
BBHPEH E3BEIIITAJ 3A OCOBHHHTE HA JIEKOT

1. MME HA JIEKOT

berabepon 250 mukporpamu/ml, npalliok 4 BEXHKYJIYM 3a pacTBOp 3a UHjeKTuparse

2. KBAJIHTATHBEH U KBAHTHTATHBEH COCTAB

PekoMÖHHaHTeH HHTepbepon 6era-16 * 250 muxporpamu (8,0 MmumoHn IU) Ha ml Kora ce PeKOHCTHTyHpa.

Betadepou COApPKH 300 muxporpamu (9,6 manuonu IU) Ha pekoMÖHHaHTeH uUHTepdbepoH Geta-16 mo amnyxa.

3a ICJIOCHQ JIHCTA HA EKCIATIHEHCH, BHAM Den 6.1.

3. @APMAHEBTCKA ®OPMA

Hpamok 1 pacTBopyBay 3a pacTBOp 3a HHjekTuparke.

Crepusen Ges 210 GernuecT

4. KJIHHMYKH IIOIIATOIIM

4.1 Tepanesrckn unaukannn

betadepou e HHAMUMpaH 3a JIEKyYBälbe Ha
e Tlauwentu co exnHeïeH AeMHENHHH3HPAUKH HACTAH CO QKTHBCH BOCIIQJIHTCJICH npollec, QKO € HOBOJIHO

TCDKOK 3a Ja Ce OIIPQBAQ TPETMAHOT CO HHTPQBCHCKH KOPTUKOCTEPOHAH, ako ANTEPHATHBHH AHjATHO3H ce
HCKIY4eHH NM aKO CE YTBPIH Aeka TIAHHEHTOT HMa BHCOK PH3HK 3a pa3BOj Ha KIHHHUKH zeDHHATABHA
MYATAIJIEKC ckslepo3a (BHAK Jen 5.1).

e Tlanuentu co perarica-peMATeHTHA MYJITHTIJIEKC cklepo3a H ABA HJIH TIOBeke PEJNAIICH BO TIOCHEAHHTE BE
TOAHHH.

e 1lammentu co cekyHAapHa NPOrTpecHBHa MYJITHMeKc CKIepo3a co AKTUBHA ÖONECT, WTo Guo HOTBPAEHO
co penalicute.

4.2 Nosupate u HaUHH Ha ynoTpeba

Tpetmanot co BeradepoH Tpe6a na 3an04uHe 1101 Hay30p Ha JIeKap Koj HMa HCKYCTBO BO TPCTMQHOT Ha GonecTa.

Bospacnu
TIpenopayanata nosa Ha berabepon e 250 muxporpamu (8,0 Munuonu IU), conpxan Bo 1 ml peKoHcTuTynpaH
pacTBop (BHAH Aer 6.6), Koj Tpe6a na ce HHjeKTHpa cyOKyTaHO CeKOj BTOP ACH.

ITeduampucka nonynayuja
Hema odHumjankn KIMHHUKH MCIMTyBaba, HUTy PapMaKOKMHeTCKM CTYAUH KOM Ce CIIPOBCHCHH 3a Nena WM
anoneclientn. Cerak, orpaHwueHu O6jaBeHH IIOHQTOIIM IOKaKYBAaAT yeka Oe36eqHOCHMOT npodnn Ka)
anoJlecleHTHTE Ha BO3pacT on 12 no 16 roxuxu no AoOuBateTO Ha betadepou 8,0 munuonn TU cyOxyTaHo ceKoj
BTOP JH € CJIMHCH CO OHO] kaj BospacHure. Hema HHdopmannn 3a ynorpe6ara Ha BerabepoH kaj neua non 12-
TOAHIIHA BO3pacT. 3aroa, beradepou He Tpe6a Ja ce KOPHCTH kaj oBaa Nonynayja.

OIIIIITO 3eMeHO, ce npenopauyBa THTPALHjA Ha 103aTa HA NOYeTOKOT Ha Tpe
te fr

* [IpousBeneHo co TCHCTCKM HHKEHEpHHT Of BHD Ha Escherichia coli.
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Tlayuentute Tpe6a na 3anounatT co 62,5 mukporpamu (0,25 ml) cyÖkyTaHo cekoj BTOp AeH U TocTeneHo Aa ja
3TONEMYBAAT AO3ATA HO AO3a on 250 MHKPOTPaMmH (1,0 ml) cexoj Brop neu (Buau TaGena A). ITepnorot Ha

TATpalmja MODKC Na ce IIPMITATOAM BO CHY4Aj Ha 3HaYajHH HeCaKaHH peak1lmu. Co Wen Ha ce NOCTHTHe COOABCTHQ

ecbuKacHocT, TpeGa Ja ce Nocturne 11038 of 250 mukporpamu (1.0 ml) cekoj Brop eH.

EneH rakeT 3a THTpauHja € COCTQBCH OA YETHPH TPOjHH HAKETH KOM Ce MOCTAIIHH 3a HÉPHOAOT Ha TUTpalmja u 3a
IIOHCTHO JIEKYBAH€ Ha TIalIMEHTOT co berabepon. OBoj makeT oxroBapa Ha MoTpeOuTe Ha NAUHEHTOT 3a TIpBuTe 12

nHjekuun. TpojHMTe NaKETH ce o3HaueHu Co Pas11nuHn 6OM (BHAH en 6.5).

Ta6ena A: Pacnopen 3a THTpaumja Ha nosara*
Nenosu ua TPOTMAH Jlo3a Borymex

1,3,5 62,5 Maxkporpamu 0,25 ml
7,9, 11 125 mukporpamu 0,5 mil

13, 15, 17 187,5 MHKPOTPaMH 0,75 ml
19, 21, 23 u noHaTamy 250 Mukporpamu 1,0 ml

* Tlepuogor Ha TUTPpal1mja Mowe Ja ce HPHNATOHH BO CIIyaaj Ha II0jaBa Ha 3HAUMTEJIHM HecakaHn peak1mm

OnTHMasHaTa 1038 ce YIUTE He ce HEJIOCHO YTBPAEHA.

Bo 0B0j MOMCHT He € IIO3HQTO KOJIKY HOJITO TpeOa Ja ce TpeTHpa naumeHToT. IlocTojar nogatouu Ao6uenu on
crerere Ha TIAUMEHTHTE BO KOHTPOJIPQHH KIMHAUKH YCJIOBH 3a NAUHEHTATE CO PETANCO-PEMATEHTHA MYJITHIIJICKC
CKJIEPO3a 3a IICPHOA Wo TONUHH, a 3a HAUHEHTH CO CEKYHNAPHA IPOTPecHBHA MYIITHILIEKC CKIEPO3A JO 3 TOAUHN.
3a PeLHAABAPAUKH- PEMATEHTHA MYJITHIIJICKC CKJICPO32 Ha TPCTMQHOT € AOKAKAHA 3a NPBHTE ABe
FOHAHHA. PacronoXJIABUTE IOHATONH 3a HOIIOJIHMTCJIHH TPM TOAWHH ce BO COrmacHOCT CO eDHKACHO OAPIKAIHB

TpeTMaH Ha beradepoH Bo TeKOT Ha IEIHOT IIEPHOR.
Kaj IIQIIHCHTH co enuHeuen KAAHHYKH HQCTQH KO) YKaKYBA Ha MYNTAIIEKC CKJIEPO3A, HPOTPECHjATA Ha KJIMHHHKH

AeDAHATHBHA MYJITHIIJICKC CKIEPO3A € 3H2HHTCJIHO OHIJI0DKCH2 3a IEPHON OA NET TOAHHN.

TpeTMax He ce npenopauyBa kaj IIQIIHCHTH CO PENANCH-PEMATEHTHA MYJITHIIJICKC CKJIEPO3A, KOM HMAAT AOKHBEAHO
IIOM2JIKY ON 2 penar1ch BO IIPETXOAHHTE 2 rOHAHH HIM Kaj HAUHEHTH CO CeKyHAapHa NPOrPECHBHA
CKJIePO3a KOH HCMAJIC AKTUBHA 6OJICCT BO HPETXOAHATE 2 TOAHHH.

Ako HAaHHEHTOT He pearupa Ha TpeTMaH, Ha IIPHMEP ako TIOCTOH TIOCTOjaH BO HPOIIHPEHATA CKaJia 3a

cTaTyc Ha nonpeyeHoct (EDSS) 3a nepnoz of 6 Meceuu HM € noTpeGeH TpeTMaH CO HajManky 3 WMKMycH Ha
ACTH unn Koprukocrepougu Bo IICPHOA ON EAHA TOAMHA M HOKpaj Tepanujata co Berapepon, TpeTMaHoT co
Betadbepou Tpe6a na ce rnpekuHe.

Hauux Ha anmuHHcTpannja

3a NOTKO)KHA HHjekumja.
3a HHCTPYKHAH 3a PeKOHCTHUTYIIMja Ha JICKOT ANMAHHCTPAUH)A, BAM Wer 6.6.

4.3 Kontpannankaunn

Tlammenrtn co ncropuja Ha MpeoceTMMBOCT Ha TIpupoyen WIM PEKOMÖHHAHTEH HHTephepon Geta, XyMaH
anOyMHH HIN Ha 6un0 Koj OF OKCIIHIIMCHCHTO HaBeyeHH Bo nen 6.1.
Ilammentn co cerallHata Tellika nenpecnja 4/nnm caMoyOucTBeHH unen (BUAH Dem 4.4 u 4.8),
IlammeHtu co ÀAEKOMIEHSHPAHO 3a607yBae Ha IPHHOT APo6 (Bugu zen 4.4, 4.5 u 4.8).
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Hapyurypama Ha HMyYHOJIOLIKUOT CHCTCM

ANMMHHCTpalImjaTa Ha IHTOKHHH kaj IIQLHCHTH CO IIPCTXOHIHO IIOCTOCHKM MOHOKJIOHAJIHH TAMONATHH CE NOBp3yBa
CO pa3BOjOT Ha CHHIPOMOT Ha BTOJICMCHQ HPONYCTIIHBOCT HA CHCTCMOT Ha KaTHJIapHTE CO CHMIITOMH CJIHYHH Ha
WOK U dbaTaneH HCXON.

LacTpouxTecTHHANHA HapyllyBalba
Bo perky c11yyan, riaHKpeaTuTuc Gele 3a6erexaH npa ynotpe6a Ha berabepon, uecto ce TOBp3yBa co

XHIEPTPATIIHIEPHNEMHja,

Hapy1nyBarsa Ha HCDBHHOT CHCTCM

BerabeponH Tpe6a Ja ce aNMHUHHCTPHpa CO IIPCTIIQ3JIWBOCT Kaj TIAUMEHTH CO IIPCTXOHHH WIM TCKOBHH JenpecuBHu
Hapyl1yBat»a, OCO6GHO Kaj OHHe CO IIpeTXOAHH CAMOYÖHCTBEHN Jen (BAAH Aen 4.3). Tlo3Hato e Aeka nenpecnja u

CYAUAAHH Wen Ce jaByBaaT CO 3roJeMeHa (bpekBeHlmja Kaj MYJITHIIJICKC CKJICPO32 H Ce IIOBP32HM CO ynoTpedara
Ha uHTepdepou. Tlayuentute Tperupaun co beradepou Tpe6a aa ce COBeTyBaaT BeJHAI Ja IIpujaBaT 6uno KAKBH
CHMIITOMH Ha Nenpecnja H/ANA CYAHAAHM NAEH kaj HMBHMOT JIekap Koj HM ja TPÈTIHITAN Tepar1njara, Ilaumenturte
KON HOKaKYBAAT 3HalM Ha Aerpecnja Tpe6a BHHMQTCJIHO Ja Ce CJIENAT 3a BpeMe Ha TPOTMQHOT co betadepou u na
ce TPCTHPQQT CooABETHO, Tpe6a na ce cMeTa Ha HPEKAH Ha Tepanmjara co beradepon (Bun Aen 4.3 u 4.8).

Berahepon Tpe6a na ce AAMHHHCTPHPA CO TIpeTma3IMBOCT Kaj IIQLIMCHTH CO HCTOPHjA Ha H Ha OHHC KOH ce
Ha aHTHEIMJIENTHYHA Tepamuja, OCO6eHO akO HABHATA enHJIerICHjàa He € COOHBCTHO KOHTPONHPaHa CO

akTHETMJIEITMHLH (BAAU Jen 4.5 n 4.8).

OBoj npon3BOA COIPKH xyMaH anOyMHH H 3aTOa HOCH IIOTEHHHjANEH PH3HK 3a IIpeHecyBälbe Ha BHPyCHH
3a00JlyBatha, Pusukor ON npenecyBae Ha GonecTa Kpojchenx-Jako6 (CJD) He Moxe na ce ACKIY4H.

JlaGoparopackn TCCTOBH
Ce npenopauyBa peoBHO TecTupame Ha THPOHIHATA PYHKUHja kaj MAIMEHTH CO HCTOPHja Ha AACPYHKHHjA Ha

THPOHIHQTQ 2Ke31a WIM € KIMHAUKH HHAALHAPAHO.

Bo npunor Ha na6opaTopuckuTe TCCTOBH KOM BOO6HyaeHo ce ToTpebHN 3a Clleyeme Ha HALMEHTU CO MYJITHIIJIEKC
cklepo3a, ce Npenopauysa a ce HanpaBy KOMIIJICTH2 KPBHA CJIHKA 1 AAbepenunjaren Opoj Ha Ses KPBHH KIIETKH,
TPOMÖOLHTH MH KPBHHTC XEMAKAJHH, BKJIYUYBAjKH TCCTOBM 3a DYHKUMjATA Ha HPHHOT Apo6 (Ha mpumep, AST
(SGOT), ALT (SGPT) u Tama-GT), npen HHALHHPARE u BO PEAOBHA HHTCPBQJIM NO BOBCIIYBQHCTO Ha Tepallujata
co BeradepoH, a nOTOa TEPAOAHAHO BO OTCYCTBO Ha KJIUHHYKH CHMMTOMH.

Kaj naumeHTH co aHeMHja, TpoM6ouaToneHyja, JeykoneHHja (caMa WIM BO ONO Koja KOMGHHANHja) MOXE Ja ce

Gapa IIOHHTCH3HBHO HA KOMIIJICTHQTQ KpBHa CIMKa CO Andeperumjanna KpBHa CJIHKA H OpojoT Ha

TpomOounTHTe. Kaj nalmeHTUTe KOM HMQQT Pa3BHEHO HeYTporeHAja TPe6a BHHMATEJIHO Ja ce CJIEAH Pa3BojoT Ha

Tpecka WIM UHberumja. Ilpnjasexy ce cryaan Ha TPOMGOUHTONEHHjA, CO 3HAYHTEIIHO HaMallyBalbe Ha GPOjOT Ha

TPOMGOLHTHTE.

XenaTobusmjapHu HapyLIyBawba
ÄCHMIITOMATCKH HOKauyBaHa Ha CEPyMCKH TPAHCAMAHA3H, KOM BO IIOBCKCTO CHYAAH Ce Oar U MUHJIHBH, MHOTY
HCCTO ce jaByBaaT Kaj IIQIIHCHTH TpeTupaHu co beradepoH BO Tek Ha KTHHHUKHTE HCHHTyBaHa. Ilro ce onHecyBa
xo apyru Geta HHTePhePOHH, NOCTOjaT peTKH Ha TCIIIKM OLTETYBAHA Ha IIPHHOT APO6, BKIYAATENHO H

ciy4an Ha XeNATANHA HHCYPANHEHIHjA, kaj IIQIIHCHTHTC TpeTHpaHu co berahepox. Hajcepnosun Hacranx yecTo
HacTaHyBaaT Kaj IIQIIHCHTH KOM HPHMAAT P1PYTH JICKOBM HJIH CYTICTAHLIH 3a KON Ce 3Hae eka Ce XENATOTOKCHUHH
WIM BO IIpHcycTBO Ha KOMOPGHAHH MEAHIIHHCKH COcTOj6H (Ha IIPHMEp, MeTacTa3HpaHa M2JIMTH2 OonecT, TEIIKa
uHbekunja WH cerca, 310ynoTpe6a Ha AHKOXON).

Tlojapatasta HOKAU\ Babee: HKaj naunenTuTe Tpe6a na ce Cheat SHAUHTE Ha xerlaTan1Ho OWITCTYBalbe
TPAHCAMHHA3H Oapa BHMMQTCJIHO CJICHÈRE KH HCTPara. Axo ce jABA 3HAUAjHO ann € IOBP33HH

YMCKHTE

CO KJIHHHHKH CHMMTOMH Kako LITO € IKOJITHUA, Tpeba a ce pasr1ena YKHHYBAECHA Tepan1nj ara ch Be abepon Bo
m
x m
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OTCYCTBO Ha KIHHHUKH CHMIITOMH 3a XCIIQTQJIHO OMITCTYBalbe MU MO HOPMAIH3HPAHE Ha XENATAIHATE CH3AMH,
MOKC Aa ce IIPCABUTHA IIOBTOPHO BOBEAVBARE Ha TepannjaTa COOABETHO CHICHÈRE Ha XETIaTanHaTa byHkunj a.

By6pexHu 1 yPHHapHH Hapyr11yBatsa
Tpe6aa ce BHUMaBa 14 IOTPe6HO € BHAMATENHO pH AIMMHHCTPAIMja Ha MHTepdepou Gera kaj
NalMeHTuTe CO Tewka 6yOpexHa UHCybHLMeHLUmMja.

Hedpotcku HapyIlyBarba
3a BpeMe Ha TPCTMQHOT CO JICKOBM KOM COHpXKAT AHTephepox Seta Gare npujaBeHH Cyan Ha HedporcKu
Hapy11yBarmba CO Pa3JH4HH OCHOBHM Hedponatun BKIy4yBajKH Kona6npauka dokanna okyCHa cerMeHTHa
raoMepysockrepo3a (FSGS), 6onect co MHHAMAnHA TIpOMeHH (MCD), MemOpaHompomndepatusex
raoMepyroHepparuc (MPGN) u MemOpaHo3Ha rmomepysionaTuja (MGN). HactaHute ce eBnneHTApanu BO

pa3IHYHH BPEMEHCKA TOHKM 3a BpeMe Ha TPETMAHOT U MODKC Ma ce CHIYAH H MO HCKOJIKY TOAMHH Ha TepanHja co
aaTephepox Geta. Ce npenopayyBa HEPHOAHYHO creneHe HA PAHHTE 3HAUH MIM CHMITOMH, KaKO LITO ce EJIEM,
IpoTenHypHja 4 HapyimeHa 6y6pexkHa PyHKUHja, OCO6eHO Kaj IIQIIHCHTH CO IIOBHCOK PH3HK 3a GyGpexHa 6oyecr.
Iotpe6xo e HTHO Ja ce TpeTapa HCOPOTCKOTO Hapyll1yBarse u TpeOa Ja ce PA3MACIIH 3a IIpeKHH Ha Teparmjara co
berahepox.

CpueBH 3a6071yBaHa
betadepou Tpe6a na ce KOPHCTH CO IIPETIIA3IIHBOCT Kaj HAUHEHTH KOM CTPAHAAT ON MpeTXOAHO IIOCTOCHKM CPIICBM
3a6onyBarsa. Tlauueutute co npeTxonHo nocroeukn 3HadajHH CpLeBH 3a6071ÿBaiba, KOKO ITO ce KOHTCCTHBH8

cpueBa CJTa6OCT, KopoHapHa aprepacka ÖONECT HIM apHTMuHja, Tpe6a na ce CJICAQT 3a Ha CPIeBATA
cocToj6a, OCO6EHO 38 BpeMe Ha IIOHCTOKOT Ha Teparnnjara co Betadepou.
Haxo berabepox HeMa HAKaKBH IIO3H2TH AAPEKTHH TOKCHHHM JejcTBa BP3 CPHETO, CHMIITOMHTC Ha HapylilyBarbe
KOe JIHYM Ha PAIN NOBP3aHA co Geta HHTEPhEPOHA MODKCC Ja ce MOKaxKaT CTPeCHH 3a NAHHEHTUTE CO HOCTOEYKA

3HauajHa cpueBa GonecT. 3a BpeMe Ha TlOCT-MapKeTHHIUKH HEpHOX 3a0eneXAHH CE MHOTY PeTKH cnyyan Ha

BJIOIIIVBQHC Ha CPIHEBATA cocTojOa Kaj IIQIIHCHTH CO TIOCTOjHA 3HAUHTENHA CpueBa OonecT, KOM ce RPHBPCMCHO
HOBP3aHH CO 3aNOUHYBalbeTO Ha Tepanujata co betadepou.

TpujaBexn ce peTkH c1yyan Ha KAPAHOMHONATH)A. Ako Toa ce CIYUH, à IIOCTOM COMHEBAI€ 3a IIOBP3QHOCT CO

berahepon, co Tepanujata Tpe6aa ce rpekuHe.

TpoM60TH4Ha MukpoakruoraTnja (TMA) u Xemonurauxa anemuja (XA)
3a BpeMe Ha TpeTMaH CO JICKOBM KOM COHPXAT HHTephepox Seta Oune npujaBeHH cayyan Ha TPOM6OTCKQ
MHKPOaHTHONATHjA, Koja ce MaHHecTHpa kako TPOM6OTHUHA TPOMÖOLMTONEHHYHaA nyprypa (TTP) u
XEMOJUTHUCH ypemnueH CAHApOM (HUS), BknyuyBajkn H CMPTHA c1yuan.. HoueroKoT Ha KIMHMUKH

KapaKTEPACTHKH BKJIy4yBaaT TPOMÖOINMTOIIEHNja, HOBA XHIIEPTEH3HjA, TPECKA, CHMIITOMM Ha ICHTPQJIHHOT HCPBCH
CHCTEM (Ha np. KoHby3nja, Napesa) u Hapy1ena Gy6pexHa hyHkunja. Jla6opaTopuckn Haonm KOM ykaykyBaaT Ha
TMA sksly4yBaaT HAMAJIEH Opoj Ha TPOMGONUTH, HOKaueHa CepyMCKa NaKTaT MexuaporeHasa (LDH), nopaau
XEMOJH3a H IUHCTOLHTH (PPATMEHTHPAHA EPATPOLHTH) BO KpBHa pa3Macka, 3aToa, QKO CE MCIIOJIHCTH KJIMHWHKHTC

KapaKTepucTuKu Ha TMA, ce npenopauyBa IIOHQTQMOIIIHO HCIIMTyBalbe Ha HHBOTO Ha TPOMÖOLIHTHTE, cepyM LDH,
KpBHa pa3MacKa u 06y6pexHata yHkuuja. JononHuTenHo, c1yyan Ha XA Kon He ce NoBp3aHu co TMA,
BKJIHHTCJIHO U HMYHOJOÏIIKA XA, ce mpujaBeHu co MpemapaTu co HHTephepon Geta. Ilpnjagenn ce XHBOTO-
3arpo3yBauKH H daTanun c1yyan. Cnyyan Ha TMA u / unm XA Guxe npujaBeHh BO Pa3NHAHH NePHOJH OX
TPETMAHOT H MODKCQT Ja ce MOjaBaT ON HEKOJIKY HEJEJH MO HCKOJIKY TOAMHH IIO 3ANO4HYBAHETO Ha TEPANHM}ATA CO

HHTephepon Geta. Ako ce AujarHoctuunpa TMA u/nnn XA u nocTon coMHeHHe 3a NoBp3aHocT co Betaferon,
noTpeGHo e BEAHALI Wa ce 3alouHe CO TPCTMQHOT (BO cryuaj Ha TMA na ce pa3rmega nnasmadbepesa) u ce
npenopayyBa BeAHAU JA ce TIPÈKHHE Tepanujata co beratbepou.

N
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XHIIODCOH3HTHBHH DG8KHIIIII
Moxe na ce cny4aT CCPHO3HH XHIIEPCEH3HTHBHH PEAKHAH (PETKH, HO TCIIIKH QKYTHM PEAKIHU kako GPOHXOCIIA3AM,
aHadunakca u YPTHKapHja). Ako pPeaklIHHTe ce Ter, beTapepon TpeGa na ce TIpekuHe H a ce MPHMeHH
COOHIBOTOHA MEIHLIHHCKA HHTEPBEHLUNjA.

Peak11un Ha MCCTOTO Ha UHjeKTuparse
PeakUHH Ha MCCTOTO Ha HHjEeKTHPare BKYYyBajkH Ha MCCTOTO Ha HHjEKTHPAIBE H HCKPO38 HA MCCTOTO
Ha HHjeKTHpatHe ce 3a6eneKaHH kaj NauHeHTU KOH ynoTpeOysaaT berahepon (uam nen 4.8). Hexposata Ha
MCCTOTO Ha HHjeKTHpaHe Moxe Ma 6uge o6emHa U MOxe a BKIyuyBa MYCKyJIHa DaClIHA, KAKO H MACHO TKHBO H

KaKO PesyJITAT Ha Toa Ja ce hopMupaar JIy3HH. [oHekoram e TOTpe6eH ucuncryBae Ha paHata (debridement), a
NOpeTko npecanyBarbe Ha KODK2 H ACHENYBAHETO MOKCa HOTpae M 10 6 Meceum.

AKO IIQLHCHTOT AOKHBYBA IlyKarbe Ha KO)KATA, Koja MOKC Ja One IIOBP3aHa CO OTOK HIM ApeHaxa Ha TCHHOCT ON
MCCTOTO Ha HHjEKTHPAHBETO, HAUHEHTOT TpeOa Na ce COBCTYBQ Ja Ce KOHCYJITUpa CO HETOBHOT/HEj3HHHOT JIEKap
npen nponomxyBare co betaepou HHjeklmn.

AKO HAIHEHTOT HMa IOBEKEKPATHH Jesmn, TpeOa na ce npekune co Berabepon ce moneka He Hojxe A0
3as1pabyBarse. Ilannentute co noexuHu Ne3HH MOAT Aa npozomxar co betadepou nog ycnoB HeKPO3ATA Ja He €

TIpeMHOry pacripocTpaHeTa, OMnejKH Kaj HEKOH HAUMEHTH NOjNe MO HclenyBalbe Ha HeKpo3aTa Ha MCCTOTO Ha

HHjekTupalbe Noneka ce Ha Betadepou.

3a Ka ce MHHAMH3APa PH3HKOT Of HHeKHHja Ha MCCTOTO Ha HHjEKTHPAH€ U HCKPO32 Ha MCCTOTO Ha HHjeKTUpalbe,
IIQIIHCHTHTC Tpe6a 1a Ce COBETYBAAT:

AA KOPHCTAT acelTH4Ha TEXHAKA Ha HHjEKTHPAHE
{a rO MEHYBAAT MECTOTO Ha HHjEKTHPaHE CO Cekoja 03a,

HinumpenuaTa Ha peak Ha MCCTOTO Ha HHjeKTHPaHe MOKC Ja ce HAMAIM CO yroTpeGa Ha asrTonHjekTop. Bo
OCHOBHHTe HCHHTYBAHA Ha NAUHEHTH CO eAHHEUEH KJIMHHHKM HACTAH KO) YKaKYBA Ha MJJITHIIJICKC CKJICPO3Q Selle
KOPHCTeH QBTOHHJCKTOP Kaj IIOTOJICMMOT HEN ON HAUMEHTHTE. Peak Ha MeCTOTO Ha HHjEKTHPARE U HCKPO32 Ha
MCCTOTO Ha HHjEKTAPAHE IIOPCTKO ce Kaj OBA ACIHIHTYBAIBE, OTKOJIKY BO APYTHTE KIIYYHM HCIATYBAHA.

Tloctankata 3a aBTOANMAHACTpANHjA ON CTpaHa Ha IIQIIHCHTOT Tpe6a Ja ce PeBAAHPA NePHOHHUHO, ocoGeHo ako
YMa II0jaBa Ha Ha MCCTOTO Ha HHjekTHparbe.

HImyHoreHocT
Kako H CO CHTC TepalesTcKH TIpOTeHHH, NOCTOH MOXHOCT 3a HMYHOTEHOCT, CepyMcKH IPHMePOUH BO

KOHTPONHPaHH KIHHHUKH HCIHTYBaHA Ce coOupaaT Ha CCKOM 3 MeCelH, CO Wel AA ce CJICIE PA3BOjOT Ha AHTHTENA
Ha berabepon,

Bo Pa3THUHH KOHTPOJIMpaHH KJIHHHUKM UCIIMTyBalba Ha PEJIATICO-PEMATEHTHA MVJITHIIJICKC CKIEPO3a A CPCHHO
NporpecHBHa MJYJTHIIJICKC CKIEPO3a, TToMely 23% u 41% of IIQIIMCHTHTC PA3BHBAaT HEYTPANA3APAUKA AKTHBHOCT
BO CepyMCKH HHTephepox 6eTa-16, IIITO € IIOTBPIICHO CO HAjMAlIKy IBC IIOCJICHOBATCJIHH IIO3HTHBHM .THTpH; Ka)
OBMC TIalIMEHTH, nomery 43 u 55% % nojne Jo Bpakalbe Ha CTAÖHNEH HCTQTHBCH CTATYC Ha AHTWTENA (BP3 OCHOBQ
Ha ABA IIOCHENOBATEIHN HeTATABHH THTpH) BO TCKOT HA CJICHIHHOT IIePHOA Ha Ha6JByAyBälbe BO TOPeHaBeNeHaTa
aHaslH3a.

Pa3BojoT Ha HEYTPalIH3npauKkaTa QKTHBHOCT BO OBMC AHANH3H € MOBP3aHO CO HaMallyBatbe Ha KIHHHAKATA
eibukacHocT CaMO BO OHIHOC Ha PÊJAICHATA AKTHBHOCT. Hekon aHarm3n TOKaKYBAAT AeKa OBO] MOKC na
Ouge NOTONeM kaj HAUHEHTH CO IIOBMCOKO HHBO Ha THTAP Ha HEYTPAIH3HPAUKO AejcTB0.

Bo crynmjara Ha TauMEHTH CO CAAHEUCH KJIMHMHKM HACTAH KOj YKaKYBaA Ha MJYJITHIIJICKC cKepo3a
HEYTPAIH3HPAUKATA AKTHBHOCT H3MepeHa Ha cekon 6 Meceun , bee 3a6enexana Oapem exxam Kaj 32% (89) on
TALHEHTATE KOH BeAHal Gea Tperupann co Berahepon; On Hus, 60% (53) ce Bparuxe BO HETATUBEH CTQTYC Bp3
OCHOBa Ha IIOCJICHHHTC PACIIOIOXJIABH IIPOLCHKM BO HEPHOA on 5 ronnmm. Bo oBoj TIEPHOA,. Pa3B0joT Ha

HeyTpann3upayka QKTHBHOCT Öellle IIOBP3QH CO 3HAUATENHO STONEMYBAHE HA HOBO QKTHBMPQHH JIE3HH À OGeMOT Ha
T2 esrm Ha CHHMKHTe AOGHEHH Co MarHeTHa pesoHanma Cenak, ce ymHH MEeKa Toa He:€ nOBP3AHO co
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HaMañyBaH€TO Ha KIHHHUKATA COHKQCHOCT (BO ONHOC Ha BPCMCTO Ha KJIMHHHKH OfpenelieHa MYJITHIIJICKC
ckreposa (CDMS), BpeMeTo Ha noTBpaeHa EDSS nporpecuja u cTar1kaTa Ha penar1c).

Hogi HeraTHBHH H2CTQHM He Ce IIOBP3aHH CO pa3BOjOT Ha HEYTPANH3HPAUKA AKTHBHOCT.

Ce nokaxa un eumpo neka Bberadepox BKPCTCHO pearapa co npnporen nHTephepox 6era. Cenak, opa He e
HCHMTAHO in vivo U KIHHHUKOTO 3HaUeHE € HEH3BECHO.

Tlocrojar perku 1 HeNOBONHH MONATOLM 3a HAUHEHTH KOM HMAAT Pa3BHEHO HeyTpanu3upauka QKTHBHOCT M HMAAT

Tepannja co beradepou.

OxIyKaTa Aa CE TIPOAOJDKU WK IPEKHHE TPCTMQHOT Ka) HAHHEHTOT Tpe6a Ja Ouge Bp3 OCHOBQ Ha CHTC ACIIEKTH Ha

CTATyCOT Ha Gonecra, OTKOJIKY Ha CAMHOT CTATYC Ha HeyTpanM3supaukaTa AKTHBHOCT.

Excuummencu
OBoj nek coxpxx Tomanky ox 1 mmol HarpayM (23 mg) Ha ml, oAHOCHO Bo CJIIITHH2 e '6e3 HaTpuyM'.

4.5 HnuTepakumn co ApyTH JI€KOBH H APyTu dopMH Ha HHTepakumja

He ce usBeneHu CTyAHH 3a HHTepakunja.

EbekToT Ha IpuMeHa Ha 250 mukporpamn (8,0 mMunuonn IU) BerabepoH cekoj BTop HeH Bp3 MeTaGomH3MoT Ha
JICKOT Kaj HAIMEHTH CO MYITHTLIEKC CKJIEPO3A HE € NOSHAT. TpeTMaH Ha penanch co Koprukocreponan un ACTH
3a HePHOA Ao 28 neHa 06po ce noHHeCyBA Kaj NALAEHTHA KOH TIpHMasie Beradepou.

Tlopagu HCHOCTQTOK Ha KIIHHMYKO HCKYCTBO Ka) NAIHEHTH CO MYJITUILJIEKC CKJIePO3a, He ce TipenopayyBa
ynotpebata Ha Berahepon 3aegHo CO UMYHOMOAYJIATOPH, OCBCH KOPTAKOCTepOHAA una ACTH.

3a6enexaHo e Weka HHTEPhePOHATE ja HaMaJlyBaaT AKTHBHOCTA Ha CH3MMHTC 3ABMCHH ON XCIIQTQJIHHOT IHTOXPOM
P450 kaj HOBCKOT U 2KMBOTHUTe. Tpeba na ce BHHMaBa Kora Beracbepou ce naBa BO KOMÖHHALMja CO JICKOBM KOH
HMaaT TeCeH TepaneBTCKH HHJEKC M Ce BO TONEMA Mepa 3aBACHH OA CHCTCMOT Ha XCIIQTQJIHMOT HHTOXpOM P450
nopa1m KJIHPEHC, Ha IpuMep AHTHENHIENTAUA. Tpe6a Aa ce npAMEHYBA HOIIOJIHHTCJIH2 TIPeTNA3NMBOCT Tipu
HCTOBpeMeHa TIpHMeHa HA JICKOBM KOM HMAAT ebekT Bp3 XCMATOIIOOTCKM CHCTEM.

He TOCTO) aT CTyAHH 3a HHTCPQKIHM CO aHTHEIIMJIEITALM.

4,6 BpemenocT u Aoeme

Bpemenoct
Tonem 6poj Ha nonaTounm (noBeke on 1000 ucxogu on OpemeHocT) ox KHHTEphbepoH Geta - perucTpn, HANHOHANHH

PerucTpn H MOCT-MAPKETHHT HCKYCTBO He YKaXKYBAAT Ha 3TONEMEH PH3HK ON PA3B0j Ha TOJICMM KOHTCHMTQJIHM
aHOMANHH npu H3IOKEHOCT Ha JIEKOT BO NEPHOA Mpex 3auHyBalse WAH PA H31OKEHOCT HA JIEKOT BO TEKOT Ha

IIPBMOT TpHMecTap of ÖpeMmeHocTa. Ceriak, BpeMeTpaeHETO Ha H3JO)XKEHOCTA HA JICKOT BO TCKOT Ha IIPBHOT
TPHMECTAP He MOXe Ma Ouse CO CHTYPHOCT YTBPACHO 3QTO2 LITO HOHATOUHTE ce COGpAHA Kora ynoTpe6aTa Ha

HTepbepoH Geta Ouna KOHTPAHHAHUAPAHA 3a BpeMe Ha OpeMeHOCT, a TPCTM2HOT HajBepojaTHo On NPpeKAHAT
kora € OTKpHeHa / NoTBpaeHa GpemMeHocTa. MCKyCTBOTO CO H3NO)KEHOCT HA JICKOT BO TCKOT Ha BTOPHOT U TPCTHOT
TPHMCCTQP OA 6PCMCHOCT € MHOTY OTPAHHYEHO.
Bp3 ocHoBa Ha HOJaTOUHTe Of HCHHATYBAHA Ha DKHBOTHI (BUAM Yel 5.3), NOCTOH MOXKEH 3TONEMEH PH3UK OA
CIIOHTQH aGOPTyC.
PH3HKOT Of CIOHTaHH a60pTycu Kaj 6peMeHH XEHH H3NOKEHA HA JICKOT HHTEPhepoH Geta He MOXKE COOABETHO Ja
ce IIPOICHM Bp3 OCHOBQ Ha TEKOBHO AOCTAIHH NOJATOLA, HO JO cera AOCTAIIHHTE IIOHQTOIHTC He cyrepupaaT Ha
3TOJICMCH PURE ~

e noTpe6uo, yr1orpedaTa Ha Betacbepon Moxe 2a ce 3eMe NpenBHA 3a BpeMe Ha GpeMeHOCTA.
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oeHe
OrpannuennTe HOCTQIIHH TOJHATOUH 3a IIPCMMH Ha HHTephepon GeTa BO MajHHHOTO MJIEKO, 3QCHHO CO XCMMCKO

lpusnonourkuTe KapaKTepucTuKu Ha HHTephepon Geta, ykaxyBaaT Ha TOQ ACKa KOJIMHHHQTQ Ha HHTephepoH Seta
Koja ce H3JadyBa BO MAjUHHOTO MJICKO € 3aHeMAPJIHBO Mara. He ce ouekyBaaT IITCTHM etbeKTH Bp3 HOCHHCTO /
HOBOPO/IEHUE.

Betadepou MOKC AA CE KOPHCTH 3a BPCMC Ha JOCHeTO.

IlsonHoct
He ce cnpoBeneHH HCHHTyYBarba 3a BIMJAHHE Ha JICKOT Ha IJIOHHOCTA (BUA NEN 5.3).

4,7 Bamjanne Bp3 cnocobHocra 3a BO3erke HU pakyBalbe CO MAIIIMHM

Hema cTyquu 3a edeKTuTe Bp3 CIIOCO6HOCTA 3a BO3erbe U pakyBalbe CO MaLIHHH.

HecakaHuTe nejcTBa Bp3 IICHTPQJIHHOT HepBeH CHCTeM KOH Ce IOBp3aHH CO ymoTpeOata Ha betadepou Moxe Ja
BJIMjaaT Ha CIIOCOÖHOCTA 3a BO3CHC M pakyBarbe CO MALIHHH Kaj YyYCTBHTEIIHH NALHEHTH.

4.8 Hecakann jejcTBa

Kparox npersen Ha 6es6enHocen npobun
Ha moueToKoT Ha TPeTMaHOT HeCakaHH PeaklIuH ce BooOnyaenn, HO BO IIPHHIIEII THE ce IIOBJICKJBQQT CO CO

TlOHaTaMOLIHO JiekyBalbe. Hajyecto 3a6enexann HecakaHn JejCTBA CE KOMIIJICKCHH CHMIITOMH CIHUYHH Ha PAIN
(3roreMeHa TeMMepaTypa, Tpecka, apTpar1rnja, CNA6OCT, MoTee, rnapoGonka HAM 6OJIKM BO MYCKYJIHTE), LITO
TAaBHO Ce P1OJDKM Ha PapMakoJomKkHTe ehekTH Ha JICKOT H Ha Peak1InjaTa Ha MCCTOTO Ha HHjeKTuparse. Peak1un
Ha MCCTOTO Ha HHjeKTHpaHe UECTO ce jaByBaaT MO anMmHHcTpaumja Ha betadepou. Ilpsennno, OTOK,

Anckonopaunja, BocraseHne, 6oka, IIPEYYCTBUTEJIHOCT, HHpekuAja, HeKpo3a U HeCIIHHDHIHH peakHuH ce
3HQHHTCJIHO NOBp3aHH CO TpeTMaH Ha betadepou og 250 Mmukporpamn (8,0 munnonn IU).
HajcepnosHnTe HecakaHH PEaKHHH KOU ce NpHjaBeHH, BKIIyuUyBaaT TPOM6OTHHHQ MAKpoaxraonaTyja (TMA) u
X€MONMTH4HA aHeMHja (XA).
Onto 3eMeHo, ce NpenopayyBa TATPANHjA Ha HO3ATA Ha NOYeTOKOT Ha JIEKyBärbETO, CO Wel Wa ce 3TOJICMH

Torepan1mjara Ha beradepon (Bugu nen 4.2). CHMnToMuTe Ha TPAN, HCTO Taka MOKC Ja ce CO ynoTpeba
Ha HECTepOHAHH AHTU-HHŸJIAMATOPHH JeKOBH, HHLMNEHIATa Ha PEaKHAH Ha MCCTOTO Ha HHjekTHpalbe MOKC na ce
HAMAJIA CO KOPHCTerbe Ha ABTOUHJEKTOP.

TaGerapex CIIMCOK Ha HCCQKQHH €CaKUHH

Creyuata JIMCTQ Ha HECAKAHH AejcTBa ce Oa3upa Bp3 OCHOBQ Ha H3BEIUTANTE OX KJIHHHUKHTC HCHATYBAHA U OU

clIeNerbeTo Ha YHOTPEOATA no mIacHparseTo Ha Berahepon Ha na3apor {Mnozy uecmu > 1/10, uecmu > 1/100 00 <
1/10, ne monxy vecmu > 1/1000 do <1/100, pemxu > 1/10000 do <1/1000, muozypemxu <1/10000)).

Hajcooageren MedDRA TepMuH ce KOPHCTH 3a Ja Ce onHINe onpeleHa peakumja H Hej3HHHTe CHHOHHMH H NOBp3aHH
cocTojOu.

Tabena1: Hecaxanu pearyuu na nekom (ADR) Gasupanu na pesynmamume où KAUHUYKU Uchumysara u

udenmudbukysanu 3a epeme Ha nocm-mapKemuHwKOMO cnederve (3auecmenocm - Kade umo € nosnamo - ce
npecmemyea 8p3 ocho8a na cobpanume nodamoyu OO KAUHUUKO UcnumyBarbe)

Kaacnparanmja Mnory uecru Uectu HeBoo6auaenn Perku Henosnata
Ha oprauckure (> 1/10)

'
(= 1/100 xo < 1/10) (> 1/1000 ao (2 1/10000 ao 3a4eCTeHOCT

CHCTEMH !
<1/100)

' <1/1000)-"--.
XemonutTwunaHapymysawana HamanysameHa Jlumbanenonaruja, Tpomöo1mronennja Tpom6dryumara

KpBTa u HA Gpojor Ha Anemnja . Mukpoänrnonarnja", * a,A

JAM JIMM

(<1.500/mm?) *
a,

T RT
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*
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penpoayKTtußeH Hinnorenunja, Hapyl1yBarba
CHCTCM H lPAAHTE Merpoparuja
Tenepasnu Peak1mja Ha MecTOTO Hexpo3a Ha MCCTOTO Iloreme
HapyulyBaba u Ha HHjeKTHparbe Ha HHjEKTHPAIBE,
cocToj6u Ha (pas1nunn BHNOBH®), Bo,1ka BO rpagute,
MCCTOTO Ha CHMnTOMH CHHUHH MAJIAKCAHOCT

am1nKaunja Ha HaCTHHKa

(xomnuexc'), Bo,1ka,
Tpecka

6paHoBH
Tlepudepen
CAEM

Actennja
"Hecaxanu peaxyuu dobuenu camo no nnacupaise Ha NeKom Ha nasapom
"Osnaka 3a knaca Ha nekosu co unmepqbepon 6ema (eudu den 4.4).
"Osnaka 3a Knaca Ha neKosu co unmepdbepon, eudu nodony IIynmonanna apmepucka xunepmensuja.
npujasenu ce acusomosaeposyeauku u / unu bamannu cnyuau.

*
nabopamopucka abnopmannocm

® " Peaxyuja namecmomo na unjexmupare (pasnuunu eudoeu)
" zu ondaka cume necakanu Hacmanu KOU ce nojasune naMecmomo na

unjexmupatee (Ocsen HeKpo3a Ha Mecmomo Ha unjekmuparve), Ha np. cneönume cocmoj6u: ampodbuja namecmomo na unjekmupatse, edem
HaMecmomo Ha UHjeKMUPArbE, Xemopaeuja HaMecmomo Ha UHjEKMUPAILE, XUNEPCEHFUMUBEHOCM HaMecmomo Ha UHjekmupatse,
underyuja Ha Mecmomo Ha UHjeKmupare, Bocnanenue HAMecmomo Ha UH}eKMUPAILE, 32Pymuysarse HaMecmomo Ha UHjekmuparbe, 6onKa
HaMecmomo Ha UHjeKmuparse u peaxyuja HAMecmomo Ha unjekmuparee.
„Komnnekc cumnmomu cauynu Ha HACMUHKA zu ondaka CUHŸPOM Ha HACMUHKA u/unu KoMÖuHayuja HA Hajmanky 06a H8CCKCH0Z HACMAHU

où mpecka, na0HuU Öpanosu, Mujanzuja, MANAKCAHOCM, nomerve

[yamonanxa aprepucka xumeprensnja
Cayyan Ha Genonpo6Ha aprepacka xunepren3uHja (PAH) ce npujasenn co uHTepbepon OeTa npou3Bozn.
ITpujapenu ce crydan BO PasHUHH BpeMeHCKM TOHKM Mery KOM M HCKOJIKY TOAMHH MO 3aNOUHYBAIBETO Ha

TeparyjaTa co HHTephepox Gera.

Ipujasysaæe Ha COMHHTCJIHM HecakaHH NEjCTBA
IIpnjasyBatme Ha CoMHeBame 3a HecakaHa peakyHja mo ogo6pyBarbe Ha JICKOT € BaXHO. Toa oB03MOXyBa
KOHTHHVHPQHO CJIeneHE Ha OUNAHCOT KOPACT/PH3AK Ha JIEKOT. ON 3APABCTBEHATE MpodbecvonamM ce Gapa Ha ru
IpnjaByBaaT CHTe COMHHTEJIHK HeCAKAHH pEAKLHH Ha ATEHHHjATA 3a JICKOBM ASIA Hocutenor Ha ox06pennero.
Hecakanute PEAKLHH on JEKOBHTE MOxe Ja Tu NpAjaBATE Bo HAHHOHANHAOT HEHTAP 3a PaPMAKOBATHNAHUA HPH
ATeHlIMjaTa 3a JICKOBM U MeXAUAHCKA cpegctBa (yn.CB.Kupun u Meronuj 6p.54 kar 1) um no enexTponcku HaT
npeky Be6 ctpanata Ha Arenuujata http://malmed.gov.mk/.

4.9 Ilpenosnpame

Kaj BospacHH malmeHTu co pak © IIPMMCHCT HHTephepox Geta-16 Bo TOCAHHEUHH BACOKA A03H on 5.500
Mukporpamn (176 Mnnnonx IU), HHTpaBeHCKH, TpH MaTH HeJeJHo, 6e3 cepHo3HH HecakaHn edeKTH KOM TH

3arpo3yBaaT BHTAJIHHTE (DYHKIIHH,

5. DapMaKOJIOWIKH CBOjCTBA
5.1 DapMakoahHAMHUKH CBOjCTBA

DapmakorTepaneBTCKa Tpyna: HATOKHHH, HHTEPhEPOHH,
ATC Kox: L03 AB 08

Mexanu3aM Ha JejcTBo
Harepheponure npanafaaT Ha CeMejCTBOTO Ha HHTOKHHH, KOH CE IPHPOAHH HPOTEAHH. Harephepouure HMaaT

MOJIEKYNAPHH TCDKHHH KOM ce ABMKaT of : 5.000 ao 21.000 gantoun. HinentnönkyBann"ce TPH. KJIACH Ha

HHTepbeponute: ada, Gera 1 rama. MHrephepon ama, nHtephepox Gera u Taya HMaaT

OA BHAOT, IIA OTTYKQ TIOBeKeTO PEJIeBAHTHA HHŸOPMALHAH 3a PaPMaAKOJIONKH urepbepon:‚6era-16 ce CHH OX
CTyAHA Ha XYMAHH KJIÈTKH BO KyJITYpa ANA OX XYMAHH in vivo CTyAuM. à Done Roc

THPEKJIONYBAUKH, HO cenak 1 HOCEÖHH Guonourky QKTHBHOCTH AKTHBHOCTHTe Ha yHfephepon GeTa-16 TE\BABUCHH
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Hurephepon 6era-16 ce nokaxka Weka HMA H AHTHBHPYCHH U HMYHOPCTJJIQTOPHH AKTHBHOCTH. MexaHn3MuTe co
KOH HHTephepox Geta-16 TH OCTBapyBa CBOHTe aKTHBHOCTH kaj MYJITHIIJICKC CKIEPO3a He ce jacHO pa36pann.
Cenak, ce 3Hae AEKa GHONOMKH CBOjCTBATA Ha HHTephepox Geta-16 KOU ja MOAMuUMpaaT peak1mjara ce

IIPCKY HETOBATE HHTEPAKIHH CO KJIETOYHU PELEIITOPH Kon ce HaofaaT Ha HOBPINHHATA
Ha XyMäHHTE KJIeTKH. Bp3yBarbeTo Ha HHTephepon 6eTa-16 Ha oBHe pellerITOpA ja NOTTHKHyBa EKCIIECH}ATA Ha
roreM 6poj Ha IPoAyKTU Ha rEHATE 3a KOM Ce BepyBa zeKa ce MEAHjATOPH Ha 6MOJIOIIIKV JEjCTBA Ha HHTEPhepoH
6eta-16. Bpojuara cocToj6a Ha OBMO NpOAYKTH Ce H3MEPEHH BO CCPYMOT H KJICTOHHHTC hPaKUHH Ha KPBTQ COGpaHA
OA DAUHEHTATE TpeTHpaHH co HHTepdepou Gera-16. Harephepox 6era-16 ro HaManyBa a@UHUTeTOT 3a Bp3yBalbe
ja nono6pyBa HHTePHANH3ALHjATA À Nerpanaumjara Ha HHTepdepou-rama peuenTopor. Axrephepon 6era-16, ucto
Taka, ja NONOÖpyBa cylpecopckaTa QKTHBHOCT Ha MOHOHYKJICAPHMTO KJICTKH BO TIepmbepHa KpB.
He ce cnpoBeneHH noceOHu ucTparu 3a BimjauneTo Ha betaepoH Ha KapAMoBackysapHuor CHCTEM,
peciupaTopHMoT CHCTCM 1 (byHKUMjaTa Ha EHAOKPHHHTE OPTAHH.

K1uumura ebnukacHhoct u 6e36enHOocT

RR-MS
Beine cnpoBeneHa eAHA KIHHHYKH KOHTPONHpaHa aHamu3a Ha beradepou Kaj TAUHEHTH CO PeHANCH-PEMATEHTHA
MJYJITHIIJICKC CKJIEpO3a KOH CE BO MOXKHOCT CAMOCTOjHO Ja CE ABHXKAT (OCHOBHH Bpen6HocTH Ha EDSS on 0 no 5,5).
Ilaunentute kom upumaat BetatbepoH rnokaxaa HaMay1yBarse Ha 3a4ecTeHOcTa (30%) MH cepnosHocTa Ha
KJIIHHHUKHTE PEIaIICH, Kako MH OpojoT Ha XOCNATANH3ANAA nopaqu 6onecTa. McTo Taka, 3a6exexano e

npoxomkyBaHe Ha HHTCPBAJIMTC 6e3 penanc. He nocron xoka3 3a ebekToT Ha beradeponH Ha BPEMETPACHRETO Ha

penancutTe WH Ha CHMIITOMHTC rnoMefy pexancuTe 11 He Sele 3a6enexan 3HayacH ehekT Ha Mporpecuja Ha
GonecTa kaj PeJIAIICHO-PEeMHTHPAyKa MYJITHIIJICKC CKITEPO3A.

SP-MS
Msspuienu ce Be KITHHHUKH KOHTPOJIHPAHH cTyaun co berahepox, BKIIyuyBjkM BkynHo 1.657 naunenTu co
CeKYHAAPHO IPOTPpecHBHa MYJITHTIeKc CKJICPO32 (OCHOBHU Bpen6Hoctn Ha EDSS og 3 no 6,5, ONHOCHO

HALMEHTHTE Ouse BO MODKHOCT AA ce ABWKAaT). Tlaumentute co necHa 6onecT 4 OHNE KOH He MOKQT JA ce ABHMIKAT
He 6ea HCIIUTyBaHH. J[BeTe cTyQHM nokaxarie HCKOH3WCTCHTHH pe3yJITaTu 38 IpHMapHaTa Wen Ha CTyanjara,
HOTpeOHOTO BpeMe 38 IOTBPAyBAHE Ha Mporpecuja, WTO MpeTcTaByBa Ha Mporpecnja Ha

NONpeveHxoct:

Equa of ABeTe CTyAHM AEMOHCTPHpa CTATHCTHUKH 3HAUMTENHO OLIHCHC Ha BpeMeTO 3a Mporpecuja Ha

IIOIIPCHCHOCT (COOAHOC Ha pusuk = 0.69, 95% MHTepBall Ha noBep6a (0.55, 0.86), p = 0,0010, ITO onroBapa Ha
31% HA PH3HKOT Kako pe3yTaT Ha beTadepoH) H BPCMCTO ITO € MOTpeOHO HAauUMEHTOT Ja cTaHe
3aBHCEH ON MHBANIHIICKA KOJIHHK2 (COOAHOC Ha PH3HK = 0.61; 95% uHTepBan Ha aoBep6a (0.44, 0.85), p = 0,0036,
IIITO OATOBApa Ha HaMallyBalbe Ha PH3HKOT on 39% kako pe3yTaT Ha Berahepon) kaj nauueTh Kon npHMaJIe
Berahepox. OBoj edeKT NpozOMKU U BO TCKOT Ha IICPHOA Ha Ha6JByAyBarbe 10 33 mecemu. EbeKT Ha JIEKYBaHETO
ce Nokaka Kaj IIQIHCHTH Ha CHTC HMBO2 HA HCIATYBAHATA MONpeyeHOcT U He3aBHCHO ON AKTHBHOCTA Ha PEJIANICHTE.
Bo BTopaTa cTyanja 3a beradepon kaj CeKYHAaPHA TPorpecHBHa MYJITHIIJICKC CKJICPO32 He e 3a6eexaHo
OAMIOKYBAHE Ha BPCMCTO 3a Mporpecuja Ha Monpeyenoct. [locrojar AOKa3H HeKa HAUHEHTHTE BO OBaa

CTyAHja CCBKYIIHO HMAIE IIOMQJIKY aKTHBHa GOJeCT OTKONKy BO ApyraTa CTYAHja 3a CekyHnapHa MporpecuBHa
MVJITHIIJICKC CKIEPO3A.

Bo peTpocrieKTHBHATE META-AHANH3H IIOMET'y TIONATOLHTE Ha IBCTC CTYAHA, YTBPHCH e kpaeH ecbeKT Ha TPETMAHOT
KOj ce CMETA JEKa € CTATUCTHYKH 3Hauaex (p = 0,0076, 8.0 Munuonu TU Beradepon HacnpoTu cute TIAIIMEHTH BO

myIaneGo TpyraTa).

PetpocnextuBua aHaJ43a BO IIOAFPYHMIOKA>Ka MeKa ePeKTOT Ha TPCTMQHOT Bp3 IIPOTpecHjaTa Ha HHBANHAHOCTA €

HajBepojaTHa Kaj "co aKTUBHAWOJECT IIPCH Wa 3anouHe TPETMAHOT (coonmoc Ha pusuk 0.72, 95%
narepgan (0.59, 0.88), bp 0,0011, wuro, : y1roBapa Ha HaMaJlyBalbe Ha PH3HKOT Of, 28% Kako pe3ysTaT Ha

Betadepou kaj nanuexfu co penar1ch un
CHTC CO

CO EDSS nporpecnja, 8.0 MHJIMOHH IU Betadbepou HacnpoTu
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On ove peTpOCneKTHBHH aHaJ1m3H Ha HOATPYIIH HMA AOKA3H KOM IIOKAKYBAAT A€Ka PEJIATICHTE, KQKO H ACKAKAHATA
EDSS nporpecuja (EDSS> 1 noen xnu> 0,5 noexu 3a EDSS >6 Bo IPeTXOAHHTE Be TOAHHH) MOKC Ma HOMOTHAT

Aa ce HICHTHDHKyBaaT HALHAEHTATE CO aKTHBHAa GoJIeCT.

Bo aBere CTYAUH IIQIIHCHTHTC CO CCKYHQPH2 TIPOTPÈCHBHA MJJITHIIJICKC CKIEPO3a 110 xoGuBaHeTo Ha berabepox
nokaxkasle HaMaslyBalbe Ha 3auecTeHocTa (30%) Ha KIMHHUKHTe perancu. He nocron AOKa3 aeka Berahepox uma

ebekT Ha BPCMCTPQCHCTO Ha PeJIANCATE.

Eden cyeecmusen KIUHUUKU cayuaj naMC
Equa KOHTpoOnHpaHa KIHHHUKa CTyAuja co berabepox Gene w3peqeHa Kaj CO eqHHeYeH KIIHHHYKH
HacTaH 1 MR kapakTepHCTHKH KOM yKaxKyBaaT Ha MYJTHILIIEKC CKJIEPO3a (HajMal1Ky Be KAHHHYKH THBKH JIC3MM Ha
T2 Mepena MRI). bea BKJy4eHH co MOHOOKaJeH HIM MyATAŸOKAJNEH MoyeTOK Ha Gosecta (T.e.
MalWeHTH CO KIIHHHYKH AOKa3n 3a CHa WIM ABC JICBHM Ha LEHTPAIHHOT HepBeH CHCTEM). Cekoe 6OJIECT, OCBCH

MYJITHITIEKC CKJIEPO3a Koja GA MOKENA NOAOOpo Aa FH TOJIKYBA 3HALMTE H CHMIITOMHTC Ha IIQIIMCHTOT Mopallie Ja
ce ACKA1yuH. OBaa CTyAanja ce cocToele of ABe a3H, Kane WTO IyTaue00-KOHTPOJHPAHA basa e npocneneHo CO

TIpeTXOHHO ACHIAHAPAHA casa 3a crexere. Ilnaue6o-KoHTposmpanHa aza Tpaen1e 2 TOHAHH WIM Ce noneka Ka)
NAlIHEHTOT He Ce pa3BH KIHHAUKH ACPHHATABHA MYITANIEKC CKIepo3a (CDMS), oxHocxo Gao koe ON IBCTC LITO

npBo Ke ce cryau. Ilo naaue6o-KonTponupana asa, NallMeHTHTe BJICTJIC BO HPÊTXOAHHO ACHHAHApaHA basa 3a

cneneme co berabepon 3a Aa ce MpolenaT e*beKTHTe Ha MOMCHTQJIHMOT HaCHpOTH 3QHOIIHCTHOT MOYeTOK Ha

JekyBaHeTo co betadepou, co CIOPENYBARE Ha HAUHEHTH KOM IIPBMHHO Ce PAHAOMH3HPAHH co betadepou (,,rpyna
CO MOMCHTQJIHO JIekyBarbe") HIM CO riaueOo ( „TPyIa co OHIJIODKCH TpeTMan"). TlauHeHTHTe 1 HCTpaxyBauaTe He
Gea 3ar03HaeHH 3a IIOHCTHOTO AonesyBarbe Ha TPETMAHHTE.

Tabena 2: Ocnosnu pesynmamu 3a epuracnocma na BENEFIT u na BENEFIT cmyouja 3a cnederve

Pesy1rrarn PesyATaTH Pe3yATaTH
To1nna 2 Tognna 3 Tognna 5

Tlaaue6o-Kontposupana Caexere Bo ba3a Ha Caexere Bo pasa Ha

casa OTBOpeH TpeTMaH OTBOpeH TPETMAH
Beradepor ILraue6o Bennam co OnnokeHo Beanam co Oxxoxexo
250 mcg beradepon co Beradepou co

250 meg Beradepon 250 mcg Beradepou
250 mcg 250 mcg

n =292 n=176 n=292 n = 176 n = 292 n =176
Bpoj Ha nalHeHTH co 3aBpnIeHa 271 (93%) 166 (94%) 249 (85%) 143 (81%) 235 (80%) 123 (70%)
cba3a Ha HCIIMTYB8HO
IHIpomensusn co npaMapHa ebukacHocr
Bpeme 240 jasysame Ha KJIHHHHIH jacHa MyJITHILIEKC eku1epo3a
Ilpouenkn na Kannan-Maep 28% 45% 37% 51% 46% 57%
HamañyBake Ha PH3HK 47% HacnpoTH nnaule6o 41% HacnpoTu OMIOXKEH 37% HacnpoTu OHJIODKCH

BeradepoH beradepoH
CooxHoc Ha PH3HK CO HR = 0,53 [0.39, 0.73] HR = 0,59 [0.42, 0.83] HR = 0,63 [0.48, 0.83]
KHTepBan 011 95% CHTYPHHCT

Tecr aor-paur p <0,0001 Betadepou ro p= 0,0011 p = 0,0027
HPOILOIDKH BPOMCTO IIO

jaByBatbe Ha jacHa
MYJITHIIJIOKC CKJICPO38 3a
363 neHa, ox 255 neHa Bo

nnaueGo Tpyna 110 618 nena
BO TpynaTa Koja ce TpeTupa wi

co beraepox (Bp3 ocHoBa
Ha 25 nepueHTusu)

Bpeme no nojasa na MYJITHIIJIOKC cK1epo3a enopen Mekaonay anN
69% 85%Tpouenku na Kans1an-Maep Bes npamapra Kpaj jarrow Bes TIpuma Ha KpajHa TOUKa

4
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Hamanysame Ha PH3HK 43% HacnpoTA nane6o

CooxHoc Ha PH3HK co HR = 0,57 [0.46, 0.71]
uHTepBan of 95% CHTYPHHCT

Tecr nor-panr p <0,00001
Bpeme no norspaena EDSS nporpecaja

16%Ilpouenkn ua Kannan-Maep be3 npumapua kpajHa Touka 24% 25% 29%
Hamanysame Ha PH3HK 40% HacnpoTu OHJIOICCH 24% HacnpoTu OHJIODKCH

BeradepoH BerabeponH
Cooxnoc Ha PH3HK co
HHTepBan of 95% CHTYPHHCT HR = 0,60 [0.39, 0.92] HR = 0,76 [0.52, 1.11

Tecr nor-paur p=0.022 p=0,177

Bo mnaue60-KoHTponnpaHn a3a, Berahepon ja oxoxm Mporpecnjata Ha Gonecta ON IIPBMOT KIIMHUYKH HACTAH Ha
CDMS Ha CTATHCTHYKH CHTHADHKATHBEH U KIIMHHYKH 3HauaeH HauuH. McTo taka, craGnnxocTa Ha ehekTOT Ha

TPETMAHOT ce IIOKA)KA CO OJJIOKYBABE HA MporpecujaTa Ha MYJITHIIJICKC CKJIEPO3A, CIOpEA KPHTCPHYMHTC Ha

MexnoHann (TaGena 2).

AHAJ1M3ATA Ha HOATPYHATE cnopey IIPBHHHHTC PaKTOPH IOKaXKA Neka HMA AOKa3H 3a EPHKACHOCTA Ha Mporpecuja
Ha cocTojOata Ha CDMS Bo cuTe oueHeTA Nogrpynu. PM3HKOT ox nporpecnja Ha CDMS Bo pok og ABe TOAHHH
Gerexn HopacT kaj MOHObOKANHH nauueHT4 co HajMarxy 9 T2 nesun u Gd-nogo6pysabe Ha moyeTHOTO MRI
CKCHHP2HC Ha MO3OKOT.

Kaj MynTu@okasiHH HaUHeHTA PA3AKOT 3a pa3Boj Ha CDMS He 3aBncA OA npBuuHHTe cosHaHnja Ha MRI, IITO
YKaxXYBa Ha BMCOK pu3uk of CDMS, noparu mupeHeTo Ha Gonecta Bp3 OCHOBQ Ha KIHHAUKUTE HaogH. Jocera
HeMa eTaOnupaHo A06po BocnocTaBeHa HEDAHAUHjA Ha MalMeHTH CO BHCOK PH3HK, WakO TIOKOHZEPBATHBEH
npuctan € aa ce mpudatTn Hajmanky neser T2 xHrepceH3eTHBHU JI3UH Ha IOHCTHQTQ CKCHHP2HQ CHAMKA u Gapem
equa HoBa T2 ne3nja HIM exxo HOBO Gd-nono6pyBarse Ha Jie34ja Ha KOHTposHa CKCHHPQHO CHHMKA CBHICHTHPQHM
HajMaJiky eJEH 10 MOYeTHOTO CkeHnparbe. Bo cekoj cryuaj, TpeTMaHOT Tpe6a Ha ce CMeTa CAMO 38 HALHEHTH
KOM ce KNACHŸALHPAHH Kako HALIHEHTH CO BHCOK PA3HK.
Tpermanor co Beradepox 6eme xo6po npudbatena Kako WTO € HaBeJeHO CO BUCOK cTeneH Ha 3aBplllyBalbe Ha

ncnutyBasaTa (93% Bo beradepoH rpyma). 3a na ce 3TOJICMH nonHocruBocra Ha Berahepon ce rnpamexu
THTPaLHja Ha 103aTa CO ynotpe6a Ha HCCTCPOHIIHM AHTH-AHŸNAMATOPHH AEKOBU Ha IIOHCTOKOT Ha Tepar1njara
Tlokpaj Toa, BO TeKOT Ha CTYAHjATA IIOTOJICMHOT Aes OF HALHEHTHTE KOPHCTCJIC ABTOHH}EKTOP.

Co crexnere Ha DasaTa Ha OTBOpeH TpeTMaH, ebekTOT Ha Ha CDMS ce yurte ce rena u no 3 1 5

roqunn (Ta6e1a 2), HAKO HOTOJIEMHOT Aes OF TIAUMEHTUTE OF Maye6o rpyna 6une Tpetupana co berabepon Gapem
OA BTOpa roqvHa noHaTaMy. EDSS nporpecnja (noTspaexo 3ronemyBae Ha EDSS on HajMarky exHa moeH BO

cnopen6a CO OCHOBHOTO) Selle TOHHCKA BO rpynata co HTCH TpeTmaH (TaGera 2, 3Ha4aeH ecbexT no 3 ronuHu,
Hema 3HayaeH ebeKT mo 5 roguun). TloromemuoT Aen OA HauHeHTHTe BO ABETE Tpynu HeMaa nporpecnja Ha

IIOIIPCHCHOCT BO IICPHOA OA 5 rogunn. IBpcTu AOKA3H 3a KOPHCTQ Ha OBO) HAPAMETAP Ha Pe3yJITATHTE He MODKCC Ja
ce AOKaxXe 3a „HTEH"" TpeTMaH. He e 3a6enexaHa HeKoja KOPHCT koja ce HPANAILIYBA Ha MOMCHTQJICH TPETMAH CO

beradepoH, BO OHHOC Ha KBAJIHTETOT Ha DKHBOTOT (MepeHo cnopeg FAMS - OyxkunoHanHa mpoleHka Ha

MYJITHIIJICKC CKieposa: Huxrekc Ha PE3YITATUTE OF HEKYBAHETO).

RR-MS, SP-MS u eöuneuen KRUHUUKU HCC70CH Koj JKCDIC6C HA MVAMURAEKC CKneposa

Berahepon e edbukaceH BO CHTO CTYAUA 3a MYJITHILJIEKC cxIIepOSA 3a HAMANYBABE Ha QKTHBHOCTQ Ha 6onecra
(akyTHO -HEHTPANHHOT HCPBCH CHCTCM U TpajHM IIPOMCHE BO TKHBATA) ITO ce MepH CO MarHeTHa

pe30HaHya (MRI"Oguocor Ha THBHOCTA Ha OonecTa MYJITUIJIEKC CKJIePO3aTa MepeHa co MRI u knHHAUKUOT
HCXO] BO MOMCHTOB He Ce ICJIOCHO Gpax

5.2 HKH
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Cepymckute HuBoa Ha Berahepou Gute Kaj NAHHEHTH U BOJIOHTCPH CO IIOMOIII Ha HeLeIOCHO
Gaoanannsa. MakcnManHun cepyMCKH HuBoa ox oKory 40 IU/ml ce nponajnenn 1-8 yaca no cyOxyTaHa najekuuja
on 500 mukporpamu (16,0 musmoHn IU) Harephepon 6era-16. Pasuu ucTpaxyBaHa nokaKkaa eka IIpoceyHaTa
GpzuHa Ha KJIMPHHC H NONYXHBOTOT Ha AACIO3ALACKH paza BO CepyMOT AOCTHTHYBaa HajMHory 240 30 ml-min 1

kg
WM coouBeTHo 5 yaca.1

berabepoH unjekumja, AIMHHHCTPHPAHA CeKoj BTOP ICH, He AOBEAYBA JO 3TOJIEMYBAlbe Ha CCPYMCKO HHBO, a ce
4HHH AËKa PapMAKOKHHETHKATA He Ce MEHYBA BO TCKOT Ha Tepannjara.

AnconyTHaTa Ha TIOTKO2#KHO ANMAHACTPHpaH HHTephepox 6era-16 6eme okony 50%.

5.3 IIPeTKAHHAUYKH HOJATOUR 3a 6e36eqHOCT

He nocTojaT cnpoBeneHN CTyAUH 3a AKYTHA TOKCHAHOCT. bugejku rmoxapute He pearupaaT Ha XyMaH HHTephepoH
Geta, CTyAUH CO TOBTOpeHH A03H Oea CIIPOBeNeHH kaj pesyc MajMyHute. bee 3aGerexaHa MHHJIMBa

XHMepTepMuja, KaKO MH 3HQHHTCJICH MOpacT Ha JIHM U 3HQHHTCJIHO HaMaslyBarbe Ha TpOMOOWMTUTe H

CETMEHTHPAHH HEYTPOPHIH.

He Gune crposenenn Zonropounu CTyAun. Ucnutypamata Ha penponyklmja Kaj pesyc MajMyHHTE OTKPH
TOKCHHHOCT Kaj MajkaTa H 3romeMeHa CTarIKa Ha aOoOpTyc, LITO pesysITHpa BO NePHHATAJNHATA CMPTHOCT. Kaj
Np@KHBeaHUTe DKHBOTHH He CE 3a6enexaHH

He Gune crposerenu cryaun 3a n1oaxocTa. He e 3a6enexaHO BnnjaHne Bp3 PelpOAYKTHBHKOT IIMKIIYC kaj pesyc
MajMyHuTe. AckycTBoTo co pyrite UHTEPbepoHH YKAKYBA HA MOKeH CTEPTHIMTeT Ka) MAKHTE U KEHHTE.

Bo equa cTyAuja 3a TCHOTOKCHHHOCT (AMecoB TECT), He € 3a6enexana MyTareHocT. He ce cnpoBeneHn CTYAHH 3a

KaHLeporeHOCT. Mx eumpo TecT 3a KIETOYHATA TPaHchopMalmja He ae HHAHKANH)à 3a TYMOPOTEH NOTEHUNjar.

6. DAPMANEBTCKH IIOIIATOIIM

6.1 JIncra Ha ekcnunnenca

AmnyAa CO IIP2IIIOK 3a PACTBOP 3a HHje€KTHpatbe):

Xymau alOyMHH
Maunton

PacTBopyBay (pacTBop Ha HaTpayM xaopux 5,4 mg/ml (0,54% w/v)):
HaTpuyM xnopug
Boga 3a unjekumn

6.2 HekomnaTu6nsHocT

OBoj JeK He cMee 1a ce Mella CO APYTH MEAHLHHCKH IIPOH3BOHIM OCBCH CO HCIOPAXAHAOT PACTBOPyBAU HabeyjeH BO

nen 6.6.

6.3 Pox Ha Tpaeme

TOIHHN.
Ho pekoHcTuTyunja, ce nperopauyBa za ce ynoTpe6n. Mefyroa, craGannocra Ha ynorpe6a € AOKAKAHA BO

pok 011 3 yaca Ha 2-8 °C.

6.4 Tloce6uu Mepku 3a

Ja ce uyBa Ha TeMneparypa no 25 °C,
Ja He ce 3aMp3HyBa.

3a yCHOBATE 38 CKNAAMPArbE Ha P2CTBOPCHHOT JIEK, BUA Aen 6.3.
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6.5 IIpnpona u COAPXHHA HA NaAKyBalbeTo

AM1yna co IIDQIIIOK 3a pacTBop 3a MHjeKTHparbe):
3 ml nposnpna amnyaa (cTako Tun D), co uen od 6yTunHa ryma (Tun I) 4 anymuHuymcKo Kanaue, u

PacTBopyBa4 (pacTBop Ha HaTpAYM xnopun 5.4 mg/ml (0,54% w/v)):
2.25 ml nperxoaxo HANOJIHET mnpau (cTako Tun I) co 1,2 ml pacrsopysay.

Tonemuna Ha HaKyBarbe
- IlakyBame co 5 ennHeuHH NakyBalba, ON KOM Cekoj conpxn 1 aMnyHa co mpaloK, : HANOJNHET HHjEKHHCKA

IIIIIPML CO pactBopysa4, 1 ananrep 3a am1yJa co urna, 2 QJIKOXOJIHM DEPHHAHHA, HJIM
- llakysame co 15 equHeunn nakyBaHa, ON KOM Cekoj 1 amnyna co npanok, 1 HAIOJIHET UHjeKuMmcKu

CO PacTBopyBay, 1 ananrep 3a CO ATIA, 2 AJIKOXOJIHH HePHKYHIBA, WI
- Tlaxyspate co 14 enuHeuHu MakyBatba, ON KOM ceKoj coxpxn 1 amnyna co IIpallioK, 1 HanomHeT UHjeKIIMcKH

LINPHII CO pacrBopysay, 1 agantep 3a am1yna CO urna, 2 aNKOXONHM NEPHHUHIHA, WIM
- llakyBare co 12 exHHeUHH TlakyBalba, ON KOM Cekoj conpxH 1 aMnyna co HPALHOK 1 HarONHeT MHjeKIMCKU

IIIIIPHI CO pacTBopysay, 1 anarrep 3a aMiyna co urma, 2 ANKOXONHH HePHAAAHHA, WM
- 2-MeceyeH MakeT co 2x14 enuHeuHu nakyBaHa, ON KOM cekOj coapxn 1 ammyna co npaok, 1 HamonHeT

MHjCKUMCKH IUTIPAL CO PACTBOPYBAU, lanarrep 3a amnysa co Ursa, 2 QJIKOXOJIHM NEPHAUUHA, HU
- 3-MeceyeH NakeT co 3x14 exuHeuHn MakyBalba, ON KOM CeKkoj conpxn 1 ammyna co mpatiok, 1 HamomHeT

HHjeKIIHCKH IITIPHIL CO pacTBopyBay, lanarrep 3a aMnya co urna, 2 QJIKOXOJIHM HEPHAUHHA, HAM
- 3-meceyeH nakeT co 3x15 exuHeuHA MakyBalba, ON KOH CeKoj co"pxu 1 ammyna co r1pat1ok, 1 HamomHeT

HHjEKIIHCKH IIT CO PACTBOPyBau, laxantep 3a aMIIyJIa co urna, 2 QJIKOXOJIHM NepHHuniba, HH
TuTpamncku Maker 3a THTpauHja Ha 103aTa CO 4 Pa3JIHYHO O60eHH H HYMEPHPaHA TPOjHH MakyBatba:

XKorrra, co 6poj ,1" (ACHOBH Ha TpeTmaH 1, 3 u 5; o3Hauexo co 0,25 ml Ha winpuu),
Ipsexa, co 6pojor "2" (qHeBeH TpeTMaH 7, 9 u 11; o3Haueno co 0,5-ml Ha minpuu),
3ereHa, co 6pojor "3" (aHeBeH TpeTMaH 13, 15 u 17; osHauexo co 0,75 ml Ha mmpuu),
Cana, co Opojor "4" (rperman Jena 19, 21 u 23; 0,25, 0,5, o3Hauexo co 0,75 u 1 ml Ha 1unpuu)

Cekoj TpoeH rakeT COXpXH 3 aMIIyJIM CO Tpalllok, 3 HATONHETA HHjEKHHCKH umpuna CO PacTBopyBau, 3 anarrepu
3a aMIIYJIH CO IIPCTXOAHO NPHUBpcTeHa urna 1 6 ANKOXONMHH TIEPHMYHLBA.

He cute nakyBaHa Ce AOCTaIIHH Ha Ma3zapor.

6.6 Iloceöun Mepku Ha npeTHa3HHBOCT 3a YNOTpe6a u pakyBalbe

PekoHcTuTyunja
3a peKOHCTHTYMja Ha 1Hobnnnsupan HHTephepox 6eTa-16 3a WHjekTUpatbe, KOPHCTETE NpeTXOAHO HANOJIHET

CO PACTBOpyBay H HrJIa 3a HHjeKTnupame Ha 1,2 ml pacrBopyBau (HaTpuyM xsopua, 5,4 mg/ml (0,54% w/v))
BO aMnyya co bBeradepon. PacTBopere ro mpailloKoT nerocHo 6e3 Tpecetbe.
Ilo pekoHctutyunja, noBreuere 1,0 ml on amnmynata BO WNpHuoT 3a anMMHHcTpaunja Ha 250 Mukporpamu
Betadepou. 3a THTpaumja Ha AO3ATA Ha IIOHCTOKOT Ha TPETMAHOT IIOBJICHCTC COOHIBCTHHOT BOJIYMCH KaKO IITO €

Wayeno Bo yen 4.2.

OTcTpaneTe ja aMHYJATA CO ananTepoT 3a amnyna OA IIPCTXOHHO HQIIOJIHCT IIIIPHI TPE] MHjeKTHpare.
betadepou, HCTO Taka, MoxKea ce AAMHHHCTPHPA CO COOIIBCTCH ABTOHH)EKTOP.

HMuacnekuuja npen ynorpe6a
Ipogepere ro peKOHCTHTyHpaHHOT IIPOH3BOA BH3YENHO mpeg ynoTpe6a. PexoHcTuTyupaH npou3Box € 6e360eH 110
CBCTJIO DKOJIT H CNA6O OTIANIECHEHTEH NO OMAJIECHEHTEH.
©pnere ro IPOH3BOAOT TIpen ynoTpeba ako CONPIKH YECTHYKH WI € 06e360eH.

OtcT aHVBARE
Cekoj HEHCKOPHCTEH MEJIHHÄHCKH IIPOH3BOHMIM OTIIQACH MaTepujas1 Tpe6a Ja ce OTCTPAHH BO COTJIQCHOCT CO
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7. HOCHTEJ HA OJOBPEHHE 3A CTABAIE BO IIPOMET

Bayer doo Ljubljana, [IpercrasHuuitBo Cronje
Yu.Antou llonog 6p.1, nox. 4/me3./nam.2, 1000 Cxonje

8. BPOJ HA OIIOBPEHIE 3A CTABAHE BO IIPOMET

11-4252/2

9. TATYM HA IIPBO OJIOBPEHHE/OBHOBA HA OHIOBPEHMETO

Jlarym Ha nocrexxo oGHoByBaHe 05.12.2019 ronana

10. AATYM HA PEBH3HJA HA TEKCTOT
06.2023
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