KPATKA XAPAKTEPHCTHKA §
1. HME HA JEKAPCTBEHHA NPOAYKT

HYJIKOJIAKC ITHKO 7,5 mg/ml xanxu nepopansm, pasTeop
DULCOLAX PICO 7,5 mg/ml /oral drops, solution

2. KAYECTBEH H KOTHYECTBEH CBCTAB

I ml (= 15 xanxu) cpaspxa 7,5 mg satpres muxocyadar (Sodium picosulphate Y= 4.4'(2-mapumin-
mMeTuneH )-mHderon-Ouc(xuaporencyndar-ecTep) AHHATPHEBA COJ).

Tlomomusu semectsa ¢ #3BecTHO Acticrane: copburon (E420) 643.7 mg/ml (sixre TOUXAa 4.4)

3a NBIHMA COHCHK HA MOMOIIHMTE BEIICCTRA, BiokTe TO9Ka 6. 1.

3. AEKAPCTBEHA ®OPMA
[lepopainuu xanku, pa3Tsop.

4. KIHHHYHHE JAHHHA

4.1 TepanenTRuHE NOKAIAHES

[Ipunara ce NpH XKOHCTHNIAMS H NPH CHCTOSAHUA, KOHTO H3HCKBAT YICCENBAHC HA AcdexamusTa.
4.2 /lo3mpoBKa E HAYEH HA NPMITOMCHRCE

[lepopanHo mpunoxexrne

[Ipenopyiipa ce cneARUTE HOSHPOBKH A4 CE IPEMAT BEUEP, 38 [A8 NPCAR3BHXAT ACHCKANHST HA CICABAIIATA
cyrpus. [Ipenoprusa ce nesenmeTo Aa 3anouane ¢ HAN-HUCXATA Ao3a. Ta Moxe a3 Onac ysemmacHa no
MAKCHMAHATA NPENOPHYHTEIHA N034, 38 NIPCAH3BHAKBAHE HA penosHa achexamms. MagkcuManHaTa AHCBHA
no3a He TpaOBa na ce npepumana.

Bo3pacTn: 10 -20 xamx# (5 - 10 mg) aresno.
IHeduampuuna nonyaraipusn

Hena wan 10 roquns: 10 -20 xamxu (5 - 10 mg) anenno
Hena na pe3pact 4-10 romunn: 5 -10 xanxu (2,5 - 5 mg) naenno.

3a neua nox 4 roxHHH, NPENOPLEYIATEIRATE A03a ¢ 0, 25 mg Ha XuIorpam TenecHo Terno, aHesso (1 xamxa
AYJIKOJIAKC ITHKO ceanpxa 0,5 mg Harpues maxocyndar). Hanpumep mpy TENECHO TErNO Ha ACTETO
10 kg, npenopruanTemaTa 5038 € 5 xanmkn (2,5 mg).

4.3 IIporamoBoxazannsg

AYJIKOJIAKC ITHKO e npoTeBONOKA3AH NMPH MALHCHTH C:
o Hasecrna CBPLXYYBCTBHTENIHOCT KbM HATPHEB MTHKOCYN(AT HAH KLM HIKOR OT

Ha MPOAYKTa




o CunHO OONe3HEH KOPEM H/HAN OCTBD XHPYPIHYECKH KOPEM, CHITFTCTBAH C NOBHUICHA
TENNEpaTypa (HANp. ANCHAMINT), NOTCHIIHANIHO CBBP3aHH C rafiCHE H NOBPBIAHE
OcTtpn BB3nanuTenHH 3a0019BaHHS HA YCPBATA
Texxa aexnaparang
Peaxn HacneacTBCHH CHCTORHHSA, KOKTO MOXKE JA C3 HECHBMCECTHMH C HAKOC OT NIOMOIIHMTE
BCICCTBA HA NPOAYKTA (Mons, BHxTe “CremmamH npeaynpexcHAs K MPEANasHH MEPKH )

4.4 Cucunanam npeaynpexacHAs B UPEANAIEN MEPKE npa ynotpela

KaxTo scruxu cnaburemnm cpeacrsa, Y JIKOJIAKC ITHKO se Tpabea na ce nprueMa GKCAHCBHO WIH 38
NPOAB/DKATEICH IIEPHOR OT Bpene, Oe3 na ce yCcTaHoBM mprIMHATA 33 XoHCTHNAmMA. [Ipoas/mxATeHATS H
IPEKOMEpPRA yrorpeba MOXKe 18 foBEaE A0 XYMOPAICH H ENEKTPOMHTEH AACOANAHC H XMITOXATHEMHR.

Hma crobmenns 3a 3aMaiipane B/unH npunomasane mpy nauxenTH, npaenans JYJIKOJIAKC ITHKO.
HansauuTe neTalinH 3a TC3H CAy4YaH IPEANOAArar, 4¢ Te3H Co0HTHA ¢¢ OTHACST 32 MpHAOINABABEE IPH
aedexanma (MIH OPANOMABAHE, KOCTO MOXKC Ia ¢¢ OORCHM ¢ KOHTPAXIMHTE OpPH H3XO0XAAHC), HIM 38
ChIOBO-HHEPBAITHOHEH OTTOBOP Ha KopeMua 60J1ka, BCACACTBHE HA KOHCTHIALIMA, HO HE 3AXBL/DKATCIHO HA
NPHIAraHETO HA CAMHA HATPHEB MUKOCyndar.

Heuara ve pubra aa npremat AYIIKOJIAKC ITHKO 6¢3 cneer OT nekap.

CopOuron
Tona nexapcTpo ceappxa 643.7 mg/ml copburon, xoeTo ¢ exsuBaneHTHO Ha 43 mg/xanxa.

1 ml xanxu ceaepxa 0,45 g copburon, koero croTpercTRa Ha 0,6 g copbuTON B MBKCHMANTHATA
NO3BOJICHATA NHCBHA A034 IPH JICYCHHE Ha Bh3PACTHH M neua Han 10 roausn. CopOHTOIBT € H3TOYHMK Ha
dpyxrosa. [lammenTrre ¢ HacaeacTrena HenonocuMocT (HFT) xaM dpyxrosa ue Tpabsa aa npremaT TOBa
JICKAPCTBRO.

Toea nexaperso chabpxa no Manxo ot | mmol maTpuit (23 mg) 8 1 ml, ToecT MoXe 1a ce xaxe, T
IMPAKTHYECKH HE ChIBPXKA HATPHHL.

4.5 BiammonelicTRRE ¢ APYTH NEKAPCTBEHE NPOAYKTH H APYTE GOpME HapianMoneiicrame

Ilpn npruemane ua Teupae aucokn ao3n JYJIKOJIAKC ITHKO, eanospemcanata ynorpela u Ha
OHYPCTALH HWIH AAPCEOKOPTHKOCTCPOHIE MOXE A 3aCHIH PHCKA OT CICKTPONHTCH AHcDananc.

EnexTporsrHraT AucOanase MoXe A NPEIH3BHKE [TOBHINCHA YYBCTBATC/IHOCT KbM CHPACTHH I'TIOKO3HAH.

EAHOBPCMCHHOTO NPHNOXKCHKE HA ARTHOHOTHIIM MOKE g HAMANH cnabuTennoTo oeficTeHe Ha
OVIIKOJAKC ITHKO.

4.6 PepTannTeT, SPEMCHHEOCT B KhpMeEHE

Bpemennocm
He ca HanuyHH 38 A0BOMTEIHHA H JOCTATHIHO NOOpe KOHTPOMHPAHH H3NHTRaEu: npH Opemennn. Bua
OCHOBA HA NOCETANIHMAT NPOXB/DKHTEIEH ONHT EE CA YCTAHOBESHH JOKA3ATCACTRA 33 HEXCNAHN WM
yBpexaamH epexTr no speMe Ha OpEMEHHOCTTS.

Bobopexs TOBA, KAKTO H ¢ BCHYKH OCTAHANM JICKAPCTBCHH NPOXYKTH, IO BpEME Ha OpeMeHn
AYJIKOJIAKC ITHKO 1pabpa oa ce mpuema caMoO Cliea CHBET OT JIEKap.

Knuurunute faHAW NOKA3BAT, 9¢ HHTO AKTHBHATA I'PYNA Ba HATpHCBHS muxocyndar (B

XEAPOKCH(EHRN )-MTUPHONI-2-MET_H), HATO HEMOBHTE IIIOKYPOHHJR CC CKCKPCTHPAT B
KbPMCIIH XCHH,



3arona, /IYJIKOJIAKC ITHKO moxe aa ce Hanoassa no BpeMe HA KbPMCHE.

Depmurumem

He ca BapppmrBany npoy4Banus OTHOCHO €(DEKTE HA ICKAPCTBCHHS NTPOAYKT BLPXY QEPTHAHTETS NpH
xopa. [IpeaxnaHHYHATE HANMKTBAHKA HE CA NOKA3ANH HAKAKELE CCKT MO OTHOMCHHE HA (epriumMTeTa

(mons, srxcre 1. 5.3. , Jpenknumnann nanau 3a 6e3onacHocT™).
4.7 Edexrn Bnpxy cmocobnocrra 3a modapane u pabora ¢ Mamuam

He ca npo»exnany HICIEARAHKE OTHOCHO BIHSHACTO HA ICKADCTBEHMA MPOAYKT BBPXY ¢nocobHOCTTA 32

modHpaRe H paboTaTa ¢ MAIIHHY.

Banpexu Tona, nammenTHTe Tpsabsa n1a 6nxaT undopMupany, ve nopaaH CHACBO — HHEPBALMOHCH OTTOBOP
(Hanp. KOpEMCEH Cria3sM), TC MOTAT A HIMATAT 3aMaliBaHe ANH A2 NOTYYaT MpRIoasaHe. Ao
NAIMCHTHTE HOIYYAT KOPEMEH CIIa3bM, Te TpAOBa aa n3barsaT nmoreHLUMaHO onacHn ACHHOCTH, KATO

modupane 1 pabora ¢ MAITHHH.

4.8 Hexeanm ICKAPCTBERE PEAKIEE

YecToTH HA HEXKENAKRUTE ICKAPCTBCHH peakimH, ¢ernacHo MedDRA konsernusTa;
MHOro 9ecTi =>1/10;

gsecta 2>1/100, <1/10;

Begectn >1/1,000, <1/100;

peaxu >1/10,000, <1/1,000;

mMHOTO peakn <1/10,000,

C HCH3BECTHA YCCTOTA (0T HAMMYMHNTE A3HEH HE MOXC 218 Obac HanpaBeHa ONeHKA).

Hapywenus na umynnama cucmema
C renampecTHA necTOTA®: CBPBXYYBCTBHTEHOCT

Hapywenur na nepsnama cucmema
Heuectn: 3aMaHBaHE
C HeH3BecTHA YeCcTOTAY: CHHKOII

3anafinase ¥ CHHKOIN, IPOSBRABANIH CC CICA IPHCM HA HATPHEB MMKOCYNA(DAT HArNCKIA CA CHBMECTHMHE ChC
Ba30BATA/ICH OTTOBOP (HAMP. KOPEMCH Cra3zeM, nedexanun).

Cmoxawno-upesnu Hapyruenus

M=uoro uecry: IHAapHA

Yectn: KOPEMHH (Na3Mu, xopeMHa H0nxa, croMamen aucxoMpopT

Hewectn: NOBPBLINAHE, FAACHE

Hapywenus na xodcama u nooxolNchume muvXanu

C men3BecTHa YecToTa®: KOXKHH PCAKIMH, KATO AHIHOCIEM, ICKAPCTBECHO H3puBane, oOpus,
crpbex

*Tesu cmparuunu peaxyuu ca Habmooaear no epeme Ka nocmmapxemunzosus onum. Kamezopusms na
Necmomama e He no-gucoxa om revecmu, ¢ eposmnocm 95 %, Ho mooice 0a e u no-Hucxa . Touna oyenxa
Ha Yecmomama Ke Moxce 0a 6v0e Hanpaeena, Mol Kamo CMPaKUuYHama Peaxyun He Ce € npoRsura 6

KAUHUYKHY usnumearusr npu basa oannu om 1020 nayuermu.

Cvobwaeare na nodosupariu nexcenaru peaxyuy QS('A
Crobmasanero Ha NOJO3APAHN HEXCENAHH PCAKIHH ClICA paspemanane 3a ynorpelba 54/ mEkpOCTiRs: g NN
OpOLYKT € BaxHO. Tosa nossongBa 18 OpOXLIOkH HAOMOACHAETO HA CHOTHOINCHA Sia/pRkaE® "
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JCKAPCTBCHHA MPOAYKT. OT MCIHIIHHCKHTE CIICHHAIMCTHE C€ HIHCKBA A2 CHOOMABAT BCAKS NOA03UPAHA
HEXE/IAHA PCaKIIHA Ha

HanmnaBRTENHA APCHIAA N0 JICKAPCTBATA

ya.  Jlamusa I'pyen” Ne 8
1303 Codusn
Ten.: +359 2 8903417

yebcaiT: www.bda.bg
4.9 Hpenosmpane
CHNOTOMY

[Ipn npueMane Ha BHCOKH 103K MOTaT A3 c¢ HalnoOgABAT BOMHECTH H3NPAXHCHEAS (IHMAPHA), KOPCMEH
CNA3MH ¥ KIHHHYHO 3HAYAMA 3aryba HA TCYHOCTH, KATHHA H OPYTH SNCKTPOIHTH.

[Ipn npuaoxeHHe Ha NO3H, 3HATHTENHO NO-BHCOKH OT MPENOPHUAHKTE 38 PYTHHHO NOBIHABAHC Ha
XOHCTHIIAIIMATA, C& CHOOMICHH Clryuan Ha HCXEMHS HA MYK03aTa HA nefenoTo uepso.

AYJIKOJAKC IIHKO, xaxTo u apyrure caaburesn cpeacTsa, Py CHCTEMBO NPEAO3HPaHE

NDPCAH3BHKBAT XPOHMYHA AHAPHA, DONKH B KOPEMa, XHIIOKAMHEMHL, BTOPHICH XHIICPATAOCTCPORUIBM H
xaMbHH B 6u6pennre. By BpB3ka ¢ xporrEaTa 3noynoTpela Ha cnaburenHy cpeacrea ca 6uaK omacany

CHIIO H yspexnane Ha 6nbpeurure TyOynm, meTabonurna anxanosa u MyckynHa cnabocr, BTOpHaHO
PLIHAKHAIA B PEIYATAT HA XATIOKATHEMHA.

lepanns
Kparxo speme cnen npaenasero a XYJIKOJAKC IMTHKO, abcopSunsra Mmoxe na 6nae HaManera 1o

MHHEMYM HJIH OPEXOTBPATCHA Ype3 NPEAH3BUKBAHC HA NOBPBINAHE KM CTOMAIHA MpoMHBKa. [Tpn
HEOOXOMHMOCT C¢ H3IBBLPIIBA NPHEMAHE HA TCIHOCTH H KOPUTHpAaHe Ha encxrponmrens aucbananc. Tosa e
0co0EHO BAXHO NPH NAITHEHTHTE B CTAPYCCKA BLIPACT H NOAPACTBAIIKTE.

[IprnoxeHKEeTO HA CIAIMONTHTHIM MOXE 1A TOJNOMOTHE MPOLECca.

5. ®APMAKOJIOTHYHH JAHHH
5.1 ®apMaxoaREaAMNYHE CBONCTRA
QDapMaxoTCpanesTHIHA IPyNa; KOHTAKTHR caaburenmu cpenctra, ATC xon: AO6ABOS

AxtusHoTo BeiecTno Ha JIYJIKOJIAKC ITHKO — narpres nexocyndar, € nokaiHo aelicTeamo
cRAOHTENHO CPEACTRBO OT TPHAPHIIMETAHOBATA rPYTIA, KOSTO, cien Gaxrepramza TpanchopmMaims B
aebenoro wepso, cTHMYIHpPa NMHTABMIATE HA ACOENOTO YEPBO, NPCAHIBHXBANKA NEPHCTATTHRA, KOCTO, OT
CBOA CTPAHR, BOOM 10 AKYNYJAHPAHC HA BOAA H SICKTPOIHTH B IpeBHHUA aymed. Kato pesysrrar, ce
CTMMYJTHpa Ne(exanmnasTa, HAMANEBA CC BPEMETO HA NPECTOH M C¢ OMEKOTABAT HINPAXHEHHATA,

Kato cnabrresnHo cpencTso, koeTo NposBssa TCPANCBTHIHOTO CH ACHCTBEE BLPXY Acbenoro uepso,
HATPHEB MHKOCYN(AT CTHMYINPA 1O CHCUH(HICH HAYHH CCTCCTBCHHAN MPOLIEC HA H3NPAIBAHE HA NOAHATA
YACT HA FACTPOHHTCCTHHAINHSA TPAKT. 38TOBA, BATPHEB NHKOCYAPAT HE OXa3Ba BLIACHCTRAC BPLPXY
XPaROCMHJIAHETO, KAKTO H HC BOAH O HATPYNBAHE B TSHKOTO 9CPBO HA KANOPHH HIM APYTH XPAHHTC/IHM
BCILICCTRA.

52 PapuaxoxmEcTEYHN cBOMCTBS

Abcopbiuns ¥ pasnpencncHye




buoTpHCchODMAIMA

Hatpuesnst mixocyngar ce npepna B aKTHBHATA KOMIIOHEHTA HA cnaburentoro cpeacrso (BHPM,
buc-(p-xunapoxcxdernn)-mHpAIAn-2-MeTaR) cnch baxrepuamna Tpaschopmauns 3 nebenoro wepso.

Eminemvpane

Cnen npesprmasne, caMo MaJIkH konHdecTsa or BHPM ce otxpusat B crenara Ha nebenoTo 9epso u B
qepHHAR APOO, KOUTO CA NONTH HAIThAHO CBLP3aHM, 38 Aa oOpasysat HeaxTusen BHPM rmoxoponna. 48
qaca CICH nepopancH npues Ha 1 mg marpues muxocundar, 10,4 % or obmara 1033 € exckpeTHpana »
ypuuaTa nox ¢opmara Ha BHPM rmoxoporsn

B obuma cirygalf, excxpenusaTa B yPHHATA HAMANSBA, KOTATO CE MPHEMAT NO-BHCOKH NO3H HATPHER
IHKOCYA(AT.

Bprnixa(n) ¢papmaxoxuHeTHRA~DApMAKOAMHAMHKA
[IpoasmxkHTenHOCTTA Ha AelicTBHE HA nexapcTaeHATA GopMa e 0OHKHOBEHO 6 ~ 12 waca, koeTo ce
onpeacns or oceob0XAABAHETO Ha axTHBHOTO BemecTno (BHPM).

He cpmectByBa npaxa win o6paTHa BpeaIxa Mexay cnabureans eheKT H IIAIMCHHTE HHBA HA AKTHBHATA
KOMJIOHCHTA,

53 Ipeaknuswvnn Zaunn 3a 6clonacuocT

Harpuesnsar mixocyndar nokassa RECKH HHBa Ha OCTPa TOKCHIHOCT CACA NpHAOKeHnE npH nabopatopun
ausorHE. CrofimocTure Ha LDso npH nepopanuo npunoxenue ca 6mm >17 g/kg (Mumxn), >16 g'kg (nmmexose)
K > 6 g/kg (3afimu), chorBerHO. OCHOBHETE NPHIHAIM HA TOKCHYHOCT MPH MHIIKH H TUTBXOBE €8 MONHIMIICHA,
HHIOCPEKIHA, AHAPHA ¥ NOBPLINAHE, CHOTBETHO.

IIpu H3cneapanHs ¢ NPOXLMKHTENHOCT R0 6 Mecena HA CyOXPOHHYHATA H XPOHHIHA TOKCHIHOCT Ha HATPHED
mixocyadar npn wrexose (a0 100 mg/kg) n xyuera (a0 1000 mg/kg) ¢ ycranoseno, ¢ A03H, HAABHIIABATIH
noseve o1 500 1 5000 mhTi TepanesTHuEATE 38 X0pa (MpH TenecHa Maca 50 kg), mpeaussaxsaT ARAPHY M
3ary6a Ha Tenecno rerno. Ilpu nocneasanio npanarase Ha BHCOKH AO3H ¢4 HAGMOZABAHH CAHHHYHH CTy9AH
HA ATPOQHA HA MACTPOHHTCCTHHATHATA IHMABHIIA. [IPOMEHHTE, CBEP3aHH C NCYCHHETO, CA NPEANIBHKAHM OT
XPOHHYIHO IPECBHO APA3HCHE, ACOUHHPAHO ¢ KAXCKCHUR. BeHkn TOXCHINH cTpaHHTHH edekTH ca ofpaTHmMy,
Hatpuensust mikocyndar He 0ka3a BIMAHAC BLPXY CHPACIHATA YECTOTA, KPLBHOTO HANATAHE H NHIIAHETO IPH
XHBOTHH, HAMHpPANH ¢ B OyIHO CBCTOAHAE, KAKTO H TAKHBA MOA AHCCTCIHA.

Harpuesuar mixocyndar HiMa reHOTOXCHYCH eexT PR HIMHTBAHUR in Vilre B in vivo ¢ GaxTepranau
KICTKH, H Ki1eTky or Oozaftunun. He ca nanuaay xoHBeHUHOBAIHH 6HONOrHYHE NPOYYBAHHS 38
KAPIHHOTEHHOCT MMPH IUrbX0BE H MALIKH.

Hatpaesner mikocyapar ¢ w3cnearan 3a Hammaue Ha TeparorescH eexr (Cerment IT) npu mmexose (1, 10,
1000 = 10000 mg/kg) u 3atimm (1, 10 1 1000 mg/kg), cnen nepopanio mpunoxerHe. TOKCHYHHUTE 1O
OTHOIICHHC HA MalxaTa N03H, MPCAUIBAKBANTE AHAPHSA ¢a OHm cEBp3anu ¢ eMOpHOTOXCHUHOCT (YBeIHYABAHE
HA paHBaTa pe3opbunx), 6¢3 obate aa npeauIBHEAT TepaTOreHeH ¢hEKT HIH BEXCIANNA BLIACHCTBAS BEPXY
PEIPORYKTHBHHTE CIIOCOOBOCTH Ha noToMcTeoTO. Ilepopanaoro npunoxerne Ha xo3u 1, 10 u 100 mg/kg npn
IUTLXOBC HC OKA3BA BIHAHHC BRPXY eMOpHOBRAMHOTO passuTHE (CerMenT I), KAKTO ¥ BRPXY NIpE - H
nocreatamaoro pasurue (Cerment ).

B obobmenne, ocTpara m XpOEHYIHATA TOKCHYHOCT HA HATPHCBHA MHKOCYN(AT € HHCKA, NOPARH

OHOHAIAMHOCT Clel NEPOPANCH IMPHEM. ’?5‘\_\\,.
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6. PAPMAINEBTHYHH JAHHH
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6.1 CoEcLK HA NTOMOHMIENTE BCIECTRA

Hatpuesn 6ensoat, copburon (E420), natpuer muTpaT nEXHApAT, TAMOHCHA KHCCIMHA MOBOXHADAT,
NPETACTCHA BOZA.

6.2 HeCoBMECTEMOCTR

He e npunoxnmo.

6.3 Cpox Ha rogRoCT

36 Mecena. Jla e ce B3NON3BA CICA AATATA, O3HAYCHA BLPXY ONMAKOBKATA.

6.4 Cocunanum ycionEs HA CLXPDAHCHEC

Ja ce cexpanasa npu remneparypa noa 30°C.
Jla ce chXpanaBa Ha MACTO, HEAOCTHITHO 38 AenA.

6.5 lamnnm 32 onaxoBxaTa
[lomuernnenosa Gyminka, KANKOMED H KaNavyKxa HA BHHT.

6.6 Coenmanum EpeaAnaIEE MEPKE UPE EIXBLPASHE

Hsma cneiManii H3HCKBAHKA.

7. NPHTEXATEJI HA PAIPEIIEHHETO 3A YIOTPEBA

Opella Healthcare France SAS,

157 avenue Charles de Gaulle

92200 Neuilly-sur-Seine

Opanas

8. HOMEP HA PAPEIIIEHHETO 3A YIIOTPEGA

20010709

9. JHATA HA TBPBO PAIPEHIABAHE/MIOJHOBABAHE HA PAIPEIMIEHHETO 3A
YIIOTPEBA

Jlata Ha MepBO paspemasane 3a ynorpeba: 20.06.2001
Jara Ba nocneaHo NOXHOBABAHE HA PA3PCIMICHHUETO 3a ynorpeba: 02.02.2012

10. BATA HA AKTYAJIHIAPAHE HA TEKCTA
07/2023




