Ha
XpOMATOrpaMMe UCILITYEMOrO PacTBoOpa
JIOJDKHO ~ COOTBETCTBOBaTb  BPEMEHU
yOep)KMBaHUS [MKa DJHAmanpuia Ha
XpOMAaTOrpamMMe CTaHAapTHOrO pacTBopa
(pazaen «KonuuectseHHoe
onpeaeaeHue»).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO

Ipumeuanne: [Tpoaykr cooTreTcTBYEeT TpeboBanuam HJL

Prepared by /
IToaroroeneHo:

B. Satyanarayana - Quality
control- Section Head

Gy

Checked by / [TpoeepeHo:
D. Latha- Quality control-
Team Member

e

Checked by (AQA) /
ITposepeno (AOK):

Ahamadullah Mohammad -
Quality Assurance- Team

Member M

Approved by: Quality
Assurance/Authorized person /
Onobpeno; ObecneueHne
kauecTBa/OTBETCTBEHHOE NHLO:
S. Haneef- Quality, Assurance-
Team Member )9)

Date /[lara: 22-05-2026

Date /aTa: 22-05-2026

Date /[ara: 22-05-2026

Date /ara:

9365702




Dr.Reddy’s Q¢
CERTIFICATE OF ANALYSIS
CEPTU®UNKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 20 mg
Opoaykr: Suam® (Duananpun), Tabnetku 20 Mr

Market / Puivok : Russia / Poccus

Batch No. / . B2601472 Batch Quantity / . 1800000 tabs /
Cepus Ne ) Pazmep cepun " 1800000 Tabaerok
Analytical Report No. / :

Anagmrnuecicuii oraer ¢ 2002FP26001128 i : 21-05-2026

Jlara aHaqin3a

Date of Manufacture / © 20-04-2026 Date of Expiry / . 31-03-2029
JlaTa npou3BoacTBa T'open a0
Mfg. License No. /

[Ipon3BoacTBeHHas : 63/RR/AP/96/F/R 1:[;\ mumber:. J Hosep
JuueH3us Ne
Analysis performed according ND No / Auaan3 nposeaen mo HJI Ne: JIIT-Ne(006292)-(PI'-RU)-190724

: JIHI-Ne(006292)-(PI'-RU)

Page 2 of 6 / Ctp. 2 u3 6

2b | TLC/TCX Complies / CooTBeTcTBYET The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE MNATHO Ha
XpoMaTorpamme HCIBITYeMOro pacTBopa
JO/KHO COOTBETCTBOBATH OCHOBHOMY
[ATHY Ha XpOMarorpamMe CTaHOapTHOTO
pacreopa.

3 Dissolution / PacTBopenue Unit-1/ Ta6n.-1 103% Not less than 80% (Q) of

- C20H2sN205CsH4O4 (Enalapril maleate)
Unit-2./ Tabn.-2 % of the label claim in 30 min. / He menee
Unit-3 / Ta6n.-3 101% 80 % (Q) OT HOMHUHAJIBHOTO COAEPXKAHUS

- Ca0H28N>05-C4H404 (nananpuna
Unit-4 / Ta6n.-4 102 % manear) gepes 30 MUH.

Unit-5 / Tabn.-5 103%
Unit-6 / Tabn.-6 101%

4 Uniformity of dosage units / | 3.8/38 The Acceptance Value (AV) should be
OaHOpPOAHOCTH J03HPOBAHHBIX less than or equal to 15.0. / [Tokazarens
eAMHHIL npuemsieMocti (AV) nomkeH ObITb He

oonee 15,0.

5 Impurities / [Ipumecu

Enalaprilat / DHananpunar Not detected / He 0GHapy>keHa Not more than 1.5 % / He 6onee 1,5 %
gnalapnl diketopiperazine / | Not detected / He oGHapyxeHa Kot more than 2.5 % # He Sunee 2.5 %
HaJlanpuia JUKeTONUINEPa3uH

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

ITpumeyanne: Ipoaykt coorsercTyeT Tpeboranusam HJL 3akaouenue: OJJOGPEHO

Prepared by / Checked by / [1poBepeHo: Checked by (AQA) / Approved by: Quality

IToarororneHo: D. Latha- Quality control- [Mpoeepeno (AOK): Assurance/Authorized person /

B. Satyanarayana - Quality |[Team Member Ahamadullah Mohammad - ||Ono6peno: ObecneueHue

control- Section Head Quality Assurance- Team kauecTBa/OTBETCTBEHHOE JULO:
C — Member M S. Haneef- Quality Assurance-

’{ Team Member
Date /[Jara: 22-05-2026 Date /laTa: 22-05-2026 Date /[Jata: 22-05-2026 Date /[ara: &B ——65'/7@%




Dr. Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 20 mg
Mpoaykt: Duam® (Dnananpun), Tabnetku 20 mr

MA number: / Homep

Ilpon3BoacTBeHHas : 63/RR/AP/96/F/R PY

auneH3nsa Ne

Market / Poinok : Russia / Poccus
Batch No. / . B2601472 Batch Quantity / . 1800000 tabs /
Cepus Ne ’ Pa3mep cepun * 1800000 Tabnerok
Analytical Report No. / .
Anasuraseckmii oruer @ 2002FP26001128 Date-0):Xunlysies : 21-05-2026
JlaTa ananusza
Date of Manufacture / . 20-04-2026 Date of Expiry / . 31-03-2029
JlaTa npousBoacTea T'oxen g0
Mfg. License No. /

: JIT-Ne(006292)-(PT-RU)

Analysis performed according ND No / Anaau3 nposeaen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724

Total impurities / Cymwma | Not detected / He oGHapyxeHa

Page3 of 6/ Crp.3u3 6
Not more than 3.0 % / He 6onee 3,0 %

npumecei
6 Assay /  KounuecTrBeHHoe 199 mg/ 19,9 mr From 180mg to 220mg of
onpeneenue o o C20H2sN205-C4H4O4 (Enalapril
GRRLAE B9.6%) maleate) per tablet (90.0 %to 110.0 %
of the label claim). /
Or 18,0 mr o 22,0 mr
Ca0H28N205-C4H404 (3Hananpuna
manear) B Tabnerke (or 90,0 % no
110,0 % OT HOMHHANBLHOTO COEPKAHHSA).
7 Water / Boaa 0.6 %/ 0,6% Not more than 6.0 %. / He Gonee

6,0 %.

8 Microbiological purity* / MukpoGuosoruyeckas yucrora®

OtcyrcTByerB 1 1

a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10° CFU/g. /
Count / Ob1uee 4ncio adpoOHbIX Menee 10 KOE/r. He 6onee 10> KOE/r.
MHKPOOPTraHHW3MOB

b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 10? CFU/g. /
moulds count / O6wee uwncno Menee 10 KOE/r. He 6onee 10> KOE/r.
APOXKIKEBBIX 141 IMJIECHEBBIX

rpuboB

c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram. /

OrcyrcrBue B 1.

9 Subdivision of tablets / Complies / CoorercTByeT
OaHopoaHOCTL Mace npu
AeJeHun TabieToK

The tablets comply with the test, if not
more than 1 individual mass is outside the
limits of 85 % to 115 % of the average of
mass. The tablets fail to comply with the

Remarks : The Product confirms to ND/
[Mpumeuanne: [lponykt coorercTByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akmoyenune: OJJOGPEHO

Prepared by / Checked by / Iposepeno: Checked by (AQA)/ Approved by: Quality
[ToaroTosneHo: D. Latha- Quality control- [MTpoeepeno (AOK): Assurance/Authorized person /
B. Satyanarayana - Quality [|Team Member Ahamadullah Mohammad -  ||Oa06peno: ObecneueHue
control- Section Head Quality Assurance- Team kauecTBa/OTBETCTBEHHOE JIMLIO:

7 = Member M S. Haneef- Quality Assurance-
Team Member )

Date //lara: 22-05-2026 Date /[lata: 22-05-2026 Date //Tata: 22-05-2026 Date /[ara: :Lz oy /‘),o?,jo




| Dr. heddy’s Q‘:’.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 20 mg
Mpoaykr: Juam® (Duananpun), Tabnetku 20 Mr

Market / Pinok : Russia / Poccust
Batch No./ - B2601472 Batch Quantity / i 1800000 tabs /
Cepus Ne Pa3mep cepnn 1800000 Tabnerok

Analytical Report No. /

Date of Analysis /

Aunanutuieckuii oryer ¢ 2002FP26001128 : 21-05-2026
[aTa anaausa

Date of Manufacture / . 20-04-2026 Date of Expiry / . 31-03-2029

JlaTa npou3BOACTBA T'onen a0

Mfg. License No. /
IlpousBoacTBeHHasn
JauueH3us Ne

: 63/RR/AP/96/F/R

MA number: / Homep
Py

: JITI-Ne(006292)-(PT-RU)

Analysis performed according ND No / Ananus nposegen no HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724

Page4 of 6/ Crp. 4 13 6

test, if more than 1 individual mass is
outside these limits, or if 1 individual
mass is outside the limits of 75 % to
125 % of the average mass. / TabneTku
COOTBETCTBYIOT TpeOOBaHUAM, €CIH He
Qosice 1 eOWHMYHAA Macca OTKNOHSETCH
3a npexpensl 85 % - 115 % ot cpeaneit
maccel. TabneTku HE COOTBETCTBYIOT
TpeboBauusiM, ecnu Oonee uem 1
WHIMBUAYallbHAS Macca OTKIOHAETCS OT
3TUX  NpPENenoB  WIH,  €CIH 1
WHAMBMIYaJIbHAs Macca OTKIOHSAETCH 3a
npenenst 75 % - 125 % ot cpennei
MacCHI.

10 | Package / Onucanue

YNAKOBKH

10 tablets in blister of three-layer foil
(OPA/AI/PVC) foil and Aluminum
foil with heat seal lacquer coating on
the sealing side.

2 blisters and patient information
leaflet in a carton pack. /

[To 10 Tabnerox B Onucrepe u3

TpexcaoiHon thonbru
(OTTA/An/TIBX) W  aIlOMHHHEBO#
donmbru ¢ TEPMOCBapHUBAEMbIM
JIAKOBBIM MOKPBITHEM Ha

3areyarbiBaeMoii CTOpOHe.
[To 2 Gnucrepa BMECTE C JIMCTKOM-
BKJIaJBILIEM B Ma4Ky KapTOHHYEO.

Tablets 2.5 mg
10 tablets in blister of three-layer foil

(OPA/AI/PVC) foil and Aluminum foil
with heat seal lacquer coating on the
sealing side.

2 blisters and patient information leaflet in
a carton pack.

Tablets 5 mg, 10 mg, 20 mg

10 tablets in blister of three-layer foil
(OPA/AI/PVC) foil and Aluminum foil
with heat seal lacquer coating on the
sealing side.

2,5, 6, 10 blisters and patient information
leaflet in a carton pack. /
Tabnemxu 2,5 m2

Remarks : The Product confirms to ND/

Ilpumeuanue: Ilpoaykr coorBercTByeT TpeboBanuam HJL

Conclusion : APPROVED /
3axawyenue: OJJOBPEHO

Prepared by /
IToaroToBeHO:

B. Satyanarayana - Quality
control- Section Head

£ —"

Checked by / [TposepeHo:
D. Latha- Quality control-
Team Member

Checked by (AQA) /
[NposepeHo (AOK):

Ry

Ahamadullah Mohammad -
Quality Assurance- Team

Member W

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneuyeHune
kauecTBa/OTBETCTBEHHOE JIULIO:
S. Haneef- Quality Assurance-
Team Member f- -

Date /[ara: 22-05-2026

Date /[lata: 22-05-2026

Date /Jlara: 22-05-2026

Date /[ata: 23 ~65 - ?’OP’C'J




O Reddv @%

Dr. Reddys o
CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTA3A

Product: Enam® (Enalapril) tablets 20 mg
Mpoaykr: Duam® (Suananpun), Tabnetku 20 mr

Market / Poinox : Russia / Poccus

Batch No. / . B2601472 Batch Quantity / . 1800000 tabs /
Cepus Ne ) Pa3mep cepuu " 1800000 Tabnerok
Analytical Report No. / .

Anaamtueckuii orwer  : 2002FP26001128 Date of Analysis / : 21-05-2026

laTa ananusa

Date of Manufacture / . 20-04-2026 Date of Expiry / . 31-03-2029

JlaTta npon3BoAcTBa Toaen g0

Mfg. License No. / .

MpomssoacTBenHan . 63/RR/AP/96/F/R Il‘f&j“ number: /Homep . 11y n.(006292)-(PT-RU)

Junen3ns Ne
Analysis performed according ND No / Anasiuz nposeaen mo HJ Ne: JITT-Ne(006292)-(PI'-RU)-190724

PageSof 6/ Crp. 513 6
Ho 10 Tabmerox B Omuctepe wu3
Tpexchoiinoit donbru (OITA/AN/TIBX) u

aIOMUHHEBOMH ¢oneru ¢
TEPMOCBapHBAEMbIM JTAKOBBIM
MOKPBITHEM Ha 3aneyaTblBaemMoi
oTopolie,

Ilo 2 OGnucrepa BMecTe C JIMCTKOM-
BKJIaJIbILIEM B MAYKy KAPTOHHYIO.
Tabaemku 5 ve, 10 ne, 20 vz

Ilo 10 Tabmetox B Onucrepe u3
TpexcioiHoit donsru (OITA/AN/TIBX) u

aNIOMUHHEBOH donsru c
TEPMOCBapHBAEMbIM JTaKOBBIM
MOKPBITHEM Ha 3aneyaTsiBaeMoii
CTOpPOHE.

Io 2, 5, 6, 10 GmucrepoB BMecTe C
JIUCTKOM-BK/Ia/BILIEM B nayKy
KapTOHHYIO.

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be absent
from the Company's certificate of analysis. /

* - TlpoBoguTcsi  MpPOW3BOAMTENIEM MPH  BBITYCKE  MMEPUOAMYECKM: Juist  kaxaod  20-0ff  cepun  wiu
He meHee | pa3a B roa. [Tokazarens MoxeT ObITh He BKIIIOYEH B cepTUdHUKAT aHanu3a Gupmbl.

API name / HaumeHoBanue ADC: Enalapril Maleate / Quananpuna manear

INN / MHH: Enalapril / Qnananpun

API manufacturer batch number / AETHO000276

Homep cepun npoussoautens A®C:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: [poaykr cooTrercTByeT TpedoBanuam HJJ 3axaouenue: OJOBPEHO
Prepared by / Checked by / lpoeepeno: Checked by (AQA)/ Approved by: Quality
IoaroToBneHo: D. Latha- Quality control- [MTpoeepero (AOK): Assurance/Authorized person /
B. Satyanarayana - Quality ||Team Member Ahamadullah Mohammad -  [[Oxo6peno: ObecnedeHue

control- Section Head %‘ Quality Assurance- Team kauectsa/OTBETCTBEHHOE JIULIO:
Member M S. Haneef- Quality Assurance-
g"[" Team Member g

Date /[lata: 22-05-2026  ||Date //lata: 22-05-2026 Date /[lata: 22-05-2026 Date /flata: &3 -05 2026




'Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 20 mg
Mpoaykr: Inam® (Inananpun), Tabnetkn 20 mMr

Market / Puinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 1800000 tabs /
Cepus Ne S BPgtlaae Pa3mep cepun " 1800000 Tabnerok
Analytical Report No. / .
Ananntudeckuii oruer  : 2002FP26001128 Diitesof Saalysis, : 21-05-2026
Jara ananuza
Date of Manufacture / . 20-04-2026 Date of Expiry / . 31-03-2029
JlaTa npousBoacTBa TopeH o
Mfg. License No. / .
IiponseokcTEeHnan . 63/RR/AP/96/F/R ll‘fyA number: /Homep . 117 n\y(006292)-(PT-RU)
JHueH3us Ne

Analysis performed according ND No / Ananun3s nposeaen mo HJI Ne: JITT-Ne(006292)-(PI'-RU)-190724

Page 6 of 6 / Ctp. 6 u3 6

FP Manufacturer API Batch number /
Homep cepuu cydcTaHuuu npoussoaurens I'J1d:

FBTAO00059

API Manufactured by & country /
Mponseoautenr ADPC, cTpana:

Dr. Reddy’s

[-p Peanu’c JTaboparopuc JIta., Mnans

Laboratories Ltd., India /

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

Haumenosaumue, anpec, auuensus 1is
IMpoussoacTeennas niaomanka / [noumanka koHTpoas
kayectBa / [l1omaaka Beimycka

Formulation Tech Ops -

No 63/RR/AP/96/F/R) /

Bunnamk, Bauynannu

53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri District - 500090, Telangana State, India (license

II, Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, Bauynanu

Juctpuxt — 500090, wrat Tenanrana, UHans (JIuuensus Ne
63/RR/AP/96/F/R).

II Survey No. 42p, 43, 44p, 45p, 46p,

HpOVBBOﬂCTBEHHOC noapasacicHUe-

Maunnan, Meaguan ManakamKripu

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/02346-2025 dt.
25 September 2025) 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». /

3aksoyeHHe 0 cooTBeTcTBHU: «HacTosuM s MOATBEpXkAal0, YTO MpPUBEAEHHAs Bbille WHGOPMALMS SBIAETCA
IOCTOBEpHOH M TOYHOW. DTa cepust MPOAYKLHH MpOM3BeAeHA (BKNtOUas YNakoBKy (MapKMpOBKY) M KOHTpOJb
Ka4yecTBa) Ha BbILIEYKA3aHHOM NPOU3BOACTBEHHOM MOLIAAKE ([UIOLIAAKaX) B [IOJTHOM COOTBETCTBHH C TpEOOBAHUAMU

[MpaBun

HaJieXaleHn

MIPOM3BOACTBEHHOM

MPaKTHKH

EBpazuiickoro

OKOHOMHWHYECKOI'o COoro3a

(NeGMP/EAEU/RU/02346-2025 ot 25 ceursOpst 2025) v TpeGOBaHUAMM KOHTPOJISI KauecTBa JEeKapCTBEHHBIX
CPEACTB, & TAKXE B COOTBETCTBMM CO CHEeLUDUKAUUAMH, COACPXKALIMMUCH B PErHCTPALMOHHOM JOChE CTpaHbI-
umroprepa. 3anucl MO NPOW3BOACTBY, YMAaKOBKE M aHANM3y [POBEPEHBbI, W YCTAHOBJIEHO HX COOTBETCTBUE
Tpeboranusam [TpaBun Hamnexareil NPOU3BOACTBEHHOM NMpakTHKK EBpa3uicKOro 3KOHOMHYECKOro COH3ax.

Remarks : The Product confirms to ND/
[Tpumeuanue: [Ipoayxr cooreTcTByeT TpeboBaHusam H/J

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by /
[ToaroTosnexo:

B. Satyanarayana - Quality
control- Section Head

gy(;/«

Checked by / [Tposepeno:
D. Latha- Quality control-
Team Member

-

Checked by (AQA) /
[Mposepeno (AOK):
Ahamadullah Mohammad -
Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIMLIO!

S. Haneef- Quality Assurance-
Team Member

Date /[Jara: 22-05-2026

Date /[lara: 22-05-2026

Date /Jlara: 22-05-2026

Date /flata: A3 ~OS olh






