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Dr.Reddy’s Q:.*

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 20 mg
Hpoayxr: Juam® (Dnananpun), Tabaetku 20 Mr

Market / Poinok : Russia / Poccus

Batch No./ . B2601472 Batch Quantity / . 1800000 tabs /
Cepns N\e - Pazmep cepun * 1800000 TabneTox
Analytical Report No. / :

Wnnmmeweernii araer 3 2002FP26001 128 Tt pESUEgsY : 21-05-2026

JlaTa ananusa

JuueH3ua Ne

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

Jara npounssoacrsa Topen a0

| Mfg. License No. /

IpoM3BOACTBEHHAR : 63/RR/AP/96/F/R MA number: /Homep . 5y %,006292)-(PT-RU)

PY

Analysis performed according ND No / Ananus nposeaed mo HJ Ne: JIIT-Ne(006292)-(PI'-RU)-190724

Page1of 6/ Crp.1u36

Ne | Test/ IMoka3zareanb Result / PesyabTaTsl Specification / Hopma
1 Description / Onucauue White round, flat, beveled edged | White to off-white, round, flat, beveled '
tablets with "EMT" debossed on one |edged tablets with "EMT" debossed on
side and number "20" and a break line | one side and number "20" and a break line
on the other side. on the other side. Cross Cut Description:
.. . White to off white core. /
Cross Cut Description: White core. /
Benole wunu mtoutu Genbie, Kpyrisie,
Benbie, Kpyrible, NAOCKUe TabiIeTKH
[JIOCKHE TalMeTKM CO CKOLIEHHBIMH
CO  CKOLUCHHBIMM  KpasMmH, C o i .
,, " .. | kpasmu, ¢ tTucHenrem "EMT" na onHo#
TUCHEHUEM EMT Ha  OJHOM & Ay
o AR CTOpOHE u uudpoit 20 u
CTOpoHe W uudpoi 20 u o " »
. N . | pazmenurensHOW pHCKOH Ha  Apyroi
pa3aeNMTENLHOM PUCKOW HA Opyroit
cropore. Ha nmonepeuHom paspese sapo
CTOpOHE.
Georo uiiyd noutu 6e10ro UBeTa.
Ha nonepeuHoM pazpese sapo 6enoro
_ B LIBETA.
2 Identification / UaenTnpuxauus
2a | HPLC/B3XX The retention time of the major peak in | The retention time of the major peak in the

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

standard  solution. / Bpems
YIOEPXKHBAHHA OCHOBHOTO [MHKa Ha
XpomarorpamMmme MCIBITYEMOTrO

pacTBOpa COOTBETCTBYET BPEMEHM
yASPXKUBAHUSA MHKa SHajJalpuaa Ha
Xpomarorpamme CTAaHAAPTHOTO
pactBopa.

chromatogram of sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). /
Bpems yaep:xuBaHus OCHOBHOrO MHKa Ha
XpOMarorpaMMe HCIMBITYeMOro pacTBopa
JNO/DKHO ~ COOTBETCTBOBAaTb  BPEMEHM
yOEp>KUBAHUS TMKA DJHajanpuia Ha
KpoMaTorpamMMe CTaHAapTHOTO pacTeopa
(paznen «KonuuecTBeHHoOE
ofipefie/ieHHE»).

Remarks : The Product confirms to ND/
Ipumeuanue: [Npoaykr coorsercreyer Tpedosanuam HI

Conclusion : APPROVED /
3akmiouenue: OJJOBPEHO

control- Section Head

Prepared by / Checked by / ITposepeHo: Checked by (AQA) / Approved by: Quality
IMoaroroeneHo: D. Latha- Quality control- IMpoeepeHo (AOK): Assurance/Authorized person /
B. Satyanarayana - Quality || Team Member Ahamadullah Mohammad -  ||OnobpeHo: Obecneuenve

g , — tg g f Member

Quality Assurance- Team kauecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef- Quality g\ssurance-
Team Member

Date /[data: 22-05-2026 Date /Hata: 22-05-2026 Date /[ata: 22-05-2026 Date /data: ag,—OS_( 7/07’6




| Dr. ﬁeddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 20 mg
Mpoaykr: Juam® (Duananpun), Tabnerku 20 mr

Market / Poinok

: Russia / Poccus

Batch No. / . B2601472 Batch Quantity / . 1800000 tabs /
Cepusa Ne ’ Paszmep cepun 1800000 TabneTox
Analytical Report No. / .
Auanutiueckmit oraer  : 2002FP26001128 Date of Analysis / : 21-05-2026
JlaTa ananusa
Date of Manufacture / . 20-04-2026 Date of Expiry / . 31-03-2029
Jara npon3BoacTsa Topen no
Mfg. License No. /
MpoussoacTRennas : 63/RR/AP/96/F/R 1;4;," number: /Homep . 11 N (006292)-(PT-RU)
JMueHzus Ne

Analysis performed according ND No / Ananns nposeaen mo HJ Ne: JIIT-Ne(006292)-(PI'-RU)-190724

Page2 of 6/ Crp.2 3 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 MATHO Ha
XpOMaTorpamMmMe HCIMbITYEMOTO pacTBopa
JNOJDKHO COOTBETCTBOBaTb OCHOBHOMY
[ATHY Ha XpOMarorpamme CTaHOapTHOrO
pacTBopa.

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

- Cr0H28N205-C4H404 (Enalapril maleate)
Un#t-2 / Tabn.-2 101% of the label claim in 30 min. / He menee
Unit-3 / Tabn.-3 101% 80 % (Q) oT HOMHUHANILHOTO COAEPHKAHUSA

. o C20HasN205°C4H4O4 (3Hananpuna
Unit-4 / Tabn.-4 102 % Mastear) depes 30 MUH.

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

4 Uniformity of dosage units / | 3.8/3,8 The Acceptance Value (AV) should be
OAQHOPOAHOCTH J03MPOBAHHBIX less than or equal to 15.0. / ITokasarens
eAMHHULL npuemaemoctu (AV) nomkeH ObITb HeE

Gouee 15,0.

5 Impurities / Ipumecn
Enalaprilat / Snananpunar Not detected / He 0O6HapyxKeHa Not more than 1.5 % / He Guaee 1,5 %
Enalapril  diketopiperazine / | Not detected / He oGHapyx«eHa Not more than 2.5 % / He Gonee 2,5 %
DHananpuaa AMKETONUIIepa3uH

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3axuouenune: OJJOGPEHO

Prepared by /
[ToaroTrosneHo:

B. Satyanarayana - Quality
control- Section Head

Checked by

D. Latha- Quality control-
Team Member

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

/ ITposepeHo:

Member

gy

Ahamadullah Mohammad -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieueHre
kauecTBa/OTBETCTBEHHOE JIMLO:
S. Haneef- Quality, Assurance-

Team Member f\_/

Date /JJata: 22-05-2026 Date /[lara:

22-05-2026

Date /[aTa: 22-05-2026

Date /[lata: @3- og,,lo),ﬂ.




Dr. Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A
Product: Enam® (Enalapril) tablets 20 mg
Mpoaykr: Duam® (Duananpun), Tabnetku 20 Mr 3
Market / Poinok : Russia / Poccus
Batch No. / . B2601472 Batch Quantity / . 1800000 tabs /
Cepus Ne ) Pasmep cepuu * 1800000 Tabnerok
Analytical Report No. / .
Awagunueckuii oruer ¢ 2002FP26001128 Diteof Analysis./ : 21-05-2026
JlaTa ananusa
Date of Manufacture / . 20-04-2026 Date of Expiry / . 31-03-2029
|JaTa npou3BoAcTBa T'onen o
Mfg. License No. / .
LT ——— : 63/RR/AP/96/F/R ll:’[yA number: /Homep . 1y %i(006292)-(PT-RU)
auueH3us Ne
Analysis performed according ND No / Ananus nposeaed no HJL Ne: JITI-Ne(006292)-(PI'-RU)-190724
Page3 of 6/ CTp.3 u3 6

Total 1umpurmes /' Cymma | Not detected / He obHapyskeHa Nt triote than 3.0 %/ Fle Bones 3,0 %

npumecein

6 Assay /  KoauuecTBeHHoe 199 mg/ 19,9 mr From 180mg to 220mg of
onpegeaeHue 5 5 C20H28N205:C4HsO4 (Enalapril

(29.6% 90,674) maleate) per tablet (90.0 % to 110.0 %

of the label claim). /

Or 18,0 mMr zo 22,0 mr

Ca0H28N205-C4sHyO4 (3Hananpuna

manear) B Tagnetke (ot 90,0 % no

110,0 % OT HOMHHAJILHOTO COAEPIKAHMS).
7 Water / Bona 0.6 %/ 0,6% Not more than 6.0 %. / He 6onee

6,0 %.

8 Microbiological purity* / Mukpo6uoaoru4yeckas yncrora*

a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10° CFU/g. /

Count / O6ee u1cno a3poGHBIX Menee 10 KOE/r. He 6onee 10° KOE/T.

MHKPOOPTaHA3MOB

b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 10? CFU/g. /

moulds count / OB6wee uucno Menee 10 KOE/r. He 6onee 10> KOE/T.

OPONOKEBBIX M IUJIECHEBBIX

rpuboB

c) Escherichia Coli Absent in I gram / Shall be absent in 1 gram. /
OrcytctByerB 1l 1 OtcytcrBue B 1 T.

9 Subdivision of tablets / Complies / CooTBetcTByeT The tablets comply with the test, if not
OnHopoaHOCTHL Macc NpH more than 1 individual mass is outside the
AeNleHHH Tal1eTOK limits of 85 % to 115 % of the average of

mass. The tablets fail to comply with the

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

[Ipumeyanne: [IponykT cooTBeTCTBYET TpeboBanuam HJJ 3axawouedue: OJJOBPEHO

Prepared by / Checked by / ITposepeno: Checked by (AQA) / Approved by: Quality

[ToaroroeneHo: D. Latha- Quality control- ITpoeepeno (AOK): Assurance/Authorized person /

B. Satyanarayana - Quality [[Team Member Ahamadullah Mohammad -  [|OnobpeHo: Ob6ecneuenue

control- Section Head Quality Assurance- Team kauecTBa/OTBETCTBEHHOE TULO:

L&f_’ Member M S. Haneef- Quality Assurance-
Team Member ,&/_
Date /[lata: 22-05-2026 Date /[lara: 22-05-2026 Date /Jara: 22-05-2026 Date /[lata: o‘& 0 g‘,w%




| 'Dr.'Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 20 mg
Mpoaykr: Juam® (Dnananpui), Tabaerkn 20 Mr

A"anuTnyeckuii oruer  : 2002FP26001128
JlaTa aHanaunza

Market / PoiHok : Russia / Poccus

Batch No. / . B2601472 Batch Quantity / . 1800000 tabs /
Cepus Ne i Pasmep cepunu * 1800000 Tabnerok
Analytical Report No. / Date of Analysis /

: 21-05-2026

Date of Manufacture / Date of Expiry /

Januedsus Ne ad

: 20-04-2026 : 31-03-2029
Jlata npon3BoacTBa T'oaen no
Mfg. License No. /
R . 63/RR/AP/96/F/R MA number: /Homep . 1y 006202)-(PT-RU)

Analysis performed according ND No / Auaans nposegen no HJ{ Ne: JITT-Ne(006292)-(PI'-RU)-190724

Page4 of 6/ Ctp. 4 u3 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. / TaGnerku
COOTBETCTBYIOT TpeOOBaHUAM, eclu He
6onee 1 eauHUYHAsA Macca OTKIIOHSETCA
3a npenensl 85 % - 115 % ot cpenneit
macchl. TabieTku He COOTBETCTBYIOT
TpeGobaiisiM, oo Ooyee  rem 1
WHOMBYIYyalbHAS Macca OTKIOHAETCS OT
3TUX npeaesos WK, eclIk 1
HWHAUBHOYyalbHas Macca OTKJIOHSETCH 3a
aopemenst 75 % - 125 % ot cpenHeit
Macchl.

10 | Package/ Onucanue 10 tablets in blister of three-layer foil
YHAKOBKH (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. /

[lo 10 Tabnetrok B Osaucrepe u3
TPEXCIONHOM tdonbru
(OITA/An/TIBX) M  amOMUHHMEBOM
doneru ¢ TEpMOCBapuBaEMbIM
JIaKOBBIM NOKPbITHEM Ha
3areyarTbiBaeMoit CTOpoHe.

Ilo 2 Gnucrepa BMecTe C JIUCTKOM-
BKJIAJBILIEM B N1a4Ky KAPTOHHYIO.

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. /
Tabnemiu 2,5 me

Remarks : The Product confirms to ND/
INpumeuanne: [Iponykt cooTBeTcTBYET TpeboBauusam H/J

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

gvg — (g / MemberW

Prepared by / Checked by / ITpoeepeHo: Checked by (AQA) / Approved by: Quality
[ToaroToBaeHo: D. Latha- Quality control- [TpoBepeno (AOK): Assurance/Authorized person /
B. Satyanarayana - Quality ||Team Member Ahamadullah Mohammad - OpobpeHo: Obecneuenue
control- Section Head Quality Assurance- Team kayecTBa/OTBETCTBEHHOE JIMLIO:

S. Haneef- Quality, Assurance-
Team Member 9,

Date /[lata: 22-05-2026 Date /[lata; 22-05-2026 Date /[laTa: 22-05-2026 Date /Jlara: 08 ﬂf/%%
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CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 20 mg
Mpoaykt: Duam® (Quananpun), Tabaerku 20 mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 1800000 tabs /
Cepus Ne s B2E0140 Pazmep cepuu 1800000 Tabnetok
Analytical Report No. / N
Anajgutudeckuii oruer  : 2002FP26001128 Date:of Aualysix/ : 21-05-2026
JlaTa aHaJu3a
Date of Manufacture / . 20-04-2026 Date of Expiry / . 31-03-2029
Jdarta npon3BoacTBa T'open o
Mfg. License No. /
| e ————— : 63/RR/AP/96/F/R ryA number: /Homep . 1y ni(006292)-(PT-RU)
JanueH3nsa Ne

Analysis performed according ND No / Auaau3 nposeaen no HJI Ne: JITI-Ne(006292)-(PT'-RU)-190724

PageS5of 6 /Crp.5u3 6

ITo 10 Tabnerox B Onucrepe w3
Tpexcnoiiuoi ¢oasru (OIA/An/TIBX) u
AIOMHHUEBO ¢doabru c
TEPMOCBAPHUBAEMbIM JIAKOBBIM
TOKpBITHEM Ha 3are4aTbIBaeMOii
CTOpPOHE.

[lo 2 OGnucrepa BMecCTE C JIUCTKOM-
BKJIaIbILUEM B MA4Ky KapTOHHYIO.
Tabacmuu 5 e, 10 a2, 20 a2

[Io 10 -Tabmerox B Onucrepe U3
Tpexcnoinoii oasru (OITA/AN/TIBX) u
aIOMUHUEBOH donsru ¢
TEPMOCBapUBAEMbIM TTaKOBBIM
TIOKPBITUEM Ha 3arnevarbiBaeMoii
CTOpOHE.

[lo 2, 5, 6, 10 GnucrepoB BMecTe C
JIUCTKOM-BKJIAABbILIEM B nadyky
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. /

* - [lpoBoauTcs  TNPOM3BOAMTENEM TP  BBIMYCKE  [epuUOoAMdecKH: st kaxkaod  20-od  cepud WM
He meHee 1 pasa B roa. [Tokazarens MOXeT ObITh HE BKJOUEH B CepTU(MKAT aHau3a QUPMBIL.

API name / HaumeHoBaHne A®C: Enalapril Malcate / Dnananpuna maneat

INN / MHH: Enalapril / Duananpun

API manufacturer batch number / AETHO000276

Homep cepun nponssoautenn A®C:

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

[pumeuanue: [Ipooykrt coorBercTBYeT TpeboBaHusimM H/J

3akmwouenne: OJJOBPEHO

Prepared by /
[MoarorosneHo:

B. Satyanarayana - Quality
control- Section Head

Q&/

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

Ly

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

Ahamadullah Mohammad -
Quality Assurance- Team

Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHne
kavecTBa/OTBETCTBEHHOE JIMLIO!

S. Haneef- Quality f\ssurance-
Team Member

Date /[{ata: 22-05-2026

Date /[Tara: 22-05-2026

Date /Jata: 22-05-2026

Date /Jlara: &3/65-/7'9%
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

Product: Enam® (Enalapril) tablets 20 mg
Mpoayxr: Fuam® (Duananpun), Tabnetku 20 mr

Market / PbiHok : Russia / Poccust

Batch No./ A Batch Quantity / . 1800000 tabs /
Cepus Ne skt Pasmep cepun " 1800000 Tabnerok
Analytical Report No. / .

Aunanurnyeckuii oruer @ 2002FP26001128 el : 21-05-2026

JlaTa aHaJau3a

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

JlaTta npousBoacTBa T'ogeH g0

Mfg. License No. / .

NpokssoacTaenas . 63/RR/AP/96/F/R 1;1;‘ number: /Homep . ;13 n.(006292)-(PT-RU)

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

Page 6 of 6 / Crp. 6 13 6
FP Manufacturer API Batch number / FBTA00059
Homep cepun cy6cTanuuu npoussoaurtens [JIdD:
API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
Ipounssogurens A®C, crpana: J-p Pennu'c JTaGopatopuc JIta., Unous
Name, address, authorization No for FP manufacturing | gormulation Tech Ops - I Survey No. 42p, 43, 44p, 45p, 46p,
site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
HaumeHoBaHnme, agpec, AHUEH3UA A5 Malkajgini District - 500090, Telangana State, India (license
ITpouseoacTeeHHas muomaaka / [laowaaka KOHTpoJas No 63/RR/AP/96/F/R) / IlpousBoacteeHHOE NoaApazaeneHue-
kauecrsa / [lnowaaka Boinycka I1, Yuactiu Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, Bauynanau
Bunnamxk, bauynamnu Manaan, Meayan Manakamkrupu
Huctpukt — 500090, wrar Tenaurana, Unaus (JTuuensus Ne
63/RR/AP/96/F/R).

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». /

3aknioueHue o coOTBeTCTBUU: «HacTosluM s MOATBEP)KAald, YTO NpHUBEAEHHAs Bbllie MHGOPMaUUs SBISETCS
NOCTOBEPHOH M TOYHOW. DTa Cepus MpPOLYKLMH Npou3BeneHa (BKIOUYas YNakoBKy (MapKMpOBKY) M KOHTPOIb
KaueCTBa) Ha BbILICYKa3aHHOH MPOU3BOACTBEHHOM Mowazake (MIolaakax) B oJHOM COOTBETCTBUH C TpeOOBAHHUSMHU
Tpasun Haanexauei MPOU3BOACTBEHHOM NpaKTHUKU EBpa3zuiickoro IKOHOMHUYECKOTO cor3a
(NeGMP/EAEU/RU/02346-2025 ot 25 ceurtsabps 2025) u TpeGOBaHHAMM KOHTPOJIS KAa4yecTBa JICKApCTBEHHBIX
CPEACTB, @ TAKXKE B COOTBETCTBHHM CO creUMHUKAUMAMH, COAEPIKAUIMMUCS B PETMCTPALMOHHOM AOCHE CTPaHBbIl-
uMnoprepa. 3anucH N0 NPOU3BOACTBY, YMAKOBKE M aHalMW3y [POBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBUE
TpeboBanusm IlpaBu Hannexalled NPOW3BOACTBEHHOM NpakTHKK EBpazuiickoro 3KOHOMHUUECKOro COK3ay.

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

Ipumeuanne: Ipoaykr coorBeTcTBYET TpeboBaHusm HJL 3aknouenue: OJOBPEHO

Prepared by / Checked by / [Tpoeepeno: Checked by (AQA) / Approved by: Quality

[Moarorosnexo: D. Latha- Quality control-  [|TIposepeHo (AOK): Assurance/Authorized person /

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

control- Section Head Quality Assurance- Team KauecTea/OTBETCTBEHHOE JIMLIO:
S Member M S. Haneef- Quality Assurance-

Team Member A
Date /[ata: 22-05-2026 Date //lara: 22-05-2026 Date /[lara: 22-05-2026 Date /Jata: X2 05 2004




