" Fanhdi 250 TU, 500 U and 1000 IU

g Powder and solvent for solution for in jection
TR Human caagulatmn fact@r Vi
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 aumM ce W3NOM3BA 3a JIEYEHWE M NPOQMIAKTHKA HA KPHBOM3IMBM MpH NAUMEHTH, CTpajauy oT -
“xemo(uans (BpojeH AeGHUMUT Ha paxrop VHI). o

" To3u IPOAYKT MOKE Ja CE€ M3MOJI3Ba H 38 KOPUTHPaHe Ha NpUAOOHT AeHHLUT Ha (hakTop VIIL.
.Hjma IAHHH [103BOJABAIIH npenop'bqﬁaﬂe Ha TIPOAYKTA 3a JICYEHHE Ha 60JeCTTa Ha ¢boH BHJIe6paH,H,

* @ann 250 IU, 500 1U 1 1000 [U
TIpax ¥ pa3TBOPHTE 33 HHIKEKIHOHEH Pa3TBOP fucmoexa - Mpunoxemye 2
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e , Fanhdi 250, 500, 1000 IU PIL Bulg

i

ok f.JmCToBI{A MHOOPMALIUS 3A TIOTPEBUTEIS

.iqﬂ‘

Yopewxy koarynasHoner paxkrop VIII

- - [TpoveTeTe BHUMATEIHO HAIATA JIMCTOBKA NPEIH Aa 3al0MHeTe 1a IpHeMaTe TOBA JEKAPCTHO.

- 3anazeTe Ta3u NIHCTOBKA. MOxe A2 MMATE HYXKIa Aa 4 NpodeTeTe OTHOBO. |
- AKo UMaTe HAKAKBH 1OMbNHATENHA BRIPOCH, TMONKTaiiTe Bammms nexap Wiy bapmauesT.
_-::;:E'iii-.-'._}’[‘aaa eKapeTBO € MpeAnvcaHo nudHo Wa Bac. He ro npeorcrrnpaire Ha APYry Xopa.. Tcr MOXKe Aa
9 M HABPERH, HE3ABMCUMO OT TOBA, Y€ TEXHUTE CHMITTOMM Ca ChUIMTe KakTo Bauure . --
- i AKO HAKOM OT HEXEAHUTE PeaKLIMN CTAHAT CEPUO3HH HIIR 3a0€NeKHTE HEXKETAHH. peaxmm
.. - HEOTIMCAHMW B Ta3yl JINCTOBKA, MONS HHopMupalite Bawns fexap win cpapmauem* |

B Tazu nucroBka:

Kakso npeacrarisga PaHau U 3a KaKBO C€ M3MOJ3aBa.
[Ipemu na npuemeTe PaHIA.

Kax ga npuemerte @avau.

- BuMOXHE HEXENaHA peakl|uu.

. . Cwxpaneune Ha Panzu.

~ HomenHuTesHa HHOOPMALH.

-' ;HBA-K&KBOZCE H3II0JI3BA

;_i-_”;CDaH,uH HpEJIC[‘aBHﬂBa npaXx M pazTBOPMTEN 3a HHH{eKHHGHGH pa3TBOD,; C'L,[['bp}KEIIJI 250 U,
~7 500 TU wim 1000 U yosenikn KoarynanuoHeH GakTop Vil 3a pirakon. i
S _._Hpo,uy;c; BT .ChABPKA npﬂﬁnmmeﬂﬂo 25 IUfml 50 IU;’ml nm 100 IUfml YOBEILIKH Koarynauﬁﬂﬂen_--
G t:pair:mp VIIL, xoraro ce PasTBOPH C 10 ml Bojta 32 HHKEKUHH. :

BT SR
.[l_- )
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R

K _.?'f?%paHEBTHLIHB. rpyn-a:: AHTerMBpamuH:-:-'-.IOBemKH- koarynaunoneH daxrop VIII.

TE @AHMI

o .-"H-'e .np'né'wl a'-ﬁTe Pangu

o '-Am cre anepmqe}{ (CBpLX‘lYBCTBHTEHEH) KBEM 4OBEUIKH KoarynauHOHeH haxTop VIII WM KbM HAKOS
- oT I[p}’I“HTe CbCTABKU HA cl)aH,uH | |

hlt|

|_§jl[i'|

e Ako AMATE BBHpGCH OﬁﬁpHETE ce kbM Baruns nekap.

Oﬁiﬁpﬁ'@jﬁﬁiﬁneunamm BHHMAHHE NPH JIEHEHHETO C (I)aHII’H:

- HWma, makap ¥ Mafka, BB3MOXKHOCT Ja MOJIyuYuTeE aHa(Hy pHe3allHa U CHITHO
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Fanhdi 250, 500, 1000 [U PIL Bulg

W3pa3seHa aNepruyuna peakuust). AKO yCTaHOBHTE KOXeH 00pHB MM o01la ypTHKapHd, IIONyHHTE TEKECT

B TBPAUTE, 3aMaliBaHe, CBETORBPTEN WM rajeHe, WK MOYyBCTBATE saMaiiBaHe NpH CTaBaHe, MOXe OH

pasBhBaTe aHAQUIAKTHYHA peakuus KbM DaHid. AKO HACTBIAT TE3H cuMrToMHd, Bue Tpabsa na
[pexpatiTe TPANATAHETO Ha IPOAYKTA H He3a0aBHO /a NOTHPCHTE MEIMIMHCKA TOMOIL. |

. BamjsT Jekap BEpOATHO IIe NPOBERE HAKOM TECTOBE 3a Jia Ce YBEpH, ye no3ata Danuy, KOSITO

| motyuaBATe e OCTATBYHA A OCUIYPH W NOAABPXKA NOJXOAALIO HUBO Ha pakrop VILL.

- Axo Baumte KpLBROH3NMBH HE ce MOBIMABAT OT PaHIM, He3abaBHO ¢€ KOHCYATHpaiTe ¢ Bamusd
nekap. BeposaTro cre pa3Bua aHTHTeNa (MHXHOUTOPH), HRCOYEHH Cpellly daktrop VIII u Baumar nexap
IIE MPOBEAE HAKOM TECTOBE 3a Ja YTOYHU TOBA. Muxuburopure Ha dakrtop VI ca aHTHTENA
TPHCHCTRAIY B KpbBTa, Onokupauy pakrop VI, kolTO BUE H3MOI3BATE. Tora BOIH [I0 HAMa/IABaHe Ha

. ethukacnocTTa Ha dakrop VI 3a oBnanssane Ha KPPBOU3IUBHTE.

i KoraTo NekapeTara ce MOMyuaBaT OT YOBEIIKAa KPBB MM IUIa3Ma, CC npemIpieMaT MepKH 3a

. NpeaoTBpaTABAHE npesaBaHeTo Ha MHGEKUMO3HY NPHYKHUTENH Ha NAHCHTA. Te Bxnrousat nogdop Ha
. AapUTENMTE Ha KPEHB H rasMma, ¢ Led, U3K/TIOYBAHE PHCKa 3a [Ipe/laBane Ha HHGEKUHs, K H3CIICABAHE HA
" BCSKO JApABAHE M TIA3MEHHTE MYJOBE 3a HAMYAC HA JAaHHU 33 BUPYCH/MHQEKINA. Tpou3BOIUTEIHNTE
Ha Te3w HpOAYKTH, CHIO TaKa BKJIIOYBAT NpH NpepaboTBaHEeTO Ha KPHBIA M [IPA3MaTa, MPONECH, 34

MHAKTHBHpaHe ¥ OTCTpaHsABaHe Ha BUpycd. HesaBucuMO OT TOBA, KOraro Ce IIpUJIAraT - NeKapcTBa

4ii. TIOJMY4eHM. 0T YOBEILIKA KPBB WM [71a3Ma, BE3MOXXHOCTTA 3a NpejaBaHe Ha MHGEKIHO3HH TPHIMHATEH

HE MDD{{%%@ ce UIKITIOUM HanbiHO. TOBA Ce OTHACA M 33 BCE OIIE HEM3BECTHH HJIM HOBONOABWIA CE
Mli-'-. it : . : ] . _ )

| ,.BH.p}’GI'Iiﬁl"ijfﬂ APYIH BHJIOBE _HH(DEK-HHPL

. IpeanpueTHTe MEPKU CE CUnMTaT 32 ¢(eKTHBHHM 3a BUPYCH C JIMIHAHA OOBHMBKA KaTO HIV (mpununHsaBam

~ CIIMH). HBV (npuuunssam xenatut B) u HCV (npuumnssain xenatut C), H 3a HEOGBUTHA BHPYC

HAV (npuunussaii xenaTHT A). Mepkute Moxe OH HMaT OrpaHH4CHO nelicTBHE cpellly HEOOBHUTH |

 BHpYCH, kaTo napsoBupyc B19. MHpexnuaTa ¢ NapBOBHpPYC B19 moxe na 6bAe onacHa 3a OpeMCHHH

... MeHH (peTanna UHbeKUHA) H 32 HHIMBUAKM ¢ UMyHEH JeQUUUT HIH [TOBHLICHA epuTpoIoesa (Hanp.
UU XeMOIMTUYHA aHeMHuA). o L --

- HacrostenHo ce npenopsysa, BCEKH ITHT Korato Bu ce mpunara Fanhdi, umero ¥ NapTHIHEA HOMEp Ha
. DPOAYKTA Ja CE 3aIIMCBaT, ¢ (€], OCHrypABaHe Ha HH(hOPMALH 32 apTHAHKA HOMEp Ha NPOIyKTa. |

 'Bepostuo Bammsar nekap mie By npenopbya BaKCHHHPaHE CPely XENaTHT A wu B, ako Bue penosHO |
- TIONY4aBaTE TIPONYKTH ChABPIKALIHM daxrop VIII, nonydenu oT YoBCHIKa IIa3Ma.

I- .

- IIpuemare ApYru JeKapcTBA

Mong kxaxere Ha Bamms nekap Wi (apMaieBT ako mpHeMare, MM HacKopo ¢Te mpHeManu ApYTH

exapcTBa, BKIOUUTENHO TAKHBA, KOUTO He ca Bu Oumi IpeiItucaHH.

. He ca vabmonasanu B3aHMOJeHCTBHA Ha YOBEHIKH KoarynanuoneH ¢axrop VI ¢ apyru NeKapCcTBa.

- PpeMEHHOCT B KbpMeHe

| HGHHTaﬁTe Bammst nekap Uiy papMaleBT 3a ChBET NMPeau Aa /lpHEMETe ﬂpyr% T

~ Tlopagm paaxoto HabnmrogaBaHe Ha XeMOMHINS A TIpH XEHHK, ONUTA niaradero Ha ¢akrop VI
- 110 Bpeme Ha OpeMEeHHOCT M KbPMEHE HE € JI0CTAThYCH.

. CTBO.

B Page 2 of 6
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Fanhdi 250, 500, 1000 iU PIL Bulg

 Ho¢upane n padora ¢ Maumny
“ ' Hama manau Danmy 1a MOB/KABA CTIOCOGHOCTTA 32 MOpHUpaHe ¥ paboTa C MALIHHH.
R “mk?m _HPHEMETE*(I)AH,IIH

:I{onme{:fmmo banzan, xoeto me Bu 6bie NPHIOKEHO 3aBHCH OT MHOTO (aKTOpPH, KaTo Baiero Terno -
'muﬂumme YCIIOBHS, MACTOTO M MHTEH3WBHOCTTA HA KPHBOH3NNBA. BaliuaT jieKap me H39HCIn noaa'ra-_' o

Dany 1 €9ecTor ara Ha NpHIOIKEHHE, C OTJIeH, OCUTypsaBaHe Ha HeOGXOMMOTO HHBO Ha aKTHBHOCT Ha_ .

El)aKTQp VIII BBbB-Bammara kpbB.
o |

TIpHroTBAHETO Ha Pa3TBOpPA € OMHMCAHO B Kpas Ha TasM JMCTOBKA. IIpoaykTsT Tpa6ea ma ce mpuiara

HHTPaBEHO3HO, ChC CKOPOCT He no-ronsMa ot 10 ml/min.

Baiuar nekap e onpencid BPpOAbIKATENHOCTTA Ha IeueHueTo Bu-¢ dany.

- AKo cre npHens noBeve or Heobxonumata go3a Panau
- Hama JoW/Ia/BARN CHMIITOMH Ha MpEJO3HpaHe ¢ YOBENMIKH koarynauuonen daxrop VIIL. Bee nak, ako -
. _cTe nomyunn noseve Dawan OT HeobXoAMMOTO, He3abaBHO ce KOHCYNTHpaiTe ¢ Bamms nekap HIIH

"'__';icbapmauem | | -

| "'mm:cte'_t_l,pciﬂycii_anu g'a npraemere Ganam

'? i;'i", --.' -
41 e

-'-HPHHG}KﬁTE He?:ﬂﬁaBHﬂ ‘cleaBalaTa o3a M NPOXbIKETe Ha PEJIOBHM HHTEPBANH, KaTo CleNBaTe
| s:'hﬁem’re Ha Bamma nexap. | T

t et

. .. He HpHJI&l‘ﬁﬁTE‘ BOHiHA 1034 33 KOMNIEHCHPAHEe Ha NpOIycHaTaTa 103a.
4 BmmommHE'}KEJI-AHH--pEAK-uiﬂ.ﬂ

- Kakro BcHyky ﬂpym .rIeKapc:TBa tI)aH,uH MOXeE ,ua Hpﬁ,[[HSBHI{& HEeXETaHH peaKiluH, Karo HE BCEKM T'H
- TIOJIy4aBa. |

Lol .;.i;" pelKu cnyqaﬁ CJIE:,[[ ynmpeﬁa Ha fDaH,uH Bue MOXE Ja HGJI}"—IHTE: CJIE:,I[HHTG He}KeHaHH H&KapCTBeHH f
'___'?__'_peaxuﬁn | |

= ' Cﬁpﬁﬁ?ﬂ mmﬂﬂa peaxum Ha HH}I{EKI.IHOHHOTO MSCTO (Halp. IapeHe UK IPEXOMHO 3auepBsBAHE)

AnepquH peakuuy (Hamp. TeXecT B TIbPAMTE/TIpUIIONIaBaHe, 3aMmaiiBaHe, TaleHEe H JIEKO

co noﬂmde"f“ﬂe Ha KPHhBHOTO HANAraHe, ChC 3aMaliBaHe IPH H3NPABSHE)

° CTpaHE:H BKYC B yc*ra*ra

e . lpecka
e Chpuetﬁueﬂe

T ;:':'Bmmoﬂcﬂocna OT aHA(QUIAKTHYEH [OK HE MOXE JIa C& M3KIIOUH. AKO [OYYBCTBATE HAKOH OT C/IeJHHTE

 CUMIITOMH O BpeMe Ha HHXXEKTHPaHETO/HHDY3INPAHETO:!

- Texecr B mpnmempnﬂomaﬂaﬂe
- 3amaiipale |

Jexa: }{HHGT()HHH (ﬂelco TIOHMKEHUE HA KPBBHOTO HANATAHE
lanene

W3npaBsHe)
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i Fanhdi 250, 500, 1000 IU PIL Bulg

 Toea Moxe fa GbIAT PAHHM CHMIITOMH HA CBPBXYYBCTBHTEIHOCT HIIK aHAQWIAKTHYHA PCAKIHS. B
cnyuait Ha aHadHIAKTHYRA WM ATEPrHYHA PEaKils, IPEKpaTeTe MHXKXEKTHPAHETO/MHY3HPAHETO H Ce

KOHCY/ITHpaiite He3abaBHO ¢ Balus nexap.

.Anepmqﬂﬂn peax»:uun KbM CHCTABKHTE Ha NIPOAYKTA HE MOXE HAIIBJIHO Ja C€ H3Kmo4aT. DOpMHpaHETO
‘Ha MeyTpalu3upally apTuTena cpemy daxrop VIII (MExuburopH) € H00pe H3BECTHO YCIOKHEHHC [IpH
 JeuenHeTo Ha naudeHTH ¢ xemogwima A. CbriacHo TNpOYYBAHHATA HPOBEACHH C NPOAYKIH,

- chabpxaim ¢paxrop VI oT 4oBELIKH NPOU3XOA, PAa3BHTHCTO HA WHXHOKTOPH Hal-4ecTo Ce Habnronaga

o TP MAUMEHTH, CTpaially oT xemModunug, KouTO He ca OumM nekypaHu. Bue uie 6BAeTE CIEASHA
. BHHMATEIHO, 4pes. noﬂmﬂﬂmo KIMHHYHO HaOmONeHHe H naBopaTopHd TECTOBE, 3a ONpEJEIITHE

CbﬂpMHp@.}_l_-ETG HA AHTHTENA.
AKO HAKOS OT HekeNaHWTe JIEKAPCTBEHH pPeakIMe CTaHe CEpHO3Ha, MNH 3abeNneskuTe HeXeNana

peakus, HeofHCaHa B Tas| JHCTOBKA, yBenoMeTe HesabaBHo Bamus jexap wm thapMalleBT.
I {iH| t .

5. CbXPAHEHHE HA ®AHIN

Ha ce chXpaHsgBa Ha MIACTO, HEAOCTHIIHO 3a AeLa.

He n3nomspaiite @anau crell H3THYaHE Ha CPOKa HA IOJHOCT, NOCOHCH Ha €THKETa Ha CbIIaI{OHa

KyTHATA CIIE[ AYMHTE: .,,FO,ELEH no:” Cporcm HA FOJHOCT € HOCHE,II}HHHT A€H Ha MOCOUCHHAS MECEL.

L }_’[a ce C_’h){paHHEa'ﬂpﬁ T’emfﬁep'ary-p_a- ox 30 °C. Jla me ce -saMpazana.

__-:'f:;_-_'C.rIe;{ pasTBapsHe npo,zlylcT'LT e hu3MdeckH u XUMUYECKH crabunen 12 yaca npu remnepatypa 25 °C. Or
S MUKpOOROIOTHYHA TTIEAHa TOYKA, NPOAYKTHT TpsGBa 1a ce W3MOoN3Ba He3a0aBRO. AKO HE Ce H3NI0J3Ba

ol

~ ‘He3abaruo, BPEMETO ¥ YCIIOBUATA 3a CHXPAHEHHE NpENH ynoTpeba ca OTrOBOPHOCT Ha IpUnaralis .
L HPDJIYHTP;- kato He TpsaOBa Aa OBAAT ropeue OT 24 4Yaca IpH Temnepa'rypa OT 2 it 8 “C OCBEH | am e

paa'rﬂapﬂﬂem HE € TI pDBEHE:HG npH BATHIMPAHHK ACETTHHHY ycnom—iﬂ

'_Hf:‘ Hsné}%ieame DasgM ako PA3ITBOPHT € MBTEH, M B HETO HMa Hepazmopeﬁﬁ ‘-IaCTHLlH Pa3TBOp’bT

TpsibBa Aa 6bAe OHCTHP, WK JIEKO ONaNecHpalll

JlexapcrBara He TpsaOBa Aa €€ W3XBBPIAT B KaHAMH3AUMWATA WIH JOMAalllHaTa CMET. IIOIIHTaﬁTe Bamms
~(papMalieBT KaK Jla H3XBBPJIMTE HEHY:KHHUAT Bede NpodyKT. loBa e HNOMOIHE B OmazBaHeTO Ha

- OKOJHaTa cpefa.

AU AKO cnen pEISTB&pﬂHﬁ ce Hﬁﬁﬂl@,ﬂaBaT HEpﬂBTBGpEHH YaCTHIM WK [IPOMSHA B I[BETA, pasmopm TpHGBa
. Jia Ce U3XBBPIN.

[N TR 1
Sy Teeen i,
LN LR P Ty
.\.I"I ':q I= .t
P L. -
. -

= _-_-Hemnﬂﬂaﬂaﬂ NPOAYKT HIN OTNALLYHYM MATCpHAIN TpAOBa J1a C€ HM3XBBPIAT CBHIVIACHO MECTHHTE
-:HBHCKBdHHH | | | |

npeﬂﬁapmenﬂo HaMlbAHEHATa CIIPHHLORKA).
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Fanhdi 250, 500, 1000 1U PIL Bulg

Kak ﬂ3_11JIE}Kﬂﬂ ®anau U KAKBO ChAbPIKA 0AKOBKATA

e 5;---]-:;-
|.--:!-:*,-.;. L

- tDaH,uu e Tipax u paSTBGpHTEJI 3a NPUTOTBAHE Ha WEIKEKIMOHEH DasTBOp. IIpesicTaBisBa (NakoH,

G Gsan wnw GIeno KT THOGMIM3ApaH Npax W NPeJBAPHTEIHO HANBIHEHA CHPHHIIGBKﬂ

IEE i'lill B

e

ChABpKAIIA BOJIA 3a WHDKEKLIMH (Pa3TBOPUTEN).

MeTHLBHCKUTE M3/ 33 pasTBapsAHe W NpuJiarHe Ha MpOAYKTa, MPUIOKCHH KM Qanpgu, ca: QUITHD,
ananTep 3a (iakona, uriaa tun ,,0brepdiai’ ¥ 2 TaMII0Ha ¢ ATKOXOIL.

ChabpikaHue Ha DII&KDBKaTa 1 (J1aKOH, | npeaBapUTENHO HalblHEHa CHPHHLIOBKA C pasTBOPHTCH H

o Menﬁﬁﬁﬁcm M3ACTHY. .

##ﬁ%%@ﬁr

- ChAbpAKAHAE HA AKTHBHOTO BEIECTBO:

Fanhdi 250 1U; Fanhdi 500 IU; Fanhd; 1000 IU

Instituto G1 1f015 S, A |
~ Can Gyasch, 2 - Parets del Valles
08150 Barcelona - Ucnnanus

Taim OMAKOBKA € ﬂﬂﬂﬁpma npe3s 05.2008

o "-'-:-_;:Hmpoﬁﬂa audopMald 3a TO3M NPOAYKT € HauMYHa Ha HHTepHcT cTpaHHHaTa Ha Obiarapckara
I/Isnmﬂmeﬂﬂa AreHuHﬂ 1o J'Iempc*rﬂa'ra http://www.bda.bg

...............

S ;-_.-]..Te:m Hacam 'Ipﬂﬁ]?-a nace cna:;BaT OCBEH aKko Bammar nexap He BH € Jal ApYrd HHCTPYKIIHH.
| __’HE:HBIIGHBBE!.H POAYKT - HE - TpsabBa fAa ce fa3sH 3a NOo-KbCHA ynotpeba, HUTO Ja C€ ChXpaHABa B

'XJ'IB.,HHHH‘HK

[19 rl

' 3a anmTBﬂHe Ha pa3TBOpa:

BaTonneTe (1akOHa K CTIPHHIIOBKATA, HO He IpH TeMflepaTypa Hall 30°C.,
[Tpukauyere 6yTanoTo KbM CIPHHIIOBKATA C Pa3TBOPUTEI.
Wzpagere guATEpa OT onakoBKaTa. OTcTpaHeTe Kanadkara 0T BbpXa Ha CIIpHHNOBKATA.
WM3saneTe aganTepa 3a ¢akoHa OT ONAKOBKATA M IO MPHKAaJeTe KbM CIPUHIIOBKATA H ¢bunTHpa.
OTcTpaHeTe KalaukaTa OT (JIaKOHa H NOYUCTETE 3aMylNaIKaTa ¢ NPUIOXKCHU TAMIIOH € BJII{OXOJI
[TpoboaeTe 3amyiiankara Ha (paKkoHa ¢ HraTa Ha afiantepa. -

- MsxexTupaiite I410TO KOTMYECTBO pa3TBOPHTEN OT CHpHHIlOBKaTﬂ BEB c])naKOHa

Brumarenso pasknareTe (QIakoHa AOKATO NMPOAYKTHT ce pasrteOopu HambnHo. Kakro ,[Lp}’I‘HTE'. |

e 'J_--;pa:rrBopH 3a napeﬂ'repaﬂﬁo TIPHIIOKEHUE, HE W3MOJ3BalHTe IPOAYKT Pa3sTBOPEH YaCTHYHO HJIA aKo B
. HETO HMA HEPA3TBOPEHH YaCTHLH.

IR - OxmenieTe 3a KpaTKO CNpUHIOBKATa ¢ HHUITEPa 0T (prakoHa ¢ aganrtepa 3a a 0cBODOAMTE BaKYMA.

AT 10 OGBpueTe (GraKoHa ¥ H3TETNIETE PA3TBOPA B CIPHUHIIOBKATA.

H';uro*rﬁe:'re HHKCKUMONHOTO MSICTO, OTAENETe CHPHHIOBKATa—I mempan're npn,z[}rma KaTo

mnomﬁéme TIpEIoKeHaTa uria Tuil ,,0bsTepdnai’. Cmpoc v 7 s Ditierripere BB BeHaTa TpsfBa Ja
- 6Bae 3 ml/min, n Hukora noseue o1 10 mi/min, 3a H36HI‘Ba AAEM O TDH M DOAKITHH. |

i
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Fanhdi 250, 500, 1000 [U PIL Bulg

‘He g3non3Baiite MOBTOPHO HabOPa 3a NPHUIIOXKEHHUE.

o

APTLLLLE

__|_|I.U

.......

[ S -
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| Eanhdi1 500 IU

HAHHH, KOUTO CbABPKA BTOPUUYHATA OIIAKOBKA
Kapronena KyTns cbaAbpkama §Jakon ¢ JHOPHIH3HPAH BNPOAYKT, NPEASAPHTE/IHO HANLIHCHA
CNPHHANOBKA ¢ PA3TBOPHTEN H MEAHIHHCKA R3/1¢/1H

1. HME HA JEKAPCTBEHHSA IPOAYKT

i‘l*llbﬂl-lu'rgm ATEH,

®annu 500 1U
Flpax u pa3TBOPHTEN 32 HHXEKIIHOHEH pa3TBOP
Yopewku koaryaalnoHeH dhaxrop VIII

lllllllllllllllllllllllll

Fanhd: 300 [U
Hmﬂrdar and solvent for solution for injection.
Human codguiduim tactor Vill

i iff"**?*'"fﬁ*! OBSIBSIBAHE HA AKTUBHOTO/UTE BELIECTBO/A

dnakoHLT cbabpka: Yosewku koarynamuones gaxrop VIII 500 IU
(061, Gentbk < 90 mg)

(i uman coavilarion facior LSOO TU)
(Total protein < 90 mg;)

Tpu pasTBapsHe CHLIACHO HHCTPYKLMHTE MONY4EHUAT pasTBop cbabpka 50 IU xoarynauuoHeH
$axrop VIII/ml |

3. CIIUCHK HA IIOMOILHMTE BEILECTBA

r‘[ﬂwomﬂu BellecTBA: XUCTHAMH, YOBELIKH an0yMHH, ApTHHHH.

Hpeﬂﬂapme.ﬂ HO HAITb/JIHEHA CIIPWHIIOBKA ¢ pasTBopuTe/l: Boja 3a MHXEKIHH

T IEKAPCTBEHA ©®OPMA M KOJIMUYECTBO B EJHA OTIAKOBKA

[Tpax ¥ pa3zTBOPHTEI 38 HHXEKLIHOHEH pa3TBOp
500 TU/10 ml

M akoH, MPEABAPHTEIHO HATBIHEHA CIIPHHLIOBKA C Pa3TBOPUTEN H MEAMLIMHCKH H3/1CITHA.

MemqUMUMHCKKTE U3LS/AHA ChALPXKAT:
- dpunTHP
- ajanrtep 3a pJaxkoHa
. urna Tam ,,0eTepdiiaii”
- 2 TAMAOHA ¢ ATKOXO0:

o EAHHH HA TPIJIATAHE M ITHT/UHIA HA BLBEKIAHE

[peau ynotpeba NpoUETETE IMCTOBKATA.

| |1
.
3:-.1 HHTPABEHO3HO MPHIIOKEHUE.

*
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6. CIIELIMAJIHO IIPEXYNPEK/{EHHE, YUE JEKAPCTBEHUSAT NMPOJAYKT TPABBA JIA
___ CE CHXPAHSIBA HA MACTO JAJIEY OT ITOTJEJA M JOCETA HA AELIA

.-:' . :nii E “a
Ja ce cpxpaHsiBa HA MACTO, HEAOCTHITHO 32 feHa.

8. JATA HA H3TUYAHE HA CPOKA HATOJAHOCT

["'onen no:

HPO‘IQTGTE JIAICTOBKATA 34 CPOKa Ha roRHOCT CJICH pa3TBapaHg.

9. CIEIMAJIHY YCJIOBHSI HA CbXPAHEHUE

Jla ce ¢uxpanssa npu Temreparypa noa 30 °C. Jla He ce 3amMpassra.

104, CHEIMAJIHH IIPEAIIAZHH MEPKH ITPU U3XBBPJISSHE HA HEHA3ITOJN3BAHA

qAﬂ%TOT JIEKAPCTBEHHUTE IPOAYKTH HWIH OTIIAABYHU MATEPHAJIHA OT TAX,

AKO CE M3UCKBAT TAKHBA
il

11. UME U AJIPEC HA IIPUTEXATEJSA HA PASPEIIEHHETO 3A YIIOTPEBA

[TpuTexaTen Ha pa3pelleHHETO 3a ynoTpeda:
[nstituto Grifols, S.A.
Can Guasch, 2 - Parets del Valles

08150 Barcelona, Mcnianus

12. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Perucrpaunoned Ne 9900224

13. NAPTUIAEH HOMEP HA IPOU3BOJUTEJIA

JlekapcTBEHUAT MPOAYKT C€ OTITYCKA NO JIEKAPCKO MPeITHCaHHE,

13. YKA3ZAHMUS 3A YIIOTPEBA
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MHUHUMYM JAHHH, KOUTO TPSABBA JA ChABPXAT BJIUCTEPHTE H JEHTHTE
ETakeT Ha raKkoHa

1. MME HA JEKAPCTBEHHS IPOYKT

~T

T
datiam 500 U
Hpax W PA3TBOPUTEN 38 UHIKEKUMOHEH PA3TBOD

Tafidiiky koarylauuoHeH ¢aktop VIl

2. OBABSIBAHE HA AKTHBHOTO/MTE BEINECTBUD*REpexo:

®nakonbT chabPKa: Yosewku koarynannonex daxrop VI 500 TU
(061w Genrbk < 90 mg)
(Human coagulation factor Vill 500 1U)

3. CHUCBK HA IOMOLHWTE BEIIIECTBA

HoMomEH BeliecTBa: XUCTRINH, YOBSHIKY aNOyMHKH, apTHHEH.

'[s. " HAYHMH HA NIPHJIATAHE M ITbT/HIIA HA BbBEKIAHE

4. JEKAPCTBEHA ©®OPMA U KOTHAYECTBO B ETHA OITAKOBKA

i
N =1
! !."r; :II - "
I!l 1
1

(3a HHIKEKUMOHEH pasTeop
500 1U/10 ml

[lpean ynorpeba npoycrtere MMCTOBKATA.

3a HHTPABEHO3HO MPHIIOKEHHE,

6. CIEIMAJHO IIPEIYIIPEXIEHUE, YE JEKAPCTBEHMAT MIPOAYKT TPSABBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEY OT HOTJIEAA ¥ JOCETA HA AELIA

7. JAPYI'A CHENWAAHU OPEAVIIPEXIAEHWUA, AKO E HEOBXOIUMO

8.7% - JATA HA MI3TUYAHE HA CPOKA HA TOJHOCT

9, CHELOUAJIHU YCIOBHUA HA CbXPAHEHHE

Jla ce cbxpanssa npu temnepatypa noj 30 °C. Jla He ce 3ampasBa.

10, CTIEIINAJHU NPEAIIAZHH MEPKH TIPU U3XBBPJISIHE HA HEX3IIOJ3BAHA
YACT OT JEKAPCTBEHHUTE NPOAYKTH HIH OTHAABYHHU MATEPHAJIH OT TH>
AKO CE U3UCKBAT TAKHBA p
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Instituto Grifols, S.A., Ucriauus

12, HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Peructpanmronen Ne 9900224

13. IMMAPTHAEH HOMEP HA TTPOU3IBOJAUTEJA

[TapTiaa Neo

14,

4., . HAYHMH HA OTIIYCKAHE

18] YKA3AHWA 3A YIIOTPEBA

*Note: Some information stated in the boxes has been omitted in vial label due to its small size

A i

AL
Al
M ks

g |' [ ol

i

RAIGWPRODA\FACTORES\FANHDIWFI-Syr\Variacio_Syr\Bulgaria\var. variaciones\material QRDtemplates\labeling.doc



oho

BOEY I

| Wﬁ@ IUMYM JAHHH, KOUTO TPSIBBA JA CbABPXKAT MAJIKUTE EJMHHYHH
- I[ITHPBUYHH ONNAKOBKH
HPE,E[BHPHTGJIHO HANDLJITHEHA CIIPHH[IOBRH C p_EISTBOPIEITEJI BOJA 384 HHXKEKIIHH — €THKET

1. WME HA JEKAPCTBEHUS IPOJAYK H IThbT/MIIIA HA BHBEXKJIAHE

PAITBOPHUTEI
Bona 3a MEXeKUHHA

3a MHTPABEHO3HO NPHIIOMKEHUE

2. HAYHMH HA TIPHJIAT' AHE

npg;;m ynotpeda npoveTeTe TMCTOBKATA.

3. JATA HA U3THUYAHE HA CPOKA HA N'OAHOCT

BT TR
'IEII _' ¥ L3S u

i E' '«. Gt El[
| ['oAeH mo:

4. NMAPTUJIEH HOMEP HA IIPOU3BOIUTEJISA

{lapruna Ne

(5.  ChIBPXKKAHHE KATO MACA, OBEM WJIM EJUHULIN

10 ml
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