Danou 250, 500, 1000 11 SPC Bulg
KPATKA XAPAKTEPUCTHUKA HA ITIPOJYKTA

1. UME HA JIEKAPCTBEHHS MTPOAYKT
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Panau 250 IU npax u pa3sTBOpHTEN 32 HHXKEKIMOHEH Pa3TBOP
Fanhdi 250 TU powder and solvent for solution for injection.

Panmu 500 IU npax u pasTROPHTEN 32 HHKEKIMOHER Pa3TBOP
Fanhdi 500 IU powder and solvent for solution for injection.

®annu 1000 IU npax u pa3tsopuTtel 3a HHKEKHHOHEH pasTBOp
Fanhdi 1000 IU powder and solvent for solution for injection.

2. KAYECTBEH 1 KOJIMYECTBEH CBHTAB

@ayau Ope/ICTaBiiBa THOPUIHINPAH NMPaxX 332 WHKEKIHOHEH pa3TBoOp, ChABpXKal chroTBeTHO 250 U,
500 IU nim 1000 IU woBemku koarynaunonen daxrop VIII 3a daxon.

[IpomykThT cpabpxa cwotBerHo 25 U, 50 1U mm 100 TU/ml YoRemxH koarynmauuoHeH ¢gaxrop VIII
Korato € pa3stBopeH ¢ 10 ml Boga 3a uHKeKIum.

AxtusHOCTTa (IU) € onpenencHa upes usnonssade na EBponeiickus thapMaxoneeH XpoMOreHeH aHaM3.

Crennguunara aktuBHOCT Ha PaHmm € He no-Mamko ot 2,5 1o 10 IU/mg npoterH, B 3aBECHMOCT CHJIaTa
My - 250 IU, 500 IU umu 1000 IU.

3a IMOMOINHUTE BeHlecTBa BHX Touka 6.1.

3. JJEKAPCTBEHA ®OPMA

IIpax u pasTBOpHTEN 3a HHXEKIHOHEH Pa3TBOP.

[IponyxTsT chabpxka (nakon ¢ Gsma wm 6aen0 KEBITA IpaxX H HPEeABAPUTECIIHO HANBIHEHA
CIIPHHIIOBKA C BOJIA 38 HHXECKUHH (pa3TBOPHTEN).

4. KJIMHUYHHU JAHHU

4.1 TepaneBTHYHH MOKA3AHHA

JleyeHne W MpOQUIAKTHKA HA KPHBOM3/IMBH TIPY NAIHEHTH CTpajally oT xemopmmis A (BpojeH
nepuuut Ha daxrop VIII).

To3u npoiykT MOXe 1a ce M3M0/I3Ba 32 KOPHTUpake Ha IPHIOGHT Aedunut Ha daxrop VIII.

Hsma HaH4WRY TaHHH 33 npenopbhuBade yrnoteGara Ha Danan Npu OOJIHM CTpajamy or §
von Willebrand.
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4.2 {03MpoBKa H HAYHH HA NPUJI0KEHHE

JleuenueTo TpabBa fa ce 3amouHe Mo/ HAOIOAEHHE Ha JIEKAp ¢ OIUT B JICYCHHETO HA XeMOpHITHAL.

Ho3uposxa

Jlozata H IPONBIDKATENHOCTTA Ha 3aMECTUTENHATA TEpalis 3aBHCH OT CTETICHTA Ha TEKECT Ha (akTop

VIII nedwigira, oT nokamuzampaTa Ha KPHBOM3IMBA M CTENCHTA HA KbPBEHE, KAKTO H OT KIMHHYHOTO
CHCTOSIHYE Ha OOJTHUA.

bpost Ha npumaranute enuHMIHE oT ¢akrop VIII ce uspasssa B MeXIYHApOIHM €IMHMIH (IU) n
CHOTBCTCTBA Ha ChBpeMeHHHTe C30 cTannapTH 3a NPOAYKTH ChABPXKAIM daxktop VIII. AKTHBHOCTTA
Ha akrop VIII B mnasmara ce u3passBa KaTo NPOLEHT (CHOTBETHO KbM HOPMAJTHATA YOBEIIKA miasMa)

HIM B MCEXIYHapoAHH eavHMIM IU (ChoTBeTHO KbM MEXIYHapoZHMS cTaHmapr 3a daxtop VI B
IUIa3MaTa).

Emna MexayHapoasa equrmia (IU) ot akrusHOCTTA Ha daxtop VIII e eKkBHBaeHTHa HA KOIHYECTBOTO OT
paxtop VIII B equH ml or HopManHa YoBelKka MiasMa. M3uMciaBaHeTo Ha M3MCKBAHATA 71033 OT daxrop
VIII ce Gasupa Ha eMnUpHYHKA pesynTart, npd koitro 1 IU ot daxtop VIII 3a kg TeecHo Terio MOBAINABA

aKTHBHOCTTA Ha IUtasMeHms ¢axrop VIII ¢ 2,1 + 0,4% ot mopmanHaTta axtusHOcT. HeobxomumMara 1o3a ce
OIIpeACns Ype3 H3NOoN3BaHe Ha cieaHara dhopmyna:

Wsuckpanvisg Opoit epmuim = Tey1. Terno (kg) X xenaHoTo nosuimapane Ha daxrop VIII (% )TU/I) x0.5

KomryectBoTo koeTo e 6bJe MPHIOKEHO M YECTOTATA HA NPHIATAHETO TpsOBa BHHATH 13 OBIaT
cboOpaseHH ¢ KIMHHYHATA e()EKTHBHOCT BBB BCEKH OT/AEIEH CIIYHaii.

B cny4aii Ha mocneBaIy XeMOpParHyHH MHIMAECHTH, aKTHBHOCTTA Ha daxtop VIII ne Tpsabpa na nana
0N HUBOTO Ha JaJieHa IUIa3MEHA aKTHBHOCT (B % oT HopManxara wmi 1U/d) 3a croTBETHHS nepuoy,

Cnenpamara Tab/miia MoXe a c€ H3MON3BA KAaTO OPHEHTHPOBbYHA IIPH JAOMpAHE B ENM3OAMTE HA
KBPBEHE U B XHPYPruaTa:

CreneH Ha KpbBOM3IHBA/ H3uckpamo HecroTa Ha go3upaHe (4acoBe)/
Tun Ha XxupypruyHa MaHH- |Cce HHBO Ha | IPOXBIDKUTENHOCT Ha Tepanuara (JHH)
nynagus ¢axrop VIII
(Yo)(U/dI)
XeMoparss
PaHH# xeMapTpo3u, MYCKYIIHH 20-40 I[losrapsHe Ha Bceku 12-24 vaca. Haii-manko | gem,
KPbBOU3IUBH U KbPBEHE OT ClI€[ KaT0 KpPBBOH3IMBHUTE MNpOABABAINU ce ¢ 60JKa
| YCTHAaTa KyXHHa OTIUYMAT HMITH C€ MOCTHIHE ITBJIHO O3ZpaBABaHE
["oneMu KpHLBOHANMBH: 30-60 [losrapsne Ha undysuara Bceku 12-24 yaca 3a 3-4 nuu
XeMapTpo3H, KpPHBOH3NIMBH B HJTH TIOBEYE JOKATO OO0JIKAaTa WM OCTPOTO HAPYILEHUE B
MYCKYJIHTE HIH XeMaTOMH JBHIKECHUCTO OTLIYMST,
KpeBOM3nMBH 3acTpainaBaty 60-100 IloBTapaHe Ha HHYy3HATa Ha Bceku 8 a0 24 waca 1o
)KHBOTa MBIHOTO U3TIEKYBAaHE.
XHPYPrusug MangnyJanan -
Manky, BKIIOYUTENHO 3HEOHU 30-60 Beexu 24 4yaca, Hadi-manko | geH c,ﬂéqihﬁﬁf?@m\
€KCTPaKIIHH 03/1paBsiBaHe s Hﬁ;._....‘; #
['onemn 80-100 IloBrapane Ha uH(}py3usATA Ha BCeoj ’il:‘i $50s
(Ipe ¥ 1DOoCT- | MBITHOTO 3a3paBsABaHE HAa pPaHWTE,’ [TaE i)
OMEepPAaTHBHO) | HaW-Maiko 7 OHM 3a MOATBPK '
aKTUBHOCTA B AuanasoHa 30-60%
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[lo Bpeme Ha Kypca Ha JleueHHE € MPENOPHUMTENHO ONPENe/ITHETO HA HUBOTO Ha ¢axrop VIII, xoeto ma
CJIy’KH KaTo OpPHEHTHD 3a OINpe/leNgHe Ha J03aTa M YeCTOTaTa Ha MpUNIOXKEHHe. B cnydanTe Ha romsMa
XMPYPruyecKa MHHTEPBEHLHMS € HEOOXOMIMO MPENH3HO CEACHE HA 3aMEeCTBAlIaTa TEPAIAA Upe3 MPUIIaraHe
Ha KoaryJlauMoOHEH aHamM3 (aKTHBHOCT Ha IuiasmeH (akrop VIII). IlammenTrme Morar 1a BapHpar B TeXHUS
otroBop KM ¢akrop VIII, nocturaifky pasiuuHM HUBA HAa BB3CTAHOBABSIHE iN Vivo H J1a JEMOHCTPHPAT
pasyiHyeH eIMMHHAHOHEH I10OJIYKHBOT.

3a NMpOABKUTENHA NPOPHIAKTHKA Ha KBPBCHE IIPH MAIMEHTH ¢ TEeXKA XeMOQHIHI A, TpsibBa na ce
npunaraT o3y ot 20-40 IU/kg renecHo Terno Ha unTepBanu ot 2 A0 3 nHHU. B Hiakou cly4yan, 0co6eHHO
[IpH TI0-MJIa]IH TAIMEHTH MOXe ia OBAaT HeoOX0IMMH N0-BHCOKH JO3H WK 0-KPAaTKH HHTEPRAIIH.

MimMa HeoCTaTh4HH JaHHM OT KJIMHHYHH ITPOY4BaHUA 3a MpeNophbuBaHe Ha ymorpebara Ha dannu [pH
Jella Ha BB3pacT noja 6 roIuHu.

[lammenTute TpAOBa Aa ce CIeAAT 3a pa3sBUBAHETO HA MHXHMOUTOPH Ha dakrop VIII. AKO OYaKBaHMTE HUB2
Ha IUIa3MeHa akTHBHOCT Ha ¢aktop VIII me ce mocTHrar Wi He MOXe Ja ce KOHTPOIMpa KBEPBEHETO C
MOIXO/IAINA 1038, TPOBa Jla Ce NPOBEIAT H3CICIBAHHS 33 HAIMYME HA HHXMOHUTODY Ha (axrop VIII. Ilpm
TIAIHCHTH ¢ BUCOKO HUBO Ha HHXMOHTOPH, nedenueto ¢ (akrop VIII Moxe na 6b1e HeedexTHBHO B Tpsa6Ba fa

ObaaT 0OCHACHU APYIH TEpAlleBTHYHM BB3MOXKHOCTH. TaKHBA IAIIUEHTH TpA0Ba Aa OBJaT HAcOYEHH 3a
JICUYCHHE OT ICKAp C OIUT B JICYEHUETO Ha XxeModumusa. Bk touxa 4.4,

Hauwnn Ha npunoxerue

PazTBapsieTo Ha MpoyKTa e omucaHo B TO4Ka 6.6, [IpodykTsT ce mpHiiara HHTpaBeHo3Ho. Dangu Tpadea na
CE IIpHJIara ¢bC CKOPOCT He nmo-rojsaMa ot 10 ml/min.

4.3 IIporuBonoxazaHus

CBPBX'-I_YBCTBHIEJ]HOCT KBbM aKTHBHOTO BCLICCTBO HITH HAKOE OT HOMOIIHUTE BEHIECTBA.

4.4 CpoenpansM OpeayNpeXACHHSA H CIIEHAHE IIPEANA3HE MEPKY OPH ynorpeda

Karo nmpu BCekH ApPYr JIEKAPCTBEH NPOAYKT, ChOBPXKAIN MPOTEHH 33 MHTPABEHOIHO HIPHIIOXEHHE, ca
BB3MOXKHH ANCPIHYHM peakimH. 1IpOAYKTHT ChABpXa CICAM OT YOBCIIKH MPOTEMHH, PA3IUYHH OT
¢akrop VIII. INammenture TpaGsa xa 6baar mubopMupanu 3a PaHHHUTE NPOSABHM HA pEaKIHHTE HA
CBPEX1YBCTBUTE/THOCT, BKIIIOYBAIIH OOPHBH, PeHCPAM3HPAHA YPTHKAPHUA, CTAraHe B I'bPIUTE, XPHIIOBE,
CIIaflane Ha KPBBHOTO Hansrane, anapunakcus. Ilamwentute TpsGBa ma 6bAaT mochBETBaHW, mpH

HaCTBIBAHE HAa TE3W CHMIITOMH, He3a0aBHO [a NMPEKPAaTAT HHXXCKTUPAHETO M [a CE CBBPXKAT ¢ TEXHHA
JIeKap.

[Ipu criyqaii Ha HIOK 18 ce CIIEABAT HACTOSHIUTE MeTUIIHHCKH CTaHAAPTH 3a JIEYEHHUE Ha IIOK.
CraHzapTHUTE MEpKH 3a NpOoHUAaKTUKA Ha MHOEKIMH B pe3yiTaT Ha ynoTpebaTta Ha JieKapCTBEHH
POAYKTH, IPUTOTBCHH OT YOBCINKA KPBB HIIH U1a3Ma, BKIIOYBAT TOA00D Ha JOHOPHUTE, H3CIENBAHHS Ha
HHAMBHAYATHUTE JapsABaHMs M [JIa3sMCHUTE MYJIOBE 3a CIOCLHU(GHYHH MapKepH 3a HaJHYHe Ha
HHOEKUMO3HA TNpHYMHATENM X BKTIOYBAHE Ha edeKTUBHH NpOU3BOACTBEHH IIPONIECH 3a
MHAKTHBHPaHe/OTCTpaHABAHE Ha BUPYCH. BhIpexH ToBa, MPH MPUIIAraHETO HA NEKApPCTBEHH NPOIYKTH,
TTOJTYICHH OT HOBCIKAa KPBB MM MJIa3Ma, Bb3MOXHOCTTA OT IIPeHACSHe Ha HHPEKIHO3HH IPIYHHATE/ Y
HE MOXe Ja OB/ie M3KIIOYEeHA HANBJIHO. TOBA C€ OTHACH M CHINO 33 HEM3BECTHH HIIA HOBQIOSBIAM. CC
BHPYCH UNM NpyrH maToreHd. llpeanpuerdre Mepkm ce cuutar 3a edeKTHBHM 32 BHDYK 1;}34;: ﬁﬁ%
obBuBKa kato HIV, HBV and HCV, u 3a neobputns Bupyc HAV. Mepkute MOxe O x"{f/o@ gie

JICACTBHE CpEIlly HEOOBUTH BUPYCH, KaTo mapBoBHpyc B19. Mndekimara ¢ IapBOB g:/Effﬁl M, NaT
e
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Danoy 230, 500, 1000 10 SPC Bulg

Obde omacHa 3a OpeMeHHH eHM (¢eranHa WH(pEKUHS) W 3a MHAUBHAN C MMYHEH ACOHINT HIH
HOBHINECHA €PUTPOIIOE3a (HAp. XSMOJIMTHYHA aHEMHS ).

IIpemopbunTeNHO €, BCEKH IThT KOTaTo Ha MalyeHTa ce npuiiara Ganaym, UMeTO ¥ MapTHAHHA HOMEP Ha
MPOAYKTa Aa C€ 3aIKCBaT, C L]l OCHIYPSBaHE HA BPb3Ka MEXIAY NalHCHTAa W NapTHAHHA HOMEp Ha
IIPOYKTA.

[Hoaxomsmy BaxkcHHAIMH (XenaTHT A M B) ce npenopbyuBaT NMpH NMALKMEHTH, MOJYYABAIM ChIBPIKAL
¢akTop VIII kOHIIEHTpAT, MOJy4YEH OT YOBEIIKA I1J1a3Ma

QopMHPAHETO Ha HEyTpaIM3Upalw aHTurena (MHXuOuTOpu) cpemy axrop VI e wusBectHO
YCHOXKHEHHE NpH JIEYCHHETO Ha NauMeHTH ¢ XeMoounus A. Tesm maxuOutopm obuuaitno ca IgG
MMYHOTI00yIHuHH, HacoueHHu cpemty (akrop VIII mpokoarymaHTHaTa akTHBHOCT, KOSTO C€ ONMpeAcs B
betesna eqununm (BU) 3a ml ot miasmara, dpes npunaranero Ha Nijmegen MonudHIHMpal METO.
PHCKBT OT pasBHTHETO Ha MHXHOHTOPH KOpeJHpa ¢ €KCHO3UIMATA Ha aHTHXeModmieH ¢axtop VIII,
KaTO TO3H PHCK € HAH-TOJIIM Npe3 MEpBUTE 20 AHM OT eKcno3uuaATa. Psaako HHXHOHTOPHTE MOTAaT 1a ce
pa3Buar cned nepBHTe 100 mHM oT excmosuiuata. Ilanmenture, nekypanu ¢ daxrop VIII, tpsacea

BHUMATEIHO J1a €€ CJIeIAT 3a Pa3BUTHETO Ha HHXUOUTOPM 4pe3 IMOAXOMIH] KIMHHUYHO HAOMIOICHHE H
nabopaTopHu TecToBe. Buxk Touka 4.8.

4.5 B3anmoaeiicTBHe ¢ APYI'd JIEKaPCTBEHH NPOAYKTH B ApYrd GopMH Ha B3aNMoOJEHCTBHE

Hsma u3BecTHH B3aMMOJACHCTBHA Ha IPOAYKTH, ChIbPXKAINH YOBELIKY KoarynamuoHeH daxtop VIII, ¢
IPYTH JEKAPCTBECHH TIPOAYKTH.

4.6 DbpeMeHHOCT U KhpMEHE

[IpoyuBanus 3a Bw3achcrBuero Ha daxtop VIII BBpXy penpomyKTHBHOCTTA HIpH XHMBOTHH HE ca
npoBeXXAaHN. llopamu paaKoTO OTKpHMBaHE Ha XeMO(WIHA A IpH XEHH, HE € HAHYEH OIHT IIPH
ynorpebdara Ha pakrop VIII npu 6Gpemennn xeHu U kppMmauku. [lopanu toa, gaxtop VIII Tpsa6sa aa ce
npuJIara 1o BpeMe Ha OpEMEHHOCT U KEPMEHE caMO ako € abCOMIOTHO HHIHITHPAH.

4.7 EdexTn BbpXYy cnioco0HOCTTA 32 MOopupaHe H padoTa ¢ MAIIHHHU

®anan He NOBIUABA HIIM [TOBIHMABA B HE3HAYMTENIHA CTENeH crocoOHOCTTA 3a modupane HiM pabora ¢
MaHIHHU,

4.8 Hexenanu JeKapcTBeHH peaKkivH

CBPBXYYBCTBHUTCIHOCT MIIH AICPTHYHM peaKlMH (KOMTO MOXE Ja BKJIIOYBAT aHTHOENEM, IapeHe H
OONE3HCHOCT OKOJNO HHXEKIHOHHOTO MSICTO, TPBIKM, 3a4CpBABAHE, IEHEPAIM3HpaHa yPTHKApHA,
rnaBobonve, oOpHB, INOHWI)KAaBaHE Ha KPBBHOTO HalufATaHE, CBHHAMBOCT, rajicHe, Oe3MmoKoHCTBO,
TAXHKapAud, CTAraHe B I'BPAHTE, ChpOEXK, MOBpbILAHE, XPUNTEHE) ce HaOMIONABAT PAIAKO M B HAKOU
CJly4au ¢ Bhb3MOXKHO Ja MPOrpecHpar A0 TeXKa aHa(pUIAKCHsA (BKIIOYHTENHO IIOK).

B peaxu cnydau € HabnrogaBaHa Tpecka.

[lanuentn ¢ xeMopHUMUsA A MOTAT Ja pa3BUAT HEYTPAM3UPAIIN aHTHTeNna (MEXHOUTOpH) cpenty dakTop
VI Ako Te3u HHXHONTOPH ca HAJIM4HM, TOBA HIE C€ MAaHA(ECTHPA C HEAOCTATHYECH KIHHHYEH OTTOBOD.

B Te3u cilyyad ce MpenophyuBa OCHIIECTBABAHETO Ha KOHTAKT Che CHIEHUANTM3UPAH IEHTHD 32 JeUeHHe Ha
XeMOQHIN.

3a Oe30nacHOCTTa 10 OTHOIICHHE HA TPAHCMHUCHBHHUTE areHTH BUXK Todka 4.4.




Ganou 250. 500, 1000 117 SPC Bulg

4.9 Ilpenosupane

Hsama crobiuenus 3a ciyyau Ha nipeao3upaHe.

5. @®APMAKOJJOTHYHHM CBOUCTBA
3.1 @PapMakoaHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHA T'pylla: aHTUXEMOpParu4yHu cpelctBa: Yopemku koarynainuoHeH ¢axtop VIIL
ATC xom: B0O2BD0?2

Bne ®anau, gakrop VIII:C e npeacrapen karo xommnekce ¢ von Willebrand daxrop.

Qaxtop VIll/von Willebrand ¢axtop xoMmnexkcbr cpappxka ase Monekynu (daktop VIII m von
Willebrand ¢axrop) ¢ paznuuau GU3MONOTUIHYN QYHKUKM.

Korato ce npunoxu Ha donau oT xeModunus, paktop VI ce cBup3Ba ¢ paxtopa Ha von Willebrand B
[UPKYJIalKkATa Ha alHeHTa.

Axtusupanuar ¢axrop VIII (FVIIa) apelictBa xaro kxodaktop 3a akTuBHpadeTo Ha ¢aktop IX,
YCKOpABall KOHBEpCHATa Ha dakTop X 10 akTHBUpaH ¢akTop X. AKTHBHpaHUAT ¢akTop X HpeBphINa
nporpomMbuHa B TpoMOMH. TpoMOUHBT TOraea npespsina GubpruHOreHa BsB GUOPHH U CHCHPEKBT MOXKE
na 6s1e GopMupaH.

Xemopunud A € MONOBO CBBP3aHO HACIeACTBEHO 3alonfgBaHe HAa CHCTEMara Ha KPBBOCHCHPBAHE,
AbIDKaLIo ce Ha nmoHmwxkeHu HuBa Ha FVIIL:C u Bogu 10 npody3HH KPHBOHU3JIUBH B CTaBHUTE, MYCKVIIHTE
H BETPEIIHUTE OpPraHH, KaKTO CIIOHTAHHO, TaKa M B PE3yJITAaT HA HHIUIACHTHA HIIH XHPYPTrUudHa TpaBMa.
Upes 3aMecTHTENMHA Tepanus 17ia3MeHaTe HuBa Ha (Qaxtop VIII ce nmosuinasar, kaTo 1o TO3M HaYHH CE
IIOCTUI'a BPEMEHHA KOPEKLUUS Ha JeQUIKTA U HPEOAONABAHE HA TCHASCHIUATA 32 KbPBEHE.

ViMa HeAOCTaThYHU JAHHK OT KIIHHHUYHH NPOYYBAHUA 3a MpenophuBaHe Ha ynorpebara Ha Panau npu
Jlea Ka Bb3pacT Ioj 6 roauHH.

5.2 ®apMaKoKHHETHYHH CBOMCTBA
[Inasmenarta akTHBHOCT Ha ¢paktop VIII HamangBa 1o nBydaszHo €KCIIOHEHIHATHO pasMajiaHe.

EnMMUHaIHOHHMAT IOMYKHBOT Ha Panay YCTAHOBEH NpH KIMHUYHH IMPOyYBaHHUA, IIPOBEAECHH ¢ TO3H
ripoaykT, ¢ 14,18 £ 2,55 qaca npu "1n vivo" Be3ctanossisane 105,5 £ 18,5%, koeTo € eKBHBAJIHETHO HA
npubmusurenso 2,1 + 0,4 1U/d] 3a IU/kg npunoxena qo3a (CTOMHOCTHTE ca TIOAYUEHH Ype3 XPOMOTeHEeH

MmeTon). YrouneHH ca cinenuure HuBa MRT 20,6 + 4,8, AUC 19,3 + 3,7 IU/W/ml u xmpeHe 2,6 + 0,5
ml/h/kg.

3.3 Ilpexknuuuynm JaHHHK 32 Oe3omacHoOCT

Hopemkusat mnasMeH KoarynauMoHeH ¢akrop VIII (xaxeBro npeacrapnsBa Pangn) e HopMaiHa
CBCTaBKa Ha YOBELIKATa IIy1a3Ma M AcHCTBa KaTo eHaoreHnua ¢pakrop VIII. TecroBere 3a enuENuba g03a
TOKCUYHOCT Ca HEYMECTHH, THhH KaT0 BUCOKHTE O3 BOJAT RO NMPETOBAPBAHE.

" _._.-ll-lrr-I- —ll--.__| ‘-q
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Ganou 250. 500, 1000 1U SPC Bulg
6. DGAPMAIEBTNYHM JAHHH

6.1 Cnuchk HA TOMOIHHTE BEHIECTBA

- XHCTHIHH
- HoBelnky amdoyMuH

- ApruHuH
- Boaa 3a urxxexuun (pa3TBOpHTEN)

6.2 HecnrBMeCTHMOCTH

®anzum He TpabBa Ja ce CMeCBa ¢ IPYTH JICKapCTBa.
Tpabpa ga ce U3n0I3BaT caMO BKIIIOYEHHTE B Habopa HHOY3HOHHH H3JIENIHA, 3al0TO MOXKE 13 HACTBIIAT

HAapyHICHHS B JICUCHHETO, KaTO CICACTBHE Ha abcopbumnara Ha daxrop VIII no BpTpemuara moBbpXHOCT
HA HAKOH HHQY3UOHHH CUCTEMH.

6.3 Cpox na rognocr

CpoxsT Ha rogHocT Ha PaHaM € 3 roavHY NPH ChXpaHeHHE IpH Temmeparypa mox 30 °C.

Crnen pa3TBapsiHe NIPOXYKTHT € GH3HYCCKH U XUMHUecKH cTabuneH 12 gaca mpu temmeparypa 25 °C. Ot
MHKpOOHOJIOTHYHA TlIeHa TOYKa, NPOAYKTHT TpAOBa /1a ce H3MOJI3Ba He3abaBHO. AKO HE ce HM3I0JI3Ba

He3a0aBHO, BpEMETO H YC/IOBHATA 3a ChXPaHEHME Ipead YIOTpeba ca OTrOBOPHOCT Ha IIPUIArallius

NpoayKTa, KaTo He TpsaOBa ma 6baar moBeue oT 24 uaca mpu TemmepaTrypa oT 2 1o 8 °C, ocBeH ako
pa3TBapAHETO HE € NPOBEACHO MPH BaTHAUPAaHH aCENITHIHH YCJIOBHS.

6.4 ChoenuannM yCJIOBHA 32 cChXpaHeHHe
Ha ce cexpanssa npu teMnepatypa non 30 °C. a He ce 3aMpassiba.
3a yca0BHsATa 3a ChXpaHEHUE Ha Beue pa3TBOPEH MPOAYKT BHXK TOYKA 6.3.

6.5 laHHH 32 OIaKOBKATA

Pannu ce focrass B THn Il crekien ¢uaxon, ceaepxam 250 1U, 500 TU wm 1000 IU daxrop VIII
(modunu3npan) u TUN [ CTBHKIIEHA, Npe/IBapHTENTHO HaMbHEHA CTHKJIEHA CIPHHIOBKA, ChIbpxama 10
ml BoZa 32 HHXeKIUU (pa3TBOPHTEN).

MenunuHckuTe u3nenus, focTasanya ¢ Pannn 3a pasTBapsHe W PUIOKEHHE HA IMPOAYKTA ca: anarTep
3a (prlaxoHa, uATHp, Uria THI ,,6Tepdnait” 1 2 TaMIIoOHa ¢ ATKOXOJI.

OmakoBkata cpaepxa: 1 ¢ulakod, | mOpenBapuTenHO HaNbIHEHA CIPHHIOBKA C DPa3TBOPHTEN H
MCIAUIIUHCKH H3IETIHS.

6.6 Yxa3zaHud 3a ynoTpebda H H3XBLJISIHE

Jla He ce H3NOoa3Ba cliell U3THYAHE CPOKa Ha MOJAHOCT, NOCOYEH HA €THKETA. Hensnon
IIPOAYKT He TPAOBA Na ce ChXpaHsdBa 3a N0-KbCHA yioTpeba, HUTO [1a ce ChXpaHsIBa

3a NPUrOTBAHE HA Pa3TBOpA;

1.  3aromnere (aakoHa ¥ CIPHHIIOBKATa, HO HE IIpH TeMmeparypa Hax 30°C.

o }Eage 6af 8§



Danou 250. 300, 1000 10 SPC Buly

[Ipnkayere OyTanoTo KbM CIIPHHIIOBKATA C pa3TBOPHUTE,

Ussaaere puarkpa oT onakoBkaTta. OTCTpaHETE Kanaykara OT BbpXa Ha CIIPHHIIOBKATA.

N3Banere amantepa 3a (¢pjiakoHa OT OIIaKOBKATa U I'o NPUKadeTe KbM CIIPHHIIOBKaTa U GUITHpa.
OTtcTpaneTe Karaukara OT (JIaKOHa M IOYHCTETE 3anyrankara ¢ MPHIcKEHH TaMIIOH C aJIKOXOIL.
[IpoboneTte 3anyurankara Ha (p1akoHa ¢ UIJlaTa Ha ajanTepa.

HNmxexTHpaiTe IUIOTO KOMIMYECTBO pa3TBOPUTEN OT CIIPHHIIOBKATa BbB (JIAKOHA.

BruMarenHo pasxiarere (IakOHa OOKATO NPOAYKTBRT CE€ pa3sTBOPH HaNbIHO., Kakro Apyrure
Pa3TBOPH 3a MAPCHTECPAJIHO MPHIIOKEHUE, HE U3IION3BAUTE MMPOAYKT PA3TBOPEH YACTHYHO HITH aKO B HETO
HMa Hepa3TBOPEHHU YaCTHIIH.

9.  Otnenere 3a KpaTKO CHPHHIIOBKaTa ¢ QuaThpa OT PiIakoHa ¢ afantepa 3a Ja 0cBOOOAMTE BaKyMa.
10. OO6spreTe pnakoHa U HITETNIETE pa3TBOpa B CIIPUHIIOBKATA,

11. TloarorBeTe HHXECKHHOHHOTO MACTO, OTHAENIETE CIPHUHIIOBKATA M HHXCKTHPANTE NPOAYKTA, Karo
H3I0JI3BAaTE HMPHIIOXKEHATa Urna Tul ,,0prepduai’’. CKOpoCTTa Ha HHXXEKTHPAHE BHB BeHara TpsOBa ja
obae 3 ml/min, 1 HuKora nosede oT 10 ml/min, 3a H3GArBaHe Ha BA30MOTPHH PEAKLUH.

XN BPN

He n3monsBaiiTe moBTOpHO Habopa 3a MPUIOKCHHE,

Hewn3nonssaHUAT NPOAYKT HIH OTHAABLYHHTE MAaTEpHanM OT HEro TpsAOBa fa ¢€ M3XBBHPIAT B
ChOTBETCTBHE C MECTHHTE H3HCKBaHHA.

IHonydeHuaT pa3tBop TpaAOBa Aa Obae OMCTHD MM JIEKO ollajiccLypany. He usnon3saiire pasTBop KOHTO
e MBTEH HJIM HMa HEPA3TBOPEHM YacTHIH. Pa3TBOPEHUAT NPOAYKT TpsOBa Aa ce IIpoBepsBa BU3yaIHO 3a
HEPa3TBOPCHH YACTHIIH M IIPOMAHA HA LIBETA IIPEIU yroTpeoda.

7. IIPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA
Instituto Grifols, S.A.

Can Guasch, 2 - Parets del Valles

08150 Barcelona - Ucnianus

8. PEINCTPAIIMOHHHN HOMEPA

9500225 (Panau 250 IU)

9900224 (Pargu 500 IU)
9900223 (®anmu 1000 IU)

9. HJATA HA IIbPBO PA3ZPEIHABAHE/IOAHOBJBAHE HA PA3ZPELHIEHHETO 3A
YIIOTPEBA

Jlata Ha ObpBO pazpemaBaHe 3a ynorpeba: 23.07.1999
JlaTta Ha Hal-KLCHOTO MOTHOBIBAHE Ha pa3peineHueTo 3a yrnorpeda: 08.11.2004

10. IXATA HA AKTYAJIMZIUPAHE HA TEKCTA

09.2009 roguua

IlonpobHa uHpOpMalMg 3a TO3U NPOAYKT € HAIMYHA HA HHTEPHET C'I‘p&HHI.IEl’(
Manwsaautenna Arennus no Jlekaperpara: http://www.bda. bg




30, 500, 1000 1 SPC Bulg
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