Fanhdi 250, 500, 1000 1U SPC Bulg

KPATKA XAPAKTEPUCTHKA HA IPOAYKTA V3TTBTHHTENHA ATERUIMA N0 TEKAPCTBATA

1. HME HA JEKAPCTBEHMA IIPOAYKT

Fanhdi 250 1.U. powder and solvent for solution for injection.
Gangu 250 [U npax u pa3TBOpHUTE 32 HHKCKIAOHEH pa3TBOP

Fanhdi 500 I.U. powder and solvent for solution for injection.
Panau S00 IU npax ¥ pasTBOPHUTET 3a HHKEKIIMOHEH PazTBOP

Fanhdi 1000 1.U. powder and solvent for solution for injection.
Pangm 1000 IU mpax u paztBopyTen 3a HHXKEKIIHOHEH Pa3TBOP

2. KAYECTBEH H KOJIMMECTBEH CBTAB

Fanhdi npencrapnaBa muodrIA3NpaH MpaxX 3a HHXEKIHOHEH Pa3sTBOp, ChAbpXkall cboTBETHO 250 JU,
500 IU unm 1000 IU human coagulation factor VIII 3a dmakos.

[IponykreT chabppxa choTBeTHO 25 U, 50 1U min 100 IU/ml human coagulation factor VIII koraro e
pazreopeH ¢ 10 ml Bojja 3a MHXEKINN.

AxtueHoctTa (IU) € onpenenena upes u3non3eane Ha Epponelickus ¢apMakoneeH XpOMOTeReH aHaM3.

Cnexmuunara aktassocT Ha Fanhdi e me no-mManko ot 2.5 1o 10 IU/mg npoTenH, B 3aBUCHMOCT CHIIATA
My - 250 IU, 500 IU unn 1000 IU.

3a NOMOIIHKE BellecTBa BHK TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA
[Ipax ¥ pazTBOpHTEN 32 HHXKEKUHOHEH Pa3TBOP.

[IponykTeT ChaRpxka ¢rnakoH ¢ Osna MM Onefo XKBATA Npax W NPEABAPHTENHO HallLJIHEHA
CIIPHHLIOBKA C BOJA 32 HHXXEKLUY (Pa3TBOPHUTEN).

4. KIMHUYHA TAHHU

4.1 TepaneBTHYHH NOKA3aAHHA

Jleuenne U npodUIIaKTHKA HA KPLBOM3JIWBH NpH IMAHHWEHTH cTpajaimy oT xeModumis A (BposeH
neduuur Ha gakrop VIII).

1031 IpoIyKT MOXKeE 1a c€ H3MOJI3BA 32 KOPHIHPaHe Ha MpuaoOHT Aeduuut Ha daxrop VIIL

Hsama HanvueHY JaHHY 3a npenophusaHe ynotebata Ha Fanhdi npu 6GomHE crpagainu ot Gonecrra Ha
von Willebrand.
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Fanhdi 230, 500, 1600 1L SPC Buleg

4.2 1o3upoBKa H HAYMH HA NPHJI0KEHHE
Jleuennero TpsOBa a ce 3anouHe oA HabmOeHHe Ha JIEKAp ¢ OMHT B JICYEHHETO Ha XeMOQHIIHS.
losupoeska

Jo3ata H NpoBDKMTENHOCTTa Ha 3aMECTHTENTHATA TEPAIIHSA 3aBMCH OT CIEMEHTa Ha TEXECT Ha (axTop
VIII medpunpra, or NoKaIM3almysaTa HA KPHBOM3IMBA M CTEICHTA HAa KBPBEHE, KAaKTO H OT KIMHHYHOTO
CBCTOAHME HA OOTHUA,

Bposar Ha npunaraante equHBIM 0T dakrop VIII ce m3pazasa B MexxayHapomuu enurmmum (IU) H
CHOTBETCTRA HA chBpeMeHHUTe WHO cranmaptu 3a npoayktu chaspxaity gaxrop VIII. AxtusHOCTTA.

Ha ¢akrop VIII B ruiasmara ce u3passaBa KaTo MPOLEHT (CHOTBETHO KbM HOPMATHATA YOBELIKA IUIa3Ma)

Wi B MexAyHapoaHu eauuuid IU (ChOTBETHO KBM MEXIyHapoIHHA craHgapr 3a ¢akrop VI B
I1a3Mara).

Enna mexiyHapomsa emurmmia (IU) oT akmueHocTTa Ha haxtop VIII e exBHBaneHTHA Ha KOJIMYECTBOTO OT
¢axrop VIII B ¢auH ml o1 HopMmanHa YoBelKa Ia3Ma. MzuncgpaneTo Ha U3HCKBAHATA J03a OT QaKTop
VIII ce Oazmpa Ha emnupHuHus pesymnrar, mpy koito 1 IU or ¢axrop VI 3a kg TenecHo Ternio mopumasa
aKTUBHOCTTA Ha IutasMenus gaxkrop VIII ¢ 2.1 + 0.4% or HopmanHarta akTHRHOCT. HeoOxommmara nosa ce.
OfIpeAenA Ype3 U3IMO0J3BAHE Ha clle/iHaTa (popmMyra:

M3ucksanus 6poit eausvi = Tes. Terno (kg) x xkenanoro mosmmnapane Ha daxrop VI (% )IU/D) x 0.5

KomuyecTBoTo KOETo 1e OBae NPHIOKEHO M 4YeCTOoTara Ha IpuiaraHero TpadOBa BHHarm aa Omaar
CH0OpAa3eHH ¢ KIIMHHUYHATA e(DeKTHBHOCT BbB BCEKH OTJCNIEH ClIyJaH.

B cny4ail Ha mocneaBaly XxeMoparudHi MHIMAEHTH, akTHBHOCTTA Ha ¢akxrtop VIII He Tpabpa na nana
o4 HABOTO HA JajieHa IUlasMeHa akKTUBHOCT (B % oT HopmanmHarta wiu 1U/d]l) 3a croTBETHRS nepHol.

Cnenpaniata Tabnuia MoOXke Ja e HM3NO0A3Ba KATO OPHEHTHPORLYHA IIPH JO3UpAHE B EIH30JHTE Ha
KBpPBEHE i B XAPYPIrusiTa:

CTerleH Ha KPBBOH3/THBA/ H3uckpario YecToTa Ha nosupase (Macose)/

Tun Ha xupypruuHa MaHM- | C€ HHBO Ha | MPOABIKHTEIHOCT HAa TEpanuaTa (HH)

nynauus ¢akrop VIII
(Yo)(IU/dI)

XemMoparuu

PaHHU XeMapTpo3Hu, MYCKYITHH 20 -40 [loBrapsue Ha Bcexku 12-24 uyaca. Habi-manko 1 aen,

KPBBOM3/JIHUBY U KbPBEHE OT ClNE€A KaT0 KPLBOM3IHBUTE MpOABABALA ce ¢ Oonka

YCTHATa KyXHHA OTLIYMAT WIH C€ NOCTHTHE MBIHO O3paBsiBaHe

["'oneMu KpbBOW3IHBH: 30-60 [TosTapane Ha HH(y3uATa Becekn 12-24 gaca 3a 3-4 aHH

XeMapTpo3®, KpPBbBOW3IMBH B WJIH M0BeYe A0KaTo DoNKaTa Wi OCTPOTC HAPYIICHHUE B

MYCKYJIATE HIH X€MaTOMH ABHIKEHHUETO OTLIYMHT.

KpEBOH3NKHBY 3aCTpalllaBallH 60-100 Tloprapane Ha uH}y3HATa Ha BCeku 8 OO 24 uaca g0

AKHUBOTA MBJIHOTO H3JICKYBaHE.

XHpYProuHH MAHHOYJANHHA

Manky, BKTIOUUTENHO 3BOHU 30-60 Bcekn 24 gaca, Hali-Manko 1 JOeH clea ITBAHOTO

eKCTPaKLWU 037paBABaHE T

["'onemu 80-100 IloBTrapaxe H @%Wfﬂ#@cem 8-24 waca po
(Mpe ¥ NOCT- | NBAHOTO 3a3/Fas € gfia, PO anaBa Teparus 3a
OTIEpPaTHBHO) | Haii-Manko HAOGE DR OuREY Ha dakrop VIII

AKTHBHOCTA B D
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Fanhdi 250, 300, 1000 1V SPC Bulg

[To Bpeme HA Kypca Ha JICUCHUE € NPEIOPHINTENHO Onpe/ieiaHeTo Ha HuBoTo Ha daktop VI, xoero na
CIIy>KH KaTO OPHEHTHD 3a ONpeAe/fHEe Ha [03aTa M 4ecTOTaTa Ha HpHiIokeHHe. B cnyyauTe Ha romsmMa
XHPYPTHYECKA HHTEPBEHIIHA € HeoOXOMHUMO IIPEIN3HO ClIefieHe Ha 3aMeCTBAIAra TEpAIHd Ype3 IPHIaraHe
Ha KoaryJamHoOHEH aHamm3 (akTHBHOCT Ha TiasMeH gaxrop VIII). IlanmenTHre mMorar fia Bapupar B TeXHHS

otrorop XM aktop VI, gocruralixy pazniuvnil HUBa Ha BbICTAHOBIBAHE in vive B Ja AEMOHCTPHPAT

PasziHyuCH CIIHMHUHAIUMOHCH ITOJIYKHBOT.

3a npoabiKHUTENHA NpodMIAKTHKA HA KBpBEHE MPH MAilHEHTH C TeXKa XeMopmiaug A, Tpabsa na ce
npunarat go3u ot 20-40 IU/kg Tenecso Terso Ha #RTEpBaiy OT 2 Ao 3 Anu. B #AIKoH cny4an, ocODCHHO
[IPH NO-MJIa/I¥ TalMEHTH MOXe J1a OBaaT HeoOX0AUMH [T0-BHCOKH JO3H HJIH O-KPATKH HHTEPBAIH.

MMa HeocTaThYHM AaHHH OT KAMHHYHH [IpOYYBaHHA 3a IpelnophuBaHe Ha ymoTpebara Ha Fanhdi npn
Ji€1ia Ha BE3PACT oA 6 rogunm,

[laumenture TpaOBa Ja ce CleAdT 3a pa3BHBAHETO Ha HHXHOHTOpH Ha dakrop VIII. Axo oyakBaHuTE HHBA
Ha I[UIa3MeHa akTuBHOCT Ha ¢axrop VIII He ce mocrurar MM HE MOXE Ja ¢e KOHTPOJIHMpa KBPBEHECTO C
NOAXOAsIIA 4032, TpsiOBa Jia ce IPOBEAAT M3CIeABaHNs 3a HaJIN'Ke Ha HHXUONTOPH Ha daxrop VI, Ilpn
NAIMEHTH ¢ BUCOKO HHUBO Ha HHXHOHTOPH, JeueHueTo ¢ dpaxtop VIII mMoxe fa 6b1e Hee(peKTHRHO U TpaOBa Aa

OBaaT OOCHJICHM JIPYrH TEPalNeBTHYHH BBL3MOHOCTH. TakHpa maifueHTH TpsaOea Ja Opaar HacO4YeHH 33

JISUYEHHE OT JIEKAp C OIMT B JICYEHHETO Ha XeMo(puus. Brbk Touka 4.4.
Hauux Ha npunoxeHue

PasTBapsHETO Ha IPOAYKTA € OMMCAHO B ToUKa 6.6. [IpoAyKTHT ce mpriara HaTpaseHo3Bo. Fanhdi Tpsabea na
¢e TpPHJiara Che CKOPOCT HE No-ronamMa ot 10 mi/min.

4.3 HporusonokaszaHun
CBPBXYyBCTBHTEIHOCT KBM aKTHMBHOTO BEIIECTBO Wil HAKOE OT IIOMOIIHUTE BELIECTBA.

4.4 CrneumaaHu npeaynpexieans H CICIHAIHNA NPeaNa3sHH MEPKH OpH yoTpeda

Karo npyu BCEKM HApYr JICKAPCTBEH IPOAYKT, CHABPJKAIL MPOTEHH 334 HMHTPABEHO3HO TIPHIIOXKEHHE, ca
BB3MOXKHU QICPIUYHU peakudu. IIpOAYKTBT CHABpXKA CICAH OT YOBEILUKH IPOTEHHU, Pas3jid4yHU OT
paxrop VIII. ITaupenture TpadBa na O6baar HHGOPMHPAHH 3a pAHHUTE TPOABH HAa peakIMHUTE Ha
CBPBXYYBCTBHTEIHOCT, BKIXOYBAIIH OOpHBY, reHepaIu3upaHa YpTHKAPHS, CTATaHE B MbpOUTE, XPHUIIOBE,
CliajiaHe Ha KPHBHOTO Hasrane, anapunaxkcuia. IlannmenTute TpsGBa na OBXAT NOCHBETBAHH, IIPH
HACTBIIBAHE HAa TE3H CHMITOMH, He3abaBHO Ha MPEKPAaTAT MHXKEKTHPAHETO H J]a CE€ CBBLPKAT ¢ TEXHHA
neKap. -

Ilpu cnydail Ha MOK Aa C€ CASABAT HACTOAIMTE MEAMITMACKH CTaHAaPTH 3a JicHueH!e Ha TIOK.

CraHzapTHUTE MEpKH 3a OpodUNaKTHKa Ha HHGpEKNUH B pe3yaTar Ha ymnotpedara Ha JCKApCTBEHH
IPOAYKTH, IIPHIOTBEHH OT YOBELIKA KPBB WM IUIa3Ma, BKIIFOYUBAT NoAOOp HAa NOHOPHUTE, H3CICABAHUS HA
PHIUBHAYATHHTE OapsABaHUA U IUIa3MEHHTE IMYyNOBe 3a CHCHH(PHYHM MapKepH 3a HaM4YHe HA
UHOEKIHoIHY  NPHYMHUTENM W BKIOUYBaHE Ha e(eKTHBHM IPOH3BOIACTBEHH IIPONECH 34
WHAKTUBHpaHE/OTCTpaHABAHE Ha BUPYCH. BrIpeku ToBa, NpH MpHJIAraHeTo Ha JICKAPCTBEHH MPOIYKTH,
MOJYYCHH OT YOBEIIKa KPBB HJIH IIJIa3Ma, BR3MOXHOCTTA OT IIPCHACAHE Ha HHMDEKIHO3HH MPHYHHHTETH
HE MOXeE Aa Oble M3KIMOYCHA Hamb/IHO. ToBa C€ OTHAcAd M CBHINO 3a HEH3BECTHH HJIH HOBOIOABHIM CE
BUPYCH WM APYyrHM natorenu. [lpempheTHTe MEpKH ce CUMTAT 3a € pycn C IMIATHA
obsuBka karo HIV, HBV and HCV, u 3a veoOBHTHA BUpyCc HAV. ’: OIS GH YMAT OTPAHUYEHO
ACHCTBHE CpeUly HEOOBMTH BHPYCH, KaTo mapBoBHpyc B19. HH(]) i ) 7N B19 moxe ga
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Fanheli 230, 300, 1000 1€ SPC Bulg

6ple ollacHa 3a OpeMeHHM keHM (deranHa MHQEKUHA) W 33 HHAWMBHAM C HMYHEH JeQHIUT HIMH
[IOBHIIIEHA EPHTPOIIOE3a (Hap. XeMOIUTHYHA AHEMUIA ).

IIpenoprunTenHO €, BCEKH BT KOTaTo Ha manuenTa ce npuiara Fanhdi, uMeTo B mapTHAHHA HOMEp HA
IIpOJAYKTa Ja C€ 3alUCBaT, ¢ LN OCHI'YpABAaHE Ha BpB3Ka MEXIY NalMeHTa W MApTHAHHS HOMED Ha
IPOJYKTa.

ITogxonsamy BakcuHauuy (XemaTut A U B) ce npenopwuBar IpH NAHCHTH, NOJIy4yaBalld ChAbpiKalll
¢daxtop VIII koHIEHTpAT, HOAYYEH OT YOBELIKA [1Ia3Ma |

@opMHpaHETO HAa HEYTPAIM3HMpAIM aHTWUTena (uuxudmrtopu) cpemy ¢axtop VIII € mH3BecTHO
YC/IOXHEHHE TIPH JIEYEHHETO Ha mamueHTH ¢ xemopuana A. Tesum unxuburopu obmuaitno ca IgG
UMYHOTIIOOYIIMHE, HacodeHy cpeity ¢aktop VIII npoxoarymaHTHaTa akTHBHOCT, KOATO Ce OIpejes B
Berezna emunuup (BU) 3a ml oT mna3Mara, upes npmiaradero Ha Nijmegen momuduuupan MeTOA.
Pucker OT pa3sBHTHETO Ha HHXHOMTODH KOpEnHMpa ¢ eKCHO3HIHATA Ha anTHxemoduneH gaxrop VIII,
KaTO TO3H PHCK € Hall-ToJsM mpe3 mbpBHTe 20 JHU OT eKCHOo3NuuATa. PAIKO HHXHOHTOPHTE MOTaT Aa ce
pasBusar cnen nepsure 100 gHHM oT excrosuiusaTa. Ilanmenture, dexyeand ¢ ¢axrop VIII, Tpabsa
BHHMATEJIHO JIa C€ CIEeAAT 33 PA3BUTHETO Ha MHXMOMTOPH upe3 MOOXOIALl KIHMHHYHO HaONMIOJCHHE W
naboparopHy TeCcTOBE. Bk TouKa 4.8.

4.5 B3aumojeiicTBHe ¢ APYTH JeKAPCTBEHH NPOAYKTH H ApYrn ¢OpMH Ha B3aHMOJECHCTBHE

HsMa um3BecTHM B3aUMOJEHCTBHA Ha MPOAYKTH ChabpKamM human coagulation factor VIII ¢ apyrm
JIEKapCTBEHH NPOJAYKTH.

4.6 bpemeHHOCT H KbpMeHe

[IpoyuBanus 3a Be3geiicTBueTo Ha factor VIII BBpXy penpoayKTHBHOCTTA IIpH JKHBOTHH He (a
nposexianu. llopagu psaaxoTo oTKpHBaHe Ha xeMmohHIIMA A IpH KCHH, HE € HaJMUEH OIHT IIpH
ynorpebara Ha factor VIII mpu 6pemenHH *eHH ¥ kbpMmauk. [lopagm ToBa, factor VIII tpsabsa nma ce
npuara rne BpeMe Ha OpeMeHHOCT U KbPMEHE CaMO ako ¢ adCOMTHO HHAUIIMPAH.

4.7 EdexTn Bhpxy cnoco0HOCTTA 32 modHpane B padora ¢ MAINUHH

Fanhd) He noBi#sABa WK NOBIMsABA B HE3HAYHTEIHa CTEIEH CIMIOCOOHOCTTA 3a mopupane umi pabora C
MAalllHHH.

4.8 Hexenanu 1eKapCcTBEeHH PeAKIHHEA

CBpPBXYYBCTBUTENIHOCT WIIH AJICPrHYHH peaklHH (KOHTO MOXe Ia BKJIIOYBAT AHTHOENEM, IIApeHE H
OOJIE3HEHOCT OKOJI0 HHXEKIHOHHOTO MACTO, TPBIKH, 3a4CpBABAHE, ICHepalM3HpaHa YpTHKapHA,
raaBobonue, oOOpHB, NOHMXKABaHEe Ha KPHBHOTO HaNAraHe, CBHAHBOCT, TaicHe, Oe3MOKOHCTBO,
TaAXHKapaua, CTAraHe B I'bpauTe, ChpOEK, MOBPBIUAHE, XpHUIITeHE) € HaOMOAaBaT pAAXo H B HAKOH
CJIyYaH € Bb3MOXKHO Z1a IPOrpecupar 0 TeXKa aHapHIakcHsd (BKIIOUHUTEITHO IIOK).

B penxu cnydau € HabM01aBaHa Tpecka.

[TaitmeHTH ¢ XeMOguIMsa A MOrar Aa pa3BHAT HEYTPAIH3HPAIlH aHTHTENa (HHXHOUTOPH) cpelry dakTop
VIII. Axo Te3u HHXHOUTOPH ca HATUYHH, TOBA IHe ce MaHH(ECTHPA ¢ HEOCTATHUEH KIMHMYEH OTIOBOD.

B Te3u cily4aH ce npenopbhysa OCHLIECTBABAHETO HA KOHTAKT ChC CIEHHATH3HPaH LICHTHD 32 JICYSHHE Ha
xeMohrus.
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Faithdi 250, 300, 14069 10U SPC Bulg

4.9 Ilpeaosmpane

Hsama crobuieHua 3a ¢iiyuan Ha npeao3upaHe.

5. ®APMAKOJIOTrHYHH CBOHCTBA

5.1 dapMakoJHHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHA IpyNa; aHTHXEMOpPaTHuHH cpejcrsa: YoBemkd KoarynanuoseH ¢axtop VIIIL
ATC xoa: BO2BD02

Bre Fanhdi, paxTop VIII:C ¢ npencraseH kato koMiuieke ¢ von Willebrand gaxrop.

®aktop VIll/von Willebrand daxtop xoMmmiekchT chbabpXka Ase Moytekynd (pakrop VIII u von
Willebrand daxrop) ¢ pasnuday GUIKONOTHYHH (YHKIHH.

Korato ce npunoxu Ha GoHM oT xemobumud, pakrop VIII ce cebp3ea ¢ dakropa Ha von Willebrand B
[IAPKYJaLUATA Ha [TAIHEHTA.

Axtusupanuar (akrop VIII (FVIIla) neiictBa kato ko¢akTop 3a akTHBHpaHeTO Ha ¢akrop IX,
yCKOpsBaLl KOHBEpCcHATa Ha daxkTop X J0 akTHBHpaH ¢pakTop X. AKTHBHPAHHAT (pakTop X IpeBphINa
npoTpoMOKHa B TpoMOHH. TpoMOUHET Torasa rnpeppbina pubpuHorena sbs QHOPHH B CBCHPEKBT MOXE
na O0bae popMEpaH. -

XeModuauss A € HOJI0OBO CBBP3aHO HACIEACTBEHO 3a0o0/sBaHEe Ha CHCTEMAaTa Ha KPBBOCHCHPBAHE,
ABJDKAIO ce Ha noHwxkeHd HuBa Ha FVIIL:C u Boxu mo npo@y3HU KPHBOU3IIHBH B CTaBHTE, MYCKYIIUTE
H BBTIPEIIHUTE OPraHU, KAKTO CIIOHTAHHO, TaKa U B pe3yJTaT Ha MHUMACHTHA UMM XHUPYPrHYHa TpaBMa.
Ype3s 3aMecTUTEIHA Tepanus IUIa3sMeHUTe HHBa Ha (aktop VIII ce nmoBuinasar, KkaTo no TO3HW HAYHH Ce
IIOCTHra BPSMECHHA KOPEKIIHA Ha AePUINTa H PEeoAoaaBaHe Ha TeHASHI[HATA 34 KbPBEHE.

MMa HenocTarsyHU JaHHH OT KJIMHHYHH NIPOYYBAHHSA 34 IIpenopbuBaHe Ha ynorpedara Ha Fanhdi mpr
Jiella Ha BB3pacT 0o/ 6 TOAHHH.

5.2 MOapMakoKHHETHYHH CBOMCTBA
IImasmenata akTuBHOCT Ha ¢akrop VIII namangsa no ayda3Ho eKCMOHEHIHATHO pasnajaHe.

EnuMUHanMOHHKAT NONyKUBOT HA Fanhdi ycTanoBeH npH KIMHMYHH MPOYYBAHMA, NPOBEICHH ¢ TO3H
npoAykT, € 14.18 £ 2.55 yaca npH "in vivo" Bb3cTaHoBgaBaHe 105.5 + 18.5%, xoeTo e ¢XBHBaNHETHO HA
npudanzurenno 2.1 + 0.4 [U/dl 3a IU/kg npunoxena no3a (CTOMHOCTHTE €A NOIYYCHH 4YpPe3 XPOMOIreHEH

MeTon). YTournenu ca cneauute HuBa MRT 20.6 + 4.8, AUC 19.3 = 3.7 IU/W/ml u xmpsHe 2.6 = 0.5
ml/b/kg.

5.3 Ilpexnuauyny fanHu 3a Oe3omacHOCT

YoBelIKHAT IUIasMEH KoarynauuoHeH ¢akTop VIII (xaksBro mpeactaeisiea Fanhdl) € HopMmanHa
CHCTaBKa Ha YOBEIUKATA IIa3Ma M JelcTsa KaTo enaoreHuus ¢paxkrop VIIL. Tecrosere 3a exunuyna qo3a
TOKCHYHOCT ¢a HEYMECTHH, THH KaTO BUCOXHATE J03U BOIAT A0 NPECTOBAPBAHE.

Uscnenpanero 3a XpOHMYHA TOKCHYHOCT NPH JKHBOTHH € HENPHIIOXKHMO, IOpaad B3aUMOACHCTBHE C
o0pa3syBally ¢c¢ aHTUTENA KbM XCTEPOIOXKHHS IIPOTEHH.
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Fanhdi 258, 500, 1000 11 SPC Bulg
6. @PAPMALEBTHYHM TAHHH

6.1 Conuchbk Ha IOMOIIHHTE BEMECTBA
- XUCTHIUH
- YoBeuiku anbyMuH

~ ApruHuH
- Bona 3a MHKEKIIUX (pa3TBOPHTEN )

6.2 HecbBMecTHMOCTH
Fanhdi He TpsGBa 1a ce cMecBa ¢ IpyrH JeKapCTBa.
Tpabea na ce U3NOI3BaT CaMO BKJIIOYECHUTE B Habopa HHPY3HOHHM H3JE/IHS, 3aLI0TO MOXE JIa HaCThIAT

HapyUuIEHUA B JIeUEHUETO, KAaTo ciieacTBHe Ha abcopOrmara Ha gakrop VIII 110 BeTpemHara MoBbpPXHOCT
Ha HAKOH HH()Y3NOHHY CUCTEMH.

6.3 C(Cpok Ha rogHocr

CpoxbT Ha rogaoct Ha Fanhdi e 3 ronunu npu cbxpasernue npy temneparypa nox 30 °C.

Crnen pa3TBapsHE NPOAYKTHT € (Pu3nueckKH H XMMHYECKH cTabuieH 12 vaca mpu temneparypa 25 °C. Ot
MHKpPOOHOJIOTMYHA [JIeHA TOYKa, MIPOAYKTHT TpAOBa Ja ce H3I03Ba He3abaBHO. AKO He ce HM3HOJI3Ba
He3a0aBHO, BPEMETO U YCIIOBHATA 33 CHXPAHEHHE Mpeau ynorpebda ca OTrOBOPHOCT HA NpHMIIAralnys
IIpOAYyKTa, KaTo He TpAbBa na OBJaT norede oT 24 yaca IIpH TeMileparypa oT 2 Ao 8 °C, OCBEH ako
pasTBapaHETO HE € MPOBEACHO NPH BAIMIHPAHH ACCITHYHM YCIIOBHSI.

6.4 ChnennanHH yCJI0BUS 33 CHXpAHEHHE

Ha ce copxpanssa npu Temneparypa nox 30 °C. Jla He ce 3ampa3sssa.

3a ycinoBusTa 32 CEXpaHECHHE Ha BCUE Pa3TBOPEH MPOAYKT BHXK TOYKA 6.3.

6.5 aHuM 32 OHAKOBKATA

Fanhdi ce nocrassa B Tt I/l creximen ¢uaakon, cpappxkamm 250 IU, 500 IU uma 1000 IU daxrop VIII
(moguinu3KpaH) ¥ TAN | CTBKNIEHA, TPEABAPUTEIIHO HAITBIIHEHA CTHKIICHA CIIPHHLOOBKA, ChAbpXama 10
ml BOJIA 33 HHXKEKLIBY (Pa3TBOPHTEN).

Menununackure u3nenus, noctapsgiu ¢ Fanhdi 3a pasTeapsHe B NpuiokKeHHue Ha MPOAYKTa ¢a: afantep
3a ¢riakoHa, QUATHP, Uraa Tun ,,06pTepdnaii” 1 2 TaMIIOHa ¢ ATKOXOIL.

Onakoekara ceabpka: 1 dmakoH, 1 npeABapuTEIHO HANBIHEHA COPHHIOBKA C pPa3TBOPHUTEN H
MEIUITMHCKH U3ICITHSL.

6.6 Yxazanud 3a ynorpeta m M3XBbPJIsSHE

Ja He ce M3N0I3Ba Clle H3THYAHE CPOKa Ha I'OJIHOCT, MOCOYEH Ha eTHKeTa. Hen3non3Bano KOJIHYECTBO
IIpOAYKT He TpAOBa Ja ce ChXpaHsABa 3a [10-KbCHA yIIoTpeda, HUTO Ja Ce-BXPasdBa B XA HIHHK.

3a IIpUroTBAHE Ha pa3TBOpA!

1. 3aromnere (prakoHa 1 CIIPHHOOBKATA, HO HE NIPH TeMIepaty]

Page 6of 8




Fanhdi 250, 500, 1000 1U SPC Bulg

[Ipuxa4ere OyTaoTo KBM CIIPHHUOBKATA ¢ Pa3TBOPHTEIL.

M3Bagere PunThpa OT onakoBKaTa. OTCTpaHeTe Kanaykara OT BEpXa Ha CIIPUHIIOBKATA.

HMssanere ananrepa 3a QJIAKOHA OT OMAKOBKATA H TO TIPHKaveTe KbM CIPHHIOBKATa U QUITEpA.
OTcTpaHeTe Kanavkara OT paKkoHa | IIOYHCTETE 3alyIHANKaTa ¢ IPHIIOXKEHHA TaMIIOH C alTKOXOIL.
[Ipobonere 3anyiankara Ha ¢rrakoHa ¢ UIIaTa Ha aJjanrepa.

HxekTapaiite u10TO KOAKHYECTRBO PAa3TBOPHUTEN OT CIPHHIIOBKATA BbB (UIaKoHA. |
BuumartenHo pazkiarere (akoHa JOKaTo OPOAYKTBT C€ pa3TBOPH HambJIHO. KakTo apyrute
Pa3TBOPH 3a MAPEHTEPAIHO IIPHIOKEHHE, HE H3MON3BalTe NPOAYKT Pa3TBOPEH YaCTHIHO UIIH aKO B HETO
HMa HCPA3TBOPEHH YaCTHIIM.

9.  Otxenere 3a KpaTKo CIPHHIIOBKATa ¢ PHITHpA OT (JIAKOHA ¢ aganTepa 3a Ja ocBoboAMTE BaKyMa.
10. O6ppHeTE (UiakOHa U H3TETNIETE Pa3TBOpa B CIIPHHIIOBKATA.

11. TlonrorBeTe HHKEKHHOHHOTO MACTO, OT/AE/IeTe CHPHHHOBKATAa H MHXEKTHPaHTE IPOAYKTA, KaTo
M3I0JI3BaTe MPWIOKEHATa uria Tl ,,0pTepduait”. CkopocTTa Ha HHXKEKTHpaHE BBB BeHaTa TpsadBa Ja
Opae 3 ml/min, u HUKora noBeye ot 10 ml/min, 3a H304rBaHe Ha BA3OMOTPHH pPCaKIIHH,

NNk W

He usnon3paiiTe noTopHO HabOpa 3a MPUIOKECHUE.

Hensnonszparusr IPOAYKT HIH OTINAABYHUTE MATCpHAJIN OT HCTO ’IpHﬁBﬂ Ja CC€ H3XBLpPIEIT B
ChOTBCTCTBHEC C MCCTHHTC H3NCKBAHHA.

[TonyueHust pa3zrBop TpaOBa aAa 6bA¢ OUCTHP MM JICKO onaneciupail. He n3non3sanTe pa3sTBOp KOHTO
€ MBTCH HJIH HMa HEPA3TBOPEHM JACTHIM. Pa3TBOpeHHMAT IIpoayKT TpAOBRa a ce NpoBepsABa BU3YAIHO 3a
HEPa3TBOPEHHU YaCTHIH H IPOMsHA Ha UBETa Ipeau ynorpeoa.

7. TIPHTEXXATEJI HA PASPEIHEHHNETO 3A YIIOTPEBA
Instituto Grifols, S.A.

Can Guasch, 2 - Parets del Vallés

08150 Barcelona - Ucniauus

8. PETUCTPAIIMOHHHU HOMEPA

9900225 (Fanhdi 250 IU)

9900224 (Fanhdi 500 IU)
9900223 (Fanhdi 1000 IU)

9. JIATA HA IIbPBO PA3PEIIABAHEMIOJHOBSIBAHE HA PA3PEIIEHHMETO 3A
YHOOTPEBA

JlaTa Ha NBPBO pazpeliiaBaHe 3a ynorpeda: 23.07.1999
JlaTa Ha Hal-KbCHOTO NTOAHOBABAaHE Ha pa3pelleHHeTo 3a ynorpeba: 08.11.2004

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

(05.2008 romea

Ilonpobna unpoOpMamus 3a TO3H NPOAYKT € HaIHYHA HA HHTEPHA
W3nenuurenna Arequus o JlekaperBara: hitp://www.bda.bg

OBJTapcKara
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