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THO®OPMAIIMHUMI BYKJIET U151 ITIPOBI3OPIB

11010 0e3MeKHu 3aCTOCYBaHHs Jikapcbkoro 3aco0y Jlenanigomin KPKA

[npopmamis moromkena JlepxaBHuM excriepTHUM IieHTpoM MO3 VkpaiHu Ta HamZaeThCs
BianoBigHO BHUMOT Ilopsnky 3zificHeHHS (dapMakoHArIALy, 3aTBepKeHoro Hakazom MO3
Vkpaiau Bix 27.12.2006 Ne 898 (y penmakiii Hakasy MO3 VYkpainu Big 26.09.2016 Ne 996) Ta
Crannmapry «HacranoBa. Jlikapceki 3acobu. Hanexxni mnpaktuku — (apmakoHarsimy»,
3arBepakeHnoro HakazoM MO3 Vkpainu 21.05.2015 Ne 299 (y penakuii Hakasy MO3 Ykpainu Bif
05 xBiTHs 2018 poky Ne 620).

BCTYII

Ilefi Oykimer misi MPOBI3OPIB PO3POOJICHO TAaKMM YHWHOM, MO0 MIAKPECTUTH HEOE3MeKy s
U10/1a/eMOpioHa, TOB’S3aHy 3 BIUIMBOM JICHATIIOMITy NpW 3acCTOCYBaHHI IIiJi 4ac BariTHOCTI.
BukopucroByiiTe 1ieit OykieT mij yac 00roBopeHHs 3 MAI[iEHTOM 1 BUPILICHHS TUTaHb a00 pooeM,
SK1 MOB’sI3aHl 3 TEPAaTOTEHHICTIO JIIKapChKOro 3aco0y. [lns orpumaHHS moBHOI iHGopMalii mpo
mikapchkui 3aci0d, Oyap Jlacka, O3HAWOMTECh 3 IHCTPYKIIEIO Ui MEAUYHOTO 3aCTOCYBAHHSA
mikapcekoro 3aco0y Jlenamimomin KPKA, sxa woxxe OyTu JgocTynmHa 3a IOCHJIAHHSIM
http://www.drlz.com.ua/

3MICT

e 3aranpHa iH(OpMAILiS PO JIEHATIIOMI]T

e [lomepemxeHHs 11010 BariTHOCTI

e KoHCynbTyBaHHS Nalli€HTIB:

— Pexomenpaii 3 0e3nekH, Kl CTOCYIOTbCS BCIX MAIllEHTIB

— JlomaTkoBi pekoMeHaalli A7 )KIHOK 3 penpolyKTUBHUM MOTEHI1aJIOM
— JlomaTkoBi pekoMeHaallii It 4OJIOBIKiB

e [llo poOuTH Npu HaCTaHHI BariTHOCTI

e [loBioMIIEHHS PO BUMAKU MOOIUHUX peakiii

3ATAJIBHA TH®OOPMAIIA ITPO JIEHAJTIAOMI KPKA

Ckaan.

Oitoya peyoguHa: TEHATIIOMIT;

1 xancyna TBepaa MICTUTH JeHamioMiay 2,5 mr abo 5 mr, a6o 7,5 mr, a6o 10 mr, a6o 15 mr, a6o 20
Mr, a00 25 MI' y BUIVIAI JIEHATAOMIY T1pOXIOPUIY MOHOTIAPATY;

oonomigcHi  peuosunu: MaHiT (B 421), 1nemono3a = MIKpOKpPHUCTali4HA,  KpPOXMaJb
MpeKeIaTHHI30BaHM, BUHHA KUCIIOTA, TIIIepoIt AudereHar;

000.10HKA 2INpOMeNo3HOI Kancyau: TITPOMEN03a, Bo/Ia OYHIIeHA, KaJlito XJIOPHI, KappariHaH, THTaHy
niokcun (E 171), 3amiza okcun xotuii (E 172) (kpim go3yBaHHs 5 Mr), 3ami3a okcua uepBonuii (E
172) (kpim no3yBanHs 2,5 mr, 5 mr Ta 20 mr), 3amiza okeun wopHuii (E 172) (kpim no3yBanHs 2,5 mr,
5 mr ta 20 mr), inaurokapmid (E 132) (kpim no3yBanss 7,5 Mr ta 25 Mr);



cknao gapdou s 6i0bumxy: menax, 3aimiza okeu yopuuit (E 172) (kpim no3yBanns 7,5 mr, 10 Mr ta
25 Mr), moBiJ0H (TiNbKM A Ao3yBaHHsA 7,5 mr, 10 mr ta 25 mr), tutany aiokcun (E 171) (Tinbku
Ut 1o3yBaHHs 7,5 mr, 10 mr Ta 25 mr).

dapmakoTepaneBTHYHA Ipyna.

AHTHHEOIJIAaCTHYHI 3acO0M Ta IMyHOMOAYJIATOPH. IMyHOCymnpecaHTH. IHII iIMYHOCYNpECaHTH.
Jlenanimomin. Kog ATX L04AX04.

IHoka3zanus.

Muoxxunga miesroma (MM)

Jlenamimomin KPKA sk MoHOTEpamis moka3aHui s MiATPUMYBaIBHOT Teparii JOpOCINX MaIll€HTIB
3 ymepuie AiarHOCTOBaHOIO MM, skuM OyJ0 MPOBEACHO TPAHCIUIAHTALII0 ayTOJOTTYHHX
ctoBOypoBux kit (TACK).

Jlenanmigomin KPKA y xombinarii 3 gekcamerazoHom, abo 60pTe30MiOOM Ta JeKcamMeTa3oHoM, abo
MendanaHoM Ta MpeaHi3oHoM (auB. po3ail «Croci® 3acTocyBaHHS Ta JI03W» IHCTPYKLIT AJis
MEJIWYHOTO 3aCTOCYBAHHS) IOKAa3aHUN JUIS JIIKYBaHHS JOPOCIIMX TAILIE€HTIB 3 paHille He JIIKOBAaHOIO
MM, siki HE MiIATAI0Th TPaHCIIaHTAITi.

Jlenamimomin KPKA y kom0OinHaii 3 JekcaMeTa3oHOM NOKa3aHUH ISl JIIKyBaHHS TIOPOCIIHX MAI[IEHTIB
13 MM, siki oTpuMaly, IpUHAHMHI1, OJHY JIHIIO Tepamii.

Mienogucmiactiuyadi cuaapomu (MJIC)

Jlenanigomin KPKA mnokazanuil /uis JiKyBaHHSI JOPOCIHMX MAIi€HTIB 13 TpaHC(Y31HHO 3a1€KHOI0
aHEeMI€I0 BHACTIIOK HU3BKOro- abo mpomikHOro-1 pusuky BuHHMKHeHHS MJIC, moB’s3aHux 3
[UTOTEHETHYHOI AaHOMANIEI0 Y BUTIIAI 130JIbOBAHOI Aemenii 5q, KoM IHII BapiaHTH JKyBaHHS
HelocTaTHi 00 HeNPUIHHSATHI.

MasnriiiHokmiTuaHA JiMdoma (MKJT)

Jlenanmigomin KPKA sk MoHOTepamis mnoOKa3aHWM Ui JIIKYBaHHS JOPOCIMX TMAlll€HTIB 3
pelUINBYIOUOI0 200 pedpakTepHOI MAHTIHHOKIITUHHOW JiMdomoro (IuB. po3ain «OcobauBoCTi
3aCTOCYBAaHHSA»).

®donikynsapHa gimpoma (DJI)

Jlenanmigomin KPKA B kxomb6iHamii 3 putykcumabom (antu-CD20 aHTUTLIO) NOKa3aHUM Jyis
JIKYyBaHHS I0POCJIMX MALI€HTIB, SIK1 paHille OTPUMYBAJIU JIIKYBaHHS (OIKYISpHOI IiMpoMu (cTaais
1-3a).

MakcumajibHA TPUBAJICTD JTiKYBaHHS:

* 4 THIKHI JU1s KIHOK 13 pENPOYKTUBHUM MOTEHI[IAJIOM;
* 12 TIOKHIB JJ1 YOJIOBIKIB Ta KIHOK 0€3 PENpPOyKTUBHOTO MOTEHITIATY;
OcTtatoyHe pilIeHHs U010 TPUBAIOCTI JIIKYBaHHS MpUiIMae JiKap.

MNONEPE’KEHHS OO0 BAI'ITHOCTI
JlenamigoMin — 1€ CTPYKTYpHHH aHajor Tamigomimy. Bimomo, mo 3acTocyBaHHS BariTHUMH
KIHKAaMHM TaJiZIOMiZy, LI0 Ma€ BHUPAXEHY TEPAaTOTeHHY [il0, CIPUYUHIE TSDKKI MOPYIICHHS
BHYTpIIIHIX OpraHiB IUIOAa, SKI MOXYTh 3arpoKyBaTW >KUTTIO JWTHHHU. EKcriepuMeHTanbHi
JOCIIJKEHHS JICHAJIIIOMIly Ha MaBIlax MOKa3ajH pe3yJibTaTH, MOMIOHI 10 THX, sIKi OYyJI0 o/ep:KaHO
paHilie mijJ yac 3aCTOCYBaHHS B LIUX TBAPUH TaliOMiqy. Y pasi 3acTOCYBAaHHS JCHATIIOMITY B
IepioJi BariTHOCTI OYIKY€ETHCS TepaToreHHa Jiisl JISHATAOMIAY Y JIIOJINHH.

Bumora BukonyBatu Bumoru [Iporpamu 3ano0iraHHs BariTHOCTI OIIUPIOETHCS HA BCIX MAI[IEHTOK 3
pPEnpOyKTUBHUM TOTEHIIIAJIOM, 33 BUHSATKOM BHITAJIKIB, SIKIIO TUTBKU HAasIBHI IEPEKOHJIMBI T0KA3H il
B1JICYyTHOCTI.

KOHCYJIbTYBAHHS TALIEHTIB

PexomMenaanii 3 0e3meKHu, AKi CTOCYIOTHLCS BCiX NAICHTIB




Ymunizayis nenompibnoeo nikapcvkoeo 3acody

Cain po3’siCHUTH TaIlieHTaM, 110 HeH JiKapchKuid 3aci0 He MOYKHA MepelaBaTH 1HIINM JIFOASIM, a BCi
HEBUKOPHUCTAHI KalCyJldW B KIiHI JIIKYBaHHS MOTPIOHO MOBEPHYTH 10 MEAWYHOTO 3aKiamy s
0e3meyHoi yTuizarii.

Tlopsiook npusznauenns ma 8iOnNycKy JKApCbKo2o 3acody

Cucrema KOHTPOJHOBAHOI BUA4l OXOIUTIOE BUKOPUCTAHHS (opMu iHPOPMOBAHOI 3rofu Ta/abo
€KBIBAJICHTHOTO JIOKYMEHTA /Il KOHTPOJIIO MPU3HAYCHHS Ta/ab0 BUAAUi, a TAaKOXK 30ip JOKIaTHUX
JaHUX 100 MPU3HAYEHHS 3 METOIO PETEIBLHOI0 CIIOCTEPEIKEHHS y MEXKax KpaiHH 3a 3aCTOCYBaHHAM
JKapCchKOro 3aco0y 3a MOKa3aHHSIMH, HE 3a3HaYCHUMH B IHCTPYKIIIT 17151 MEJUYHOTO 3aCTOCYBaHHS.
B imeami Tect Ha BariTHICTb, BHIHMCYBaHHS peleNTa Ta BHIAYa JIIKAPCHKOIO 3aco0y Malli€HTI
MOBHHHI Bi0yBaTHCS B TOW caMHUil JeHb. Bupaya neHamigoMigy XiHKaM 3 penpoayKTUBHUM
MOTEHIiaJIoM Mae BiAOyBaTHCS He Mi3HimIE 7 JHIB MicHs NPU3HAYEHHS Tepamii Ta OTPUMAaHHS
HETaTUBHOTO PE3YJIbTaTy TECTy Ha BariTHICTb.

Pusux nepsunnux 3noaxicnux nyxaun inwoi noxanizayii (I131111)

VY KIiHIYHAX BUTIPOOYBaHHX OyIo Big3HaueHo BUILy YactoTy BuHukHeHHs [I3111J] cepen narieHTiB
3 MIEIOMOI0, SIKi paHillle OTPUMYBAJIM JIIKyBaHHS KOMOIHAIEIO JIEHAIAOMIJ/JIeKCaMETa30H.
HeinBazusni [13111J] oxorurtoBanyu 6a3aabHOKIITHHHUH 1 TUIOCKOKJIITUHHAN pak MKipy. Bimpmricts
inBa3zuBHUX [13I11J] Oynu 37104KICHUMU COJIITHUMHU Iy XJIMHAMU.

VY KJIiHIYHUX BHIIPOOYBAaHHIX CEpe MAlLli€HTIB 3 BIEpIIE IarHOCTOBAHOIO MHOKHHHOIO Mi€JIOMOIO,
AKI HE MiUIATaloTh TpaHCIUIaHTamii, Oyno Bia3HaueHo 30impmenHs B 4,9 pasu dYacTtoTu
rematosoriunux [13[11J] y mamieHTiB, SKi OTpUMYBaIu JEHATAOMIA y KOMOIHAIIT 3 MendaranoMm i
MPEHI30HOM JI0 TPOTPECYBAHHS 3aXBOPIOBAHHS.

V narieHTiB, K1 NpUiiMaIn JIEHAI110M1]] y KOMOiHa1ii 3 MeJ(anaHoM 1 IPeIHI30HOM, CIIOCTepirain
30u1bIeHHs YyacToTH codifHonyxiauHHuX [I3[11JI y mopiBHSHHI 3 XBOPUMHM, IO 3aCTOCOBYBAaTH
MendanaH y KoMOIHaIlil 3 TPEAHIZ0HOM.

Cepen nmari€eHTiB, SIKI OTPUMYBAJIX JIEHANIIOMIJ Y KOMOIHAIi 3 1eKCaMeTa30HOM JI0 IPOrpecyBaHHs
3aXBOPIOBaHHS a00 BNPOJOBXK 18 MicsIiB, ciocTepiraiu MiABUILEHHS B 1,3 pa3a yacTOTH COJIITHUX
nyxaud [I3I1IJI B mopiBHSHHI 3 mallieHTaMu, SKi 3aCTOCOBYBATH TalioMiA y KoMmOiHamii 3
MenhamaHOM 1 IPETHI30HOM.

[Tinsummennii pusuk BuHukHeHHs [13111J], moB’si3aHuil 13 JEHANIIOMIZOM, TaKOX PEIEBAHTHUN Y
KOHTEKCTI BIEpIIE J1arHOCTOBaHOI MHOXMHHOI Miegomu (BJAMM) micnga TpasciuiaHTamii
CTOBOYpOBUX KJIITHH. X0o4a 1€ pU3UK 1€ HEe A0 KiHIS BUBUEHHH, Tpeba mam’aTaTH Mpo HBOTO,
IUTAHYIOUYH 3aCTOCYBaHHS JICHATIIOMIY 32 TAKUX YMOB.

Ha pu3suk po3sutky rematoioriunux [I3I1IJI BapTo 3BaxkaTu nepe] NpU3HAUYEHHSAM JICHATIIOMITY
abo y komOiHamii 3 MendanmaHom, abo onpa3y micas BHCOKOi 1o3u Mendanany ta TACK.
BukopucToByouM cTaHAapTHI JIarHOCTUYHI METOJM JIiKapi MOBHMHHI SK 110, TaK W yNPOJIOBXK
JKyBaHHS, peTeIbHO 00CTEXKYBaTH XBOpUX Ha Bunaaok BusBieHHs [I13I11J], 1 mpoBoauTy NiKyBaHHS
BIMOBIAHO 0 MOKAa3aHb.

JIoaaTKOBI peKoMeHIAIIl A KiHOK 3 PenNPOAVKTHBHUM MOTEHIIAJIOM

XKiHku 3 penpoayKTUBHUM IMOTEHIIAJIOM TMOBMHHI BUKOPUCTOBYBAaTH OJMH 3 €(EKTUBHUX METOJIIB
KOHTpALEMNLii TpoTAroM 4 THXKHIB /10 MOYATKy Tepallii, i 4ac Teparii, a TAKOXK MPOTIroM 4 THKHIB
TiCJIs 3aBEpIICHHS Teparii JeHa i I0MiJIOM 1 HaBiTh Y pa3i epepB Y JIiKyBaHHI. BUHATOK CTaHOBIIATH
JUIIE Ti TAIlEHTKH, K1 TOBHICTIO YTPUMYIOTHCS BiJl CTaTE€BUX KOHTAKTIB IMPOTATOM YChOTO
3a3HaYEHOT0 TEPMiHY, L0 MIATBEPAXKY€ETHCS IOMIcsII. SKIIo narieHTka He mifgiopana eeKTHBHOTO
METOAY KOHTpAIICMIIii, TOTPIOHO CIpSMYBATH ii 70 JIKaps, SIKUA Ma€ HAJCKHY KBaTi(ikaIiro s
KOHCYJIbTYBaHHA 3 MUTaHb KOHTpAIELii, 1100 MOXHa OyJI0 po3moYaTy ii BAKOPUCTOBYBATH.

Jlo MpUHWHATHUX METOMAIB KOHTpAIEIlii HaJIe)KaTh:

- KOHTpAIeITUBHUI IMIUTaHTAT;



- BHyTpimmHboMaTKOBa cucteMa (BMC), 110 BUBUTBHSIE IEBOHOPTECTPEIT;

- JIeTIO-TIperapaT MeIPOKCUIIPOTeCTEPOHY alleTaTy;

- CTEpHII3AIlis NUIIXOM TPYOHOT OKITFO3iT;

- CTaTeBi KOHTAKTH 3 MAPTHEPOM, IKOMY 3pOOHIIN Ba3eKTOMIiIO; BA3EKTOMIsl TApTHEPA Mae OyTH
MiITBEp/HKEHA IBOMA HETAaTUBHUMH aHAJII3aMU CiM’STHOT P1IMHH;

- 3aco0wu, 110 1HT10YIOTh OBYJISIIIO, SIKi MICTATB TUTBKH MIPOT€CTEPOH (HAIPUKIIAJ, I€30TeCTPeN).

TecTn Ha BariTHICTH UYTJIMBICTIO HE MeHIIe HixK 25 MMO/mMn MaroTh BUKOHYBAaTH 3a BKa3iBKaMH
JiKaps BIATOBIAHO O HMKYE3a3HAYCHOI METOAMKH BCl JKIHKH 3 PEMPOJYKTHUBHUM TOTCHINAIOM,
BKJIFOYHO 3 THMH, XTO IIOCTIHHO Ta IIJIKOM YTPHUMYETBCS BiJ CTaTEeBUX KOHTAkTiB. B ixeam
TECTYBaHHsI Ha BariTHICTh, BUITMCYBAHHS pPeIleNTa Ta BUaava JiKapChbKOro 3aco0y MmarieHTIi TOBUHHI
BiOyBaTHCs B TOM caMuii cHb. Bumaua neHanigoMiay )KiHKaM 3 pernpolyKTUBHUM ITOTEHITIaJIOM Ma€e
B1IOYTHUCS IPOTATOM 7 JTHIB ITiCJIS PU3HAYCHHS.

Tect Ha BariTHICTh TpebGa MPOBOIUTH MiJ Yac KOHCYJIbTAIlil, HA K MPU3HAYAETHCS JCHATIIOMI,
abo 3a 3 AHI 0 BI3UTY [0 JIiKaps, IMICIS TOTO, K TAalli€HTKa BUKOPHCTOBYBaja €(QEKTHBHY
KOHTpAICTILII0 TPOTATOM HE MeHme 4 THxHIB. Pe3ynmprath TecTy NOBHMHHI MiATBEPAMTH, IO
MaIfieHTKa He BariTHa HAa MOMEHT IOYaTKY JIIKYBaHHS JICHAJIOMiIOM.

Tect Ha BariTHICTh MOTPIOHO BUKOHYBATH MOBTOPHO IIOHAWMEHINE KOXHI 4 THXKHI, B TOMY YHCI1
MpUHANMHI yepe3 4 THKHI MICTIs Teparrii, 3a BUHATKOM IAIIEHTOK 13 MATBEPKEHOIO CTEPHITI3AIli€l0
HUITXoM TpyOHOT OKuIro3ii. Taki TecTH Ha BariTHICTh BUKOHYIOTh Y JICHb YEPrOBOTO IPU3HAYCHHS
JikyBaHHs a00 32 3 [H1 10 BI3UTY [0 JIiKaps.

JIoAATKOBI peKoMeHaAllil A5 Y0J0BiKiB

JlenanigomiJ HasiBHUM y CiM’SIHIH piAMHI y TPAHUYHO HU3BKUX KOHIEHTPAIISAX B IIE€PIOJI IIKYBaHHS 1
HE BU3HAYAETbCA y CIM’AHINA PiIuHI yepe3 3 AHI Micis MPUIMHEHHS 3aCTOCYBaHHS Yy 3/I0pPOBHX
cy0’exTiB. Sk 3amoOLKHHMI 3axil, 3BaKal0OYM HA MOXKIIMBE 3HIDKEHHS IIBHAKOCTI BHUBEICHHS
JICHAJIIIOMily B 0COOJIMBMX TpyIax Malli€HTIB, HAPUKIIAA y MAaLI€HTIB 13 MOPYLICHHAMHU (QYHKII]
HUPOK, BCl MAalll€EHTH YOJIOBIYOI CTaTi, SIKI NPUHAMAIOTh JICHA0MIiJ, TOBUHHI BUKOPHUCTOBYBATH
Ipe3epBaTUBH MPOTATOM YCbOIO KypCy JIIKYBaHHS, IIiJ] 4yac MpPU3YIUHEHHS 3acTOCYBaHHS
JIKApChKOTO 3ac00y 1 MpOTAroM 1 THXKHS MICHsl NPUIIMHEHHS JIKyBaHHS B TOMY pasl, SKILIO HOro
CTaTeBMM IMApTHEPOM € BariTHa >KiHKa abo IHKa 3 pPENpOJyKTUBHUM IOTEHIIAJIOM, sKa He
BUKOPHUCTOBYE BUCOKOE()EKTUBHI METOIM KOHTpALIEMII1i.

IO POBUTHU ITPU HACTAHHI BATITHOCTI

HeraiiHo NMpUNMHUTH 3aCTOCYBaHH JIGHAIIJOMIY MPY BUHUKHEHHI MiJ03pH HA BariTHICTh — JUIs
KIHOK 3 PETPOYKTUBHUM MOTEHITIATIOM.

HampaButu Ha KOHCYNBTAIIIO JI0 JTiKaps, SKAN CIeiali3yeThCsl Ha TepaToiorii abo Mae TOCBiA y ik
rajy3i Ta 11arHOCTHIl TEPATOTEHHOTO BILTUBY JIIKAPCHKUX 3aC001B, 3 METOIO OOCTEKCHHS Ta HATaHHS
PEKOMEHTaITii.

HanaTtu namienty KoOHTakTHY iH(pOpMAIIii sl TOB1IOMIICHHS 00 Oy Ib-sIKMX IM1103p Ha BariTHICTb.

MOBIJJOMJIEHHS ITPO BUIAIKUA MOBIYHUX PEAKIIIA

Komnanis KPKA akuentye Bamry yBary, 1o moBiomiieHHs po Mo6iuHi peakiii abo BiJICYyTHICTb
TEpaneBTUYHOIO e(PeKTy Mae BakiMBe 3HaueHHs. Lle ae 3Mory aHami3yBaTH CIiBBiIHOIICHHS
KOPHUCTB/PU3HK JIIKApChKOTO 3aco0y. [Hdopmariito mpo Oyas-ski nepeadadyBaHi ToOIUHI peaKIiii CITi
IOJaBaTH BiAMOBIIHO IO BUMOT 3aKOHOJABCTBA.

Bignosigao no Bumor Ilopsiaky 3miiicHEHHS (apMakoHArsay, 3aTBEPKEHOTO HaKa30M
MinicTepcTBa 0X0poHHU 370poB’st Ykpainu Bix 27 rpyaus 2006 poxy Ne 898, 3apeectpoBaHoro B



MinictepctBi toctuiii Ykpainu 29 ciuns 2007 poky 3a Ne 73/13340, ciig moBiAOMIATH TIPO yci
Mi103proBaHi mobiuHiI peakii 70 JlepxaBHoro ekcrieptHoro neHtpy MO3 Ykpainu 3a MOCHUTIaHHSM:
https://aisf.dec.gov.ua.

Jlnst moBigoMieHb BiacHUKy peecTpaniiHOro mocBiT4eHHs
e-mail:

info.ua@krka.biz

anton.andrivanov@krka.biz

pharmacovigilance@krka.biz

tenedon micekuid: +380(44)3542668
tenedon 24/7: +380(95)28313347
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