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AnGypexc 5, 50 g/l, uudysuonen pazreop
2. KAYECTBEH M1 KOJIHYECTBEH CBCTAB

Anbypexc 5 e pasteop, chpprkaiy 50 g/l o0l yoBelmky Ia3sMeH NPOTEHH, OT KOUTO TOHe
96% e YoBeWIKY anGYMHH.
AnSypekc 5 ¢ ¢J1abo XMIOOBKOTHYEH CIIPAMO HOPManHaTa IulasMa.

3a TBIHMAT CHHCEK Ha DOMOIHUTE BeIIECTRA BIK T. 6.1.
3. JEKAPCTBEHA ®OPMA

Vindysuouen pasreop.
Buctpa, nexo BHCKO3HA TSYHOCT; MOUTH Oe3LBETHA, XKBIITA, Kexnubapesa Uiy 3enexa.

4. KIMHAYHA ITPEIIMCARIA
TepaneBTHYHE HOKAZAHHA

BricraHosaBade M MoaabpiKaHe Ha o0eMa Ha IMPKYITHpaniatTa KPbe, IpH YCTaHOBIBaHe Ha
HamasieH ofeM, KBAETO K H3NONSBaHeTO Ha KOMOM € HOAXOMAI0.

Hs60phT Ha anbyMUH, 32 CMETKA Ha H3KYCTBEH KOJOUI, LIe 3aBHCH OT KIWMHUYHOTO CHCTOSHHS Ha
OTAENHNE NalFeHT, SazupaHo Ha ODUUHATIHE NPENOPBKH.

Jo3npoBKA N HAYAA HA HPHJIOKCHUE

KonuenrpaipsTa Ha IpHIOTBEHHA in6yMUH, OBMPOBKATA M CKOPOCTTA HA HH(Y3HITA e ce
KOPHTHpa CIpIMO HHIHBHAYAIHATE H3UCKBAHIST Ha NAEEeHTa.

Hosupoera

HeobxomimaTa 1034 3aRUCH OT Pa3MepPUTEe Ha NALHEHTA, TEKECTTa Ha TPABMATa HiTH
zaboNaBaneTo M OT NPOABIKHTEITHOCTTA Ha 3ary0uTe wa TeunocT u npotend. TpaGea no
afeKBaTeH HaiuuH Jia C& ONPeaeiiaAT UUPKYJalHOHEHAT obeM H He- DNIa3MEHHTS HUBa Ha
anbymMuHa, 3a 1a ce onpegenyu HeoOXoNAMaTa Ho3a.

AKO ce BBBEKHA YOBEHIKH anbyMuH TpsaOBa peryapHo Aa ¢ MOHUTOPHPA XEMONMHAMIMHOTO
CBCTOAHUE; TOBA MOXKE JIa BKIFOURA:

apTEPHAIHO KPBBHO HANATaHE K ITYJICOBA YEeCTOTa
LEHTPAIHO BEHOSHO BaJlAraHe

IYJIMOHAIHO apTEPHATHO CKITYy3UOHHO HalAraHe
OTHESNAHS Ha YPHHA

CHCKTPONUTH

XeMaToKpHT/ XeMornobux
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Hauwun na npunosicenue

Yopeukust anbyMuH tpabpa a ce ipuijara CAMHCTBEHO N0 HHTPAaBEHO3EH
CxopocTTa Ha BHBane TPiOBa Ja ce onpenens cropes KOHKPETHHTE YC/IOB
IMpu 3amana Ha MTa3MaTa, CKOPOCTTA Ha BIIMBaHe TpsOBa Aa ce Harjacasa i
OTCTpPaHsABaHE,




IIpoTuBonoKazanma

CBp'I:X'—!YBCTBHTeJIHOCT KBM aJ16yMHHOBPI npeiapaT HIH XeM HAKOS OT IOMOLIHUTS
BEINECTRA HA NPOAYKTA.

Crennanay HpexyapesRaIeHns W Apeazgd MEPKH nNpy ynorpeda

[Tpu coMHeHue 22 peakiHy OT alepruteH kid anadunakTigeH T, TpaOBa Hezabasno Ha ce
npexpaty nedysuara. B cnyuaii na mox, Tpabea na ce NPHiCKH CTAHHAPTHO MERHIHCKO
TpEeTHpaHe Ha [IOK.

AnGyMupeT Tpa6Ba Aa ce H3NON3BA BHIMATEIHO B CIYHY4H, KOTATO XHIIePBOJEMHUATA U
TIOCHENCTBUATA OT Hed, KaKTO M XeMOMIIOUHSTa MOTaT Ia HOCHT crielitb e PUCK 3a
nanuedta. IpuMepn 3a TaKHBa ciiy4yan ca

&  JEeKOMIIEHCHpaHa ChPHEEYHA HeIOCTATEUHOCT

*  XHTIepTeH3HA

e  e30(haruanHy PapHIH
s IyIMOHApHa eleMa

*  XEMOparuduHa Jquaresa
&  TeXKa aHCMHA

L

peHanna HiId IoCT- peHaina agypHa

200-250 g/i pazTROpHTE HA YOBEIIKH aN0YMHH UMAT CPABHKUTEINHO 10~ HHCKO CBABPKAHHE HA
eJIeKTPOJIUTH, B cpaBHeHue ¢ 40-50 g/l pazTROpNUTe HA YoREUIKH anGyMHH. AKO ce npunara
anbyMuH, Tpa0Ba Ja ce CNeNy eNeKTPORUTHNS CTaTye Ha manuenTa (Bwk T. 4.2) u Tpadea pa
Ce npeanpreMaT IOFXOMAIIH MOCTERIKHM 3a BE3CTAHORABAHE HIH NOAIBPIKAHE Ha
eNEeKTPOAUTHYA Oanauc.

AKO 1€ ce 3aMEHAT CPABHHTEIHO rofieMu obemMit, ¢ HeOGXOIMMO J1a ¢e KOHTPOJIHpa
KoaryJialliara ¥ Xemaroxkpura. Tpabea na ce BHHMaBa, 3a 1a C& OCHIYPH MOAXOMAAIIO
3aMecTBaHe Ha OCTAHAJIMTE ChCTABKH Ha KPBBTa (KOAryIaluHOHHH (aKTopH, eneKTpOAuTH,
TPOMOOLMTH K ePHTPOLHTH).

XuneproneMusa MOKe J1a BB3HIKHE aKo J03aTa M CKOPOCTTa Ha BIMBAHE HE ca IPHIOAEHH KbM
N2HMEHTHOTO HPKYMALKOHHO ¢heToaHue. IIpH MppBHTe KIHMYHE NPUSHALM Ha
CHPAEUHOCHIOBO NpeToRapeaHe (rAaBobone, QUCHHes, KOHIeCTHs Ha FoTYIapHaTa BeHa), Wi
TIOBHIUEHO KPBBHO HANAraNe, IMOBUILEGHO BEHO3HO HanAraHe u IMynMOHapHa efeMa, MHpysHaTa
TpaOBa Ja ce crpe HezabaBHO,

CranpapTHUTE MEPKH 32 IPSANasBafe OT HHQEKIME, SBABAILY CE B PE3YATAT HA NPHEMAHETO
Ha JIEKaPCTBEHHM POIYKTH, DPHIOTRSHH OT YOBEIIKA KPbB HAH Ila3Ma, BKIIOUBAT noabop Ha
JOHOPH, CKPHHHHI Ha MHEUBHIYATHUTE JapeHUs 1 ItazMeHus cOop 3a cuenuduyuHy Maprepn
3a HHGOEKLHA i BIIOYBAHE Ha e()eKTHBHH NPOM3BOACTBSHM CTBIIKY 33 Je3aKTHBUpane/
OTCTpaHABaHe Ha BUpycH. OcBeH TOBa, KOraTo ce Npiara IeKapeTBeH HPOLYKT, IPHUTrOTBeH
OT 4OBeLIKa KPbB MITH [IA3Ma, BE3MOXHOCTTA 34 NPEMHHABAHE HA MH(PEKLMO3HH ATEHTH He
MO3ke HalbJIHO Ja Ce H3KMOouH. ToBa ChIO Taka e FIPHIOKUMO 38 HEU3BECTHH YWIH
HOBOMOSBHIIH ¢ BHPYCH M JPYIrH MATOreHu.

Hsma crofiuienus 3a foxasauy BUPYCHH TPaHCMUCHH ¢ anlyMyH, IPOH3BE(CH CBITIacHO
crnenndukauute Ha Epporefickata Gapmakornes, no YCTaHOBEHH POLETYPH.

Cunno ce npenopbyBa BCEKH BT, KOTaTo ce npunara AnSypekc 5 Ha HalHeHT,
HapTHIHUAT HOMEDP HA MPONYKTA A Ce 3ANHCBAT, ¢ HEl Ja ¥Ma BPB3Ka Men
nmapTUAaTa oT NpoAyKTa.

BzanmopneiicTsHe ¢ APYTHE JIeKAPCTBEHHM NPOZAYKTR H APYrA GopMu na Bsaﬁt
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He ca uzBecTHH creudHuiM B3anMOASHCTEBIA Ha YOBEHIKUAT a0YMHR C NPYTH
NEKAPCTECHH NPOAYKTH.

Bpemennoct g KbpMeHe

BezonacHoeTTa Ha yrotpebara Ha AnOypeke 5 1pu GpeMeHHOCT He € YCTaHOBEHA B
KOHTPOAHPAHH KITHHHYHK NPoy4Banus. Bee nmax wWIMHHYHHMAT ONHT ¢ aIOYMUH He
ApENIONara 2 e O4aKea BpeAHO NORNMIBaHEe BhPXY OpeMeHHOCTTa, (heTyca HiTH
HOBOpPoaeHnoTo, He ca nmpope)xnany NpoyyBaHus BBPXY PENpOAYKUMATA HA JKUBOTHH
Anbypekc 5. Bee nak 4OBeINKAAT ali0yMHHE € HOpMaliHa ChCTABKA Ha YOBEHIKATA KPEE.

EdexTu BLpxy criocobHocTTa 32 modupane u padora ¢ MauIaHN
He ca padmopasanu edekrn BEPXY criocobHocTTa 33 modgmpade 1 paboTa ¢ MalIHHE,

Hexenann JIEKaPCTBEHN peaRmuu

Psko BE3HKKEAT C1alW peakl(iH KaTo 3auepesRane, YPTHKapHi, TPeCKa Witk
nosaMrade. Te3n peakiys 0OMKHOBEHO M34e3BaT OBP30 KOraTo cKopocTIa Ha
MH(Y31ATa ce HaManK ¥AK HMHQY3UaTa ce cripe. MHOro psajko MOraT a Bb3HHKBAT
TEKKHM peaklyy, Kato IXoK. B Takuea cnydan uudysndra TpsOBa fa ce npeKkpartu
He3abapHO M 13 Ce 3anovHe TOAX0TII0 JeHeHHE.

3a GesonacHOCTTA N0 OTHOMIECHHE Ha TPAHCMHCHBHH HAdeKIMY, BibkTe T. 4.4.

IIpenc3npane

XunepeoneMus MOKe Ja Bb3HHKHE, aK0 JO3aTa ¥ CKOpPOCTTa Ha HH(Y3Hs ¢a TRBpIE
ByCOKH, IIpy mbpBUTe KIMHHTHY MPU3HAIM Ha CHPIEYHOCHI0B0 IPeTOBApBaHe
(rnasobonue, MUCNHed, KOHTECTHS HA FOrYNIApHATA BeHa) MM MOBHILISHO KPBEHO
HalaraHe, OBHIIEHO MIERTPANHO BEHO3HO HAIATaHe WIH ITy/IMOHAPHA eflemMa,
pHpYzuATa TpabBa fa ce cnpe HezabaBHO B XeMOAMHAMHYHKUTE IApaMeTpPH Ha
NatHeHTa Ja € CiiedaT BHHUMAaTEIHO.

5. ®APMAKOJOIAYHN CBOWCTBA
dapmaroanHAMMYHH CBOHCTBA

(DapMaxoTepaneBTHHHA IPYNA: MNA3MEHH 2aMEeCTUTeNH ¥ (pakimi Ha NasMeH!
nporesnu, ATC kom: BOSAAOT,

YopewkagT anGyMUH BE3AM3a8 KONMYECTBSHO Ha NOBEYE OT NOJOBHHATA OT OBLIHAT
TIPOTENH B fInasMara u obxeama oxoio 10% oT npoTerH- CUHTE3HATA aKTHEHOCT HA
yepHUA Apob.

DusrKo- XMMIYHY AaHHK: goBemKuaT anbymuH 50g/1 € cnabo XunooHKoTHYEH
CHpAMO HOPMAJIHATA MasMa.

Haii- axxHATE QU3HONOrKYHY (YHKHKY Ha anbyMHHA ¢a pe3ynTaT OT NPHUHOCa MY 33
OHKOTHYHOTO HAIBIraHe Ha KPBETa ¥ TpaHcnopTHaTa QyHKLHA. AROYMUHBT
crabuimnsupa 00eMET Ha LMPKYIHPAlliaTa KPBB 1 € HOCHTEN Ha XOPMOHH, SH3MME =t
AEeKapCTBEHH NPONYKTH H TOKCHHH, p ;‘\‘R\ NERNG

@apmaroknHeTHYHH CBOIiCTBA
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TIpu sopmanuu oberosTencTpa, 06IOTO NOAMEHAINO ce andyMHHOBO 1eno € 4-5 g/ kg
TeNecHo TerNo, ot xouto 40~ 45 % e npenctaseH BETPeCHAOBO, B 55- 60% ce Hamupa
B M3BBHCBAOBOTO NpocTpaHeTBo. IIoBHIIEHA KaNMIIAPpHA NPOYCKARBOCT LIS H3MEHH
KAHETHYHUTE CBOHCTEa Ha an0yMHHa H MOXE Ja BE2HHKHE a0B0pManHo
pasnpocTpatieHHe B CIIy4aH, KaKBHTO Ca TEXXKHTE H3rapAHus WIH CelITHYEH IIOK.

TIpy HOpMAITHK YCIOBHS CPEIBUAT HOMY>KHBOT Ha anbyMuHa € okosio 19 num.
BanaHceT MexIYy cuHTe3a M paspyLARAHETO MY HOPMAIHO ¢€ MOCTHra TOCPEICTBOM
perynanus Ha NpHHIMna Ha obparHaTa Bpb3ka. ENMMuIHHpPaHeTO ¢e OChILecTEABa
HPEUMYIIECTBEHO BETRERICTHYHO, 6JIar0,napeHne Ha poTeastrTe B JIH3030MHUTE.

YTlpu snpasu MHAMBHAH, 10- Madiko oT 10% oT undysupagure HUBA Ha anbyMuH
HalTyCKaT BETpeChI0OBOTO NPOCTPAHCTEO B IEPBATE ABa yaca ek I’IHQJYBPIHT&.
CobinecTByBa OTHOCHTEITHO HHANBHAYAIHO BapHpaHe Ha e(exra BLpXy nnasMesusT
oben. HpPl HAKOH MNAamMeHTH 00eMET Ha I1a3MaTa MOMKe Aa OCTAHE HOBHUICH HAKOIIKC
yaca. Bee nak, npu tesxio 605HY NarueHTH, andyMUHEBT MOKe J1a H3Tede OT ChIO0BOTO
APOCTPAHCTBO B 3HAYMTE/IHA CTENEH, ¢ HeNPEABHANMa CKOPOCT.

Hpemenmapanu gapam 3a 0e3onackHoct

Yopemkuat antdyMUH & HOPMATHA CHCTABKA Ha YOBEILIKATA TIa3Ma M neficTa KaTo
hH3HOAOTHYEH ANGYMUH.

Hpﬂ JKHBOTHH, TCCTHT 34 TOKCHYHOCT Ha SAHHHYHA 1034 € cnabo MPHANOMKKUM, H HE
{I03BOJIABA OLUCHKA Ha TOKCHYHOCTTA, JSTANHNTES JO3M HIIH Ha BPE3KAaTa Jo3a- eq)em‘.
HOBTOpHOTO TeCTBaHe 38 HO30Ba TOKCHYHOCT HAMa IIDAKTHYICCKA CTOMHHOCT, nopanu
PasBHTHETO Ha aHTHTENA KBM XETEPOJIORBATE NPOTEUHHA B AMHBOTHHCKATE MOACIHA.

Ho nnec HAMA CHOOIIEHH 32 TOBA YOBSLIKMAT aGyMuH Aa iMa BpB3Ka ¢ eMOpHo-
{eranHaTa TOKCHYHOCT, OHKOTGHHHMAT U MYy TareHeH NOTeHHaN. B JKHBOTHHCKH
MOAEIIX HE ¢a ONMKUCBaHK npnznauﬂ Ha ocha TOKCHYIHOCT.

6. PAPMANEBTHYHY NTAHHHU
6.1 CHHCBHK Ha IOMOIZHHTE BEINECTBA
Harpues N- anerwntpuiitodanar
Harpues xanpunar
Harpues xnopun
Bona 3a umrexiuy

6.2 HecnsMecTRMOCTH

YosewxuaT anbyMuH He Oupa fa ce cMecBa ¢ APYIy NeKapCTBEHH NPOXYKTH (C MBKIIIOUSHHE
Ha CTIOMEHATHTE B T. 6.6), LAnaTa KPhB UK epUTPOLIHTEH KOHLEHTPAT.

6.3 Cpox ma rogsoct

3 roguny.

HpO,ILYK’I‘I:T HE Ce H3II0A3Ra CNeq gaTara Ha A3THuHane cporca Ha T'OJIHOCT, yKaSaH}B‘

eTHKeTa Ha (UrakoHa. ,‘g..?‘s‘ ':EH![&V‘? %,
T '~y
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6.4 CoenmasxHy yCIXOBHA HA ChXPaHeHNne
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Ja ce cexpansara mox 25°C, Ja ue ce zampassra. [la ce cpXpaHipa B OpHIMHAIHATA ONIaKOBKA,
3ajace npezmasu OT CBETIIHHA.

6.5 Jlannu 3a ONaKOBKATA

AnGypexkc 5 ce nmpouseexaa BbB dumaxkonu ot 100mi, 250ml u 500ml, crskno Tan II (criopen
Egponeiickara ®apmarornes).
He Bcuuxu O11aKOBKH MOTET Ja C& MapPKeTHpAaT.

6.6. Cnennajnn npeanassn MepKA MpPH H3XBhPJIsHE

PazTROpET MOXKE 12 C& MPUWIOKH JUPEKTHO MHTPABCHO3HO,

AnSyMHHOBHTE paTBOPH He OMBa JIa Ce Pa3TBapAT C BOJA 3a WIDKEKLAH, Thi KaTo TOBA MOXKe
Ja DpeM3BHKa XeMONH3a B PeHMITHSHTHTE.

AKO ce [pUiarat rojeMu obeMu, IPORYKTHT TPAOBA 12 ¢ 3aTOINHK A0 CTaliHa Wiy TenecHa
TeMIleparypa npeau yrorpeda.

He m3nonzeaiite MpTHY pa3sTROPH, WIK TaKHBA, CHABDIKATIK YaCTHIM. T0Ba MOXKe Ha IIOKa3Ba,
Ye POTEHHET € HecTalHiIeH, MY e PasTBOPDT € KOHTAMMHUPaH.

Cren xaTo ce OTBOPH ONaKOBKATa, ChIbpkaHHeTo TpabBa fa ce IPHIOXKH He3abaBHO.
Hewnzpon3sasuaT OpoayKT HIHM OCTaTh4eH MaTepya TpAOBa fa ce H3XBLPIIAT B CHOTBETCTBHE
¢ MECTHUTE H3UCKBAHMA,

IIPUTEXATEI HA PASPEINEHHUETO 3A YIIOTPEBA
CSL Behring GmbH
Emil-von-Behring-Strasse 76

35041 Marburg
T'epmanus

HOMEP HA PASPEIIEHHETO 3A YIIOTPEGA

JATA HA ITBPBOTO PASPEIIABAHE/ NOJHOBABAHE HA PASPEINIEHUETO

JATA HA AKTYAJIMBIAPAHE HA TEKCTA

®eppyapu 2008r,




