COT'JIACOBAHO

MMHUCTEPCTBOM 3PABOOXPAHEHUA
PECIIYBJINKYU BEJAPYCH

Ilpukas Mnuancreperea 3apaBoOXpaHeHUA
Pecnybnuku Benapycs
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HHCTPYKIHUSA IO MEJUIIUHCKOMY IIPUMEHEHHIO
JEKAPCTBEHHOI'O CPEJICTBA

HA3BAHMUE JIEKAPCTBEHHOI'O CPEJICTBA
Toprosoe nassanne: CYJIb@APTIH®
MesxayHapo/iHOe HeNATeHTOBAHHOE Ha3BaHue: Cylb(aauasul cepebpa.

OBIIASA XAPAKTEPUCTHUKA
Onucanune: Ma3b 6EIOro WK NMOYTH OEIOTO LBETA ¢ XapaKTEPHBIM 3aIlaxoM.

COCTAB JIEKAPCTBEHHOI'O CPEJACTBA

1 r Ma3u comepKuT:

axkmueHoe seujecmso — cynbhaanasuH cepedpa 10 mr;

8CHOMO2ameNlbHble Beujecmed: Macio Ba3eIMHOBOE, IMPOMMICHITHKONb, LETOCTeapHIOBbIH
CnupT, runepuw1 MoHoctTeapaT 40-55, mnonucopbar-80, MermnmaparuapoxkcubeHsoar,
NPOMMINAparuApOKCUOEH30aT, BO/Ia OYHINEHHAS.

®OPMA BBIITYCKA
Masb 111 HapyxcHoro npuMeHeHus 10 Mr/r.

KO KIIACCUO®PUKAIINHN JIEKAPCTBEHHOI'O CPEACTBA
XUMHOTEpaINeBTUYECKHE CPEACTRA 11 HapyKHOro npuMeHeHus. CynphaHUIaMUABL.
Kon ATX: D06BAO1

®APMAKOJIOTTYECKHUE CBOMCTBA

DapMaKkoIHHAMHKA

CynbbannazuH cepebpa OKa3bIBaeT aHTHMHKPOOHOE IEHMCTBHE Ha IpaMIIONOKUTENBHEIE
H rpaMoTpulaTeNIbHEle MUKpoOOBl U rpubml (Pseudomonas aeruginosa, Staphylococcus
aureus, Escherichia coli, Proteus, Klebsiella, Candida, Phycomycetes n Aspergillus spp,
nepMatoduTH). AKTHBHOCTH IIperapaTta OCHOBBIBAETCS Ha HOHax cepebpa, KOTOphle
BBICBOOOK/IAIOTCS B paHe B Pe3y/bTaTe YMEPEHHOH auccouualy cynbdaauasina cepebpa,
YeM JIOCTHraeTcsi [UIUTEIbHOE TPOTUBOMUKPOOHOE [eiicTBHE, KOTOpO€ JOIOJHSAET
cynbbanuasud (cynsdanunamun). HoHsl cepebpa apcopbupyroTcs Ha TOBEPXHOCTH
MHKpPOOHBIX ~ KJIETOK W OKa3plBalOT  TaK  HA3blBA€MOE  OJIMTOAMHAMHYECKOE
GakTepuocTaTUdecKoe U 6aKTepHLUAHOE AEHCTBHE.

CriocoGCTBYeT YMEHBUICHHIO BOCIAIUTENBHON peaklMy B 30HE OXOra M MNOAJAEPKAHHIO
(GYHKUHMOHANBHEIX CMOCOOHOCTEH (ParOLIUTHUPYIOIIMX KJIETOK Ha ONTHMAJbHOM YpPOBHE,
nosiBjIeHHI0 (UOpPOOIacTOB M KOJUIar€Ha, YTO CBUAETENBCTBYET O Pa3sBUTHHM IPOLIECCOB
pereHepaimy. OpHako cynbdanuasuH cepebpa in  vitro obnagaer  ymepeHHOH
LIMTOTOKCHYHOCTBIO (B 5 % KOHILIGHTpalMy MojaBiseT pocT ¢pubpobracToB), 4TO ClenyeT
NPUHUMATh BO BHUMaHHE IIPH OLIEHKE COOTHOIIEHHUs PUCK/MOJIB3a.

PapMaKOKHHETHKA

Bcacuvisanue

[Ipy MecTHOM NpPHMEHEHMH MOXXeT BcachiBathcs 0 1 % wuoHOB cepebpa u a0 10 %
cynbdaauazyHa oT oOuiero KoJM4YecTBa MasH, HaHeceHHoro Ha pany. He BcacwBaercs

R-VarBin003658_1




(N‘w ,“‘1‘ TE 8 AT

M,i N
MITHK

s ITongas

HO PB
9003 -2020

20 MKr/Ma, Gonee BBEICOKME KOHIEHTpAUMH MOFYT OBITH AOCTHTHYTBHI NPH TMPUMEHCHHH
npenapara Ha OOIIUPHBIX TOBEPXHOCTAX TEJA.

Pacnpeodenenue u memabonuzm

Cynedaanasus WHPOKO pacnpeaessieTcs B TKAHAX U XKMAKOCTAX OpraHu3Ma, MpeosoJieBacT
remarosuuedanueckuii Gapeep, gocrdras KOHLEHTpauuu 32-65 % B CIHHHOMO3IrOBOH
KUAKOCTH B 14-30 % B CHIBOPOTKE KpOBH, TaKe MpeooJieBacT IUIALIEHTapHEIH Oapeep
M BHIAEIAETCA B TPYAHOM MoJsioke. MetaGonusupyercs B IedyeHH ¢ 0Opa3oBaHHEM
MHKpOOHOIOrHYeCKH HEaKTUBHBIX, HO TOKCHYHBIX MeTabOIUTOB.

Cepebpo pacnpocTpaHseTCss B OCHOBHOM B I€YEHb W CEJIE3€HKY, CBA3BIBAET MEJATOHMH,
ansOyMHUHBI M MaKpOTJI00YIMHEI BO BCEX OPraHax U TKaH:IX.

Buvioenenue

Cynedanna3uH He HaKaliMBaeTcs B OPraHu3Me U OBICTPO BBIAENSAETCS ¢ MOYOH NMPHMEPHO
HAmnoJIOBMHY B HEHM3MEHEHHOM BHJE; HeOONbIIOE KOJIMYECTBO BBIBOAUTCA C JKENYBIO.
B Teuenue 72 yacos B Moue BEIsBIsgeTC 60-80 % oT nornoueHHoro cynasdaanuasitia B BUIE
MeTaboNIMTOB MM B HeW3MeHeHHo# ¢opme. IIpu menouHo# peakuuyd MO4YH BBIBEACHHME
YCHITUBAETCH.

Bonemas yacte BcocaBerocs cepebpa BEIAEISETCS C XKETUBIO.

Bevminestrce.

ITIOKA3AHUSA JIsI IPUMEHEHUSA

Cynbdaprun — MecTHoe aHTHOAaKTepUalbHOE CPEACTBO, IPUMEHSETCS B KayecTBe
BCTIOMOTaTeNIFHOTO CpeACTBa NI MPOQUIAKTHKA W JieueHHs paHeBOH HHGEKLUH
y TIALIMEHTOB € 0)KOraMH BTOPOU M TPEThEH CTENEHH.

CIIOCOB ITPUMEHEHUS U JO3UPOBKA

Masp npumensiercs HapyxHo. ITociie XMpyprudeckoro ynaneHHs HEKPOTHYECKHX TKaHEH
Ma3b HAHOCHUTCS TOHKHM CJI0eM (2-4 MM) Ha MOBPEXACHHYIO IOBEPXHOCTh 1-2 pa3a B CYTKH,
IO/ CTEPHIIBHYIO MOBSI3KY I OTKPHITHIM CIIOCOOOM.

[lpuMeneHne Ma3u criefyeT NMpoAOJDKATh OO YAOBIETBOPHTENIBHON CTENEHH 3aXKHBJICHMS
WM [0 TOTOBHOCTH MECTa OXOra K TpaHciiaHTauuu. Ilpenapar He cieayeT oT3sIBaTh U3
CXeMbl TEpanmMd 1O TeX MOp, MOKa OCTaeTcss BO3MOXKHOCTh MH(HUUHUPOBAHHUA, 3a
MCKITIOYEHHEM CITy4yaeB BO3HHKHOBEHHMS CYLIECTBEHHBIX MOOOYHBIX peaKLMH.

IIpy npuMeHeHNMH Ma3M Ha OOIIMPHON MOBEPXHOCTH CHEAYET KOHTPOJUPOBATh (QYHKLUIO
NOYEK U NMEYEHH H coaepkaHHe GOPMEHHBIX 3JIEMEHTOB KpoBH. [lauueHTy cneayer AaBaTh
06MIIPHOE LIETIOYHOE MHUTEE.

Ecnu  Ber  nponycmunu  ouepedHoe  npumeHeHue  npenapama, NpumeHume €20
Hesameonumenvio. He npumenaiime  080UHYI0 003y ONsL  3GMeHbl  NPONYUEHHOLL.
IIpodonoicatime npumenerue co2nAcHO PEKOMEHOAYUAM 8PAYA.

INIOBOYHOE JENCTBUE

ITo6ouHBIe AEHCTBHA KiaccHPUUUMPOBAHEI COOTBETCTBEHHO TIpYINIaM CHCTEM M OPraHOB,
a TaKke yactote BctpedaeMocTd MedDRA: oyens yacro (=1/10), yacto (>1/100 no <1/10),
pexe (21/1000 mo <1/100), peako (=1/10000 mo <1/1000), oyeHs peiko (<1/]O 000),
HEM3BECTHO (HEJb3s1 ONPEACNIUTH 110 UIMEIOLIUMCS JaHHEBIM). STKA
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MecTHBIE peakiuu

Co cmoponbl K0d#cU U NOOKOJICHBIX MKAHeU

Pefiko: anyiepruyeckue peakiiuy (4yBCTBO HOKSHHS, 3y, BEICHINIAHMSA, TOKPACHEHHE).

OueHb peJKo: MECTHOE pasjpaxeHue (KpaTKOBPEMEHHOE XOKeHHE, 60JIb), KOTOpOE 0OBIYHO
npoxoaut yepes 5-10 MUHYT.

CucTteMHBIE PE€aKIInHn

KoHuenTpauus cyiabsdanHuiaMuia B riasmMe KpOBH MOXET JOCTUYB TaKOTO XK€ YPOBHS, Kak
M B Cllydac CHCTEMHOH TepamnuH, €ClH y paHbl OoJibllas TMOBEPXHOCTh WM JIEYEHHE
NpPOMO/DKUTENbHO. B Takux ciyyasx MOIyT IpOSBIATBCA  XapaKTEpHBIE [
Cynb(haHUIaMUIOB MOOOYHEIE JEHCTBUA:

Co cmoponbl dHceny0ouHo-KUue H020 mpakma
YacTo: TOIHOTA, pBOTA, MOHOC, IIOCCHT.

Co cmoponbl ckenemHo-MbluleyHOT U COeOUHUMENbHOU CUCTEMbL
HewnsBectHo: Gounb B cycTaBax.

Co cmoponbl nevenu u xcenyeevli80OAUUX nymet
Penxo: neyeHoOYHast HEAOCTATOYHOCTD.

Co cmoponbl noyex u Mo4e8bI800AWUX NymeTi
Penko: kpucTannypHs, moyeyHast HEAOCTaTOUYHOCTh, HHTEPCTHLHAIBHBINA HEQPHT.

Co cmoponbl HepeHOU cucmembl
Penxo: ronopHsie 60J1H, Ca3MEl.

Co cmoponbl ncuxuku
HewnsBecTHO: CIyTaHHOCTE CO3HAHUSL.

Co cmoponbl kposeHoCcHOU U TUMamuyeckol cucmem
Penxo: nefixonenus, TpoMOOLUTONIEHHS, 203HHODHITHA.

Co cmoponbl KOH#CU U NOOKOHCHBIX MKAHEU

Penxo: aprupus (B pesynbraTe HakoIUieHHs cepebpa B TKaHAX, KOXXa MOXET CTaTh
nenensHo-cepoi). OOGBIYHO mMOSIBNsAETCS @PH NPUMEHEHMH Ma3d Ha OOIIMPHBIX
MOBEPXHOCTSX WU NPU AJTUTENEHOM MPHMEHEHHH.

Moryr BO3HMKHYTBP HEKPO3 KOXH, YyBCTBO >OKeHHs, cuHiapoMm CrueeHca-I[KOHCOHa,
TOKCHYECKHH SITMAEPMAIbHBII HEKPOJIU3 M SKCHOIHATUBHBII JCPMATHT.

Co cmoponbl uMmMyHHOU cucmembl
Penko: annepriuyeckuii HACMOPK MJIM aJlIepruyecKas acTMa.

IIpu npossnenuu nepeyucnennvix hnoGOYHLIX Oe€licMBUl, a mMaKdce NpU NPOABNEHUU
nobo4HbIX Oelicmeull, He YNOMAHYMbIX 8 UHCMPYKYUU, HeobX00UMO 06pamumsCa K 6payy.

(Natasnixag
CPRLAYERNAS).
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INPOTUBOIIOKA3AHUSA

- IloBblieHHas 4YyBCTBMTENBHOCTH K CynbagnazuHy cepebpa HaM  Jpyrum
cynshaHnIaMuaM W/HIH K T060MY 13 BCIOMOTaTEbHEIX BEILECTB.

- Bpoxaéuuslii geduuut rimoko30-6-¢pocaraeruaporeHassl (IpUMEHEHHE Ha OOIMPHBIX
MIOBEPXHOCTAX KOXKH MOJXKET BBI3BATh '€MOJIH3).

- MH3-3a pucka BO3HHKHOBEHHS JXXEITYXH cyibdannasuH cepebpa Hesb3s NPUMEHSTH
HEAOHOLUEHHBIM M HOBOPOXXACHHBIM AETAM B TEUEHHE NMEPBEIX TPEX MECSLIEB XKU3HH.

- Ilepnon 6epeMeHHOCTH M KOPMIIEHHS I'PYABIO.

Crnenyer uzberaTb NpUMEHEHHs NpenapaTa y MalHeHTOB, CTpaJatlolMX nophupueii.

HeuenecoobpazHo NpuUMeHATh MalMeHTaM ¢ TTyOOKHMMH THOSALIMMMCS paHaMH M OXKOraMu

¢ BBEIPaXXEHHOM dKCCyalue.

IHEPEXO3UPOBKA

Ilpn anutensHOM NedYeHHM OOIIMPHBIX OXKOTOBHIX MOBEPXHOCTEH B Iia3Me KPOBU MOTYT
06pa3oBHIBATECSI  TAKUE  KOHLEHTPALMH  CyJb(paHUIAMHAOB, KOTOpPBIE CpPaBHHUMEI
C KOHLEHTPalMAMH, OOpa3yIOIIUMHUCS NPH CHCTEMHOM JICYEHHWH, W TMOITOMY BO3MOXCHO
BO3HUKHOBEHHE IOOOYHBIX MAEWUCTBHI, CBS3aHHBIX C CHCTEMHBIM TNPUMEHEHHEM BCEX
cynbanunamMunoB (cm. pasaen Ilobounoe deticmeue). JleueHre CHMIITOMATHYECKOE.

MEPBI IIPEJOCTOPOXHOCTH
Crenenp abcopbuuu cynbdannasuHa cepeOpa BapbUpYeT B 3aBUCHMOCTH OT IUIOLIAJH
NOBEPXHOCTH HAHECEHHs Ma3d W CTETEHH MOBPEXACHUA TKaHeH. BrisBieHo HebGosbmioe
KOJIMYECTBO  CJly4aeB  BO3HHUKHOBEHHS  MOOOYHBIX  peaklHii,  OOYCIOBJIEHHBIX
cynbhaHUIaMUAHBIM KOMIIOHEHTOM Iperapara:

- NaTOJIOTHYECKHE HW3MEHEHHS KpOBM, BKJIOYAs arpaHy/loONMTO3, arulaCTUYECKYIO
aHEMHUIO, TPOMOOLIUTONIEHHIO, JIEHKOTICHHIO, FEMOJIMTUYECKYIO aHEMHUIO;

- AEPMATONIOTMYECKHE M aJJIEprUYECKUE PEakLUH, B TOM YHCIE OMAcHBIE I XKHU3HH
KoxHbele  peakuud  (cuHapoM  CruBeHca-J[xoHcoHa (CCJI)), TokcU4yecKuit
snuaepMaibHbii Hekponus (TOH) u skcdoMaTHBHEIN 1epMaTHT);

- XKeJyJ0YHO-KULICYHbIE HAPYIICHH;

- re€NaTuT M TenaToLe/UTIONAPHBII HEKpO3;

- peaKiMH CO CTOPOHBI HEHTPAIBHON HEPBHOM CUCTEMEI;

TOKCHYECKHUi1 Hedpo3.

CymechyeT MOTEHUWANBHBIA  PUCK  MEPEeKPeCTHON  YyBCTBUTEABHOCTH  MEXIY

cyibdannazuHoM cepebpa W ApyruMH  cyibdaHunamupamu. Ecii  MoSBISAIOTCS

aJlJIEpruyecKye peakuuu, oOyciIoBIeHHble IPUMEHEHHEM cynbdanuasHa cepebpa, cieayer

B3BECUTh HEOOXOAMMOCTh MpPOJODKEHHUS TEpanud BONpPEKH NOTEHUHMANIBHOMY Bpeny OT

KOHKPETHOM aJUIEPrUYeCcKOi peaKLHH.

Bo3M0HO BO3HHKHOBEHHE IpHOKOBO# Mponudepalii B CTPYNE W HUKEIEKAIIMX TKAHAX,

OJTHAKO 4acTOTa KIIMHHYECKUX COOOIIEHHUI 0 rpuOKOBO# CynepuH(peKUMH HA3KA.

B HEKOTOpHIX ClTydasx NpuUMeHeHHe cyibdaauasiHa cepeOpa y MalUeHTOB C Ae(HLHUTOM

r0K030-6-ocdaraernaporeHasbl MOXeT OBITH ONMACHBIM, TaK Kak MOXET NPUBOIMTH

K Pa3BUTHIO FeMOJIH3A.

OO6umne MepbI NPeI0CTOPOKHOCTH

C OCTOpOXHOCTBIO CJIEAyeT NPHUMEHATH NalMeHTaM C TeYeHOYHOH M IOYeqHOMH

HEJOCTAaTOYHOCTEHIO.

ITpu HapymeHuu QyHKUMIA TEYEHH U TOYEK, U CHHKCHUH o

ne4eHus cynbdaauazuHoM cepebpa.

R-VarBin003658 1
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[Ipy paccMOTpeHMM TNpUMeHeHus cynbaamasmHa cepebpa C  MPOTEONMTHYECKUMH
(GepMeHTaMl MECTHOrO MpPUMEHEHMs, CJEAYET YYECTh BO3MOXHOCTh HHAKTHBALMH
MOCTIETHHUX cepeOpoM.

JlaGopaTopHble TeCThl

Ilpu JleYeHHH OXXOTOBEIX paH, MOKPHIBAIOUMX OOIIMpPHBIE YYacTKM TeJa, KOHUCHTpalMu
cynbQaHWIaMUIOB B CHIBOPOTKE KPOBM MOTYT JOCTHIaTh TepaleBTUYECKHMX YPOBHEH
nnsi B3pocabix (8 Mr %-12 Mr %), mnooTOMY y TakMX MaulUeHTOB  Iieaecoo0pasHo
KOHTPOJMPOBATh KOHIEHTpAlMU CylbGaHHIaMUIOB B CBHIBOpoTKe KpoBu. Cremyer
THIATEJILHO KOHTPOJNUPOBaTh (YHKIHMIO TII0YEK M TMpOBEpATH MOYY Ha KpUCTaJUIBI
cynbpanunamuaa. CooOmanoch © BIMSHUM PAacTBOPUTENA TPONMIECHINIMKONSA Ha
OCMOJIATIBHOCTh  CHIBOPOTKM  KPOBH, YTO MOXET TIIOBIMATE HAa HHTEPNPETALHUIO
nabopaTOPHBIX TECTOB.

IIpumMeHeHne B repuaTpuu

B KIMHHYECKHMX HCCeJoBaHMAX oOupe pasinuus B Ge30macHOCTH WU 3(P(HEKTHBHOCTH
npernapara MexJy cyOheKTaMH B BO3pacTe OT 65 NeT M cTapiie, U cyObeKTaMH MIIaJIIero
BO3pacTa oOHapyxXeHsl He ObUTH. Jlpyrue coOOIIEHHS O KIMHUYECKOM OTBITE HE BBIABUIIM
paznuyMs B pPEaKUUH TMOXHUIBIX W MOJOJBIX IMalMEHTOB, OJHAKO, HEJb3s HCKIIYaTh
MOBBILIEHHYIO YYBCTBUTEJILHOCTh HEKOTOPHIX JIIOJEH cTapIIero Bo3pacra.

IIpu anutensHOM NpHMEHEHHH cynb(anuaszuHa cepebpa WM NpU NPHMEHEHMH Ha paHaX
¢ OOLIMPHEIMHM TOBEPXHOCTSMH ClEIYeT NEpHOJUYECKH KOHTPOJIHUPOBATH COCTaB KPOBH
13-32 PUCKa JIEHKONEHHHU, TPOMOOIIMTONEHHH HITH 303UHO(UITHH.

[TauunenTam, cTpajarommM nopdupueit, cneayer uderatb NPUMEHEHUS Ma3H.

B cocraB Ma3u BXOIAT METHINApardApoKCHOEH30aT W HPONUJINaparuipoKCcHOEH30ar,
KOTOpBIE MOTYT BBI3BaTh  QUIEPrUYECKHE peakiud (BO3MOXHO, 3aMEJJICHHEIE)
U B MCKITIOYHMTEJILHBIX CITyqasx — OpoHXOCHasM.

Masp comepXKHT TaKkkKe LETOCTCapWIOBBIA CIHUPT, KOTOPBII MOXET BBI3BATH MECTHEHIE
peaKLuM KOXXM (Hampumep, KOHTAaKTHBIM JEpMAaTHT), U NPONUIECHIITUKONb, KOTOPHIA MOXET
BBEI3BATh Pa3ipaKeHUE KOXKH.

bepemennocmv u kopmnenue zpyovio
besonacHocTs nNpHMeHEHUs B NEpUOA OEPEeMEHHOCTH M KOPMIICHHs IpYABIO HE HM3y4YeHa,
M03TOMY MPHMEHEHHE NPOTUBOIIOKA3aHO.

Bnuanue na cnocobnocme ynpaenimv MpancnopmHubIMU CpeoCmeamu U OOCIYlCU8amo
0B8UNCYUJUEC MEXAHUZMbL
He Bnusier.

B3AUMOJENCTBHE C IPYTUMMU JIEKAPCTBEHHBIMHU CPEJCTBAMH
Cynbdanuasus cepebpa MOXKET MHAKTUBUPOBATh CPEACTBA, (HEPMEHTHO OUHMILAIOIIME PaHy,
MI03TOMY OJTHOBPEMEHHOE NMPUMEHEHHE STHX IIPENApaTOB HE PEKOMEHIYETCH.

YCJIOBHUS 1 CPOK XPAHEHUS
XpaHuTs npu Temnepatype He Boinre 25 °C. He 3aMopaxuBaTs.

R-VarBin003658_1 SPC002689/4 - ru - Belarus  (Crp. 5 13 6)




HO PB
9003 -2020

XpaHUTh B HEJIOCTYNHOM JUIA AETEH MECTe.
Cpox rogHocTH — 2 roja.
He npuMeHSTH 110 UCTEYEHUH CPOKA TOJJHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

YCJIOBHS OTIIYCKA
Ilo peuenTy.

YIIAKOBKA

50r B TyOe aJIOMHHHEBOM, [OMEIUEHHON B MayKy KapTOHHYIO BMECTE C MHCTPYKLHEH 1O
NPUMEHEHHUIO.

NH®OPMAIIUSA O ITIPON3BOJIUTEJIE BAABUTEJIE)
Biagesen perucTpanMoHHOrO YA0CTOBEPEHHS H NPOH3BOIUTEb
AO «I'pungexcy.

Va. Kpyernune, 53, Pura, LV-1057, JlatBus

Tenegon: +371 67083205

®akc: +371 67083505

OnekrpoHHas noura: grindeks@grindeks.lv

JlaTa KOppeKTHpOBKH TeKcTa: utonb 2019 r.

R TULLES &
prenyonens)
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