YNATCTBO 3A
NO3UPAKBE HA
Actemra®

Osa ynatcTeo Tpeba ga wMm MoMorHe Ha 3ApaBCTBEHUTE paBoTHMLM NpW MOArOTOBKa Ha
fosara u aasatbe Ha Actemra Kaj nauneHTun co:

« PesmartoungeH aptputuc (RA) [MHTpaBeHCK1 Unu MOTKOXHO]

« TuranTouenynapeH aptputic (GCA) [NOTKOXKHO]

«  TonuapTukynapeH jyBeHWNEH MAKONaTCKM apTpUTUC (UCTO Taka MO3HAT KaKo jyBeHuneHx
yavonaTckn nonuapTpuTuc - pJIA) [MHTPaBEHCKM UM NMOTKOXHO]

«  CUCTEMCK jyBeHUneH ngronarcku apTputic (sJIA) [MHTpaBeHCKM Un NOTKOXHO]

«  TeXOK WM XXUBOTO-3arpo3yBaqkyi CUHAPOM Ha ocroboaysate Ha LIMTOKUHM (UCTO Taka
noaHaT kako CRS) npeawssukaH of xumepuyHy T-knetounn aHTureH-peventopu (CAR)
[wHTpaBeHcKku]

[datym Ha opobpeHue of 3apaBcTBeHuTe BnacTu: XX.2020]




Ynamecmeo 3a do3uparse Ha Actemra® (focilizumab) (IV) 3a RA, pJIA, sJIA, cuHOpom Ha
ocriobodyeare yumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA
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Ynamcmeo 3a dosupaise Ha Actemra® (tocilizumab) (IV) 3a RA, pJIA, sJIA, cuHOpom Ha
ocnobodysare yumokurHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

Osa ynaTcTBO 3a Jo3Nparke Ha Actemra coapxu BaxHu 6e36e4HOCHN UHOPMaLK 3a Kou
Tpeba na GugeTte ceecHu npu fasare Ha Actemra. OBa ynaTCTBO 32 f03Mpar-€ Ha Actemra
Mopa na ce uuTa 3aegHo co bpowypute 3a Actemra 3a 3fpaBcTBeHUTE paboTHuuNM
[pocTanHo Ha Be6G cTpaHuTe https:/malmed.gov.mk/ wn http://www.roche.mk/] n 3a
nauveHTuTe [moctanHo Ha Be6 crpaHata https:/malmed.gov.mk/] kako u 30GMpHKOT
n3BelwTaj 3a ocobuHUTE Ha nekoT/o3HavyBaweTo Ha Actemra wro goara co Actemra (koj
WcTo Taka e pjoctanedH Ha  https://lekovi.zdravstvo.gov.mk/drugsregister/overview wu
http://www.roche.mk/ Guaejku cogpxm BaxxHn uHdopmaumun 3a Actemra.

Be MONMME BHUMATENHO NPOYMUTAjTE MV OBME MHADOpMaLMK Nped Aa o AafeTe MeKoT.
Actemra IV (Actemra 20 mg/ml koHUeHTpaT 3a pacTBop 3a UHdY3uja):
Actemra, Bo kombBuHauuja co methotrexate (MTX), e nnanuumpaH 3a:

+ JlekyBame Ha TEXOK, aKTMBEH 1 nporpecvseH peemartonaeH apTputuc (RA) kaj BospacHu
n1LA Kou NPEeTXoaHo He 6une Tpetupanu co MTX.

« JlekyBarbe Ha yMepeH [0 TeXOK akTveeH RA Kaj BO3pacHW MauveHTh Kou Hemaat
COOZBETEH OAroBOpP, WM KOW HEe ja NogHecysBane NpeTxofHaTa Tepanuja co efieH unu
noseke aHTU-pesmaTcku nekosu (DMARDs, disease-modifying anti-rheumatic drugs) kou
ja MmoguduLmpaaT Gonecta UK Ha aHTaroHUCTK Ha Tymop Hekposa dakTop (TNF).

« Kaj oBue nauueHTu, Actemra MOXe Aa Ce [aBa Kako MOHOTepanuja BO criy4aj Ha
HeTonepabunHoct koH methotrexate wnu kora € HECOOABETHO [a ce MPOoAOIKM
TpeTMaHoT co methotrexate.

« Ce nokaxano aeka Actemra ja HamanyBa cTankata Ha Nporpecuja Ha oWTeTyBake Ha
arnobosuTe 3abenexaHo NPWU PEHTTEeHCKO CHUMake W ja nogobpyBa dusndkaTa
chyHKLMja Kora ce faBa Bo komBuHaumja co methotrexate.

Actemra e MHAWLUMPAEH 3a TPETMaH Ha akTUBEH CUCTEMCKYW JyBEHWUNEH UAUoNaTckn apTpuTUc
(anHr. systemic juvenile idiopathic arthritis, sJIA) kaj nauveHTV Ha 2-roguiiHa BO3pacT K
nocTtapy, KOW HemMaaT COOABETEH OArOBOP Ha NpeTxofHa Tepanuja co HecTepouaHu
aHTUMHNaMaToOpPHN NEKOBU M CUCTEMCKM KOopTUKocTepouaun. Actemra Moxe fa ce Aaea
kako MoHoTepanuja (Bo criyyaj Ha HenogHocnueocT KoH MTX unu kora TpeTMaHoT co MTX e
HecooaBeTeH) Unu Bo kombuHauwja co methotrexate.

Actemra Bo komBuHauwja co methotrexate (MTX) e wHauuwpad 3a TpeTMaH Ha
nonuapTyKynapeH jyBeHuneH mauonatckv aptputuc (adr. polyarthritic juvenile idiopathic
arthritis, pJIA; peBmaTtomgeH akTop MO3UTHBEH WX HeraTMBeH W NPOWMPEH
ONUroapTPUTUC) Kaj NaUMEHTW Ha 2-rofWLUHa BO3PacT U MOCTapu, KOW HEMaaT COOABETEH
OAroBOp Ha npeTxogHa Tepanuvja co MTX. Actemra moxe fa ce fafe 1 Kako MoHoTepanuja
npu HeTonepabunHoct koH MTX unu kora He € COOABETHO KOHTUHYMPaHO NeKyBaHeTo COo
MTX.
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Ynamecmeo 3a dosuparse Ha Actemra® (tocilizumab) (1V) 3a RA, pJIA, sJIA, cuHOpom Ha
ocnobodysare yumokuHu u Actemra® (tocilizumab) (SC) za RA, GCA, pJIA u sJIA

Actemra SC (Actemra 162 mg pacTBop 3a WMHjeKTUpake BO MPETXOAHO HanosHeT
WHJEKLMCKW LLINpuL)

Actemra e nHguumpaH 3a TpeTmaH Ha peematongeH aptputuc (RA) kaj BospacHW nauueHTu:
Bo kombuHauuja co methotrexate (MTX), Actemra e unauumpax 3a

» JlekyBare Ha TEXOK, aKTUBEH U NporpecuBeH pesmaTtonaeH aptputuc (RA) kaj BospacHu
nvua Kow npeTxogHo He bune nekysaHn co MTX.

* JlekyBate Ha ymMepeH [0 TeXOoK akTueeH RA Kaj Bo3pacHW nauueHTn Kou Hemaar
COO/ZIBETEH OArOBOP, UNW Kou Gune HeTONepaHTHU Ha NPeTxodHa Tepanuja co eAeH Unu
noBeke aHTU-PEBMATCKM NEKOBU Kou ja Mmoguduumpaat Gonecra (aHr. disease-modifying
anti-rheumatic drug, DMARDS) nnu Ha aHTaroHUcT Ha Tymop Hekposa caktop (TNF).

« Kaj oBne nauveHTW, Actemra moXe ga ce fafe Kako MOHOTepanwja BO Cnyyaj Ha
HeTonepaHumja koH MTX unu oHamy Kage WTO KOHTWHYWMpaHWoT TpeTmaH co MTX e
HecooaBeTEH.

* Ce nokaxano geka Actemra ja HamanyBa crankaTta Ha nporpecuja Ha owTeTyBake Ha
3rnoBoBuTe M3MEpPEHO CO peHTreHrpaduja 1 ja nogobpyea usnykaTa gyHkLUKja Kora ce
daea Bo KombuHauuja co methotrexate.

Actemra e wvHOMUMpaH 3a TpeTMaH Ha ruraHTo-uenynapeH aptputuc (aHr. Giant Cell
Arteritis, GCA) kaj Bo3pacH1 naunueHTK.

Actemra e wHAWUMPaH 32 neKyBak€ Ha aKTUBEH CUCTEMCKM JyBEeHWNeH uaMONaTCKu
aptputnc (aHr. systemic juvenile idiopathic arthritis, sJIA) kaj naumeHTu Ha BospacT of 1
roguHa 1 nocTtapu, Kou HEeCOOA4BETHO OAroBopune Ha npeTxogHaTa Tepanuja co
HEeCTepoOUAHW aHTU-UHDNIAMaTOPHU NEKOBU U CUCTEMCKW KopTukocTepouan. Actemra moxe
Ja ce faBa Kako MoHoTepanuvja (BO cnyyaj Ha HeTonepaHumja koH MTX nnu kora TpeTMaHoT
co MTX He e cooaBeTeH) unu Bo kombuHauuja co MTX.

Actemra Bo kombuHauuja co methotrexate (MTX) e nHouuMpaH 3a NekyBak-e Ha jyBeHWUrneH
uamonartckn nonuaptputuc (juvenile idiopathic polyarthritis, pJIA; peematouaeH dakrop
NO3WTUBEH WUNW HeraTMBeH W MPOLUMPEH ONUroapTPUTUC) Kaj NMauveHTU Ha Bo3pacT of 2
FOAMHW MW NOCTapu, KOW HEMane COOABETEH OAroBOp Ha npeTtxofHa Tepanuja co MTX.
Actemra Moxe Aa ce AaBa Kako MoHoTepanuja Bo criyyaj Ha HeTonepaHumja koH MTX wnu
Kora npofonKyBsakeTo Ha TpeTMaHoT co MTX e HecooaBeTHO.

Mpen cekoja undpysuja:

* BaxHo e ga ja pasrnenare KOHTponHaTa nucra npej gaBakbe Ha A€

i umaar BawwoT nauueHT, poauTenoTt/cTapaTenoT Ha na
apyrute
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Ynamcmeo 3a dosupare Ha Actemra® (tocilizumab) (IV) 3a RA, pJIA, sJIA, cuHOpom Ha
ocnobodysarse uumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

cynkytaHa (SC) copmynauuja Ha Actemra (tocilizumab) n BpolypaTta 3a nauneHTn:
Lllimo mpeba d0a sHaeme 3a Actemra co BallmoT nauyneHT, poautenure/ctapatenire Ha
naUVeHToT, UMK 1 egHuTe K apyrute. Tue ke M nomorHaT Aa pasbepat WTO MoXaT Aa
ouekyBaaT of TPETMaHOT BO OQHOC Ha cocTojbarta Ha naumeHToT co Actemra.

3a KoMnneTHY nHopmaLmu, norneaHeTe ro 36UPHNOT U3BELLTA] 3@ 0COBMHUTE Ha NEKoT U
YnaTcTBoTO 3a ynotpeba Ha nek 3a nekot Actemra, ko Moxat ga ce Hajaat Ha Beb
cTpaHaTa Ha AreHuwjaTa 3a Nekosu U MeanLUnHCKK cpeacTea '
(https://lekovi.zdravstvo.gov.mk/drugsregister/overview)

BpolwypaTta 3a nauueHTn 3a Actemra u gpyrv uHcbopmauunm moxe aa ru nobapare of
BawwmoT npeTcTaBHVK 3a npoaaxba. Ako uMaTe npaluaksa vnu sarpwkeHocT, Be monume
KOHTaKTUpajTe ro O4AEnoT 3a MeAWUMHCKM MHopmauum macedonia.medinfo@roche.com
unu jaBeTe ce Ha 02 3103 500.

OEN | - WHTPABEHCKO (IV) AOMWHUCTPUPAHE HA ACTEMRA TMPEKY
NHDY3UJA

Osa ynaTcTBO ke Be BOAM HW3 NpoLecoT Ha UH(y3nja Ha Actemra Bo 6 Yekopwu

1. U3amepeTe ja TenecHata TeXUHa Ha NaLMEHTOT U NpecMeTajTe ja
po3ara Ha Actemra cnope HaMKaumjaTa

NosaTa Ha Actemra ce NnpecMeTyBa BP3 OCHOBA HA TENecHara TeXWHAa Ha CeKoj MauveHT U
nHaukaumjata. PpekeeHUMjaTa Ha TpeTMaHOT Bapupa criopes vHavikauuvjata. lMNoTepaeTe ja
TEeXWHATa U WHAMKauwjaTa Ha nauWeHToT, noTtoa HajaeTte ja Ha Tabenata 3a pa ja
NpoHajaeTe cooaBeTHaTa [03a U Aa ja npenopayarte kombuHauujaTa Ha Bujanu.

AKO [o3aTa Ha MauMeHTOT € npecmeTaHa npen AaTymoT Ha uHdysujaTta, namepeTe ja
HeroBaTta WNW Hej3MHaTa TenecHa TexXuHa 3a na bugeTe cUrypHuW neka Taa He ce
npoMeHuna of BPEMETO Ha NMpBMYHATa NpecMeTka co WTo ke 6uae notpebHa npoMeHa Ha
posarta. AKO TeXuHaTa Ha NauMeHTOT Ce MPOMEHWNa, KOHTaKTUpajTe ro fekapoT LWTOo ro
npenuwan fekoT 3a Aa npoguckytupate ganu e notpebHa npomeHa Ha Aosata.
MNorneaHete Bo Tabenara 3a Aa nposepuTte aganv € notpebHo Npunarogysake Ha Ao3arta.

OTkako ke ja mpecmeTtaTte posata, ogbeperte kombuHauuja Ha Bujanu Ha Actemra Koja
HajnoBpo ogroeapa Ha notpebuTte Ha mauweHTOT. Actemra e gocTaneH BO BUjanv co Tpw
pasnuyHn J03U:

I 400 mg (20 ml) sujana 200 mg (10 ml) Bujana 8 80 mg (4 ml) Bujana

MpoBepeTe rv BujanuTe 3a NPUCYCTBO Ha LIBPCTM YECTUYKM 1 npomeHa Ha 6oja. Tpeba aa ce
KopMcTaT caMO PacTBOPW KOW Ce MPOSMPHK A0 onanecueHTHW, 6e3bojHu fo Bnieao xonTu u
6e3 BUANMBY HYECTUUKN. .
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Ynamemeo 3a dosuparse Ha Actemra® (tocilizumab) (V) 3a RA, pJIA, sJIA, cuHOpom Ha
ocnobodyeare yumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

PA: YnarcTBO 3a NOAroTOBKa Ha Ao3aTa U faBake Ha Actemra IV

HosuparweTo Ha Actemra IV kaj nauneHTn co PA e npecMeTaHo Bp3 OCHOBa Ha TenecHaTa
TEeXWHA Ha CeKoj NauMeHT Kako LUTO crneaysa:

3a posa op 8 mg/kg: TexxuHa Ha nauueHToT (kg) x 8 (mg/kg) = Actemra nosa og 8 mg.

3a nuuya yuja TenecHa TexuHa e noBeke on 100 kg, He ce npenopauvyBaaTr [O3U
noronemu og 800 mg no uHdy3uja.

8 mg/kg dose

Weight (kg) Weight (Ibs) Dose (mg) Dose (ml Vial combinations
50 110.0 400 20.0 ]
52 114.4 416 20.8
o -84 | 1teg 432 21.6 i |
56 | 123.2 448 224 N
58 127.6 464 23.2 [
60 132.0 480 24.0 N ]
62 136.4 496 24.8
64 140.8 512 25.6 l ! ! ‘
66 145.2 528 26.4 [ N
68 149.6 544 27.2 A A3
70 154.0 560 28.0
72 158.4 576 28.8 I
74 162.8 592 29.6
76 167.2 608 30.4 ‘ B =
78 171.6 624 31.2
80 176.0 640 32.0
82 180.4 656 32.8 ] [ |
84 184.8 672 33.6 -
S - SO 488 | 344 L] : :
88 193.6 704 35.2 4 [
90 198.0 720 36.0 i | B B ) i,
92 202.4 736 36.8 [
94 206.8 752 37.6 I [ I |
96 | 211.2 768 38.4
98 BT 784 39.2 = l 3
L =100 | =220.0 800 40.0 i i J

HoanpareTo Ha Actemra |V kaj naumeHTn co pJIA ce npecmeTyBa Bp3 OCHOBA Ha TeXuHaTa
Ha CeKoj MaUMEeHT KaKko LITO cneayBea:

3a nauMeHTM co TexuHa <30 kg: TenecHa TexuHa Ha naumeHToT (kg) x 10 mg/kg = posa

Ha Actemra

Actemra
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Yrnamcmeo 3a doaupare Ha Actemra® (tocilizumab) (1V) 3a RA, pJIA, sJIA, cuHOpom Ha
ocnobodysare yumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

Weight (kg) Weight fbs) Dose fmgl  Dose pmi) Visi
1
[
B
]
18 206 180 9.0
20 440 200 100
22 48.4 220 110 (I I |
24 528 240 120 = K
26 57.2 260 13.0 t
28 618 280 140 t
30 66.0 240 12.0 N
32 70.4 256 128 i
34 748 272 136 i
38 792 288 144 L
38 836 304 152 B-4-8-h
40 88.0 320 16.0 I
42 8924 336 16.8 P
44 268 as2 176 L
46 101.2 368 18.4 ]
48 1056 384 19.2 (]
L) 110.0 400 200 ¥
52 114.4 416 208 [
54 1188 432 216 L |
56 1232 448 224 L I |
58 1276 464 232 i i
60 1320 480 240 | IR |
62 136.4 496 248 [
64 1408 512 2586 i:h-4-h
68 1452 528 264 [
68 149.6 544 272 [
70 154.0 560 280 [
72 158.4 576 288 ]
74 1628 502 206 1
7% 167.2 608 304 [
78 171.6 624 312 N
80 176.0 640 320 00 )
82 180.4 856 aze ] i
B4 1848 672 a3s ] t
86 189.2 688 344 [
B8 193.6 704 352 [
80 198.0 720 360 [
92 202.4 736 368 ] i
94 2068 752 ars ] i
S 2112 768 384 L I |
38 21586 784 392 [ R |
2100 22200 800 400 I

Jo3upareTto Tpeba Aa ce ofBMBa Ha UHTEPBanW of 2 HeJenwu.

Mpomenata Ha posata op 8 mg/kg wnm 12 mg/kg Tpeba fa ce Gasupa camo Ha
KOH3WCTEHTHa NPOMEHa BO TeflecHaTa TeXuHa Ha NauWMeHToT Co TeK Ha BpemeTo (Ha np., Bo
pok og 3 Hegenv). AKo TeXWHAaTa Ha NaLWeHTOT Ce NPOMEHM, KOHTAKTUPAajTe CO NEeKapoT KOj
ro Npenuiuan nekoT 3a Aa pasroBapare aanu e notpebHa npomeHa Ha gosarta. lorneaHeTe
Bo TabenaTa 3a Aa npoBepuTe Aanu e notpebHo npunarofyBake Ha gosara.
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Ynamcmeo 3a doaupare Ha Actemra® (tocilizumab) (1V) 3a RA, pJIA, sJIA, cuHdpom Ha
ocnobodysarse uumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

Josata Ha Actemra kaj naumeHTUTE CcO SJIA ce npecmeTyBa Bp3 OCHOBA Ha TeXuHaTa Ha
CeKoj naLuueHT Kako LTo cneaysa:

3a nauueHTU co TexxmHa <30 kg: TexwuHa Ha naumeHToT (Kg) x 12 mg/kg = posa Ha
Actemra

3a naumeHTH co TexuHa 230 kg: TexuHa Ha naumeHToT (kg) X 8 mg/kg = ao3a Ha Actemra

| waight (kg) | Weight gbs) | Dose(mg) Dose (mi)

10 4

12 26.4 144 72 | I |

14 30.8 168 8.4

16 3s5.2 192 9.6

18 39.6 216 10.8 L IR R |

20 44.0 240 120 | B B |

22 48.4 264 13.2 []

24 52.8 288 14.4 LI I B |
26 57.2 312 15.6 LI I R
28 61.6 336 168 L IR |

30 66.0 240 i2.0 IR I |

32 70.4 256 128 )

34 74.8 272 13.6 (]

36 79.2 288 14.4 (IO BN B |
38 83.6 304 15.2 [ IR I BN
40 88.0 320 16.0 (I B
42 92.4 336 16.8 (IR |

44 96.8 352 176 L IR |

46 101.2 368 18.4 [ ]

48 105.6 384 19.2 [}

50 110.0 400 20.0 []

52 114.4 416 208 IR N |
54 118.8 432 216 [ IR R |
56 123.2 448 22.4 | B |

58 127.6 464 232 R

60 132.0 480 240 | B |

62 136.4 496 24.8 L I |
64 140.8 512 256 B-8-h-0
&6 145.2 528 26.4 N BN |

68 149.6 544 272 RN I |

70 154.0 560 28.0 LI R

72 158.4 576 288 ]

74 162.8 592 296 [}

76 167.2 608 304 | IR I B
78 171.6 624 31.2 I I R |
80 176.0 640 32.0 I I R |
82 180.4 656 328 [ ] [

84 184.8 672 336 ] [ ]

86 189.2 688 34.4 B K B BN |
88 193.6 704 352 [ I B B N
90 198.0 720 36.0 [ B B B |
o2 202.4 736 36.8 [ ] (IR |
a4 206.8 752 37.6 (] I
96 211.2 768 384 I |

a8 2156 784 39.2 IR |

=100 2220.0 800 40.0 L I |

CRS: YnaTtcTBO 3a noarotoBKa Ha fo3aTa U gaBake Ha Actemra IV

AKOo Hema KNuMHUYKO noaobpysawe Ha 3HauuTe U cumnTomute Ha CRS no npearta fosa,
MOXe jJa ce pagart Ao 3 pJononHuTenHu gosv Ha Actemra. MHTepsanoT nomery
nocneposarenHuTe Aosn Tpeba ga Guae Hajmanky 8 vaca.

Josute Hag 800 mg no uHdy3nja He ce npenopadysaar kaj naw

CynkyTaHoTo AaBake He e ogobpeHo kaj CRS.
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Ynamecmeo 3a 0o3upare Ha Actemra® (tocilizumab) (1V) 3a RA, pJIA, sJIA, cuHdpom Ha
ocnobodysarse yumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

[osata Ha Actemra kaj nauueHTn co CRS ce npecMeTyBa Bp3 OCHOBa Ha TEXMHATA HA CEKOj
nauWeHT Kako WTo cnegysa:

3a naumeHTn co TexxuHa <30 kg: TexxvHa Ha naumeHToT (kg) X 12 mg/kg = nosa Ha Actemra

3a naumeHTU co TexuHa 230 kg: TexnHa Ha nauveHToT (kg) x 8 mg/kg = nosa Ha Actemra

2. CobepeTe ru cute notpedbHu matepujanu

Ke Bu Tpebaar:

e Actemra, Ha coBHa TemnepaTypa e [a3a

e |LnpuueBu n Urnu co ronem fnymeH e [loBecka

e EpeH npvmapeH ceT 3a uHgysuja e Pakasuum

e EpHa keca og 100 ml co 0,9% (9 mg/mL) e  Ankoxon/mamyk 3a YMCTEHE

CTEepPUNEeH HENMPOreH pacTBOp Ha HaHaTPUyMm
XNopuAa 3a vHjeKumMn
e EpgeH nHTpaseHcku (IV) kateTep

3. HanpaBeTe ocHOBHa npoLueHa
HanpaseTe ocHOBHa MpoLeHa 3a Aa ce ocuryparte [eka nauueHToT e [0BOMHO 34paB aa ja
npuMu UHysujara.

BuTanHute 3Hauu MoXe Aa BKNyJyBaarT:

*  KpBEH NPUTUCOK
* TemnepaTypa
* nync

Cnenere ry npenopavyaHuTe NOYeTHU Npallakba 3a NauueHT | PIIMlaHO BO
Bpowypara 3a 3gpaBcTBeHu pabotHuuu 3a Actemra (gen fTa npenopaka),
Kako U Bo 30MPHMOT M3BeLITaj 3a 0COOUHUTE Ha nekoT (aen 4.4 - NMpeaynpeaysBata v
MepKM Ha NpeTnasnuBoCT).

4. NogroTBeTe ro NauuMeHTOT 3a UHMY3Uja
Mpernepajte ja 6polwiyparta 3a naumeHToT. LLImo mpeba da 3Haeme 3a Aclemra 3aegHo co
nauveHToT. OQroBopeTe Ha cUTE Npallaka WTO TOj UMK Taa MOXE Aa M uma.

Mpea agpMuHUcTpaumja Ha Actemra He e noTpebHa npemegukauvja.

5. NopgroreeTe ja nHdpy3unjaTa Ha Actemra

Actemra e noagroreeH pacTBop 3a Koj He e noTpebHO pacTBOpatbe. [JaTymMoT Ha UCTEKOT
Tpeba cekoralw aa ce nposepu npef ynotpeba. KoHueHTpaToT Ha Actemra 3a IV uHdy3suja
Tpeba ga 6uge paspegeH of CTpaHa Ha 3ApaBCTBEH PabOTHUK KOPUCTEjkM acenTuyHa
TEXHUKA. '

« Actemra Tpéba ga ce uysa Bo dppwimngep. Cenak, LUEMNOCHO paspefeHnoT pacTBop Ha
Actemra Tpeba ga otcton Ha cobHa Temnepartypa npeg Aa ce aage.
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Ynamcmeo 3a dosuparse Ha Actemra® (tocilizumab) (IV) 3a RA, pJiA, sJIA, cunGpom Ha
ocnobodyesar-e yumokuru u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

° LUenocHo paspegeHute Actemra pactBopu 3a uHdYy3Mja MOXe [La ce uJyBaaT Ha
TemnepaTtypa og 2°C-8°C wnu Ha cobHa Temnepartypa (ako ce pacTBOPEHU MoA
KOHTPONMMpaHA 1 MOTBPAEHW acenTuyHM ycrnosu) Oo0 24 vaca u Tpeba pga Gupat
3alUTUTEHN Of CBETNUHA.

e PactBopute Ha Actemra He coap)KaT KOH3epBaHCK; 3aToa, HEMCKOPUCTEHWOT NPOU3BOJ,
LLUTO OCTaHyBa BO BMjanute He Tpeba fa ce KOpPUCTu.

» [Nozupar-e 6asupaHo Ha TeXMHa/MHOWKaLMja:

o 3aRA, GCA, CRS, sJIA (> 30 kg) v pJIA (> 30 kg): og vnHpysnoHa keca of
100_ml noenevete BonymeH of 0,9% (9 mg/ml) crepuneH, HenuporeH
pacTBOp Ha HaTpPUym XMNopua 3a WHjeKTUpare efHaKkBa Ha BOJYMEHOT Ha
pacTBOpoT Ha Actemra noTpebeH 3a gosaTta Ha NaUWeHToT.

o 3a nauueHTuTe SJIA u pJIA <30 kg: Ynotpebete nHdpysnona keca og 50 ml
n nosnedete BonymeH of 0,9% (9 mg/ml) crepuneH, HENUPOreH, HaTpUym
XNOPUAEH PacTBOP 3a WHjeKTUpawe efHaKkoB Ha BONYMEHOT Ha pacTBOpOT
Actemra noTpebeH 3a fgo3aTa Ha naLlueHToT.

e Actemra He Tpeba ga ce faBa MUCTOBPEMEHO BO WUCTa MHTPaBEHCKa NUHWja co Apyru
nekoBW. He ce cnposefeHn cTyamm 3a usunyka unm uoxemucka komnaTubunHocT 3a ga
Ce OUEHN KoagMuHMUcTpaumjaTa Ha Actemra co apyri NekoBu.

« [loneka gopageTe ro KoHueHTpaTtoT Ha Actemra 3a IV uHdysuja of cekoja Bujana Bo
uHdy3noHaTa keca. 3a Aa ro M3meluaTe pacTBOPOT, HEXHO NpPeBpTETE ja KecaTa 3a fa
nsberHete nojasa Ha neHa.

* [lapeHTepanHuTe nekosun Tpeba ga ce npoBepaT BU3YernHo 3a NPUCYCTBO Ha YECTUYKA U
obesbojyearbe npeg da ce pgagar. Camo pacTBopuTe KOM ce MNPOsSUpHW 0o
onanecueHTHW, 6e36ojHu 1o Bneno xonTeHvkaen 1 6e3 BuANMBY YecTUYku Tpeba aa ce
paspeayBaar.

« ®dpnerTe ja urnaTa v LWNPULIOT BO KOHTEjHEP 32 OCTPW NPEAMETM Kora ke 3aspLumnTe.

6. 3anoyHeTe ja uHdy3ujaTta co Actemra

WndysujaTa Tpeba aa ce gasa noBeke of 60 muHyTu. Mopa aa ce paBa co uHdy3ucku
CeT U HMKOoTral He TpeGa Jga ce AaBa Kako MHTpaBeHCKW bonyc.

* [peg wHdysnja, nHdopMUpajTe ro NAUWEHTOT AeKa NpujaBeHn ce CEPUO3HN aneprckm
peakuuu, BKNyJyBajku 1 aHadunakca, nospaaHu co Actemra. Takeute peakuumn Mmoxe aa
6vaat NoTelwku U NOTEHUMjanHo daTtanHy Kaj NauneHT Kou nvane aneprucki peakumm
3a Bpeme Ha npeTxogHMoT TpeTmaH co Actemra, gypu n ako gobune npemegnkaumja co
cTEpOVAM U aHTUXMCTaMUHULK. [TOBEKETO anepriucki peakuun ce jasyBaart 3a BpeMe Ha
nHdysujata M Bo pok o 24 Yaca of gaBaweTo Ha Actemra, nako anepruckute
peakLn MOXe @ HacTaHaT BO CeKOe BpeMe.

» [lokonky ce nojaBu aHadmnakTU4Ha peakumja unu
XUNepPCEeH3NTUBHOCT, daBaweTo Ha Actemra tpeba
3anoyHe co COOABETHa Tepanuja u TpajHo Aa ce npek
npujaswn 3a atanHa aHagpunakca no ogobpeHneTo 34
Bpeme Ha TpeTMaHoT co Actemra IV.

aﬂa\ peakunja Ha
peKw-(MoPQQHaLu pa ce
quqagan-bem Ha;,&e mra. Nma
glaarbpma nako]kqp )I‘IpOMGT 3a
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Ynamcmeo 3a dosupare Ha Actemra® (tocilizumab) (IV) 3a RA, pJIA, sJIA, cundpom Ha
ocnobodysarse yumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

*  Ynatete ro naumeHToT Aa nobapa uTHa nekapcka nomow ako 3abenexu 6uno kou opf,
CrNegHVBe 3HauW WU CUMMTOMW Ha CUCTEMCKM anepruckiu peakuuu no npumaxe Ha
Actemra:

» Ocun, Yelware unu yptukapuja

* Hegocrartok Ha 3aus unu npobnemm co gulieHeTo
* OTekyBaHk-€ Ha YCHWUTE, ja3uKOT UNK NULETO

» Bonka Bo rpagute

» YyBcTBO Ha BpTOrnaeuua unu cnaboct

* IHTeH3MBHa 6onKa BO XenyaHUKOT Ui noBpakame
e XvnoTeHsunja

OTkako uHdy3aujaTa ke 3aBpLuKn, OTCTPaAHETE ro KaTeTEPOT M NPaBUNHO dpneTe M cute
marepujanu, UCYNCTETE IO U NPEBP3ETE ro MECTOTO Ha MHAY3Kja U NpoBepeTe ri BUTanHuTe
3HaLUMX Ha NauueHToT.

jynu 2020, Bepswja 6.0.1 11




Vrramemaso 3a dosupar-e Ha Actemra® (tocilizumab) (1V) 3a RA, pJIA, sJIA, cundpom Ha
ocniobodysar-e yumoxuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJiA u sJIA

OEN Il — YNATCTBO 3A AOMWHUCTPUPAHLE HA ACTEMRA SC CO

KOPUCTEH-E HA MPETXOAHO HANONHET UHJEKLIMCKW LLINPWULL

GCA, pJIA v sJIA.

YNaTcTBOTO Ce O4HEeCYBa Ha HamMoMHETUOT MHJEKLIMCKIA LLNPWLY

ce ynotpebysa camo npu crnegHute uMHAvKauuu - RA,

OBa ynaTcTBO ke Be BOAM HU3 NPOLECcOoT Ha UHjekTupare Ha Actemra SC Bo 7 Yekopu

1. CobepeTte ru cute noTpedbHK maTtepujanu

Ke Bu Tpe6aar:

e Epen Actemra npetxoaHo HanonHeT Lwnpuy
(Actemra ypepn) Ha coBHa TemnepaTtypa

Hobpo oceeTneHa, yncTa, pamHa noBpLUNHA

e KoHTejHep oTnopeH Ha ybogu/ocTpu cpeacTea °

Kanaue Ha urnara

Mo ynortpeba:

Npep ynotpeba:

Ankoxon/mapamMmuvik-a 3a
yucTere

CtepuneH namydeH Tyndep
wnu rasa

Caat 1nm 4acoBHUK

MpogonweToun 3a pasare
Ha nexor (ne ru gonupajre
6uaejri OBa MOXe
npeaspeme Aa ce aKTMBnpa)

Chh 7

3aWTUTHUK H2 WFNATA
(npogonken u 3aknyuen)

Cnuka A

jynu 2020, sepsuja 6.0.1
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Ynamcmeo 3a do3upatse Ha Actemra® (tocilizumab) (IV) 3a RA, pJIA, sJIA, cuHOpom Ha
ocrno6odysarbe yumokuru u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

2. HanpaseTe OCHOBHU NMPOLIEHN

Mpeata uHjekumja co nomolws Ha Actemra ypeaot Tpeba pga ce v3Bede nof Haa3op Ha
KBanuduKkyBaH 3apaBcTBEH paboTHUK.

3apaBcTBeHMOT paboTHuK Tpeba fAa rv npes3eMe OCHOBHUTE MpOLEHU 3a Aa ce ocurypa
[ieKa NaUMeHTOT & AOBOMHO 3ApaB 32 Aa NpuMK uHjekumjaTa. ButanHute sHaum moxe fa
BKIyYyBaar:

> KPBEH NPUTUCOK
+ Temnepartypa
s nync

Cnepgerte ru npernopavYaHmTe NoYyeTHU Npalwara 3a NaLUMeHTOT KaKo WTOo e onuilaHo BO
Bpouwypata 3a 3apascTBeHu paGoTHuum 3a Actemra (fden 15 - Onwra npenopaka),
Kako ¥ 36MpPHMOT u3BeluTaj 3a ocobuHUTe Ha nekotT (den 4.4 - MNpeaynpeayBaia u
MepKM Ha NpeTnasfiMBocT).

3. MoaroTroBKa 3a UHjeKTUpaH:e

+  UYygajte ro ypeaoT Ha Temnepatypa o 2°C - 8°C 1 He ro 3samp3HyBajTe.

« [oseonete Actemra ypegoT Aa pocTurHe cobHa Temnepatypa (oa 18°C po 28°C)
oTKaKo ke ro useaauTe of pwxmaepot. He ro sarpeeajte Actemra ypeaot Ha 6uno koj
OPYr HauvH.

* He ro s3abpayBajTe NPOLIECOT Ha 3aTonnyBare Ha OWUMO KOj HauMH, Kako WTo e
KOpUCTEH-€ Ha MUKpoOpaHOoBa Meuvka unu nocrasyBake Ha Actemra ypeaoT BO
TOonMa Boaa.

* He ro ocTaeajTe Actemra ypeoT Aa ce 3arpee Ha AWPEKTHa COHYeBa CBETNMHA.

« He npotpecysajte ro Actemra ypenor.

« HemojTe noBTOpHO Aa ro kopuctute Actemra ypeaor.

« He obugysajTe ce ga ro pacuneHuTe Actemra ypefot Bo 6uso koe Bpeme.

» He ro kopucteTe Actemra ypeaoT npeky obrieka.

Mpep cekoja ynorpeba:

- [Mpoeepetre ro Actemra ypemoT 3a Aa Oupaete CUrypHU Aeka He e
owTteTeH. He kopucteTe ro Actemra ypeaot ako Bu ce YvHM eKa e oTeTeH

unu ako cnyyajHo Bu nagHan.

ja oTBOpaTe KyTWjaTa 3a nNpB nart, MpoOBepeTe danu € npaBusiHO

neyateHa. He kopucrtete ro ypegoTr ako Bu wsrmepa peka kytvjata

ofHo Buna oTBOpEHa.

HepeTe Janu Kytujata e owrteTeHa. He kopucteTe ro ypeaoTt ako
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Ynamemeo 3a dosupame Ha Actemra® (tocilizumab) (1V) 3a RA, pJIA, sdIA, cuHOpom Ha
ocnobodyeare uumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

» [poeepeTe ro gatymoT Ha UcTekyBawe Ha ypenot. He kopucteTte ro Actemra
YypemooT ako noMuHan AaTymoT Ha WCTekyBawe, Oupejkv moxebu He e
6e3begHo na ce kopucth. AKO 4aTyMOT Ha UCTeKyBare rnomuHan, 6esbegHo
dhpnete ro Actemra ypefoT BO KOHTEjHEP 32 OCTaTOLM 1 3eMeTE HOB.

* [lpoeepete ro Actemra ypefoT BWU3YenHO 3a MPUCYCTBO Ha YECTUMKN W
o06e36ojyBarbe nNpen agMuUHUCTPaLUMja 1 NpoBepeTe ro PoKoT Ha Tpaewe. He
ro ynotpebyBsajTe NeKoT ako € 3amaTteH Wnu COoOpXW YECTUYKW, UMma Kaksa
6uno 6oja oceBeH Ge3bojHa Ny Marnky >KoNTeHukaea, unu ako 6uno Koj aen
0f NPETXOA4HO HANOMHETHOT LUNPUL, C& YNHW [ieKa e OLUTEeTEH.

He ro ocraeajre Actemra ypenot 6e3 Hagsop. [la ce 4yysa nogarneky og godar Ha aela.
BepgHalu npekuHeTe ro gaBakeTo Ha Actemra ako ce nojaBv aHadunakTuyHa peakuuja
WNu gpyra cepuosHa peakuuja Ha XWNepceH3WTUBHOCT. 3anoyHeTe €O COOfBETHa
Tepanuja u TpajHo NpekuHyBatse ja ynotpebarta Ha Actemra.

Actemra 162 mg Bo 0,9 ml pacTBop 32 WHjeKTWpare ce [ocTaByBa Kako naket og 4
NMPETX0AHO HaNonHeTW LWNpUUeBn 3a eaHoKpaTHa ynotpeba.

Tpeba fa ce yyBaaT BO HALBOPELLUHOTO NakyBawe 3a Aa Ce 3alTuTaT of CBeTnnHa 1 aa
ce yyBaaT Ha cyBo. [peTxogHo HanonHeTuTe Wnpuuesn Tpeba Aa ce YyBaaT HaABOpP 04
nornea n godar Ha geua.

Hapete Actemra 162 mg/0,9 ml Bo pok of 8 yaca oTkako ke ce nssagu og ppuxmuaepoT
1 a He ce YyyBa Ha TemnepaTypa Hag 30°C

OcraBeTe ro npeTxogHO HaMoNHEeTMOT LWNpuUL Aa [OCTUrHe cobHa Temnepatypa w
nodvekajte okony 25 Ao 30 MUHYTV Npea uHjekTupawe Ha Actemra 162 mg/0,9 ml.
WHjektnpajTe Bo pok o4 5 MMHYTK MO OTCTPaHyBak-€TO Ha KanayeTo, 3a [a crpeuyute
NeKoT [a ce UCYLUM U Aa ja 3aTHe urnara.

4. N3bepeTe ro u nogroTBeTe ro MECToTo 3a UHjeKTUparbe

e Y6aBo namujTe rv paueTe Co canyH u Boga

e WcuncreTe ja obnacrta Ha MECTOTO Ha WHjEeKTUpare CO NOMOLL Ha ankoxoneH Tydep
3a fa ro Hamanute pusnkoT of uHdekuuja. U3bpuweTte ro MECTOTO Ha UHjEKTUPaHE
CO anKkoxoneH Tydep Co KPYXKHO OBWKEH:E N OCTABETE ro fa Ce MCYLUX Ha BO3AyX 3a
fa ce Hamanar waHcuTe of uHdekumja. OctaBeTe Koxara Aa ce vcywin okony 10
cekyHau. He ro ponupajte noBTOPHO MECTOTO Ha WHjeKTupare npeq Aa ja aagete
NHjekuumjaTa.

o O6nacTu 3a uHjekTupame Ha Actera PFS ce cnegHu:

o [lpenopavyaHuWTe MecTa 3a WHjeKTUpawe ce NPefHUoT W _GPeaRmuel [en Ha
ByTtoBuTE 1 OONHUOT Aen Ha abaomMeHOT noj CToMak m‘a‘qgu@yf Cdr;BQH Ha
MOBPLUNHA Of NET CaHTUMETPU ANPEKTHO OKONY Nanof: \

o AKO HeryBaTenoT gaBa WHjeKkuwja, Moxe Aa ce K{ - Héﬁf@qpé‘ﬂ%m
NoBpLUMHA Ha ropHuTe kpauw. (Bupete cnuka C) 5% &
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Ynamcmeso sa dosuparse Ha Actemia® (tocilizumab) (1V) 3a RA, pJIA, sJIA, cuHOpom Ha
ocnobodysarbe yumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

~
Hanpen Ha3ag,
MecTa 3a UHjeKTUpame
Cnuka C

o Tpeba fga KopucTWTe pasnMYHO MECTO CeKorall kora Ke fajete WHjekuuja,
HajManky Tpv caHTUMeTpu of obnacta LWTO ja KOPUCTEBTE 3a MNpeTxofHa
NHeKuuja.

o He uvHjekTpajTe BO 06nacTy BO KOW MOXE Aa BW Npeyn Kauw wnv nojac. He
WHjeKTUpajTe BO MNagexu, Ny3HU, MOAPUHKA Unu obrnact Kage LITo koxaTa e
HeXHa, UpBeHa, TBpAa Uiy HENpoMeHeTa.

e MeHyBajTe rM MecTaTa 3a UHjeKTUpambe

o OpbepeTe pasnMyHO MECTO 3a UHjeKTUpaH-e 3a CeKoja HapefHa uHjekumnja
Hajmanky:

e He vHjekTpajTe BO Mnagexu, Ny3Hn, MOAPUHKA nnii 06nacTu Kaae LTo Koxara e
HeXHa, LupBeHa, TBpaa unu HenpomMmeHeTa. He vHjekTupajTe Bo 06nacTit BO Kon Moxe
[a BV NpeYun Kauwl unu nojac.

MoaroTeeTe ro MeCTOTO 3a UHjeKTUPaHLE

e WMabpuweTe ro MecToTo 3a UHJEKTUpaHEe CO ankoxorneH Tydep Co KPYXHN ABUXeHa
1 [O3BOMNETE Aa Ce UCYLUM CO Len Aa ce Hamanar waHcuTe 3a gobusarke Ha
uHdpekuuja. [lossoneTe 1 Ha koxaTa Aa ce ucylum npubnvxHo 3a 10 cekyHau. He
ro AonupajTe NOBTOPHO MECTOTO 3a WHjEeKTUparke Npej AaBarke Ha WHjekuujaTa.
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Ynamcmeo 3a doauparse Ha Actemra® (tocilizumab) (1V) 3a RA, pJiIA, sJIA, cundpom Ha
ocnobodygar-e yumokuHu u Actemra® (focilizumab) (SC) 3a RA, GCA, pJIA u sJIA

5. laBaw-€ Ha WHjeKLMjaTa
AOMWHUCTPALIUJA: MPETXOAHO HAMOJHET WMNPULL CO ACTEMRA

1.

He ro npoTtpecyBajte nNpeTxogHO HanorHeTUoT
wnpuy, OTCTpaHeTe ro KanaveTo v LBPCTO 3eMeTe ro
WnpuUoT co egHa paka. He ro nputuckajte HUTY
BneyeTte knunot. NoBneveTe ro kKana4yeTo co ApyraTa
paka. OTKako Ke ro OTCTpPaHWTE 3alITUTHUKOT Ha
urnarta, uHjekumjata Tpeba na ce gage Bo pok oa 5
MUHYTW 3a Oa Ce Chpeuyn Cylewe Ha NeKoT W
3aTHyBawe Ha urnarta. AKO NMPeTXO4HO HAaMoNIHETUOT
Wwnpuy, He ce ynoTpebu no pok og 5 MUHYTU nO
OTCTpaHyBawe Ha Kanayeto notpebHo e pga ro
dpnite MWCTMOT M fAa 3eMeTe HOB NPeTXofHo
HanonHeT wnpuy. Hukoraw He ro ctasajTe NoBTOPHO
3aLUTUTHUKOT 3a UrnaTa no oTCTpaHyBaHheTo.

\

G
rp 1

/‘ Y A

N

—

LtunHeTe koxeH Habop Ha MEeCTOTO Ha VHjeKTUpaHe
3a pa obesbegute uUBpCTa noBpWKWHa  3a
nHjekTupakwe. BHeceTe ja wrnaTta 6p3o n oanydqHo.
Wrnata moxe ga ce BHece nop aron mery 45° oo 90°.
BHeceTe ja wrnata uenocHo. [loTca gpxeTte ro
LWNpULIOT BO no3uumMja v ocnobopete ja wrtunHaTaTa
KoXa.

BaBHO WHjeKTupajTe ro NeKoT CO HeXeH NPUTUCOK Ha
KnunoT Hapony. Kora KkKnunoT e cocema [ony,
npopormkeTe Aa nputuckate 3a ga bupete curypHu
JeKa UenuoT NneK e UHjeKTMpaH.

®dpnete ro nNPeTXo4HO HanofHETWOT LWnpuy BO
KOHTEejHep oTnopeH Ha yb6ogu w ynoTpebere HOB
MPETXOAHO HAaMOITHET LUMPUL, ako He MOXeTe ga ro
NMPUTUCHETE KIUMNOT OTKaKO CTE ja BHeNe urnaTta.

OpxeTe ro KNUNOT NPUTUCHAT HAAONY AOAEKa ja
BaguTe urnara o, Koxara nopg, UCTUOT arorn Ha
WHjeKTupame.

OcnobopgeTe ro KNUNOT, OTKAKO UrnaTa KOMMNNeTHo Ke
Ce OTCTpaHW Of, KOXaTa OBO3MOXYBajKWi LUTUTOT Ha
urnata pJga ja 3sawTtutu wrnata. dpnerte ro
WNCKOPUCTEHMOT LUMPUL, BO KOHTEjHEP OTMOPEH Ha
yboam unu ocTpu npegmMmeTu.

Mo vHjekTUpake Moxe Aa uma Marnky Kppapere Ha
MECTOTO Ha uHjeKkTMpare. MoxeTe ga NpUTUCHeTe Co
namydeH Tydep unm rasa Ha MecToTo Ha
WHjeKTUpare. He ro TpujTe MecToTo Ha UHjeKTUpakse.
Ako e notpebHo, Moxe Aa ce NoKpue MecToTo Ha
WHjeKTUpaHe CO Mar 3aBoj.
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Vnamcmeo 3a dosuparse Ha Actemra® (focilizumab) (IV) 3a RA, pJIA, sJIA, cundpom Ha
ocro6odysame yumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJiA u sJIA

6. OTcTpaHyBake Ha Actemra ypenort

e He ro craeajte kana4eTo Hasag Ha Actemra ypegor.
e CraeeTe ro KOpUCTEHMOT packnoneH ypea Actemra QUPEKTHO BO KOHTEjHEP 3a oCTpu
npeaveTn
o He ro dpnajte (oTcTpaHyBajTe) ypenoTr BO [ybpeTo BO BalleTo
OOMaKWHCTBO M He IO peLuKnupajTe.
o OpneTe ro KOHTEjHEPOT 3a OCTPU MPEAMETM Kako LUTO BW € YKaXKaHo of
BawmwoT 3apascTeeH paboTHUK unu dpapmaviesT
o Cekoraw 4yBajTe ro KOHTEJHEpPOT 3a ocTpu npeamMeTn U Actemra ypepgot
HapgBop oA norneg v godaTt Ha geua

7. 3abenexeTe ja Bawara uHjekuuja

¢ HanuweTte ro AatymoT, BpeMeTo U cneunduyHUOT AeNn of BaLETo TENo Kafe LTo
cTe ce uHjekTupane. Mcto Taka, Moxe da 6uae KopucHO Aa HanuvweTe GMno Kaksu
npaliarsa WM rpuxknu Bo BpcKa CO MHjeKTUpaHeTo, 3a Aa MOXEeTe Aa ro npaiuare
BalwumnoT 3gpascTeeH paboTHUK.

Ako umaTe 6GUNO KakBM Npawara unu rpuxu 3a Bawmort Actemra ypepn, pasroBapajre
co Bawwuort 3apaBcTBeH paboTHUK 3ano3HaeH co Actemra.

CnegnuBoCT Ha NPOU3BOAOT

Co uen ga ce nogobpu cnegnueocTa Ha OMOMOLLKUTE NEKOBU, 3alUTUTEHOTO UME Ha JeKOT 1
OpojoT Ha cepujaTa Ha papeHuoT nek Tpeba jacHO ga ce eBuageHTupaaT (Mnu Oa ce
HaBeAaT) BO AOCUETO Ha NauueHToT.

jynu 2020, sepsuja 6.0.1 17



Ynamemeo 3a dosuparse Ha Actemra® (tocilizumab) (1V) 3a RA, pJIA, sJlA, cundpom Ha
ocnobodysare yumokuHu u Actemra® (tocilizumab) (SC) 3a RA, GCA, pJIA u sJIA

MNoBuk 3a npujaByBak-e

Pazroeapajre co nekap, MeguLUHCKa cecTpa unu dpapmaueBT ako Bue unu naumeHToT
MMare GMNO KaKBU Mpallakba UNU UMaTe NpobnemMu.

AKo NauMeHTOT NMOYYBCTBYBa HecakaHu edekTu, pasroBapajte co nekap, dpapmauesT
unu MeaMumMHcka cectpa. OBa rv BKny4YyBa CUTe MOXHM HecakaHu AejcTBa KOW He ce
HaBeZieHu BO OBa ynaTCcTBO.

Bo cnyyaj Ha comHeBare Ha HecakaH HacTaH npujaseTte ro Ao:

Opnen 3a 6e3begHoOCT Ha NeKoBuU

POLU Makeponuja JOOEJ Ckonje

Agpeca: yn. cB. Kupun v Metoguj 6p. 7 kaT 2
Ten: 02 3103 500

e-mail: macedonia.drugsafety@roche.com

AnTepHaTUBHO CEKOe COMHEBaH-€ 3a HecakaH HacTaH npujaseTe ro Oo:

HauuoHaneH ueHTap 3a dapmakosurunadua npu AreHuujata 3a NEKoBU U MeLULMHCKA
cpeactea (MAJIMEL)

Appeca: yn. cs. Kupun u Metoguj 6p. 54 kat 1

Ten: 02 5112 394

UMK MO eneKTPOHCKY naT npeky Be6 ctpaHaTa Ha AreHuujaTa http:/malmed.gov.mk/

e-mail: farmakovigilanca@malmed.gov.mk

3a uenocHu nHdopmaumn 3a CUTE MOXKHWN HecakaHn edexTu, nornegHeTe ro ynaTtcTtsoTo 3a
ynotpeba Ha nek 3a nekot Actemra, Koe Moxe Aa ce Hajae Ha Beb cTpaHaTa Ha AreHuujaTa
3a NeKoBU N MeauLUUHCKK cpeacTea Ha PM
(https://lekovi.zdravstvo.gov.mk/drugsregister/overview).

[JaTtym Ha opobpyBake of sapascteeHuTe Bnactu: 07.2020]
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