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JlecroBka ¢ HH@OEMagHﬂ 33 HALNHAEHTA

Mouist npodeTeTe BHAMATENHO TA3H JHCTOBKA OPEA Ja 3aT0THeTE A2 H3N0A3BaTe
Aexapcreerns npoxyxr! Ta ceappxa BaxHa 32 Bac HERQopManad!
e [asere nucToBkaTa. Moxe 14 ce HANOXKH A2 8 NPOYETETE OTHOBO.
e AKO HMare JONBIHHTENHY BHOPOCH, KOHCYNTHpaiiTe ce ¢ Bauins feysall 1exkap
e To3y TNeKAapeTBEH NMPONYKT € npeinucad iHuno 3a Bac u Bue He Tpabea ma ro
IIpenaraTe Ha ApYTH naupenTH. TOH MOXe fa Ce OKake HEeroAXOiAll 3a TAX H /i HMa

HEHPHATHH NOCTCRHLMH, HEe3aBHCHMO Jaii¥ TEXHHTE CUMITTOMH Ca CLLIHUTE KAaTo BawmuTe.

Coaup:aHAe HA JECTOBKATA: ,
1. Kaxso npeacrasissa XEMO®WI M (HEMOFIL M) 1 3a kakso Ce H310i3Ba
2. Kaxso Tps6Ba Ia 3HaeTe Npefy Aa 3anoyuere ynorpeba #Ha XEMODHA M (HEMOFIL M)
3. Kak na ynoTpe6asate npaswiso XEMO®HII M (HEMOFIL M)
4. BP®3MOKHH HexeNaHy peakiliu
5. Cobxpamenue na XEMO®HI M (HEMOFIL M)

XEMO®WI M, Arraxemodmner paxrop (Yopenike), MoHOKIOHANHO APEIACTER
HEMOFIL M, Antihemophilic factor (Human), Monoclonal purified

Yopemxa Kpneocsenpeam Paxrop VIH
Human Coagulation Factor VIII

Ipax i pasTBOPHTES 32 HEGKEKI(AOHEH PasTBop

Ipax:
e JiexapcTseHoTo BemlecT0 € human coagulation factor VIII

e Jipyrare cecrasky ( IOMOINHY BEIIECTBA ) Ca: HOBEIKH anbymud (human albumin),
Harpues xiopux (sodium chloride), kanyes XNOPUA ARXHAPAT (calcium chioride dihydrate),
makporon (macrogol) 3350 u xuctwmun (histidine).

PasTROpHTEN:
Crepunna Boja 3a urkexumy: 10ml

Ipumesrcamen Ha paspenteiuemo 3a ynompeoa e:
Baxter d.o.0.

Zelezna cesta 14

1000 Ljubljana, Slovenia

Iponzsooumen e:

BAXTER S.A.

Boul. Rene Branquart 80

B — 7860 Lessines, Belgium

1. KAKBO IIPEJ(CTABJISIBA XEMO®HJ M (HEMOFIL M ) 1 3A KAKBO CE
H3MOJ3BA .

- punTHPHA HENA,
- UI7Ia ¢ BOeH HaKOHEYHHUK,




- @iacTMacoBa cHpHHLOBKA ¢ 0bem 10 ml
- CTEpHIIHA MHHH — URY3HOHHA CHCTEMA

XEMO®WJ M npuHaznexH KbM (apmakoTepaneBTH4YHA rPyNa, H3BECTHA KaTo
“aHTHXeMOparu4HH JIeKapcTBa” .
Tesn NekapcTBEHH NMPOIYKTH Ce HIMOA3BAT 32 NPO(HAAKTHKA U NEUEHHEe HA KPBBOMAMHMEBH MpH

nanHenTH ¢ xemModumia A ( Bpozien feduumT Ha daxrop VI J-

2. KAKBO TPSEBA JIA 3HAETE IIPEHA AA 3ATIOYHETE YIIOTPEBA HA
XEMO®HAJ M (HEMOFIL M)

He m3uonssaiite XEMO®DHI M axo:

s Bue cre anepryuny koM @akrop VIII wau skoe oT MOMOIIHATE BEIIECTEE, ChABPAALLH CC B
XEMOOHI M. )

e Bue nMaTe U3BECTHA CBPBXYYBCTBUTEHOCT KbM MHIIH HPOTEHH.

Buaere ocoberno paamareins ¢ XEMODHAI M:
e Ako no BpeMe Ha NIPUROKEHHETO Ha XEMO®UWIT M HacTBOAT PEakikH Ha
CBPBXYYBCTBUTENHOCT (anepris).

PaaHHTE CHMIITOMH Ha PeakilMHTe Ha CBPbXYYBCTBHTERHOCT BITIONBAT:
obpus,

reHepaniznpana YPTHKApHd,

4yBCTBO Ha 33]ylIaBaHe B TPBAHATA 06NACT,

3aTpYAHEHO JULIaHe,

XHIIOTOHHA,

aHa(MIaKCH.

AKO TaKiBa CHMIITOMH ce TIOSBAT, BeIHara npekparere ynorpebara Ha NeKapcTBEHH: HPOAYKT H
ce KoHcyATHpaliTe ¢ Baurus nexkyBam nekap.

e XEMO®UJ M ce npomssexaa oT uoseika mnasMa. Korato Ce mpunarar JeKapCTBCHM
MPOZYKTH HPOH3BEMIEHU OT YOBEUIKA KPbB WX T1Ia3Ma, HE MOraT Ja OBIAT HANMBHHO H3KITIOMEHH
uHGEKIHO3HH 3a00nIBaHusl, ABMKALY CE Ha NPERABAHE HA HH(EXL¥O3HE IpHYMHUTE M. TOBa ce
OTHaCL CHIO 4 3a TATOrEHH C HEM3BECTEH JOcera MpOM3XoA. PHCKBT OT npejasaHe Ha
rGeKIHFO3HA PUUHHUTENH BCE MTaK CE OrpaHHHaBa 4pes NIPHAAraHe Ha CICJHUTE NOAXORH:

o Cenextupade Ha IApHTENHTE 4Ypes MENUILMHCKO WHTEPBIO (anamHe3a) ¥ CKPHHMHI Ha
TnasMeHHTE AapeHHs 3a TPHTE Hall — BAXHY NaTOreHHy BUpyca HIV, HCV, HBV.

e TecTyBaHe Ha [asMEHEs Iyl 32 HCV redoMeH MaTepHail.

e  OTCTpatsBaIIM/MHAKTHBAPAL TPOLEAYPH, BIUIIOYCHH B MPOMSBOACTECHH: NPOLEC, KOATO
ca GUIN BANMENPaHH Ype3 MOHEIHH BHPYCH H €& OKA3aHO edexrusun 3a HIV, HCV n HBV.

e Bupyc oTcTpaHABALINTE/MHAKTUBHPALINTE IPOLIAYPY MOTAT Jid HMAT OrpaHKHCHa croltsocT
CTipAMO HEOGBHUTHTE BUDYCH, TAKHMBA KaTO HAV #u parvovirus B19,

o TMonxonsmia uMyHuasanus { xenarT A u B ) TpafBa Nia ce ¥Ma IPERBHl OF Bamus nexysaiy
sexap. '

YuorpeGa npH GpeMEeHHOCT N KbpMeHe
HenpemenHo yseoMere Bawua nexap, ako cTe OpeMeHHa MMM KbpMuTe, Baluar aexap ine

npeneny famy XEMODUII M mowke Ha Gble nprnaray no Bpeme Ha
KbpPMEHe.




Hiodmpane uan paGora ¢ MAHIEHA:
XEMO®MII M He okassa Bb3LeHCTBHE BbpXy cnocobHocTTa 3a wodupane wau padota ©

MalfaHHHA.

Ennospemensa yrorpeda Ha IpYyrA AeKapcTEeHE NPOAYKTH:

e He ca u3pecTHH B3aHMOREHCTBYA ¢ APYTH NEKAPCTREHU POAYKTH .

e Broapeku ToBa, Mond HHGopMupaHTe Baliua fexypall feKap, ako NpueMate Hil HacKopo
CTe npHeMany KAKBHTO W Jia 610 NeKapcTBEHH NPOYKTH, A0 U TAKBA KOHTO CE OTIyCKaT Ges
penenra

e XEMOQO®WJII M ne Tpsabea fa ce cMecBa ¢ APYTH JICKApPCTBEHH PORAYKTH.

3. KAK JA YIOTPEBABATE IPABHJTHO XEMO®HI M ( HEMOFIL M)

e JlexapCTBEHHAT NPOAYKT € NMpefAHAsHAueH 38 MHTPABEHOSHO MPHIOKEHHE CNIEH pasTBapsHe
CBC ChABPIKALIHESA CE B ONTAKOBKATA PAa3TBOPHTEN — CTEPHIIHA BOAA 32 MHIKEKLHH.

e Camo ChEBDKAIUTE ce B Hafopa 3a MH)KEKTHpaHe / BIMBAaHE H3RCIUA MOTar I 6baar
H3M03BARN, Thil KaTO TIPH H3HO/3BAHE Ha KPYTH TaKUBA H3JEMHA MOXE 13 C€ MONy4H IPeIiKa B
JeYeHAeTo KaTo Tocnenuia oT ancopbupaHe (NpHEGABaHE) HA YOBEIIKHA KPEBOCHCHPBAL
daxtop VIII k6M BETPEIOHHTE WM TIOBEPXHOCTH.

e HeoBxoxumara nosa XEMO®MJII M 3aBicH 0T TexecTTa Ha Bamero saConsisare. Bamust
neKyBall Jekap Lie ONpeNend Baluus HMHAWBHIYaNeH NO30B PEXMM B 3aBHCHMOCT OT
pesyITaTHTe OT ONpPEeRCIAHeTO Ha HHBaTa Ha daxcrop VIII spB Bawara mnasma.

e He usnonzBaiite JeKapCTBEHHA NPOAYKT Ciie/l H3THIAHE CPOKa HA TOAHOCT, orfenaszan BPXY
OTAKOBKATA.

e OBMKHOBEHO DPa3TBOPET € TPO3padeH HiM eko onanecienTeH. He K3O0J3EaliTe PazTBOPH,
KOHTO ¢a MbTHH HJIH ChABPKAT YTaHKH.

e Kax ce nparoTesa pasreopsT: Hsnoasgaiite aceNTHIHA TEXHAKA

» 3aromyere Yosemkus kpesockeupsail dakrop VIII ( cyxud KOHLEHTPAT ) u CrepmiHata
Bona 3a nmxekinn ( pasTBopuTens } Ha cTaifna Temnepatypa ( 20°C — 30°C ). Tazu TemMneparypa
Tps6Ba Aa 6ble NOANBPKAHA [OKATo NMPOAYKTLT C& PasTBOPH HANBIHO. Bunmanue: Koraro ce
H3mON3Ea Boana 0ans, ropHaTa ¥acT Ha (akoHa ¢ TyMeHaTa 3afyluanka He TpsbBa A2 BIu3a B
ZIOTIHP © BOAATA. .

P OTcrpanere aMUTHATE KANauKky OT GrakoHa ¢ KOHUEHTPATa ¥ TO3H C PasTBOPHTENS, Taka He
A3 OCTAHE OTKPHTA LIEHTPANHATA YacT Ha FYMEHHUTE 3aiylUaiKH.

» Jezandexuppalite 3aNyIankuTe ¢ alKOX0eH pasTBop.

P OrcrpaneTe 3aMUTHATA KANauKa OT 6AUHUA Kpaif Ha CTEPHIHATA UIMA C IBOCH HAKOHSHHHI,
KkaTo BHMMAaBaTe 7a He JokocHere ocBoBofienms kpall. Cnen Tosa Bikapalite urnara npes
ryMeHaTa 3anynianka Ha pasTBOPHTENA.

b Bummanne: 3a [a MOXETe 7a WSTENIMTE KO Kpail pasTBOpHTens, mrnata Tpabsa ja Gbie
BKAapaHa TAKa, e BBPXBT # Jia ce NOoKa3Ba CaMo MaJke H3BLH ryMeHaTa Nperpana.

P» Vznonspaiiky CBIIATA ACENTHYHA TEXHHKA, OMHCAHA NO — TOpe, OTCTPaHETe 3alMHUTHATA
KalaMKa OT ApYris Kpalf Ha MriiaTa ¢ JBOeH HAKOHESUHUK. QO6bpHeTe W NocTaBeTe (UIaKkoHa C
pa3TBOpUTENS BBPXY (rakoHa ¢ KOHIEHTpATa, CIE TOB2 6np3o Brapalite cBobonmHMs kpa¥ Ha
WTIaTA Mpe3 LEHThpa Ha yMeHaTa 3anyliamka Ha ¢nakosa ¢ konuentpata. C romowra Ha
HaMW4YHHUA BaKyyM BBE (haKoHa ¢ KOHLEHTpaTa pasTeopuTEnAT Lle 6bAe U3TErNeH B HEro.

P Pasunenere 1BaTa (NAKOHZ €AWH OT JPYT, KaTo CHIIEBPEMEHHO OTCTPaHUTE M HIiaTa of




Ce Pa3TBOPH HaNBAHO. YBEpeTe Ce, Y€ KOHLEHTPATLT € HAlbJIHO PAsTBOPEH, B NPOTHBCH cayuait
4aCT OT JIEKAPCTBEHOTO BEMECTBO ilte G1e 3a1bpiKaHo BbB PUATHPA.
» Criea pasTBapAHe TIPOAYKTST He TPaOBa Jia ce ChXPaHABa OTHOBO B XJIaJHAHHK.

¥Kax ja OPHIOKEM TOTOBHH PasTBop: H3noa3paiiTe acenTHIH2 TEXHAKA

» TIpuIIoeHHETo Ia cTaBa npu TeMnepatypa 20°C — 30°C.

» XEMO®UI M Tpatsa fa 6bae NpUnoxken He N0 — KbCHO OT 1 yac crell pasTBap:He

P Crnep pasTaapsiHe Ha KOHHEHTPAT4, KaKTO € ONUCAHO Mo — rope, HOCTABeTe (UITEpHATa HINa
or Ha0opa KbM €HOKpaTHaTa ANacTMacoBa CTIPHHUOBKA M H3TETICTE JIKO 6yranoro, 32 Ja
MIO3BONKTE 113 HaBJIe3e U3BECTHO KOJHYECTBO Bb3/AYX B CIPHHLIOBKATA.

» Brapaiite uriara Bpe3 ryMeHaTa 3anymanka.

» HnsxeKTHpaiiTe BESAYXA BbB QUIaKOHa, CICH KOSTO H3TerNeTe pasTBopa B CIIpHHLIOBKATA.

B Orhelere CIOPHHLOBKATA 3a6HO C uriata oOT (uakoHa H HMKEKTHpaliTe pasTeopa
MHTPABEHO3HO C OMOIIT2 HA MHHY ~ HH(y3HOHHATA CHCTeMA OT nabopa.

IpomyxrsT Tpabea Aa Gbie HpHIAraH CbC CKOPOCT Ha HHKEKTHPaHe 1 -4 ml B MHHYTA.

» Axo Bu e Gun mpefnicas moBewe OT €RHH pnaxon XEMO®DUII M, MokerTe Ja H3NON3BaTe
chbmaTa COpHHLOBKA. 3a Beexy dnaxor XEMO®WI M obave TpsibBa na 6bAe MOcTaBsHA HOBA
dunTHpHA HrNa. '

e (Cxopocr Ha HPHAIOKEHHAS:

P JlexapcTeeHHTe NPORYKTH Ha HYOBELIKH KPbBOCHCHpBAIL daxrop VI wmorar ma Onpar
npuiarasy cxc ckopocT 1o 10 ml 8 MinyTa Ges 2a c€ 0YaKBaT ChINECTBEHH PERKLHAL.

P Bawara nyJcosa uecToTa TpAbBa na GpAe H3MepeHa Npeau W CHeH NPHACKEHHE Ha HOBEIIKH
kpeBochCHpBall (axrop VIIL Ako HacTenM 3HAMHMO YBENWYEHHE Ha IMyncoBara 4ecToTa,
HAMANSBAHETO Ha CKOPOCTTA Ha TPHNOEHHE Wi BPEMEHHO CNHpaHE Ha HHKCKTHpaHETO /
BIEBAHETO OGMualiHO BOAM HO 6BP30 OT3BYHABAHE Ha TE3H CUMITTOMU.

Axo Bu ce nanara aa OPBJIORAYTE OO — FOAIMO KOJHYECCTBO XEMO®HAJ M, To Toraga Bae

TpaeDBa Aa 3HaeTe:
Jocera e ca Gunu AOKNAZBaHH CIy4ay Ha NPEA03Hpate Cilell IPHIOKEHHE Ha XEMODMI M.

4. BH3MOKHM HEXEJAHH PEAKITIAH
Kakro BCHYKM APYrd NexapcteeHn mpofykrd, W XEMO®MII M moxe na npenussuka
OnpesieNicHH HEXeNlaHH PeaKiiiu:

P CBpBXUYRCTBUTENHOCT HIH NePrisHy peakuyy ( KOMTO MOTar A3 BKIIOUBAT CHMATOMH KaTe
napeHe M CMbIGHe Ha MACTOTO Ha WHXKEKTHDaHeTO, CTYACHH TpPBIKH, 3ayepBABAHE,
reHepalu3Upana ypTHKapus, [Masobonue, 00pus, XUOTORHA, NETAPTHA, TAACHE, BeznokolicTso,
TaxuKapAus, sajyliasaHe B rppaHata ofnact, cbplex, MoBpLINaHe, 3aTPYAHEHO AMIIaHe ) ca
funy pabmomasany papko. HeoGXompMmoTo NeueHue B Te3W Clyqa 3aBMCH OT €CTECTBOTO H
TEKECTTa HA peaKuuaTa. :

» MosxeTe fa MOTyYHTe METANIEH BKYC HAH BKyC Ha baneMH.

P B peak# ciydau ce Habnozapa IOBHINABAHE HA TEMNEparypara.

»Bue MOxeTe Ja pa3sueTe HHXHOUTODHH aHHTHTEIA ( unxubuTopk ) kM taxrop VIIL Axo ce
YCTAHOBSIT TAKWBA WHXUOHTODH, CHCTOAHUETO MOXE A2 CE MPOABE C HEAOCTATHUCH KJIHHHYEH
OTTOBOP KBbM JNEKApCTBEHHA TNPOXYKT. B TakuBa Cilyqan € JeRaTeliHo Jia CC KOHCYNTHpAatTe ¢
Bauma nekap, xolito mie Bu Hacouw KpM cnenyaiHsipad xemouNeH LEHTED, aKko ToBa €
HeobXoHHMO,
» Moxe 12 ce Habmoasa ¥ DPa3sBUTHE Ha aHTHTENA KbM MH
CRBP33HWTE C TOBA PEAKIMY HA CBPBXYYBCTBUTENHOCT.




AKO YCTAHOBHTE N0ABATA HA HAKOA OT HEXENAHWTE PeaKlliy OMHCAHH B TasW JMCTOBKA, MONA
uudopmupaiite Bauus nexap.

5. CHhXPAHEHUE HA XEMO®HI M ( HEMOFIL M)

» JIa ce cp¥pansBa Ha MeCTa, HEAOCTBIHH 3a L.
P Jla ce copxpandBa NpH TEMIIEpatypa OT 2°C 5o 8°C u Ha TBMHO.

» JIa ce chXpaHaBa B OpHIMHANHATA ONaKOBKA.

» B paMKHTE Ha [I0COUEHH: BHPXY ONAKOBKATA CPOK Ha FOJHOCT, IeKaPCTBEHUAT NPOAYKT MOKE
Iia ce CHXpaHsBa B NPOXBIKEHHE Ha 6 Mecena noj 30°C, xaTo chej H3THYaHe Ha TAKLB TIEpHOA
Ha ChXpaHeHye He Moxe Ja Gbje ChXpaHABaH OTHOBO B XJAJINIIHHK H aKO HE & 61N H3R0N3BaH JI0
Kpas Ha iecTMeCedHHs NepHoy, TpAOBa Aa Gbie YHULI0KEH 0 NOAXONAN HATHH.

» [a e ce usnonsea XEMO®MII M crenl cpoka Ha FOAHOCT, 03Ha4€H BEPXY ONAKOBKATA.

B Beeku HEM3MNON3BAH MPOAYKT MM OCTaTblld OT Hero Tpabsa fa ObaT yHHINOXEBaHH TO

MOAXORALL HATHH.
JHata Ha nmociefHa pelaKiys Ha IECTOBKaTa: asrycT 2002r.

BAXTER 1 HEMOFIL M ca 3ana3seHH TEProBcky Mapki Ha Baxter International Inc.
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