
BOAl/14 3A nAU,IIIEHTlll 3A CAMO-IIIHJEKTIIIPAH>E HA IIIHJEKL.1,111111 co nEKOT CTPEHCIIIK 

(asfotase alfa) 

OBoj B0A"14 npeTCTaByBa eAY1<8T"1BeH MaTep1,1jan l{Oj e 38A0n>1<"1TeneH 1<81{0 ycnoB 38 

CTaBaH>e Ha nei<0T CTpeHCl,11{ BO npoMeT, co u,en A0nonH"1TenHa M"1H"1M"13au,1,1ja Ha Ba>l<Hl,1 

OA6paH"1 p1,131,141,1, 

6e3 npoM0T"1BHa C0AP>1<"1Ha. 

IIIH<j>OpMaU,"1"1Te HaBeAeH"1 BO 0BOj eAY1<8T"1BeH Marnp1,1jan He r"1 3aMeHyBaaT 0H"1e 

HaBeAeH1,1 BO ynaTCTB0T0 3a ynoTpe6a Ha ne1<0T 1<01,1 ce Haofa BO cei<oe nai<yBaH>e 0A ne1<0T. 

3a u,enocH1,1 "1H<j>opMau,1,11,1 npeA ynoTpe6a Ha ne1<0T npo41,1rnjTe ro ynaTCTB0T0 3a ynoTpe6a 

Ha ne1<0T (AocrnnHo BO ce1<oe nai<yBaH>e Ha ne1<0T 1,1 Ha https://malmed.gov.mk/perncrnp

Ha-ne1<0B1,1/. 

T OBoj neK n0Ane>1<v1 Ha A0nonHmenHo cneAet-be. OBa Ke 0B03M0>Kv1 6p3o orKpv1Bat-be Ha

H0Bvl 6e36eAHOCHv1 vlHQ)0pMau.v1v1. Mo>Kere Aa noM0rHere raKa WTO Ke npv1jaBv1re 6v1no 

KaKBvl HecaKaHvl Aejcrna K0vl MO>Ke6v1 Ke rv1 A06v1ere. 3a HaLJv!H0T Ha npv1jaByBat-be Ha 

HecaKaHvl Aejcrna Bv!Aere n0A0/ly. 

OBoj eAyi<arnBeH Marnp1,1jan Mo>1<eTe Aa ro HajAeTe Ha Be6 cTpaH1,1u,arn Ha AreHu,1,1jarn 3a 

ne1<0B1,1 1,1 MeA"1U,"1Hc1<1,1 cpeACTBa (MAnMEA) BO AenoT <J>apMa1<0B1,1rnnaHu,a/YnpaByBaH>e 

co p1,131,11< Ha https://malmed.gov.mk/ynpaByBaH>e-co-p1,131,11</. 
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BA>KHVI VIH<l>OPMAL.l,VIVI 

HeMOjTe caM"1 Ha ce6e Aa C"1 "1Hje1<rnpaTe "1HjeKU,"1ja co nel{OT CTpeHC"11{ AOKOnKy AOl<OnKy 

He CTe A061i1ne COOABeTHa 06y1<a OA 3ApaBCTBeH pa60TH"1K .. 

• npeA Aa no4HeTe, npoBepeTe ro poKOT Ha ynoTpe6a Ha neKoT CTpeHrnK. HEMOJTE Aa ro

ynOTpe6yBaTe AOKO/lKY MY e lt1CTe4eH poKOT Ha ynoTpe6a.

• CeKoraw ynoTpe6yBajTe HOBa B1t1ja11a i,i BH1t1MaTe11Ho nperneAajTe ja Te4HOCTa BO B1t1janaTa 3a

Aa ce yBep1t1Te AeKa 1t1cTaTa e 61t1crpa, 6e36ojHa AO 6neAO >Koma, 1t1 MO>Ke Aa COAP>Kltl

HeKonKy Mani,i npos1t1pH1t1 1t1111t1 6e111t1 4ecrn4K1t1. HeMojTe Aa ja ynoTpe6yBaTe AOKO/lKY

Te4Hocra ja npoMeH1t111a 6ojaTa 1t1111t1 COAP>Kltl roneM 6poj 1t1111t1 roneM1t1 4ecrn4K1t1. Bo Toj c11y4aj

3eMeTe HOBa B1t1ja11a.

• AoKonKy ce coMHeBaTe AeKa Te4HOCTa BO B1t1ja11aTa e oHe41t1CTeHa, HEMOJTE Aa ro

ynoTpe6yBaTe, TYKY 3eMeTe APvra B1t1ja11a 1t1 o6paTeTe ce Kaj 3ApaBcTBeH1t10T pa60TH1t1K 3a

COBeT.

• CeKoraw ynoTpe6eTe ja T04HO OHaa A03a (1t13pa3eHa BO 6poj Ha M1t1111t1rpaM1t1) Koja ja

nponi,iwan Baw1t10T neKap.

• B1t1ja111t1Te ce HaMeHern 3a eAHOKpaTHa ynoTpe6a i,i cMeaT Aa ce nyHKrnpaaT caMo eAHaw,

Kora Ke 3aBpw1t1Te co np1t1MeHa Ha 1t1HjeKl_\1t1jaTa, ynoTpe6eHaTa B1t1ja11a Mopa Aa ja cj>p111t1Te.

• Wnp1t1l.\OB1t1Te i,i 1t1rn1t1Te ce HaMeHeT1t1 3a eAHOKpaTHa ynoTpe6a i,i co Hlt!B Tpe6a Aa ce paKyBa

co npema3/llt1BOCT. 4yBajTe rn BOH AOcj>aT Ha Ael.\a i,i cj>pneTe rn Ha rnrypeH Ha41t1H, BO

noce6eH KOHTejHep 3a ocrpi,i npeAMeTltl. lt1rn1t1Te 1t1 wnp1t1l.\OB1t1Te He Tpe6a Aa ce MewaaT co

OCTaHarnoT AOMaweH OTnaA,

• 4yBajTe ri,i B1t1ja111t1Te co neKoT CTpeHrnK BO cj>p1t1>K1t1Aep Ha TeMnepaTYpa noMefy 2°C i,i 8°C.

HEMOJTE Aa ro YyBaTe neKoT CTpeHrnK BO OMenoT 3a 3aMp3HyBal-be 1t1111t1 6111t1cKy AO Hero i,i

Hlt!KOraw He ro ynoTpe6yBajTe /leKOT AOKO/lKY 3HaeTe !ti/lit! ce COMHeBaTe AeKa 61t111 3aMp3HaT.

4yBajTe ro CTpeHClt!K BO op1t1rnHa/lHOTO naKyBal-be 3a /leKOT Aa 61t1Ae 3aWTlt1TeH OA CBern1t1Ha.

np111jaByBatbe Ha HeCaKaHIII AejCTBa 

AKO lt!MaTe HeKOltl OA HecaKaH1t1Te AejCTBa KOHcynrnpajTe ce co Baw1t10T /leKap ltl/lltl cj>apMal_\eBT. OBa 

r1t1 BK/ly4yBa Clt!Te MO>KHltl HecaKaHltl AejcTBa KOltl He ce HaBeAeHltl BO OBa ynaTCTBO. HecaKaH1t1Te 

AejcTBa OA neKOBlt!Te MO>Ke Aa ri,i np1t1jaB1t1Te lt1 BO Hal_\lt!OHa/lHlt!OT l_\eHTap 3a cj>apMaKOB1t1r1t111aHl_\a npi,i 

AreHL\1t1jaTa 3a 11eKOB1t1 i,i MeA1t1l.\1t1HCK1t1 cpeACTBa (y11.CB.K1t1p1t111 i,i MeTOA1t1i 6p.54 KaT 1) 1t1111t1 no 

eneKTpOHCKltl naT npeKy Be6 crpaHaTa Ha AreHl_\1t1jaTa http://malmed.gov.mk/ 1t1111t1 AO HornTenoT Ha 

OA06peH1t1eTO 3a CTaBal-be Ha neKOT BO npoMeT BO Peny6111t1Ka CeBepHa MaKeAOH1t1ja: AM1t1Kyc ct>apMa 

A,o.o.e.11, 6yn. napT1t13aHCK1t1 OAPeA1t1 6p. 62 naMena L\, Me3aH1t1H 6p. 3, B/le3 1, 1000 CKonje, 

CeBepHa MaKeAOH1t1ja, Tenecj>oH: 02 3286 400, e-nowTa: 

medinfo.northmacedonia@swixxbiopharma.com, OAroBopHo J11t1l.\e 3a cj>apMaKOB1t1r1t111aHL\a: KceH1t1ja 

M1t1l.\KOBa A1t1M1t1Tp0Ba, Tenecj>oH: 070 276 973, e-nowTa: ksenija.mickova

dimitrova@swixxbiopharma.com. 

Co np1t1jaByBa1-1>e Ha HecaKaH1t1Te AejcrBa MO>KeTe Aa 

1t1Hcj>opMal_\1t11t1 3a 6e36eAHOCTa Ha oBoj neK. 
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Osoj B0Al-14 e HaMeHeT 3a nau,1-1eHrn co x1-1no¢occj>ara31,1ja Kaja 3ano4Hana so Aercrsoro, Ha K0l-1 

M0>t<e Aa 1-1M noMorHe A0nropo4Ha eH31-1MCKa 3aMecrnrenHa repan1-1ja, na 1-1M e npen1-1waH neKoT 

CrpeHCl-1K. 

Bo B0Al-140T co Aera11H1-1 ynarcrna 1-1 jacHi-1 u,pre>t<i-1 ce on1-1wysa KaKo Aa ce OA6epe MeCTOTO 3a 

np1-1MeHa Ha 1-1HjeKu,1-1jara, KaKo Aa ce 1-1HjeKrnpa neKor 1,1 KaKo Aa ce 3an1-1we ynorpe6ara. 

Osoj B0Al-14 e HaMeHeT KaK0 noM0WeH A0KyMeHT CO l-1Hq>OpMau,1,11,1 3a np1-1MeHa Ha l-1HjeKu,1-1jara co 

/leKOT Kaja B1-1 ja Aa/1 3ApaBCTBeHl-10T pa60THl-1K. 

AKo 1-1Mare 61-1110 KaKBl-1 npawa1-1,a, o6parere ce Kaj 3ApascrneH1-1or pa6orHl-1K. 
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npeAynpeAyBatt,a 111 MepK111 3a nperna311111socr 

• HeKO111 nau,111eHrn Ko111 np111Ma11e accpora3a ancpa 111Ma11e a11eprncK111 peaKu,111111 BK11y4ysaj1<111
onacH111 no >1<111sor a11epr111cK111 peaKu,111111 c11111YH111 Ha aHacj>11111aKca, Ko111 6apane MeA111U,111HCKll1
rperMaH. nau,111eHrnre KOll1 111cKyc11111e c111MnTOM111 c11111YH111 Ha aHacp11111aKca 111Ma11e norewKorn111
co A111Wett,eTO, 4YBCTBO Ha rywett,e, Ma4Hll1Ha, OTOK OKO/lY 04111Te 111/11111111 BpTOrnas111u,a.
PeaKu,111111re ce nojas11111e so poK OA HeKonKy M111Hyr111 no np111Ma1t,eTO Ha accpora3a ancpa 111
MO>1<e Aa ce nojasar 111 Kaj nau,111eHrn Ko111 3eMane accpora3a ancpa noAonro OA eAHa roA111Ha.
AKo Kaj sac ce nojas111 HeKoj OA os111e rnMnTOMll1, npeK111Here ja ynorpe6ara Ha CrpeHrnK 111
BeAHaw no6apajre neKapcKa noMow.

• ,D,oKO/lKY B111 ce nojas111 aHacj>11111aKT1114Ha peaKu,111ja 111/1111 HaCTaH co C/11114Hll1 Cll1MnTOMll1, Ke
pa3rosapare co neKapor 3a cneAH111Te YeKop111 111 3a MO>1<Hocra 3a nosrnpHo 3anoYHyBa1t,e Ha
CrpeHrnK noA MeA111U,111HCKll1 HaA3Op. CeKoraw cneAeTe r111 ynarcrnara KOll1 B111 rn Aan neKapor.

• Kaj nau,111eHrn KOll1 KOp111CTaT CrpeHCll1K no HeKO/lKY Meceu,111 3a6e11e>1<aH111 ce MaCHll1 rpyrK111
111/1111 HaMa/leHO MaCHO TKll1BO Ha noBpW111HaTa Ha KO>l<aTa (noKa/11113111paHa 11111nOAll1CTpocp111ja)
Ha Mecrara Ha 111HjeKrnpa1t,e. 3a Aa r111 3Haere npenopaK111re 3a 111HjeKrnpa1t,e BH111Mare11Ho
npoY111rajre ro Aenor "KaKo ce ynorpe6ysa CrpeHrnK?". 3a Aa ce HaMa11111 p1113111KOT OA
11111noA111crpocp111ja sa>1<Ho e Aa ce MeHysa Mecroro Ha np111MeHa Ha 111HjeKu,111jara noMefy
cneAH111Be MeCTa: 3aAHll1K,CTOMaK, 6yr 111/1111 HaA/laKrnu,a (Ae/1T0111A111).

• ,D,OKO/lKY ce neKyBaTe co neKOT CrpeHrnK, MO>l<e Aa noYyBCTByBaTe peaKU,111ja Ha MeCTOTO Ha
111HjeKrnpa1t,e (6011Ka, ja311111, ornn, npoMeHa Ha 6ojara Ha Ko>1<ara) 3a speMe Ha
111HjeKrnpatt,eTO Ha neKOT 111/1111 BO TeKOT Ha HeKO/lKY 4aca no 111HjeKrnpatt,eTO. AKO ce nojaBll1
HeKoja rewKa peaKu,111ja Ha Mecrnrn Ha 111HjeKrnpa1t,e, BeAHaw Ka>1<ere ,, eKap. 
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WTo e CTpeHrnK? 

CTpeHCll1K e 11eK KOj ce KOp111CTll1 KaKO AO!lr0p04Ha eH3111MCKa 3aMecrnTe/lHa Tepan111ja Kaj nal.\111eHTll1 co 

x111nocj>occj>aTa3111ja Kaja 3an04Ha/la BO AeTCTBOTO. Ce ynoTpe6ysa nOA KO>f<aTa, OAHOCHO cy6KyTaHO. 

Ka Ko Aa ce 3ano4He Tepan111ja co 11eKoT CTpeHc111K? 

CTpeHCll1K Mapa Aa 6111Ae npon111waH OA 11eKap. 

3ApaBCTBeHll10T pa60THll1K Ke B111 Kame KOll1 eAyKaTll1BHll1 MaTep111ja11111 ce AOCTanHll1 KaKO noMOW OKO/lY 

Tepan111jaTa. Osoj BOA1114 3a ynoTpe6a Ha 111HjeKL\111jarn MO»<e Aa 0111 noMorHe AOAeKa y4111Te KaKo Aa ro 

caM0-111HjeKT111paTe /leKOT. 

Kaja A03a OA 11eKOT CTpeHCll1K Tpe6a Aa ce yn0Tpe6111? 

OrnaKo CTpeHCll1K Ke 0111 6111Ae npon111waH, 11eKoT Ke Mapa Aa ce ynoTpe6ysa so OAPeAeHa A03a (so 

6poj Ha M11111111rpaM111) Kaja e npon111waHa OA 11eKapoT. 

,D,o3aTa Kaja Ke ja ynoTpe6ysaTe ce TeMe11111 Ha sawarn Te11ecHa Te>1<111Ha. To4HaTa A03a Ha 11eKoT 

CTpeHrnK Ke ja npecMeTa 11eKapoT, a 111cTaTa e BKynHo 6 mg HeAe/lHO Ha kg Te11ecHa Te>1<111Ha, AaBaH111 

co noTK0>1<H111 111HjeKL\111111. MomeTe Aa np111MaTe 111HKjeL1111ja OA 1 mg/kg CTpeHCll1K weCT narn HeAe/lHO 

111/1111 ll1HjKel.\111ja OA 2 mg/kg CTpeHCll1K Tp111 narn HeAe/lHO, BO 3aBll1CHOCT OA npenopaKaTa Ha /leKapoT. 

Ha np111Mep, AOKO/lKY sawaTa Te11ecHaTa Te>1<111Ha 1113Hecysa 40 kg, Ke np111MaTe 40 mg wecr narn 

HeAe/lHO 111/1111 80 mg Tp111 narn HeAe/lHO. 

MaKCll1Ma/lHll10T BO/lyMeH Ha 11eKOT no 111HjeKL\111ja He CMee Aa npeM111He 1 ml. ,D,oKO/lKY e noTpe6Ho 

noseKe OA 1 ml, Mame Aa ce ynoTpe6aT noseKe 111HjeKL\111111, eAHa no APYra. 

Ka Ko ce ynoTpe6ysa CTpeHc111K? 

CTpeHCll1K ce ynoTpe6ysa Tp111 111/1111 weCT narn HeAe/lHO Ka Ko nOTKO>f<Ha 111HjeKL\111ja BO C/lOjOT Ha MaCHO 

rn111so Koj ce Haofa HenocpeAHO noA Ko»<aTa. Toa ce HapeKysa noTKO»<eH c11oj 111 ce Haofa 
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AoKonKy 1-1HjeKu,1,11-1Te ce ynoTpe6ysaaT peAOBHO, sa>1<Ho e Aa ce MeHysaaT MecTaTa Ha ynOTpe6a Ha 

1'1HjeKU,1'1jaTa (MeCTaTa Ha Te/lOTO KaAe ce AaBaaT 1'1HjeKU,1'11'1Te) 3a Aa ce HaMa/11'1 p1'131'1KOT OA 6onKa, 

socnaneHl'1e l'1 /11'1nOAPl'1CTpocj>1,1ja (noTKO>l<Hl'1 MaCHl'1 rpyTKl'1 1'1/11'1 HaMa/leHO MaCHO TKl'1B0). 

nocoBeTYBajTe ce co 3ApascrneHl'10T pa6oTHl'1K 3a ma KOl'1 Mecra Ha Tenorn ce HaA06p1,1 3a sac. 

Be M0/11'1Me He 3a6opasajTe AeKa OBOj BOAl'14 e HaMeHeT Ka KO noMOWeH MaTep1-1ja11 Ha o6yKaTa Koja 

Ke B1'1 ja AaAe 3ApascrBeHl'10T pa6oTHl'1K. 

KaKO ce 1'1HjeKT1'1pa CTpeHC1'1K? 

npeA Aa 3ano4HeTe, 1'13BaAeTe ja s1-1janaTa/s1-1ja111-1Te OA cj>p1-1>1<1-1Aep 15-30 Ml'1HYTl'1 npeA ynoTpe6a, 3a 

Te4HOCTa Aa ce 3arpee Ha co6Ha TeMnepaTypa (np1-16111-1>1<Ho 23°C -27°(). HeMojTe Aa ro 3arpesaTe 

CTpeHCl'1K Ha 61-1110 KaKOB APYr Ha41'1H (Ha np1-1Mep He ro 3arpesajTe BO M1'1Kpo6paHOBa ne4Ka 1'1/11'1 

spena BOAa). no BaAel-be Ha s1-1ja11aTa OA cj>p1-1>1<1-1AepoT, CTpeHrnK Tpe6a Aa ce yn0Tpe61-1 so nep1'10A 

OA 3 4aca. 3a noBeKe 1'1Hcj>OpMaU,1'11'1 3a 4yBal-beTO Ha /le KOT CTpeHCl'1K np041'1TajTe Ha CTpaHa 14. 

3anoMHeTe AeKa ei,ijam1Te ce HaMeHern 3a eAHOKpaTHa ynoTpe6a i,i AeKa MO>KaT Aa ce 

nyHKrnpaaT CaMO eAHaw. Kora Ke 3aBpWl'!Te co ynoTpe6a Ha l'IHjeKU,l'ljaTa, l'ICKOpl'ICTeHl'ITe Bl'lja/11'1 

Tpe6a Aa ce <j>pnaT. 

BHl'1MaTe/lHO 1'13Ml'1jTe rl'1 pau,eTe co BOAa l'1 canyH. 

L.\en1-10T np1-16op Koj Ke B1'1 61-1Ae noTpe6eH craseTe ro Ha 41'1CTa 

pacnopeAOT HeMa Aa 61-1Ae HapyweH. Toa BK11y4ysa: 

• B1-1janaTa co 1-1HjeKu,1-1ja

• Wnp1-1u,0T/os1-1Te
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• EAHa noro11eMa 1-1rna (Ha np. 25G)

• EAHa noMa/la 1-1rna (Ha np. 27 1,1/11,1 29G, co A0/1>1<"1Ha C00ABeTHa 3a n0TK0>l<Ha "1HjeK41-1ja)

• AllK0X0/lHl-1 MapaM4"1H,a (AOKO/lKY e noTpe6Ho)

• fa3a 1-1111-1 saTa

• KoHTejHep 3a ocTpi-1 npeAMern*

• O61-14eH 1-1/11-1 caM011en111-1B <1>11aCTep (AOKO/lKY e noTpe6Ho)

• ,D,HeBH"1K 3a B0Ae1-1,e Ha np1-1MeH1-1Te 1-1HjeK41-11-1 (1-1111-1 APYr Ha4"1H 3a cpa1<a1-1,e np1-16e11ewK1-1, Ha

np. xaprnja 1-1111-1 6e11e>1<H1-1K)

Ce npenopa4ysa Aa ce 3an1-1we Mecrnrn, A03aTa, AaTYM0T 1-1 speMeTO Ha np1-1MeHaTa 1-1HjeK41-1ja, 3a 

Aa ce 1,136erHe ynoTpe6a Ha ABe 1-1HjeK41-11-1 so 1,1cm AeH 1-1 KaKo 61-1 ce ornrypa11e AeKa ro MeHysaTe 

Mecrnrn Ha 1-1HjeKrnpa1-1,e. 111crn TaKa ce npenopa4ysa Aa ce 3an1-1waT 61-1110 KaKBl-1 peaK41-11-1 Ha 

"1HjeK41-1jaTa. l,136epeTe MeCT0 3a np1-1MeHa Ha "1HjeK41-1jaTa (norneAHeTe ro L.\PTe>l<0T BO Ae/l0T 'KaKO 

ce ynOTpe6ysa CTpeHc1-1K?" 1,1 np1-1npeMeTe ro cnopeA cosernTe K0l-1 s1-1 r1-1 Aa/1 3ApasCTBeH"10T 

pa60TH"1K. 

*3apaacmaeHuom pa6omHu1< Ke au 1<a)f(e 1<aae MO)f(eme aa Ha6aaume 1<0HmejHep 3a ocmpu

npeaMemu u Ke ae ynamu ao nocman1<ama 3G cpp11af-be Ha ynompe6eHuom npu6op. 

KaKO ce l-1HjeKrnpa CTpeHCl-1K? 

�eKop 1: noArOTOBKa Ha A03aTa OA neKOT CTpeHCl-1K 

Bep31,1ja 1, jy111-1 2024 

1. CeKoraw ynoTpe6yeajTe Hosa e1-1ja11a

1-1 BH1-1MaTe11Ho nperneAajTe ja

Te4H0CTa 3a Aa ce yeep1-1Te AeKa e

61-1cTpa, 6e360jHa AO 611eAO >1<0/lTa 1,1

Mo>1<e Aa C0AP>l<l-1 HeK0/lKY Ma111-1

npos1-1pH1-1 1-1111-1 6e111-1 4ecr1-14K"1.

HeMojTe Aa ja ynoTpe6ysaTe

Te4H0CTa A0K0/lKY ja npoMeHl-1/la

6ojaTa 1-1111-1 C0AP>l<l-1 ro11eM 6poj 1-1111-1

ro11eM1-1 4ecrn4K1-1. Bo rnj c11y4aj

3eMeTe H0Ba s1-1ja11a.

OTcrpaHeTe ro 3awrnTH0TO Kana4e 0A

s1-1ja11arn (np1-1Ka>1<aHa co 4pseHa 6oja

Ha c111-1KaTa) noA Kaja ce Haofa

cTep1-111eH ryMeH 4en.



2. CTaBeTe i,irna co noro11eM ornop (Ha

np. 25G) Ha npa3Hlt!OT wnp1-14 1-1 co

3aWTlt!THOTO Kana4e HaB/le4eHO,

npi,irncHeTe HaAO/lY It! CBpTeTe ja

ltlf/laTa BO HaCOKa Ha CTpe11K1t1Te Ha

4aCOBHlt!KOT Bp3 wnp1-140T AOAeKa He

ce 3aTerHe. OTCTpaHeTe ro

n11aCT1t14HOTO Kana4e wrn ja n0Kp1t1Ba

ltlf/laTa It! q>plleTe ja BO KOHTejHep 3a

ocTpl-1 npeAMern. BH1t1MaBajTe Aa He 

ce noBpeA1t1Te co i,irnarn.

noB11e4eTe ro K111-1noT Ha3aA 3a Aa

BHeceTe B03AYX BO wnp1-140T eAHaKOB

Ha noTpe6HaTa A03a.

YeKop 2: ,,,.,3s11eKyBaH>e Ha pacrsopor Ha neKoT CrpeHCHK OA B1r1ja11ara 

o---
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2. CBpTeTe ri,, B1t1ja11aTa i,, wnpi,,u,oT. Co
i,,rnaTa BO pacTBopoT, noBne4eTe ro
K111t1noT 3a Aa ja noB11eYeTe T04HaTa
A03a BO wnplt!U,OT.

3. npeA Aa ja 1t13BaA1t1Te i,,rnaTa OA
B1t1ja11aTa, npoBepeTe Aani,, e
"13B/le4eH COOABeTHlt!OT BO/lyMeH "1
npoBepeTe ro wnpi,,u,oT Aani,, 1t1Ma
B03AYWH"1 Meypi,,.

Bo c11y4aj Aa ce nojaBaT Meyp41t11-ba 
BO wnplt!U,OT, AP>l<eTe ro wnplt!U,OT co 
i,,rnaTa HacoYeHa Harope i,, He>1<Ho 
nOT4YKHeTe ja CTpaHaTa Ha wnp1t1U,OT 
AOAeKa Meyp1t1Te He ce 1t13A1t1rHaT AO 
BpBOT. 

4. OTKaKO Clt!Te Meyp4"11-ba ce Ha BpBOT
Ha wnpi,,u,oT, He>1<Ho npi,,rncHeTe ro
K/lltlnOT 3a Aa rlt1 "1CT"1CHeTe
Meyp4"11-baTa HaABOp OA wnplt!U,OT "1
Ha3aA BO B1t1ja11aTa .

OrnaKo Ke ri,, 0TcTpaH1t1Te 
Meyp41t11-baTa, noBrnpHo npoBepeTe 
ja A03aTa Ha neKOT BO wnp1t1U,OT 3a 
Aa 61t1AeTe rnrypH1t1 AeKa cTe ja 
noB11eK11e T04HaTa KOJ11t141t1Ha. 
Mo>1<e61t1 Ke Tpe6a Aa Kopi,,crnTe 
HeKO/lKY B1t1ja111t1 3a Aa ja nOB/le4eTe 
u,enocHaTa K0/11t141t1Ha noTpe6Ha 3a 
Aa ce nocri,,r ,.YHj3Tf.1

1 
a.

"".)". ny .:/1, ,�'<,, 1,.\lf_. ft,1 t,, 
, • _.... J/.l' .,,, , /..- .. � /�'':--,.,_ �i<'·'cl \ 
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1. OrcrpaHere ja 111rnara OA B1t1janara. noBTOpHo 3aTBopere co eAHara paKa raKa wro Ke ro craB1t1Te
KanaYero Ha paMHa n0Bpw111Ha, craBeTe ja 111rnara BO KanaYeTo, nOAltlrHere ja Ha rope 111 4Bpcro
np1114Bpcrere ja ca Mo co eAHa paKa.

e--------
' 

Bep3111ja 1, jyni,, 2024 

2. BH1t1MarenHo orcrpaHere ja 111rnara co
noroneM orBop, rypKaj1<111 HaAony 111
Bprej1<111 cnpornBHO OA crpenK1t1Te Ha
YacoBHlt!KOT. <l>pnere ja i,,rnara co
3aWrnTHOTO Kana4e BO KOHTejHep 3a 
OCTpltl npeAMeTltl.

3. CraBere i,,rna co noMan ornop (Ha np.
27 i,,ni,, 29G) co 3awrnrHo KanaYe Ha
wnp1114or co neK, npi,,rncHere HaAony
It! CBpTeTe ja i,,rnara BO HaCOKa Ha
crpenK1t1Te Ha 4aCOBHlt!KOT Bp3
wnp1114or AOAeKa He ce crerHe.
l-13BneYere ro KanaYeTO OA i,,rnara 111
q>pnere ro BO KOHTejHep 3a OCTpltl
npeAMern.

4. ,[l,p>t<ere ro wnp1114or co 111rnara
HacoYeHa Ha rope, noTYYKHere ja
u,eBKaTa OA wnplt!LJ,OT co npCTOT 3a Aa 
rlt1 OTCTpaHlt!Te B03AYWH1t!Te
Meyp41t1H>a. no orcpaHyBaH>e Ha
Meyp41t1H>ara B1t13yenHo npoBepere
Aani,, BonyMeHOT COAp>t<a --�-,,.

-
E
�

wnplt!LJ,OT e T04eH 3a Aa �t OHE P-4 
rnrypH1t1 AeKa ere ja 1113B t- Jt.r.,,.,.. 

"" "� T04Hara Kon1t141t1Ha. Cera � s, 
. . � nOAfOTBeHltl Aa Ja lt!HJeKT

T04HaTa A03a. 
..., ��� c,, 
"· � • • "> 
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YeKop 4: (IIHjeKrnpal-be Ha neKOT CrpeHCIIIK 

norneAHere ro Aenor "KaKo ce ynorpe6yBa CrpeHrnK?" Ha crpaHa 6 3a Aa OAPeA111re HajcooABeTHo 
Mecro 3a 111HjeKrnpa1-be (6yr, croMaK, Ha11aKrnu,a (Ae11TOll1AHa 0611acr), 3aAH111K). neKapor Ke B111 r111 
Ka>t<e MO>t<H111re Mecra 3a 111HjeKrnpa1-t>e. 

o-----.,. 

Bep3111ja 1, jym1 2024 

1. He>t<Ho wrnnHere ja KO>t<ara Ha
11136paHara 0611acr 3a
111HjeKrnpal-be noMefy na11eu,or 111
noKa3a11eu,or.

2. Ap>t<ej1<111 ro wnp111u,or KaKo
Mo11111B 11111111 crpe11a, BMerHere ja
111rnara BO noA111rHara Ko>t<a 3a Aa
6111Ae nOA aro11 noMefy 45Q 111 9QQ
BO OAHOC Ha noBpW111Hara Ha
Ko>t<ara. Kaj Ma11111 Aeu.a Ko111
111Maar Ma/lKY noTKO>t<HO MaCHO
TKll1BO 111/1111 TeHKa KO>t<a,
no>1<e11Ho e aro11or Aa 6111Ae 45Q,

./� .... 
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3. AoAeKa ja AP>l<v1Te Ko>1<ara,

rypHere ro K11v1nor Ha wnpv1u,or

3a Aa ro v1HjeKrv1pare 11eKoT

no11eKa v1 paMHOMepHO AO Kpaj.

1113BaAere ja v1r11ara, ornywrere

ro KO>f<Hv10T Ha6op v1 He>f<HO

craBere napYe naMyYHa Bara

v1/lv1 ra3a Ha MeCTOTO Ha

v1HjeKrnpa1-1,e HeKO/lKY ceKYHAvl,

OBa Ke noMorHe Aa ce 3a11env1

npo60AeHOTO TKv1BO v1 Aa ce

cnpe4v1 6v1110 KaKBO v1CTeKyBal-be.

He ro rpv1jre MeCTOTO Ha y60AOT

no v1HjeKrnpa1-1,ero.

4. <l>p11ere ro wnpv1u,or,

ynorpe6eHara Bv1ja11a v1 v1rna BO

KOHTejHep 3a ocrpv1 npeAMeTv!.

Bawv1or 11eKap, <!>apMau,eBT v111v1

MeAv1U,v1HCKa cecrpa Ke Be

coBeryBaar Ka Ko Aa Ha6aBv1re

KOHTejHep 3a ocrpv1 npeAMern.

5. AKO e norpe6Ha Bropa

v1HjeKu,v1ja 3a nponv1waHara

A03a, 3eMere ywre eAHa Bv1ja11a

co 11eKor CrpeHCv1K v1 noBropere

rv1 Cv1Te npeTXOAHv1 4eKOpv1.

B11jamue ce HaMeHern 3a eAHOKparHa ynorpe6a 11 cMear Aa ce nyHKrnpaar caMo ywre 

,l],0Ko11Ky e norpe6Ho, Ha Mecroro Ha v1HjeKrnpa1-1,e craBere Mall <1>11acrep v111v1 ca 

<1>11acrep. 

Bep3v1ja 1, jy11v1 2024 13 



6. 3an1,1were r1,1 rnre noAarOL\"1 K0"1 ce
OAHecyaaar Ha ynorpe6a Ha "1HjeKL\"1jara
BO AHeBH"1K 3a BOAel-be Ha "1HjeKL\"1"1re
1,1n1,1 Ha HeKoj APYr Ha4"1H.

Ce npenopaYyaa Aa ce 3an1,1we: 

• KaAe ere ja "1HjeKrnpane
"1HKjel\1,1jara

• "1HjeKrnpaHara A03a
• AaryM 1,1 apeMe Ha np"1Mal-be Ha

"1HjeKL\"1jara
• ceKoja peaKL\"1ja OA "1HjeKL\"1jara

,lJ,oKonKy ere 3arp1,1>1<eH1,1 so apCKa co peaKL\"1"1re OA "1HjeKL\"1jara, noworoaKara 1,1n1,1 ynorpe6ara Ha 
neKor, KOHraKrnpajre ro 3ApaBCTBeH"10r pa6orH"1K. 

lJyaal-be Ha neKor 1,1 naryaal-be co neKor CrpeHrnK 

lJyaal-be Ha a1,1jan1,1re co neKor CrpeHC"1K 

• lJyaajre rn a1,1jan1,1re co neKor CrpeHrnK so cj>p1,1>1<1,1Aep Ha reMneparypa noMefy 2°C 1,1 8°C. 
HEMOJTE Aa ro yyaare neKor CrpeHrnK so OAAenor 3a 3aMp3Hyaal-be 1,1n1,1 6n1,1cKy AO Hero 1,1
H"1Koraw He ro ynorpe6yaajre neKor AOKonKy 3Haere 1,1n1,1 ce COMHeaare AeKa 61,1n 3aMp3Har.

• lJyaajre ro neKor CrpeHC"1K BO Op"1r"1HanHOTO naKyBal-be 3a Aa ce 3awr1,1rn OA CBeTn"1Ha.
• npeA 3anoYHyaal-be Ha ynorpe6ara npoaepere ro poKor Ha ynorpe6a Ha neKor CrpeHrnK Koj

e HaBeAeH Ha HanenH"1L\ara Ha a1,1janara. HEMOJTE Aa ro ynorpe6yaare AOKonKy poKor Ha
ynorpe6a e 1,1creYeH.

naryaal-be co a1,1jan1,1re co neKor CrpeHrnK 

• npecMerajre KonKy a1,1jan1,1re OA neKor Ke 01,1 61,1Aar norpe6H1,1 so reKor Ha naryaal-bero.
noHecere HeKonKy a1,1jan1,1re noaeKe 3a so cnyYaj Aa ocraHere Ha nar noAonro orKonKy wrn
ere oYeKyaane.

• He 3a6opaaajre Aa ro noHecere KOHrejHepor 3a ocrp1,1 npeAMer1,1 1,1 HeKonKy AOnonH1,1renH1,1
wnp1,1L\ea1,1. Ce npenopaYyaa np1,16opor norpe6eH 3a "1HjeKL\"1"1 Aa ro Hoc1,1re so paYeH 6ara>1<.

• npoaepere Aan1,1 Ha Mecrnrn KaAe Ke naryaare "1Ma cj>p1,1>1<1,1Aep Koj Mo>1<ere Aa ro Kop1,1cr1,1re.
• Ce npenopaYyaa yyaal-be Ha a1,1jan1,1re co neKor so Mo61,1neH cj>p1,1>1<1,1Aep. Toj COAp>1<1,1 anowK1,1

3a naAel-be K0"1 Ke ro OAp>1<yaaar neKor Ha npaa1,1nHa reMnepary . � ,·, .,.. , 
�

;-
• BnowK1,1re 3a naAel-be Yyaajre r1,1 so 3aMp3HyBa4 3a Aa 61,1Aa}/ �peMt=Jl)l)'3e lf.ll�-tr113 a Kora Ke

I �- ,_\t,� 
.Its,:_� rprHere Ha nar. BH"1Maaajre 3aMp3Harnre anowK"1 3a na . l\lsi��a
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�
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naryBal-be co aBi-ioH 

• Ce npenopaYyBa npi-i6opor norpe6eH 3a i-iHjeKu,1-11-1 Aa ro Hornre BO pa4eH 6ara>t<.

• Mo>t<e Aa 61-iAe KOpl-lCHO Aa HOCl-1Te ni-icMO OA 11eKapoT BO Koe ce HaBeAyBa AeKa Ha 

naryBal-beTO Mopare Aa ro noHecere 11eKOT.

• npoBepere co aBi-ioHcKara KOMnaHi-ija 1-1111-1 aepOAPOMi-ire Ha Koi-i Ke naryBaTe Aani-i nocrojar

HeKoi-i noce6Hi-i npaB1-111a 3a 111-iu,a Koi-1 Hocar 11eKoB1-1 3a 1-1HjeKrnpa1-1,e 1-1 npl-lAPY>KHi-ire

AOAarnu,i-i.

• ,ll,OKO/lKY Be 3arpi-i>t<yBa HeWTO BO BpCKa co naryBal-beTO, KOHTaKri-ipajre ro 3ApaBCTBeHl-10T

pa60THl-1K.

ltlHcj>OpMau,1-11-1 3a KOHTaKT 

3a noBeKe i-iHcpopMau,1-11-1 MO>t<ere Aa ce o6parnre Ha Hornrenor Ha OAo6peHi-iero 3a craBal-be Ha 

11eKoT BO npoMer Bo Peny6111-1Ka CeBepHa MaKeAOHi-ija: AMi-iKyc ct>apMa AOoen, 6y11. naprn3aHcKi-i 

OAPeAi-i 6p. 62 11aMe11a W, Me3aHi-iH 6p. 3, B/le3 1, 1000 CKonje, CeBepHa MaKeAOHi-ija, Ha 

re11ecj>oHCK1-1or 6poj: 02/3286-400 1-1111-1 Ha e-mail aApecara: 

medinfo.northmacedonia@swixxbiopharma.com. 
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