KPATKA XAPAKTEPHCTHKA HA HPOJXYKTA

1. HAHMEHOBAHHE HA JIEKAPCTBEHHS IIPOAYKT | W3NLAHUTENHA ATEHUMSA 110 NEKAPCTBAT

Kpamxa xapaKmepucinuKka Ha npogysma -_ﬁpmamenua i
Xyman AnGymun 50 g/l Bakcanta nsady3HOHEH pasTBOP 8 y /9,
Human Albumin 50 &/l Baxalta solution for infusion xou pez. e AL0A0%

T =ME0T, 20.01. Lo

2. KAYECTBEH M KOJIMYECTBEH CHCTAB Paspeuieruo 1o i
’ a/0
Wuamgé/;’*{kb;{_%i*
Xyman Anbymun 50 g/l Bakcaira e pasteop, chabpxau 50 g/l NpoTenH, OT KOHTO Hali-Malko e T
95% e yoBelKH aNGyYMHH. 10-12- 09

Bze (naxon ot 250 ml ce cuabppoxar 12,5 g voBewky anbymMuH.
BoB drakos ot 500 ml ce cpABpKaT 25 g uoBemKA ANGYMHH.

Xyman An6ymun 50 g/l Bakcanrta € yMEpeHO XMIICOHKOTHYEH.

IToMolHH BelllecTRS ¢ M3BECTHO AelicTBHeE:
Harpuii 130 — 160 mmol/1

3a TBMHUA CTIHCEK HA NOMOIIHUTE BELIECTBA, BHKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Hndyysnoned pa3reop.
Tpo3pavHa, TeKo BACKO3HA TEYHOCT, MOUYTH Oe3MBETHA, KBIITA, KeXTHOapeHa HiTH 3e/1eHa.

4. KIIMUHHUYHH JAHHH
4.1 TepaneBTHYTHE HOKAIAHMS

Br3cTaHOBABaHe H MOAABPKAHE HA IAPKYAATOPHHSA KPbBeH 0beM B cnyyait Ha obemen TeduUHT B
KOI'aTO MPHIIOKEHHETO Ha KOJIOMH € TIOXXOAALIO.

H360pbT Ha anGyMHH BMECTO CHHTETHYEH KOJMOHT L€ 3aBHCH OT KITHHHYHOTO ChHCTOAHHE HA
KOHKPETHHS MAUMEHT H ¢e 6asHpa Ha 0B1LONpPHeTHTE MPENOPEKH.

4.2 lo3npoBKa H HAYMHH HA NPHJIOKEHHE

KoHuenTpaunaTa Ha anbyMHWHOBHA [penapar, A034paHeTo H CKopocTTa Ha HHysHaTa Tpabea
Ja ca c500pa3eHH ¢ HHAMBHAYANTHUTE KIHHHYHH HYKIY HA KOHKPETHHA NAlHEHT.

HOIH/IQOBKEI

Jo3ara 3aBHCH OT TENECHOTO TETIO Ha MANMEeHTd, TeXEeCTTa HA TPABMHTE MM 3a00/MBAHETO H
OT KOJH4YeCTBOTO 3arybeHM TeuHocTw H nporeHHd. Heobxomumara mosa tpabea na ce
ONpeNeN CPSIMO afeKBaTHOCTTA HAa ILHPKYNIATOPHUsS 00eM, a He CAPAMO [UIa3MEHUTE HHBA
Ha anbymuHa.




IMpn npunoxeHHETo HA HOBEMIKH anGyMHH, PelOBHO TPAOBA Ja ce CleNsT XeMOAHHAMITIHHTE
napaMeTpH, a HMEHHO:

- aPTEPHAIIHO KPHBHO HAJATAHE W MYJICOBA YECTOTA

- HeHTPaJIHO BEHO3HO HANAraHe

- Ty IMOHZPHO aPTEPHATHO HANATAHE

- OTAENAHETO HA YPHHA

- KOHUCHTPAILHA Ha ENeKTPOIMTHTE

- XeMaTOKPHT/XeMOrnoOHH

- ChIleYHA / AHXATENHA HEAOCTATHYHOCT (Hanp. 3a1yX)

- NOBHILIEHO BETPEUEPENHO HalATaHe (Harp. riiapobosmie)

Hauwn Ha npunoxkeHue

Xyman Anbymun 50 g/l Bakcanta moxe Ja ce npunara JUPEKTHO HHTPABSHO3HO.

Cropocrra Ha uHpy3ma Tpabea fa e choOpaseHa CBC CHCTONHHETO HA IallMeHTa H
HHIHBHAYATHHTE NOKASAHNA.

Ilpu mnasMes ofMeH ckopocTTa Ha HEy3ua TpsOBa Ja C€ amanTUpa KBM CTelleHTa Ha
OTZIENAHE Ha TUIa3Ma. :

4.3 MpoTHBONOKAIAHMSA

CBpbX4YyBCTBHTENHOCT KbM AIOYMHH WIH KbM HAKOE OT NOMOLIHHTE BellecTBa, OIIMCAHH B
TOYKa 6.1.

4.4 Cnennanun npegynpeaaeHus 1 NpelnasHy MepKH IpH ynorpeba

Ipn cbMHeHHe 33 NOSBa HA ANEPrUtHA HIH aHadHIAKTHYHY peakuny HHy3uATa TpadBa Ja
ce cnpe HezabaeHo. B chayuali Ha mok, medeHvero TpaOBa nma ObOe CcBOOPAa3eHO CBC
CBHBpEMEHHHITE NPENOPBEH 3a JISUCHHE Ha MOK.

AnGymuHET TpAGBa A2 ce npinara ocofeHo BHHMATENHO, KOraT) BE3MOKHATA XUNEPBONCMUA
H HeifHWTe TIOCHENHIM HNM XeMOAWTYLMATAa MOraT Aa MOpencTaBngBaT oco0cH PHCK 3a
namenTa. TIpuMepH 3a TakuBa CHCTOAHWSA Ca;

- lexoMrieHcHpana ChpAgdHA HEAOCTATBYHOCT
- XureproHus

- Bapuum na xpanonpogona

- Benogpofen otok

- XeMopariuuHa auaresa

- Texxa aneMms

- brOpeuna i nocTOs6peHa aHYpHS

Ipu npunoxkennero na anbyMud, TpaGeEa 1A ce CeAHM eJIEKTPOIMTHHSA CTATYC Ha MalHeHTa H
J3 & BIeMaT MOAXOAAIIH MEPKH 33 BHICTAHOBARAHE W MOATBPHAHE HA €NIEKTPONUTHHA Danauc
(BHKTE TOUKa 4.2).

250 ml ¢pnaxoH:
To3m mekapcTBeE NpOXYKT ChABpKa 747,5 — 920 mg Hatpull Ha ¢makon. ToBa KONHYECTBO e
eKkeMBaneHTHo Ha 37,38 - 46% or npenoprunrennia ot C30 makcHManeH AHEBEH XPaHHTEIICH
nipueM oT 2 g HaTpHii 3a BB3pacTeH.




500 m! dnaxou:

To3H nexapcTBeH NPoAyKT chabpxa 1495 — 1840 mg Harpuii Ha ¢nakoH. ToBa KONMHYECTBO €
eKBUBANCHTHO Ha 74,75 - 92% or npenopruutensua or C30 MakcHManeH AHEBSH XpaHHTENEH
nprem or 2 g HaTpull 3a BL3pacTer.

Axo ce Hanara 3aMecTBAaHETO Ha CPABHHTCNHO royiem ofeMH, TpAGBa 3aAbJDKHTEIHO Ja ce
KOHTPONHMpa KOAryJTaUHATa ¥ XeMaTokpuTa. TpadBa Aa ce B3eMAT CBHINO TAKd H alCKBATHH
MEPKH 32 TMOAXOASAIIO 3aMECTBAHE Ha MAPYTWTE KPBBHM KOMIOHeHTH ((akTopn Ha
KPBBOCBCHPBAHETO, €eKTPONUTH, TPOMOOILIHTH U EpHTPOLIATH).

Xunepponemua Moxe na ce Ha(nmofaBa, ako Ao3aTa U CKOpocTra Ha uHdysMs He ca
cb00paseHH ¢ HHIMBHAYATHATE UPKYNaTOPHH apaMeTpH Ha natMenta. Mudysuara tpabea
Ia Opae mpekpareHa He3a0aBHO mPH NMOIBA HA [THPROHAYATHM KIMHWIHH CHMIOTOMM Ha
IpeTOBapBaHe Ha ChPACIHO-CHAOBATA CHCTeMa (rTasobonue, 2aTpYAHSHO JUIAHE, KOHTECTHA
Ha IOTYJapHaTa BEHA) WM NMOBHIIEHO apTEPHAIHO HANAraHe, OBHILEHO NEHTPANHO BEHO3HO
Hayrane i OenonpobeH OTOK,

CTraHzapTHHTE MEPKH 32 TPeNOTEpaTABate Ha HH(EKIIHA OT M3NOA3EAHETO HA YOBEIIKA KPbB
WJIH TL1a3Ma BK/TIOYBAT NOAOHPAaHE HA TOHOPHTE, CKPHHHHT HA MHIMBHAYATHHTE JAPABAHHA H
Mia3sMEHUTE [yNoBe 3a crenuuyAH MapKepH Ha MBGREKIHA, KakTO H NpWIaraHe Ha
e()eKTHBHH MPOM3BOACTBEHH MEPKH 33 HHAKTHBMPAHE/OTCTPAHABAHE Ha BHPYCH. BhIIpeKH
TOBA, KOTATO ¢ MPHAATAT MAHIMHCKH MPOAYKTH, MOMYYE¢HH OT H0BEINKA KPBB WIH IU1a3Ma,
BB3MOXHOCTTA 32 MpPEAaBaHe Ha HHMEKIMOIHM HPUIHHHTEIH HE MOXe Ja Oble H3KMOYeHa
HambsIIHO. TOBA BAXH M 32 HEH3BECTHH WIH HOBH BHPYCH HJIH APYTH NIPHYMHHTESIH.

Hsma moTBBpACHH CBOOIIEHMA OTHOCHO MpEAaBaHE HA BHPYCH ¢ anOyMmMH, NPOM3BEICH
CBIJIACHO criemMguxauuuTe Ha Emponeiickara dapMmakones 10 YCTAHOBEH NpPOHM3BONCTBEH
npotLec.

HacrosTenHo ce npenopsyBa NpH BCAKO NpHIaraHe Ha XyMan AnSymun 50 g/l bakcanTa Ha
NAUMENT, JIa CE& 3alMCBa HMETO H MAPTHAHMAT HOMEP Ha JISKapCTBEHMA [TPOAYKT, 34 A3 ce
noncbpy mpociensMocTTa Ha OMOMOTAYHUTE JIEKApPCTBEHH MPOJIYKTH U 34 Ja e NMOITBPKa
BpE3Ka MEXRY MALHEHTA H TapTHAATA HA IPOAYKTA.

4.5 B3aumojeiicTBYe ¢ APYIH JCKAPCTBEHH NPOXYKTH H APYTH (GopMH HA
B3aHMOelicTBHE

He ca nposexaann npoydsanuda 3a s3aumoneiicteus Ha XyMaH Anbymud 50 g/l Baxcanra ¢
IpPYTH NeKapcTRSHH NPOXYKTH.

4.6 DeprHiHTET, GpeMEHHOCT H KbpPMEHe

BelonacHoctra Ha XymaH AnOymeH 50 g/l Bakcanta mo Bpeme Ha OpeMEHHOCT He e
YCTaHOBEHA B KOHTPONHPAHY KIMHMYHK W3cHenBaHud. KIMMUYHAST ONUT OT TIPHAOKEHHETO
Ha anByMuH nokasea ofade, ye He OH TpadBano 1na ce OYAKBAT BpeAHH BL3ACHCTBHA BBPXY
MPOTHYEHETO Ha OPEMEHHOCTTa HITH BEPXY Pa3BHTHETO Ha 3apoJHIIA H ITI0AA.

EdexTrTe Ha HoBeIIKMA ANGYMHH BBPXY (epTHIMTETa HE €4 YCTAHOBCHH B KOHTPONHPAHH
KIHHWYHYE H3NHTBAHHA.

He ca nposexnazd wscneasanma ¢ Xyman Anbymus 50 g/l Bakcanra sepxy KHBOTHH
OLIEHKA Ha BJIHAHHETO BBPXY PENPOAYKUHATA. EKCnepUMEHTATHHTE W3CNEIBAHUS B]




%HBOTHH He Ca JOCTATEYHH 33 [IOCTHraHe HA CHIYPHOCT IO OTHOIIEHHE HA BIHAHHETO BEPXY
PENpOAYKUHATa, BBPXY PA3BHTHETO Ha 3apolMIDa WIH IVIOAA, BBPXY MNPOTUYAHETO HA
GpeMEHHOCTTA H HA TiepH- H TOCTHATATHOTO PazBUTHE.

AnGyMHHET € HOPMaJdHa ChCTABHA YacT Ha YOBEIIKATA KPBB.

4.7 Bu3geiicTBHe BLPXY cnocOGHOCTTA 34 ModHpaHE H H3NO/A3BAHE HA MAIUHHH

Xyman Anbymus 50 g/l bakcanra we Biomfe Ha cnocofHoctTa 3a modHpaHe u pabora ¢
MallIHHY,

4.8 HexxelaHu peakoum
YecToTara € OLEHABAHA TIPH HMOJI3BaHE HA CAEHATE KPHTEPHH: MHOTO 9ecTH (>1/10), yecTd

(=1/100, <1/10), nevecrn (>1/1 000, <1/100), peaxu (>1/10 000, <1/1 000), muoro peaxu (<1/10 000)
H C HEM3BECTHA Y€CTOTA (0T HANHYHHUTE TaHHH HE MOXE Ja Ob/ie HallpaBeHa OLeHKa).

Muoro | Yectn Hewectn Penxu Muore peaxa
9ecTH

Hapywenus Ha aHa(IIaKTHIEH
HMYHHATA HIOK
CHCTEMA

CroMamHo rajicHe
YPEBHH
HapymeHHS

Hapymenus Ha 3auepeABase,
KoJKaTa K KOXHH 0OpHBH
MOZKOKHATA
TBKaH

O0nm Tpecka
HapylIeHHud 1
efexTH HA
MACTOTO Ha
OPHIIOKEHHE

B ciyvaii Ha cepiO3HM HEXKENAHA PeakliWH, HHpY3IHATA TpadBa 1a ce cOpe M Ja ce nposele
[OOXOOALIO AEUCHHE.

B moCT-MapKeTHHrOBM HaOJIONEHHS ce ChOOMABa 33 CNEAHWTE HEXEJAHH peakumh. Te3H
peaxumn ca HW3bpoean cnopen MedDRA-Gasata nmaHHM HA CHCTEMO-OPTaHHH KJIACOBE H
HH3XOIALL pefl IO OTHOMICHAE HAa TAXHATA CEPHO3HOCT.

Hapywesns Ha IMyHHaTa CHCTEMA: AHabyAaKTHYeH WIOK, CBPBXYYBCTBHTEIHOCT/
&JIEPTIMHHA PeaKIHK

HapymeHus Ha HepBHATa CHCTEMA: I'naeobonue, Aucresus

CobpaeyuHn HapymeHus: Muokapaes na(apKT, NpeACHPIHO MBKICHE,
Taxmxapnus

CbAOBH HaPYLICHHS: Xunorensua

PecniupatopHu, rpbasu 1

MEAHACTHHATHH HAPYIUCHHS! Benoapoben enem, aucnHes

CTOMaIHO YPeBHH HAPYTIEHHS: Toepbliane

HapymeHna Ha kokata H

MONKOKHATA TEXAH: YpTUKapHi, OPYpUTYC




O6mm HapymeHus i edekTH Ha
MACTOTO HA MPHIOKEHHE: Tpecka

Juncear AaHHM 3a HEKEJAHH JIEKApCTBEHH peaklMH OT CIOHCOPHPAHH OT KOMITAHHATA
KAHHATHY H3MMTEAHNA MPOBEXKAARN ¢ TOBEIKH anOyMIH.

OtHOCHO Ge30MacHOCTTA TI0 OTHOIIEHHE HA TPAHCMHCHBHH HH(EKLIMA BHAKTE Touka 4.4.

Crolmapane HA ONO3HPAHH HEeXEIANT DEAKHHE

Crpo0maBaneTo Ha NMOMO3MPAHY HEXEJNAHW PEAKUWH CAel paspemaBane 3a ynorpeba Ha
MEKapCTBEHMA TIPOAYKT € BaxHO. TO TO3ROMABA 1a NPONBICKH HAOMIONSHMETO Ha
CBOTHOIIEHHETO NON33/PUCK 3a JeKapcTBeHHs mponayKT. OT MeIMIUHCKATE CHECLHATMCTH Ce
M3HMCKEBA Ja choOMaBaT BCAKA NMOAO3APAHA HekellaHa peakitis Upes HallHOHATHATA CHCTEMA 34
chobmaBane B MambnHuTeNHa areHums mo nexapersara yu. . JamaH Ipyes” Ne 8, 1303
Copns, Ten.: +35928903417, yebeaiit: www.bda.bg

4.9 Hpenoiapane

AKo fgozara H CKOpOCTTa Ha HHY3HA ca TEBEpPAE BHCOKH, BE3MOXKHO € Ja Bb3HHKHE
xanepeonemusd. Hudysmiara Tpabea Aa ce TNpeKpaTH BelHaTa NMPH ILPBHTE KIHHHYHH
CHMITOMH 3a [IPETOBApBAHE Ha CBHPOSYHO-CHLOCBATA CHCTEMa (rmapofonue, 3aTpyIHEHO
IMIIAHE, KOHTECTHA HA IOTYNApHaTa BeHa) HITH [TOBHINCHO apTEPRANHG HATATAHE, TOBHHIIEHO
LEHTPaHO BEHO3HO HAMATAHE uni GemoapoGen oTok. B Te3 cllyyau BHUMATENHO TPAOBa Ja
Ce CIeAT XeMOAHHAMUYHHTE HapaMeTpH Ha TTALHeHTA.

5. ®APMAKOJIOI'MYHH CBOMCTBA
5.1 dapMakonEHAMHYHE CBOiicTBA

DapMakoTepaneBTHYHA I'PYTA; IAAIMEHH 3AMECTHTENH X (PpaKIMy Ha [IJIA3MEHHTe IPOTEHHHM,
ATC xon: BOSAAODIL.

YopemxuAT aI0yMHH B KONUYECTBEHO OTHOLLEHWE MPEACTaB/IMRa IoBede OT MOMOBHHATA OT
oGmys NpoTeHH B NNasMara v koo 10 % oF ciHTe3a Ha TIPOTEHH B YEPHNA APOD.

OusaroxuMiann fanH: XyMan AnOymua 50 g/l Bakcanta € cnafo XHIOOHKOTHYEH CIPAMO
HOpMaJTHaTa MIa3Ma.

Enna ot Hali-BaskHATE QU3HONOrHIHE QYHKIUH Ha anfyMUHA MPOH3THYA OT NPHHOCA MY KBM
NOAXBPXKAHE Ha OHKOTHYHOTO HAIArAHEe HA KPBBRTA H HETOBATa TPaHCTIOPTHA (QyHKIHA.
AnGyMHHBT cTAOHIHAAPA UMPKYIHpamHs o0¢M KpbB H € HOCHTEN HA XOPMOHH, SH3INMH,
JeKapCTBEHH MPOXYKTH H TOKCHHY.

5.2 ®apMaKOKHHETHYHH CBOjicTEA

IMpu HOpMANHM CHCTONHHS KOHIIEHTpauusTa Ha anOymuHa e 4-5 g/kg TeiecHo Terno, or
kouto 40 no 45 % DpPUCHCTRAT B MHTpaBacKy#apHo1o M 55 10 60% B excTpaBacKynapHOTO
npocrpadcTBo. [loBumerHaTa npomycKiMBOCT Ha KanmumspHaTa MemOpaHa MOXe 1a MPOMEHH
KHHETHKAaTa Ha an0yMHMHA H Ja AOBele A0 HEHOPMANHO pasfipeAe/IEHHE, HANPHMEP IIpH
TeKKH M3TapAHUA WIH CENTIYEH LIOK.




[Ipy HOpPMalTHK YCIOBHA BpEeMETO HA NOAYXKUBOT Ha anOyMHHa € okono 19 nun. banancet
MEXKITY CHHTE3a M pasrpakiaHeTo OOMKHOBEHO Ce OCBHINECTBABA Ha NMPHHIMIA Ha oOpaTHaTa
Bpe3ka. EMMMUHMpPaHETo € npeauMHO BBTPEKICTHYHO H €€ OCBIIECTBABA OT JIM303COMHHTE
IpoTeasH.

Ilpu 3zopaen MEOMBHAM To-Mamko oT 10% or wnudysupanns anGyMHH Hamycka
HHTPaBAacKyJapHOTO TIPOCTPAHCTBO Tpe3 NbpPBHTE 1Ba daca cled wHbyshata. Hwa
SHAYHTENHH WHAMBMAYANHH pasiu4dMs npH Bb3geficTBHeTo BBPXY mnasmesms ofem. IIpu
HAKOH MAaLMEHTH [UIa3MEHUAT 00EM MOKE JIa OCTAHE YBENHYEeH B MPOALIIKEHHE Ha HAKOIKO
4aca, HO HPH NAUMSHTH B KPDHTHYHO CHCTOSHWE € BBIMOMKHO [PEMHHABaHe Ha anbymmuHa
H3BBH BACKYJIAPHOTO IPOCTPAHCTRO B 3HAUHTEIHH KONWYECTBA H ¢ HEMPEACKa3yeMa CKOPOCT.

5.3 IlpeaxHHHYHHE AaHHH 34 6€30MACHOCT

Yopenmxuar anfyMHH e HopMalHa ChCTARHA HACT Ha YOBEIIKATA IUasMa u fdeficTBa Karo
durnonoruden anGyMuH.

I1pH XUBOTHHTE M3MHTBAHIWATA 32 TOKCHYHOCT HA IWHHYHA J033 MMAT MAIKO 3HA4YCHUE H HE
MO3BOJIABAT YCTAHOBABAHE HA TOKCHUHOCTTA, JICTANHATA 032 HWIH 3aBHCHMOCTTA A03a-eekT.
HMscnenpanero Ha TOKCHYHOCTTA [PH OBTOPHU JO3H € HENPUIOKUMO NOpalH obpasyBaHeTo
Ha AHTHTENA KBM XETEPOJIOKeH NPOTEHH NPH *KUBOTHHCKATE MOTETH.

Jo TO3H MOMEHT HAMa ChoOleHHs Y0BelIKH anbyMHH na e Oun c8bp3aH ¢ eMOpuo-deranHa
TOKCHYHOCT HJTH C OHKOTeHEH WIH MyTareHeH NoTeHuuan.

He ca uzpecTHU NPH3HAIHN Ha OCTPa TOKCHYHOCT ITPH KHBOTHHCKHTE MOOSHH.

6. PAPMAHEBTHYHW JAHHH

6.1 lMoMomH BeMeEecTBR

Harpues kanpunar 4 mmol/l (0,7 g/)
Harpues N-anethnrpanrodanar 4 mmol/l (1,1 g/1)
Hatpues xnopna qQ.5.

Bona 3a HHXeKIHHA noll

O6mo coappxaHde Ha HaTpuil 130 — 160 mmol/1

6.2 HecLBMECTHMOCTH

To3u nekapcTBeH MPOOyKT He TpAGBa Oa ¢eé CMeCEa ¢ APYTW JEKAapCTBEHH MPONYKTH, LIAIA
KPBE HJIH €PUTPOLMTEH KOHLEHTpaT. YOBEINIKHMAT anOymuH He TpsAOBa nma ce cMecea H ¢
OenTEUHA XMAPONMH3aTH {HANp. TapeHTepalHH XpaHH) WIH PasTBOPH ChLIBDMAIIH alKoXol,
Thit KaTo B KOMOHHALHA C TAX, MPOTEHHATE MPEIHAIIHTHPAT.

6.3 Cpok HA rogHoct
36 Mecena.

Cnep oTBapsHe Ha OMAKOBKATA JIEKaPCTBEHHMAT MNpONYyKT TpAOBA nAa ObA€ H3MON3BaH
He3abazHo.




6.4 Cnennansu ycloBHA HA ChXpaHeHHe

Ja ce cexpaHsABa pH Temnieparypa nox 25°C.

Ja He ce 3aMpa3isa.

Jla ce cbXpaHsBa BLB BHHIINATA KAPTOHEHA KYTHA, 32 J1a ce IpeAnasy oT CBET/IHMHA.

6.5 JIaHnn 33 ONAKOBKATA

250 ml pasreop BbB gnakod (cTbiioe Tun 1) ¢ GpomMobyTHNOBa MyMEHa 3amylnaika — o | Hmi 24 B
ONaKOBKA.

500 ml pasrBOp BBE (htakcH (cThEI0 THM II) ¢ GpoMoGyTHAOBA I'yMeHa 3anylanka —no 1 wiu 10 B
OINaKoBKa.

He BCHYKH BHIOBE OTIAKOBKM MOTAT A2 ObAaT NyCHaTH B pojax0a.
6.6 CnienHa/IH¥! IPEANA3HA MEPKH NIPH H3XBEPJISHE W paboTa
PasTBOPBT MOKe Ja Obae Npunarad AHPEKTHO UHTPABEHO3HO,

AnGyMHHOBH Pa3sTBOPH He TpaGBa Aa ce pa3pekiaT ¢ BOAA 32 HHKEKIuY, Thil KaTo TOBa MOXE
Ja NPEH3BIKA XeMOJIH3a IPH PELUIHEHTa Ha MPOXYKTA.

Ipu npunoxeHHe Ha rojieMd 00eMH, IPOAYKTET TpAGBa Na Ghie 3aTonnieH A0 CTaifHa WIH
TENECHA TEMICPATYP4A Npean ynoTpeta.

Ha He ce W3N0M3BAT PA3TBOPH, KOUTO €A MBTHH MIIH MMAaT yTalika. ToBa MOXeE Na € TpU3HaK,
e IPOTEHHDT € HECTAOMIIEH WK Y€ PA3TBOPBT € KOHTAMIHHPAH.

Ja He ce H3M0I3BA, AKO LeocTTa Ha dnakoHa € HapyIIeHa UIH ¢ 3a0enekaT MyKHATHHM.

Cnen xaro c¢e orBopM dmnaxoHa, cpAbpKaHueTo TpsbBa Na ce ynorpebH BepHara.

HensnonssaHUAT NEKApCTBeH NPOIYKT WM OTNAIBUHHTE MATEPHANH OT Hero Tpadea aa ce

H3XBBPJAT B CHOTBETCTBUE ¢ MECTHHTE H3IHCKBAHHSA.

7. NPHATEXKATEJ HA PAZPEUHIEHHETO 3A YIIOTPEBA

Baxalta Innovations GmbH

Industriestrasse 67

A-1221 Vienna

Agscrpust

8. HOMEP HA PA3PEILIEHHETO 3A ¥YIIOTPEBA

20010842

9. JATA HA IBbPBC PA3PELHABAHE/MIOJHOBABAHE HA PAIPENIEHHETO
3A YIIOTPEBA HA JIEKAPCTBEHHUSA ITPOAYKT

Hata Ha nepBo paspewasade: 10 asrycer 2007 r.
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10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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