Actemra® (tocilizumab)

Bpouwypa 3a 3apaBcTBeHM paGOTHULM 3a CNeAHWUTE WHAMKALUK:

PesmaTonaeH apTpuTUC [MHTPaBEHCKY UMK CYNKyTaHo]

['MraHTo-uenynapeH apTepuTuc [cynkyTaHo]

MonuapTukynapeH jyBeHWUNeH WAMOMATCKY apTPUTUC (UCTO NO3HAT KaKO jyBEHWMEH
MAMONaTCKV NOMNapPTPUTUC) [MHTPABEHCKW UMK CYNKYTaHo)

CucTemcku jyBeHMneH namonaTckn apTpUTUC [MHTPaBEHCKM UK CyBKyTaHO]

XvumepeH aHTtureH peuentop (CAR) T- KNeToYeH- UHAYLMPAH TEXOK UMK XMUBOTO-
3arposyBadku LMTOKUH ocrnobofyBayvku CUHAPOM [MHTPaBEHCKHM]

Actemra e nHauuupaHa 3a TpeTMaH Ha KopoHaBsupycHa Gonect 2019 rogusa (COVID-
19) kaj BospacHu Nuua Kou NpUMaaT CUCTEMCKM KOPTUKOCTEpPOMAM 1 UMaaT notpeba oA
AONONHUTENEH KUCNOPOA UMM MeXaHU4Ka BEHTUNaLmja

Osaa Bpowlypa 3a 3apaBcTBEHUTE paboTHULM 3a nekoT Actemra coapxw BaxHu 6e3begHocHU
uHpopmaLmn 3a kou Tpeba fa GuaeTe cBeCHW Npea 1 3a BpeMe Ha NekyBareTo co Actemra. Osaa
Bpowypa 3a 3aapascTeeHu paboTHLM Tpeba fa ce yuTa 3aeaHo co 36UPHMOT n3BeLLTaj 3a
ocofuHMTE Ha NeKoT, 3a nekoT Actemra (gocTaneH Ha Be6 cTpaHaTa Ha
https.//lekovi.zdravstvo.gov.mk/drugsregister/overview u http://www.roche.mk/) u co YnaTcTeoTo 2a

Aosnpatke Ha Actemra ganeHo co 0Boj AOKYMEHT (gocTaneH Ha hitps:/malmed.qov.mk/ n
hitp://www.roche.mk/) Guaejkm coapxm BaxHW uHGopMaLmK 3a Actemra, BKNyunTenHo YnaTcTeo 3a

ynotpeba Ha Actemra.




[QaTym Ha ogoBpyBare of 3apascTeeHuTe snactu: XX.2022]

1. LEN

Oeue martepujanu M OnuUWyBaaT NpenopakuTe 3a Hamanyeawe Wnu cnpedvysare Ha
BaDKHUTE puanuM of Actemra Kaj nauMeHT co peemartouaeH apTpuTUC, rMraHTo-LenynapeH
apTpuUTUC, MNONWAPTUKYNAapeH jyBEHWNEH WAWOMATCKW apTPUTUC, CUCTEMCKW jyBEHWNEeH
MAONONAaTCKKU apTpUTUC, xuMepeH aHTureH peuentop (CAR) T- KNeToueH- UHAYLMpaH TEXOK
WAV XMBOTO-3arpo3yBaykn LMTOKUH ocnoboayBaykv CUHAPOM [MHTPaBEHCKH].

Mpouutajte ro 36UPHMOT u3BewTaj 3a OCOBMHWUTE Ha NeKoT npea Mnpenuwysate,
NoAroTeyBare UNK agMyHUCTpuUpar-e Ha Actemra.

2. CEPMO3HU MHDEKLIUU

Kaj naumeHTuTe KoM NpUMaaT MMYHOCYNPECUBHY NIEKOBM BKITY4MTENHO 1 Actemra npujaBeHu
ce CepuosHW ¥ noHekoraw cpatanHu wuHdekumu. WHdopmupajte rv  nauveHtuTe W
poauTenuTe/ctapatenuTe feka Actemra MOXe Aa ja Hamanu OTNopHOCTa Ha NaLMEHTUTE KOH
nHeKuMK. YKaxeTe My Ha NauueHTOT W HEeroBuoT poauTen/ctapaten ga nobapa utHa
MeaMLMHCKa MOMOLL aKO Ce NojaBaT 3HauW UK CUMNTOMM KO Cyrepupaar Ha UHdeKumuja 3a
[la ce rapaHThpa UTHa NpoLeHKa U COOABETHO NeKyBat-e.

TpetmaHoT co Actemra He Tpeba Aa ce 3anouHyBa Kaj NauMeHTV CO aKTMBHW N COMHUTENHK
nHdekumn. Actemra MOXe Ja rvM Hamanu 3HauuTe 1 CUMMTOMUTE Ha akyTHa WHdekumja, co
WwTO amjarHosaTta ce oanoxyesa. Tpeba aa ce NpUMeHaT HaBpeMeHy 1 COOABETHU MEpPKU 3a
cnpaByBae Ha CEpUO3HU MHbekuMn. Be monume norneaHeTe Bo AenoT NocebHu mepkn Ha
npeTnasnMeocT u nocebHu npeaynpedysaka 3a ynotpeba Ha nekoT (30upeH usBellTaj 3a
ocobuHWUTe Ha NeKkoT, aen 4.4) 3a JONONHUTENHW AeTanu.

3 KOMMIUKALIMJA HA IMBEPTUKYNIUTUC
(BKNYYYBAJKUTACTPOMHTECTUHANIHA NEP®OPMALIMJA

WHdopMupajTe rM nauuveHTuTe U poautenute/ctaparenure Ha nauveHTUuTe Aeka HEeKou
nauveHTn kou 6une nekyeaHu co Actemra umane cepwo3Hu HecakaHu aejcTtea  Cco
enyAHWKOT 1 upesata. [lageTe MHCTPYKLMUM Ha NaLUEHTUTE U poauTennTe/ctapaTtenute Ha
nauMeHTMTE BeAHaw Aa nobapaaT MeAMUMHCKA MOMOLW aKo Ce nojasar 3Hauu Wnu
CUMNTOMW Ha Teluka, noctojaHa abgomuHanHa Gonka, xemoparuja w/wunu HeobjacHeTa
npoMeHa BO HaBUKWTe Ha AebenoTo LpeBo co nojaBa Ha Tpecka, 3a ga ce obesdbeam Op3a
NpPoLUEHKa U COOABETHO NeKyBake.

Actemra Tpeba Aa ce KOpUCTV BHUMATENHO Kaj NaLWeHTH CO NPeTXo4Ha aHaMHesa Ha LIpeBHN
ynuepauuu unu QUBEPTUKYNUTAC KOM MOXaT Aa Guaar rnoBp3aHu CO racTpoMHTECTUHAaNHA
nepcdopauvja. Be mMonume nornegHeTe ru nocebHWUTE npefynpedyBaka M MepKM Ha
npeTnasnueocT 3a ynotpeba Ha nekoT (36MpeH M3BeLUTaj 3a 0COBMHWUTE Ha NeKoT, Aen 4.4)
3a JONOMHUTENHW AeTanu.
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4. NUJATHO3A HA MAS KAJ SJIA

CunHapomoT Ha akTusauumja co makpocbaru (aHr. macrophage activation syndrome, MAS) e
CEPUO3HO XMBOTO-3arpo3yBaqko 3abonysake Koe MOXe fa ce pasBue Kaj nauueHTUTe co
sJIA.

Bo MOMEHTOB Hema yHuBepsanHo npudaTeHn OeUHUTUBHU AUjarHOCTUHKN KPUTEPUYMU,
nako ce objaBeHu NpenuMUHapHK KpUTepuymn',

AudbepeHumnjanHaTa gujarHosa Ha MAS e uMpoka nopaaw NPOMEHNTUBUTE U MYNITUCUCTEMCKH
abHopmManHocT Ha nopeMeTyBaHeTO W HecneuvduyHata npupoaa Ha HajucTakHaTute
KNUHWYKKA KapaKTePUCTUKKA, KO BKMyvyBaaT TPecka, XenaTtocnieHoMeranumja u LUMToneHuja.
Kako pesynTart Ha Toa, yecTonaTu e Telko Aa ce nocTurHe 6paa knuHuuka gujarHosa. Jpyri
kapaktepucTukn Ha MAS BknyyyBaaT HeBpomnowku abHopMmanHocTh U nabopaTopucku
abHopmanHocTu kako xunogubpuHoreHemmja. YcneweH tpetMan Ha MAS 6un npujaseH co
KopucTeHe Ha cyclosporine 1 rmyKoKOPTUKOUAOH.

VIHTEH3UTETOT 1 KMBOTO-3arpo3yBavykaTa NpuUpoAa Ha OBaa KOMMMUKauWja, 3aedHo Cco
4YecTuTe nOTEWKOTUW BO MOCTUrHyBaweTo Ha Opsa pAwjarHosa, GapaaT cooaBeTHa
NpeTnasnuBoOCT ¥ BHUMATENHO BOAEHE HA NALMEHTUTE CO akTUBeH SJIA.

5.1 IL-6 UHXUBULIUJA U MAS

Hekou on nabopaTopuckuTe KapakTepUCTWKKA NMOBP3aHM cO AaBareTo Ha Actemra kou ce
opaHecyBaaT Ha wuHxubuumja Ha IL-6 ce cnumyHM Ha Hekou of nabopaTopucKuTe
KapakTepucTuku NoBp3aHu co aujarHosata Ha MAS (kako WTo ce Hamanysawe Ha GpojoT Ha
neykouutu, OpojoT Ha HeyTpodunu, BpojoT Ha TPOMBOLMTW, CEpPYMCKUOT (hUuBpUHOreH W
ceaumeHTalLmjaTa Ha epuTpouuTUTe, NMPU LITO CUTe Ce CryyyBaaT BO NMEPUOA OA HajMHOry
€QHa Hejena no AaBakeTo Ha Actemra). HuBoTO Ha hepuTMH YecTo ce Hamanysa co
AaBakeTo Ha Actemra, HO YecTo ce sronemysa co MAS, cnopeg Toa, Moxe Aa Guge kopuceH
AudbepeHuujaneH nabopaTopucku napameTap.

Kapaktepuctuunute knuuudkm Haoam Ha MAS (aucdyHkumja Ha UEHTPanNHUOT HEpBeH
cucTem, xemoparvja W xenaTtocnneHomeranwja), [OKONKY MOCTOjaT, Ce KOPUCHM 3a
yTBpAyBake Ha AujarHosaTta Ha MAS Bo KoHTeKCT Ha IL-6 nHxnbuumja. KnuHMukoTo UckycTso
W KNWHWYKWOT CTaTyC Ha NauWeHToT, 3aeHO CO BPEMEeTO Ha 3eMare Ha nabopaTtopuckute
npYMepoLIM BO OAHOC Ha AaBakeTo Ha Actemra, Mopa Aa ro HacouKn TONKYBAHETO Ha OBUe
nabopaTopucku NOAATOLM 1 HUBHOTO NOTEHLIMjaNIHO 3Ha4eHE BO NOCTaBYBaHE Ha AujarHosa
Ha MAS.

Bo knuHnukm ncnutysara, Actemra He Guna ucnuTyBaHa Kaj NauMeHT 3a BpeMe Ha enusoga
Ha akTBeH MAS.

' Ravelli A, et al. Preliminary diagnostic guidelines for macrophage activation syndr
systemic juvenile idiopathic arthritis. J Pediatr 2005; 146: 598-604.
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5. XEMATOIOLWIKWA ABHOPMAJIHOCTWA: TPOMBOLIUTOMEHWJA W
NOTEHLUWJANEH PU3UK O1 KPBAPEHSE W/WIIN HEYTPONMEHUJA

Mo TpetmaH co Actemra 8 mg/kg Bo kombuHaumja co MTX peructpupaHu ce cnyyan Ha
HamanyBsatba Ha bpojoT Ha HeyTpodunu 1 TpomGounT. MoXe Aa NoCTou 3roneMeH pUsuK oa
HEYTPONeHWja Kaj nauueHTn Kou npeTtxoaHo bune TpeTupann co TNF aHTaroHucT. Telka
HeyTponeHuja Mmoxe Aa Guae noBp3aHa co 3ronemMeH PU3nK of CepUo3HN NHAeKUnK, hako Ao
[JeHec Hema jacHa MoBP3aHOCT NoMery HamanyBaweTo Ha HeyTpodWnuTe U nojasaTa Ha
CEepUo3HU UHADEKLUMI BO KNUHWYKATE UCTIMTYBaka co Actemra.

Kaj nauueHTn kou npeTxogHo He Oune nekyeaHu co Actemra, He ce npenopadyea
3anoyHyBare Ha TPETMaHOT Kaj nauneHTy co anconyTteH 6poj Ha HeTpodounn (ANC) nog 2 x
10°/L. MoTpebHa e NpeTnasnuBOCT Kora ce pa3MucnyBa 3a 3anodHyBake Ha Tepanuja co
Actemra kaj naumeHT co HM30K 6poj Ha TpomBouutn (T.e. Bpoj Ha TpomboumTn nog 100 x
10%/pL). Kaj nauneHTu kou passusaat ANC <0,5 x 10%/ L unu 6poj Ha TpomGouuTy <50 x 103
/UL, NpogoKeH TpeTMaH He ce npenopaYyea.

MOHUTOPUHI:

e Kaj naumenTtn co RA u GCA, HeyTpodmnuTe n TpomBouutute Tpeba aa ce cnegat 4 1o 8
HeAenuW Mo 3anoyHyBake€ Ha TPETMAHOT, @ NoToa BO COrMAcHOCT CO CTaHgapaHaTa
KNMHWYKa npakca.

e Kaj naumentnTe co sJIA n pJlA, Tpeba aa ce cneau 6pojoT Ha HeyTpodunu 1 TpoMBounTy
BO MEpUOJO0T Ha BTOpaTa UH(Py3uja, a noToa BO COrnacHocT co fobpaTa KNUHUYKa npakca.

JlononHMTENHM Npenopaku 3a HeyTponeHuja W TpomBouuTOoneHuja MoXe ga ce Hajaart Bo

MocebHn Mepku Ha npeTnasnueocT U nocebHu Npegynpefysaka 3a ynotpeba Ha nekor, aen

4.4 on 36MPHAOT M3BELLTa] 32 OCODUHUTE Ha NEeKoT.

JeTtanuTe 3a mogudukauuja Ha gosarta v JONonHUTENEeH MOHUTOPUHI MOXe Aa ce HajaaTt BO
aenot 4.2, [losanpaweTo v Ha4YMHOT Ha ynoTpeba.

6. XENATOTOKCHUYHOCT

TpaH3sTOpPHW UNU  HawWsMeHW4HUn Onarm W yMepeHu MokauyyBawa Ha XxenaTtanHuTe
TpaHcaMuHasu BooGuYaeHo ce npujaBeHu npu Tpetmad co Actemra (Bupete gen 4.8 of
36upHMOT K3BewwTaj 3a OCOOMHMTE Ha NeKoT). 3ronemMeHa 3a4YeCTeHOCT Ha TakeuTe
nokadysara Gelle 3abenexaHa kora NoTEHLMjanHn xenatoTokcu4Hu nekosu (np. MTX) 6une
KopucTeHn Bo komBuHauuja co Actemra. Kora e KNUHWYKM MHAMLMPaHO, MOXe Aa ce 3emar
npeaBug W Apyry TECTOBK 33 UCTIUTYBake Ha GyHKUMjaTa Ha LPHUOT APo6 BKIYYUTENHO
eunupybuH.

CepuosHu nNoBpean Ha LPHUOT Apol npeavsBUKaHn Of, FeKOBK, BIITYYUTENHO U akyTHa
cnabocT Ha upHuOT Apob, xenaTuTMC W XonTuua Gune sabenexaHu NpW TPETMaHOT CO
Actemra (Bugete aen 4.8 og 36MPHUOT uU3BELLTA] 38 OCOBUHUT k0T). CepuosHa




Actemra. bune npujaseHn u cnyyau Ha cnabocT Ha LPHUOT Apo6 LWITO pesynTupane Bo
TpaHcnnaHTauwWja Ha LpHUoT apob.

MoTpebHa e NpeTnasnMBoCT Kora ce pasMuUCIyBa 3a 3anoyHyBame Ha TpeTMHaH co Actemra
kaj nauneHTn co nokadeH ALT unu AST > 1,5 x of ropHaTta HopmanHa rpaHuua. Kaj naumeHTu
CO noYeTHo HKUBO Ha ALT unu AST > 5 x oA ropHaTa HopMarHa rpaHuua, He ce npenopayyea
KOPUCTEH:E Ha NEKOT.

MoHuTOpUHr:

o Kajnaunentu co RA, GCA, pJIA u sJIA, HuBoTO Ha ALT/AST Tpeba aa ce cneam Ha cekou
4 no 8 Hegenw BoO npBuTe 6 Meceun of TPETMAHOT, a NOTOA NOCNEAoBaTENHO HA CEeKoW
12 Hegenw.

e  3a npenopayaHa moaudukaumja, BKIyYUTENHO U NPEKUH Ha TpeTMaHoT co Actemra,
criopej HUBOTO Ha TpaHcamuHasu, BUaeTe Bo AenoT 4.2 oa 36UPHUOT U3BeLWwTaj 3a
OCOBUHUTE Ha NEKOT.

e [lpu sronemyearse Ha ALT unu AST > 3 1o 5 x o4 ropHaTa HopmanHa rpaHuLa,
TpeTmaHoT co Actemra Tpeba aa ce npekuHe.

3a pononuutenHn uxcopmalum, Be Monume norneaHete so aenosute 4.2 [loauparse U
Ha4WH Ha ynotpeba, 4.4 MocebHu Npeaynpeaysak-a  MEPKU Ha NPETNa3NMBOCT 3a ynoTpeba
Ha nekoT n 4.8 HecakaHu aejctea o4 36MPHUOT M3BELLTAj 3@ OCOBMHMTE Ha NEKOT.

7. 3ATONEMEHW NUNUAHN HUBOA M MOTEHLMJANEH PU3MK 3A
KAPAWOBACKYNAPHW/ LIEPEEPOBACKYNIAPHU HACTAHU

Kaj nauueHTn nekysaHu co Actemra Gun sabenexaH nopacT Ha NUNWAHW napameTpy,
BKNy4yBajKk1 BKYMEH XONecTepos, NUMonpoTeMH co HUcka rycTuHa (LDL), nunonpoTenH co
BUcoka ryctuHa (HDL) u Tpurnuuepuau.

MoHuTOpUHr:

» [poueHkata Ha nunugHuTe napameTpu Tpeba aa ce wsspwu 4 [0 8 Hegenu no
3anoyvyHyBake Ha TPeTMaHoT co Actemra.

MauvenTute Tpeba Aa ce pakoBoAaT cnopes NOKaNHUTE KNUHWYKY YNaTCTBa 3a YNpaByBake
co xunepnunuaemuja. Be monume norneaHeTe Bo genoT 4.4 MoceGHu npeaynpeayBatba U
MEepKu Ha npeTnasnueocT npu ynoTtpeba Ha nekot u 4.8 HecakaHu gejctea Bo 36UPHUOT
U3BELUTaj 38 OCOBMHUTE Ha NEKOT 3a NOHATAMOLLHW WHAOPMALIUH. o
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8. MATIUTHW BOJIECTH

MMyHOMOAynaTopHUTE fleKoBM MOXe [a Tro 3ronemart pPU3MKOT Of ManurHuter.
3npaBcTBeHuTe paboThuum TpebGa ga Guaat cBecHu 3a notpebarta on HaBpeMeHW W
COOMBETHN MEPKM 3a AujarHocThuyuparse 1 NnekyBame Ha ManurHuTeTuTe.

Be monume nornegHete Bo AenoT 4.4 MoceBHW MepkM Ha MpeTnasnueocT U MnocebHu
npeaynpegysawa 3a ynotpeba Ha nekoT u 4.8 HecakaHu fejcTea Bo 30MpHNOT M3BeLTaj 3a
ocoBUHUTE Ha NEeKoT 3a AONONHUTENHU UHoPpMaLK.

9. NEMUENWUHU3UPAYKN BOJIECTHU

Nekapute Tpeba Aa cnefar nojaBa Ha CUMMTOMMW KOW MOTEHLMjANHO YKaXyBaaT Ha HOBU
LEHTpanHu AeMUenvHN3Npadkin Hapylwysamwa. 3ApaBCcTBeHUTe paGoTHuuu Tpeba aa Gupar
CBECHU 3a noTpebarta 04 HAaBPEMEHH 1 COOABETHN MEPKYM 3a AUjarHOCTULMpake U NekyBare
Ha AeMUenuHu3upaJdkuTe Hapylysahwa. Be monume nornegHeTe BO AenoT 4.4 MocebHu
MepKM Ha NPeTnasnuBocT u nocebHU npeaynpeaysaka 3a ynotpeda Ha nekoT oA 36upHuoT
uageluTaj 3@ 0COGMHUTE Ha NEKOT 3@ NOHaTaMOLUHW UHOPMaLIK.

10. PEAKLIWJA HA UH®Y3UJA/MHJEKLIUJA

Mpn paBakeTo Ha Actemra MOXHO € Aa Aojae OO CEpUO3HW peakuuu Ha MECTOTO Ha
uHjekTpamwe/uHdyanja. Mpenopakute 3a BOAEHE Ha peakuuu MoBp3aHn  CO
WHdy3uja/uHjeKTUpake MoXe Aa ce Hajaat Bo [ocebHM Mepku Ha NpeTnasnnBocT U noceGHu
npeaynpeayBara 3a ynotpeba Ha nekoT, aen 4.4 oa 36UpHUOT nasewTaj 3a ocobuHuTe Ha
nexoT, 3a nekoT Actemra, Kako u BO ynaTcTBOTO 3a [o3upare Ha Actemra.

11, IPEKUHYBAHE HA [IO3ATA KAJ SJIA U PJIA

Mpenopak1Te 3a NpekuH Ha Ao3aTa kaj nauneHTu co sJIA n pJIA moxe Aa ce HajaaT Bo Aenot
[loanpatbe 1 HaunH Ha ynotpeba, aen 4.2 of 36MPHMOT U3BELITaj 38 OCOOMHNTE Ha NEeKoT.

12. IO3UPAHE U HAYUH HA OABAHE

MpecmeTkuTe Ha Ao3aTa 3a cuTe UHAMKaummn 1 coopmynauum (IV 1 SC) moxe fa ce Hajaar Bo
ynaTCTBOTO 3a fo3upawe Ha Actemra, kako v BO AenoT 4.2 on 36MPHUMOT K3BeLUTaj 3a
0CcOBuHUTE Ha NEKOoT.

[MegujaTpUCKX NaALWUEHTK

e Be3begHocTa n echukacHocTa Ha Actemra cynkyTaHaTta chopMynauuja kaj aeua of
pafarse fo nomanky of 1 roauHa He e yTBpaeHa. Hema foctanHu noaaTouu.

e [pomeHa Bo po3a Tpeba Aa ce Hasnpa camo Ha KOH3MCTEHTHA NPpOMeHa BO
TenecHarta TeXuHa Ha nauneHToT CO TEKOT Ha BpeMeTo.

sJIA nayueHmu
MNauneHTUTEe MOopa Ja uMaat MUHUManHa TENecHa Texu nKyTaHo
npumaat Actemra.
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Cneanueoct
Co uen pa ce nogo6pu cneanusocTa Ha GUONOLLIKMTE NEKOBU, UMETO U BpPojoT Ha cepuja Ha

NEKOT Koj ce agmuHucTpupa Tpeba jacHo aa Guaat 3abenexaHu.

13. USBECTYBAKE 3A COMHUTENHA HECAKAHU PEAKLIUU

Mo pobusakse Ha ogobpeHue 3a cTaBake Ha NeK BO NPOMET, BaXHO e Aa ce npujasysaar
CUTE COMHEXW 3a HecakaHu pekauuv npeausBukaHum on nekoT. Co npujaByeame Ha
COMHWUTENHUTE peKaLyim ce OBO3MOXYBa KOHTUHYMPaHO creAere Ha OQHOCOT KOpUCT/pUanK
of ynotpebara Ha nekor.

Bo cnyyaj Ha comHeBake Ha HecakaH HacTaH npujaeeTe ro Ao:

Opnpen 3a 6e3b6egHOCT Ha NEKoBU

POLU Makegonuja JOOES Ckonje
Anpeca: yn. Makcum lopku 6p. 13 kat 3
Ten: 02 3103 500

e-mail: macedonia.drugsafety@roche.com

A.I'ITepHaTl/lBHO CEeKoe COMHeBah-€ 3a HecakaH HacTaH npujaBeTe ro go:

HauvoHaneH ueHTap 3a chapmakosurunaHua npu AreHuuwjata 3a NeKoBuM U MeAULMHCKK
cpeacrtea Ha PM (MANTMEL)
Aapeca: yn. cs. Knpun u Metoawj 6p. 54 kaT 1

Ten: 025112 394
Unu No eneKTPOHCKKM nart npeky Beb cTpaHaTta Ha AreHuujaTa hitp:/malmed.gov.mk/
e-mail: farmakovigilanca@malmed.gov.mk

3a UenocHn MHGOopMaLun 3a CUTE MOXHW HecakaHu edekTW, nornegHeTe ro 36upHUOT
u3BeLUTaj 3a ocobuHNTE Ha NexkoT U YnaTcTBOTO 3a ynoTpeba Ha nek, 3a nekot Actemra, Koe
MOXe Ja ce Hajae Ha Beb cTpaHaTa Ha AreHuujaTa 3a Nekosn u MeauLHCKK 3
(https://lekovi.zdravstvo.gov.mk/drugsregister/overview). ,

15. ONLWITYU NPEMNOPAKU i

Mpen aa agMuHucTpupare Actemra, npawajte ro NaUWEHTOT UK
poauTenuTe/cTapatenuTe Aanu NALUeHToT;
e Wwma uHdekuuja, ce nexkysa 3a MHEKLM]a UNN UMa aHaMHe3a 3a NOBTOPI

e Mma 3Hauu Ha uHekumja, Kako LITO Ce TPecka, Kawnuua unu rnasoGonka, unu ce
YyBCTBYBA MOLIO

e Viman xepnec soctep unu 6uno koja apyra MHEKLMja Ha KoXaTa Co OTBOPEHM paHi
e VimMan anepruck1 peakuuu Ha NPETXOAHUTE NIEKOBM, BKIyuyBajiu ro u nexkot Actemra

e Wwma gujabGetec unu Apyrv OCHOBHW COCTOJGM KOM MOXE ga ro npegucnoHupaar 3a
WHdbekunja
7
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e Wwma Ty6epkynosa (TB), unu 61n Bo B5IM30K KOHTAKT CO HEKoj koj uman Tb

o Kako WTO e npenopakarta 3a Apyr4 OMOMOLWKW Tepanuu Kaj peBmaTonieH
apTpuTUC, nauueHTuTe Tpeba Aa noanexaT Ha CKPUHWHT 3a nateHTtHa Tb
uHceKumja npea Ada 3anoyHe TpeTMaHoT co Actemra. [laumeHTute co
nateHTHa TB Tpeba Oa ce nekyBaaT co cTaHaapiHa aHTuMukobakrepucka
Tepanuja npej Aa ce 3anovHe co Actemra

e  3ema Apyrv GMOMOLLKM NIEKOBM 3a Nnekysake Ha RA, unu npuma atorvastatin, 6nokatopu
Ha kanuuymoBuTe kaHamu, theophylline, warfarin, phenytoin, cyclosporine,
methylprednisolone, dexamethasone wunu 6eHsoanasenuHmn

e  Vman unu BO MOMEHTOB UMa BUPYCEH xenaTtutuc unu 6uno koja Apyra xenartanHa Gonect
e Vma aHamHesa 3a racTPOMHTECTMHAMHN YNUEpn Unu AMBEpPTUKYNNTIAC
e HeogamHa NpuMuN BaKUMHA UNK € 3akaxkaHa buno Kakea BakuuHaumja

e lAMa KapuuHOM, KapauMoBackynapH/W hakTopy Ha PUSUK Kako LITO Ce MokadeH KpBeH
NPUTUCOK M 3rONEMEHO HUBO Ha XorecTepon unu npobrnemu Co yMepeHa Ao Tellka
OybpesxHa bonect

Mma noctojaHu rnasobonku

BpemeHocT: MauyueHTTe 0 XEHCKM MOM CO MOXHOCT 3a penpogykuuja mopa aa kopucrar
edmKacHa KoHTpauenuuja 3a BpemMe Ha TPETMaHoT (M nogouHa BO nepuoa oA 3 meceum).
Actemra He Tpeba pa ce kopucTu 3a Bpeme Ha GpeMeHOCTa, OCBEH ako € anconyTHO
HEOMNXOAHO.

[oere: He e nosHaTo ganu tocilizumab ce nanavysa Bo MajuuHOTO Mneko. Ognykarta aanu
[a ce Npoaomku/npekuHe JOEHETo UNu Aa ce NPOoAOIHKU/NpekuHe TpeTMaHoT co Actemra,
Tpeba fa ce AoHece 3eMajku ja BO NpeABui KOpUcTa of J0eHeTo 3a AeTeTO U KOopucTa of
Tepanujata co Actemra kaj xeHara.

MauneHTUTe 1 poauTenuTe/NMLATa KoM ce rpwxar 3a nauueHTn co sJIA unu pJiA Tpeba aa
ce coBeTyBaaT Aa nobapaar MeauLMHCKN COBET aKo Ce jaBat 3HaLu/CuMnToMu (Np. NocTojaHa
kawnuua, ryberwe Ha TenecHata TexwHa, Tpecka)
nHdekumja 3a BpeMe unu no Tepanujara co Actemra.

[OaTym Ha opobpysatbe Ha 3apaBcTBeHNTe BnacTu: XX-2022]
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