
YERVOY
® 

(ipilimumab) 

AKO BL-1 e npen1-1waH neKorYERVOY
$ 

KaKOMOHorepan111ja 

• npo41-1rajre ro oaoj BOAL-14 1-1 YERVOY
0 

(ipilimumab) KapTL-14Kara co npet\ynpet\yaaH>a 

3a nau,1-1eHTor. 

AKo BL-1 e npen1-1waH neKorYERVoY•aoKoM61-1HaL1,L-1jaconeKorOPDIVO• 

• npo41-1rajre ja OPDIVO
° 

(nivolumab) Kaprn4Kara co npeAynpeAyBal-ba 3a 

nau,1-1eHTOT. 
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'::i !i 7 �� -s:. ..., �11�? "''...., AKO A06"1eTe HeKoe HecaKaHO AejcTBO pa3roeapajTe co eaWHOT /leKap. Oea rH BK/lYYYBa l'1 Cl'1Te ��CaKaHl-1 A creAlio� e 

HaBeAeH1-1 eo ynaTCTBOTO 3a na41-1eHTOT. HecaKaHHTe Ae]crea OA 11eKoe1-1Te Mome Aa rn np1-1jaei1Te o !;fa41ci>J1<Jtl�,.4i�aili 
<j>apMaKOB1-1r1-111aH4a np,1 AreH41-1jaTa 3a 11eKoB1-11-1 MeAHL.\1'1HCKl'1 cpeACTBa (y11.CB.K1-1p1-1111-1 MeTOA1'1i 6 ��BVl�'te eti OHCKH 
naT npeKy Be6 crpaHaTa Ha AreH41-1jaTa http://malmed.gov.mk/ 1-1111-1 AO HOC1-1Te110T Ha OA06peH1-1eTO 3a cntial�l;jjl;;�«r·T Bo npoMeT 
BO Peny6111-1Ka CeBepHa MaKeAOHHja: AM1'1KYC <!>apMa A,O.o.e.11, 6y11. naprn3aHCKl'1 OAPeA1'1 6p. 62 11aMe11a LI, Me3aHl'1H 6p. 3, B/1e3 1, 
1000 CKonje, CeeepHa MaKeAOHl'1ja, Te11eq>oH: 02 3286 400, e-nowTa: medinfo.northmacedonia@swixxbiopharma.ccim'.' OAroBopHo 
111-14e 3a <j>apMaKoB1-1r1-111aH4a: KceH1-1ja M1-14K0Ba A1-1M1-1Tp0Ba, Te11eq>oH: 070 276 973, 
e-nowTa: ksenija.mickova-dimitrova@swixxbiopharma.com. 
Co np1-1jaByBaH>e Ha HecaKaHHTe AejCTBa MomeTe Aa noMorneTe BO 06e36eAyBaH>eTO Ha noeei\e 1-1Hq>opMa41-11-1 3a 6e36eAHOCTa Ha 
oeoj 11eK. 
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• Osoj BOA1114 rltl 06e36eAyBa ltlHq>OpMau,111111re 3a rperMaHOT co /le KOT YERVov· Ill rltl on111wysa MO>KHIIITe 3HaU,H Ill
rnMnTOMH Ha HecaKaHH Aejcrsa KOH MO>t<ere Aa rn no4yscrsysare.

• lllcro AaBa sa>t<HH cosern 3a roa wro rpe6a Aa Hanpas111re AOKO/lKY no4yscrsysare 3Hau,111 111 CHMnTOMH, Aa BH
nOMOrHe Aa ce ornrypare AeKa OBHe 3HaU,H Ill CHMnTOMH HeMa Aa ce 8/lOWaT Ill Aa ce /leKysare WTO e MO>t<HO
no6pry III noeq>111KacHo.

• /le KOT YERVov· MO>t<e Aa np�H3BHKa cepH03HH HeCaKaHH Aejasa BO pa3/1H4HH Ae/108111 OA Te/lOTO Ha KOH rpe6a BeAHaw
Aa ce pear111pa, 6e3 pa3/1HKa Ha re>1<1t1Hara, 3a Aa ce cnpe41,1 HHBHO s11owysaHJe.

• Osoj BOAM'l ja BK/IY'fYBa M KaprM'!Kara co npeAynpeAyBalt>a 3a nal.\MeHTOT. CeKoraw Hocere ja Kapn,1'1Kara co sac 111
noKa>t<ere ja Ha ceKoj 3APaBCTBeH pa6oTHHK KOj Kero KOHcyllTHpare (Ha np. BaWHOT /leKap He e AOCTaneH 111/1111 AO KOil KY
narysare)

• 3a AOnO/lHHTe/lHH HHq>OpMau,111111 3a /leKOT y BOTO 3a ynorpe6a Ha /leKOT. 
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WTo Tpe6a Aa nposep111Te co 11eKapoT npeA 

3an04HyBaJ-be Ha TpeTMaHOT 

npeA 3anoYHyBaH>e Ha 1pe1MaH01 1pe6a Aa ro 1-1H¢opM1-1pa1e 11eKapo1 3a npelXOAHO 
np1-1MeH1-11e 1epan1-11-1 1-1 rn1e 6011ecrn KOl-1 c1e rn 1-1Ma11e 1-1111-1 ceyw1e rn 1-1Ma1e. 

noKpaj roa, eaw111or neKap npeA rperMaHOT Ke ro npoeep111 cneAHoeo: 

• Aa/11-1 np1-1Ma1e KOpTl-1KOClepO1-1Al-1 1-1/11-1 APvra 1epan1-1ja KOja B/11-1jae Ha l-1MYHO/1OWKl-1Ol Cl-1CTeM

• Aa111-1 3eMa1e 11eKoa1-1 KOl-1 cnpe4yaaa1 3rpy14yaaH>e Ha Kpa1a (aHrnKoary11aHC1-1)

• pe3ymarn OA 1eCTOBl-1le 3a ¢YHKL\l-1ja1a Ha L\PHl-1O1 AP06

• pe3ymarn OA 1eCTOBl-1le 3a ¢YHKL\l-1ja1a Ha rnpOl-1AHala »<11e3Aa

• Aa111-1 1-1MaTe aarn1-1MyHa 6011ec1 (cocrnj6a Kora opraHl-13MOl rn Hanafa concTBeH1-11e K11e1K1-1)
• Aa/11-1 6011eAyBa1e 1-1/11-1 HeKoraw Cle 61-111e 60/lHl-1 OA xpOHl-14Ha a1-1pyCHa l-1H<j>eKL\l-1ja Ha L\PHl-1O1 AP06,

BK11y4yaaj1<1-1:
• xenarnrnc B (HBV)
• xenarnrnc C (HCV)

• Aa111-1 6011eAyaa1e OA 1-1H¢eKL11t1ja co a1-1pyco1 Ha xyMaHa 1-1MyHOAe¢1-1L11t1eHL\1-1ja (HIV) 1-1111-1 C1-1HAPOM Ha CTeKHa1a
1-1MyH0Ae¢1-1L11t1eHL\1t1ia (AIDS)

• Aa111-1 c1e lPYAHa, Aa111-1 AO1-11e 1-1111-1 n11aH1-1pa1e 6peMeHoc1

• aawa1a onwra 3ApaacTBeHa cocroj6a, 3a Aa ce YTBPAl-1 Aa111-1 c1e no

06pa3ell Vl.0- 24.07.2020 
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r/laBHl/1 HecaKaHl/1 AejCTBa OA TpeTMaHOT 

fleKor vrnvov• noMara Bo aKrnBal.\"1jara Ha "1MyH011owK1,1or c1,1creM 3a 6op6a npornB K11erK"1Te Ha paKor. nocro1,1 

P"13"1K aKH1B"1paH"10T "1MYH0/10WK"1 rncreM Aa "1M Hawrern Ha 3ApaB"1Te K/leTK"1 BO Te/lOTO, WTO MO»<e Aa 

npeA"13B"1Ka noTeHL.\"1ja/1HO cep"103H"1 "1/1"1 >K"1BOT0-3arp03yBa4K"1 HecaKaH"1 AejCTBa. 3Hal.\"1Te "1 C"1MnTOM"1Te OA 

HecaKaH"1Te Aejcrna MO»<ar Aa ce jaBar BO 61,1110 Koe BpeMe BO reKoT Ha 11eKyBal-beTO 1,1111,1 Mecel.\"1 noc11e 

3aBpWyBal-be Ha TpeTMaHOT. 

WTO Aa Hanpae1,1Te AOKO/lKY ce COMHeBaTe Ha HecaKaHO AejcTeo: 

• BeAHaw o6parere ce Ha cBojor 11eKap AOKO/lKY ce nojaBaT 61,1110 K0"1 3Hal.\"1 1,1111,1

C"1MnTOM"1, He nOM"1HyBaaT "1/1"1 ce B/lOWyBaaT. HaB"1AYM 611arnre 3Hal.\"1 1,1 rnMnTOM"1

Mo»<aT 6pry Aa ce B11owar AOK011Ky He ce rpernpaar.

• HE rn rpernpajre caM"1 3Hal.\"1Te 1-1 rnMnTOM"1Te.

• HE 4yBcTByBajre cpaM 1,1/11,1 3arp1,1>1<eHOCT AeKa MY AOCap,yBaTe Ha BaW"10T /leKap.

Be Mo1n1Me o6parere BH1t1MaH1t1e: 

• C11ep,H"1Te 3Hal.\"1 "1 rnMnTOM"1 HE ce rnre MO»<H"1 3Hal.\"1 1,1 rnMnTOM"1 Ha HecaKaH"1 p,ejcrBa op, repan1,1jara co

11eKor vrnvov·.

• HeK0"1 3Hal.\"1 1,1/1,1111,1 C"1MnTOM"1 K0"1 Ke ce nojaBaT BO ep,eH p,e11 Ha Te/lOTO MO>KaT p,a 61,1p,ar noBp3aH"1 CO
HecaKaHO p,ejTCBO BO p,pyr p,e/1 op, Te/lOTO (Ha np. >KO/lTa npe6oeHOCT Ha KO»<ara MO»<e p,a 61,1p,e 3HaK Ha
npo611eM"1 co l.\PH"10T p,po6).
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MO>KHv1 HECAKAHv1 AEJCTBA 

U,PEBA Ill >KE/lYAHIIIK 

• Ai-tjapea (BOAeHi-t, peTK"1 "1/1"1 MeKi-t CT0/1"1U,"1),
KpBaBi-t "1/1"1 TeMHO npe6oeH"1 CTO/1"1U,"1

• noyecra nepi-tcrami-tKa Ha u,peBa OA
Boo6wiaeHo

• 6011Ka "1/1"1 oceT/11-tBOCT BO >1<eJ1YAHl-tKOT
1-1111-1 croMaKOT, raAeH>e, noBpai<aH>e

0 U,PHAP06 

• >l<Oma npe6oeHOCT Ha OY"1Te "1/1"1 KO>l<aTa

(>1<om1-1u,a)

• 6011Ka BO AeCHara crpaHa Ha CTOMaKOT

• reMHa npe6oeHocr Ha ypi-tHara

00 KO>KA

• KO>1<eH oci-tn co 1-1111-1 6e3 yewaH>e, cyBa Ko>1<a

• n111-1KoB1-1 1-1/1-1111-1 11yneH>e Ha Ko>1<ara, acj>rn BO

ycrara

• oreKyBaH>e Ha 111-1u,ero 1-1111-1 111-tMcj>Hi-tTe >1<11e3Ai-t
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• LJ,pBeHi-t/1O BO OKOTO
• 6011Ka BO OKOTO
• npo611eM"1 co B"1AOT "1/1"1 3aMaTeH Bl-IA

HEPBIII 

• MYCKY/1Ha CJ1a60CT
• BKOYaHeTOCT "1/1"1 TpHeH>e BO pau,ere,

crana11ara 1-1111-1111-tu,ero
• BprornaBi-tu,a, ry6eH>e Ha cBecr 1-1111-1

rewKorni-t npi-t 6yAeH>eTO

Cl) onWTIII CIIIMnTOMIII

• noKaYeHa re11ecHa reMneparypa, rnaB06011Ka
1 

YMOp

• KpBapeH>e
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APYfvl BA>KHvl HECAKAHvl AEJCTBA: 

TeWKl/1 peaKU,1/1111 OA l/1HQ)Y3111ja 

• Mo»<ar Aa ce nojaBar peaKu,I,11-1 OA 1-1H<j)y31-1jara Ha 11eKor vrnvov• Bo u,1-1pKY11au,1-1jara, 061;14HO 3a BpeMe Ha
an111-1Kau,1-1jara 1-1111-1 24 Yaca no an111-1Ka41-1jara Ha 11eKoT.

'/IHCK� 
• BeAHaw Ka>Kere MY Ha BaWMOT /leKap 1-1/11-1 MeAML\l-1HCKara cecrpa �GJ't9l:aBa'i Te CMMnTOMl-1 BO 

TeKOT Ha 1-1H<l>y31-1jara Ha neKOT YERVOY®: MOpHML\1-1 1-1/11-1 rpeceH>e �l@il-1 OC�Fls'. no; OTe>KHaTO 
AMWeH>e; eprornaBML\a; noKa'feHa renecHa reMneparypa; 1-1 'IYBC

06pa1e4 VJ.O - 24.07.2020 
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•CeKoraw Hocere ja Kaprn4Kara co npeAynpeAyBal-ba 3a nal_\1-1eHTOT co ce6e 1-1 noKa>t<ere ja Ha ceKoj 3ApaBCTBeH
pa6orH1-1K Koj Ke ro nocernre (Ha np. aKo Baw1-1or 11eKap He e AOCraneH 1-1111-1 aKo naryBare).

•Kaprn4Kara co npeAvnpeAyBal-ba 3a nal_\1-1eHTOT Be norceryBa Ha HajBa>1<H1-1re rnMnTOMl-1 KOl-1 BeAHaw rpe6a Aa
rn np1-1jaB1-1re Ha 11eKapor/MeA1-1l.\l-1HcKara cecrpa. Ha Kaprn4Kara ce Haofaar 1-1 KOHTaKT noAaTOL\1-1 Ha Baw1-1or
/leKap 1-1 raa C/lY>t<l-1 KaKO l-1H<j)OpMal_\1-1ja 3a APYrl-1Te 3APaBCTBeHl-1 pa60THl-1l.\l-1 AeKa ce /leKyBare co /leKOT
vrnvov·.

• 3ApaBcTBeH1-1or pa6orHl-1K Koj Be 11eKyBa co 11eKoT vrnvov• rpe6a Aa nono11H1-1 'KoHTaKT noAaTOL\1-1 Ha 11eKapor' BO
Kaprn4KaTa co npeAynpeAyBal-ba 3il �al_\1-ieHTOT, a l-1CTO Ta Ka 1-1 Aa r1-1 HaBeAaT CBOl-1Te KOHTaKT noAaTOL\1-1 nOAO/ly.

YERVOY®

(ipilimumab) 

Kapr1114Ka co 

n peAvn peAvsa 1-ba 

3a na1.1i111eHTOT 

KoHTaKT n0Aarnu,1i1 Ha neKapoT (Koj ro npeni,iwan neKoT YERVOY") 

5poj Ha re11e¢0H Ha OPAl-1Hal_\1-1jara 

5poj Ha re11e¢0H 3a nOBl-il.\1-1 HaABOp OA pa6oTHOTO BpeMe 
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