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HAUMEHOBAHHUE HA JIEKAPCTBEHMUA ITPOAYKT

EMOKIJIOT 500 IU Ilpax u pa3TrBopuTEI 32 HHPY3UOHEH pa3TBOP
EMOCLOT 500 IU powder and solvent for solution for infusion

KAYECTBEH U KOJIMYECTBEH CbCTAB

Yopemku nia3MmeH koaryinaunoHeH ¢axrop VIII, uscymen upes 3ampa3ssBaHe.

Bceku ¢aakoH karo 1suio cpaspxka S00 [U yoBemku koarynauuoneH ¢gaxrop VIII.
EMOKIJIOT cwuaspxa npubsmsurenro S00 IU/10 ml yoemxku koarynauuoHneH ¢gaxkrop VIII
CJiel pa3TBapsHe.

EMOKIJIOT ce npeanara nmoja ¢opMara Ha npax U pa3TBOPUTEN 3a UH(PY3HOHEH pa3TBOP,
KOMTO KaTo 1510 ChAbPXKAT:

EMOKJIOT
S00 IU
YOBEILKH IJIa3MeH KoarynanuoneH ¢axrop VIII 500 IU/¢pnakon
YOBEIIKM IUIa3MeH KkoarynamuoHeH (aktopVIII, 50 IU/ ml
| Pa3TBOPEH C BOJA 32 HHXEKIIHH (500 TU/10 ml )
00€M Ha pa3TBOPHTENS 10 ml

AxtuBHocrTa (IU) ce onpenens ype3 xpoMoreHeH aHanus no EBponeiickara ¢papmakornes.
Cneunduynara akTuBHOCT Ha EMOKIJIOT e npu6nusurento 80 IU/mg 6entsk.
[Ipon3BesieH € OT 11a3Ma OT YOBEIIKH JOHOPH.

To3u npenapar cbabpxa 4oBelKH (pakTop Ha HoH Bunedpan.

[ToMomHu BelmecTBa ¢ HM3BEeCTEH €(EKT: JIEKAPCTBEHHAT MPOAYKT ChAbpka 10 41 mg
HaTpU B €IMH (p1aKoH.

[Isnen cnuchbk HA [MOMOMOIHHUTE BEIIECTBA € MPCACTABCH B TOYKA 6.1.

JIEKAPCTBEHA ®OPMA

Ilpax u pa3rBopuTes 3a HHPY3UOHEH Pa3TBOP.
JlekapCTBEHHAT NMPOAYKT € Osij1 MM CBETJIO XXBJIT, XUIPOCKOIMYEH IIpax WJIM POHJIMBO

TBBP/IO BEIIECTBO.

KJIMHUYHU JAHHHA

TepaneBTHYHH NMOKa3aHHUA
JledueHue M npoduIaKTHUKA HA KPHBOHM3IMBH MNPH MALIMEHTH C XEMO

nepuunt Ha pakrop VIII).




4.2

Jleuenue Ha npuaoOuT AepuuHT Ha paxTop VIIL
JleueHHe Ha ManHeHTH ¢ XeMopumHa ¢ aHTHTeNna cpemy (akrop VIH (MHXMOHTOpPH: BHXK

cplno 4.4).

Jo3MpoBKa H HAYMHH HA NPHJIOKEHHE
JleuenneTo TpaGBa na 3anoyvHe Mo HaOMOACHHE Ha JIEKap CHELHANHCT B JICYEHHETO Ha

xeMoQHIHS.

[Ipocneaasase Ha JICYSCHHETO

[To BpeMe Ha NeueHHeTo ce MpenopbhYBa MOAXOAAILO OolpelessHe Ha HUBaTa Ha ¢dakTop VIII, 3a na
ce onpeAend [03aTa, KoATO TpAGBa AAa Ce MNPUIOKKH H 4YECTOTATa Ha MOBTOPHUTE HHQY3HH.

OTOeNnHrTe NALMEHTH MOFaT Ja BapUpaT B OTrOBopa CH Ha pakrtop VI, neMOHCTpHpaHkH pa3iHueH
NONYKABOT H BB3CTaHOBABaHE. Jlo3ara Ha 6a3ara Ha TENECHO TErji0 MOXKeE Ja H3UCKBA KOPEKLIUA NPY

NannuCHTH ¢ HUCKO TErJI0 WIN € HAJHOPMCHO TEIIO.

B cayyaif Ha roJieMH XHPYPrHY4HH HHTEPBEHLUHMH, € Heo0XOAMMO TOYHOTO HabmoaeHue Ha
3aMeCcTBalllaTa Tepanus Ype3 KoarylalHoOHeH aHajin3 (aKTMBHOCT Ha fu1a3MeHns daxrop VIII).

Koraro ce M3non3Ba aHAIKW3 3a CHhCHpBaHE in vitro Ha TpombomnacrtuHoBo Bpeme (aPTT) 3a

onpeAessHe Ha akTHBHOCTTA HA (aktop VIII, pesynrarHre OT aKTHBHOCTT2 Ha IU1a3MeHHsS (akTop
VIII Morar ga OpaaT 3HAYMTENHO FMOBAMAHM KAaKTO OT THna Ha pearcHra Ha aPTT, Taka M oOT

pedepeHTHHA CTAHOAPT, H3NOA3BaH MNpM aHanu3a. CbIIO Taka MOXE Ja HMa 3HAYUTEJIHH
HECHOTBETCTBHA MEXKIY Pe3Y/ITATHTE OT aHANU34a, NOYYEHHU Upe3 €IUH €Tal Ha KPbBOCHCHPBAHE Ha
bazara Ha aPTT, U xpomoreHHus aHanu3 covriacHo EBponeiicka ¢apmakones. ToBa € ocobeHo
BaXXKHO MPH CMAHA Ha 1aGopaTopHaTa ¥ / WIH pearcHTHTE, H3IO3BaHH B aHATH3A.

Llozuposka
J03MpOBKAaTa ¥ NPOIBDKUTENIHOCTTA HA 3aMECTHTENIHATA TEpallHA 3aBHCAT OT TEXECTTa Ha

nebunura Ha dakrop VIII, nokanm3zaumsaTa ¥ TeXECTTa HA KPBHBOH3NIMBA H KIMHUYHOTO
ChCTOSAHHE HA IIalHCHTA.

KonuuectBoTo equnuii Ha ¢akrop VIII, kouto TpsabOea aa ce npuioxkar, ce H3pa3sBa B
MexxayHapoaHH eauHnIH (1U), KOUTO ca onpezesieHH CIIpAMO HacTosmuA ctangapr Ha C30
3a NpPOAYKTH, ceabpxamu ¢axktop VIII. AxtuBHocrra Ha ¢akrop VIl B mmasmara ce
H3pa3fBa B IPOLEHTH (110 OTHOUIEHHE Ha HOpMAaJIHATa YOBCIIKA /1a3Ma).

Enna mexaynapoana exuanna ¢akrop VIII ¢ eksuBaneHTHa Ha KOMHuecTBOTO axTop VII,
ChOBPIKALIO CE B €IMH MHUJIMIKTHP HOpMaTHa YOBCIIKa Ia3Ma.

Jleuernue npu Hyocoa

Hsuucnasanero Ha HeobxoaumMara go3a pakrop VIII ce 6a3upa Ha EMITUPHYHO YCTAHOBEHUA
¢dakT, ye | MexnayHapogna emuHHna (IU) daxrop VIII Ha xumorpaM temecHo Terio
TIOBHINABA aKTHBHOCTTA Ha myiazsMenusa ¢axktop VIII ¢ 1.5% mo 2% ot HopManHa akTHBHOCT.
HyxHarta 103a ce onpeacs, KaTo ¢e U3MoI3Ba clieaHata GopMya:

HeobxomuMu eIMHHALE = TEJIECHO TerIo (KI) X XeMaHOoTO NMOBHINECHHE HA (PAKTo
(IU/d]) x 0.4

KonuyecTBOTO, KOETO TpaOBa Ja ce MPUIOKH, KAKTO H YeCTOoTara Ha Mp
BHHarH aa 6paar cbobpaseHH ¢ KIIMHNYHATA €PEKTHBHOCT ITPH BCEKH OTHE




B cnyyaii Ha clegHHTe XeMOpPArHYHH MHIMJCHTH, aKTMBHOCTTa Ha ¢aktop VI B
CHOTBETHUS IEPHOA He TpaOBa Aa maxa noj AaACHOTO HMBO Ha IJIa3MEHAa aKTHBHOCT (B %o
oT HopManHoOTO). Cneanara Tabnuia MOXe f1a ce U3MOA3Ba KaTo yKa3aHHe 3a ONPEACIIAHE Ha
IO3HpPOBKATAa NPH CITy4ad Ha KPHBOMU3IHUBH U B XHPYPrHATa.

Cuia Ha YecT0oTA HA NPHIIOKEHHE
IIpuueaHo HHBO
KpLBOH3/IHBA/ THII (wacomBe)/
Ha ¢axrop VIII
XHPYpPra4Ha (%) (TU/d]) IIpoaL/DKHTETHOCT HA
HHTEPBCHIIHSA JIe9eHHETO (AHH)
KpbBOK3NHBH
Haganna xemapro3sa, 20 —40 [TopTapsatr ce Ha Bceku 12 nxo 24 gaca,
MYCKYJICH KPHBOU3/IHB Haii-manko 1  geHOHOLIME, J0OKaTo
M4 KPHBOH3NIUE B KpHbBOU3IMBBLT OBAC OBNafsAH, Karo
yCTHATa KyXHHa nmokasaten e OolKaTta, UM C€ IIOCTHTHE
aZeKBaTHO 3a3paBsABaHE.
[Io-cunHO H3pa3eHa 30-60 Hudy3unTe ce moBTApAT HA BCCKH 12-24
XeMapTpo3a, MyCKyJIeH yaca B INPOABMKECHHEC Ha 3-4 IHH HIH
KPHBOU3IINB HIIH oBeue, A0 OBJIaAsBaHe Ha OonkaTta H
XeMaToOM OCTPHTE CHMIITOMH.
JKuBoTO3acTpalnaBaliH 60 — 100 HUudy3nute ce NoBTapAT HAa BCEKH 8 10
KPBBOH3IIMBH 24 yaca 10 OBIaAABaHE Ha CHCTOSTHUETO.
XHPYPrU4HH
HHTEPBCHLIMH
Maiks, BKIIFOUMTEIHO 30-60 Ha Bcexu 24 4aca, noHe 3a | geHOHOmMME
350HH EKCTPAKIMH 110 3a3QpaBABaHeE.
lonemu 80 - 100 HNudy3nute ce NOBTapAT Ha BCeKH 8-24
(Npe- K IOCT- |9aca A0 aJeKBaTHO 3a3JpaBsBaHE Ha
ONEpPaTHBHO) |ONepaTUBHATa paHa; CJICA TOoBa Ce€
OpHiara JI€YeHHe¢ TMNOHE¢ 7/ [JHU 3a
NMOAALPKAHE Ha AKTHBHOCT Ha (QaxTop
VIII B rpannnure Ha 30% nxo 60% (30
[U/dl — 60 1U/dI).
I[Ipopuraxmuxa

3a aparocpoyHa MpogHIAKTHKA Ha KPHBOM3IMBHTE MPH NAlMEHTH C TEXKa xeMopuiusa A tpsadsa
na ce npuaarat go3# ot 20 ao 40 IU ot daxrop VIII Ha kunorpaM TeNeCHO TEINI0 HA HHTEPBAIH OT
2 10 3 nuu. B Haxou cmydau, ocoGeHO NpH NMo-MJIAAH MAUHEHTH, MOXE Ja ca HeoOxoaumu Mo-
KPaTKH HHTECPBAIM HA NPHJIOKECHHUE HJIH [TO-BHCOKH JO3H.

Ynompeba npu deya




Besonacuocrra u edpukacHocrra Ha EMOKIJIOT mpm gmena nox 12 roauHM Bce OLNE HE ca

YCTAaHOBCHH.
[ToHacTOSAMIEM HAIMUHUTE JAHHH Ca ONMHCAHM B pasjaen 5.1, HO mpenopbKH 3a JO3HPOBKATa HE

MOTrar Ja ce aasar.
IIpn moapactBamu (12 — 18 rogwHM) M03HMpOBKaTa 3a BCAKO ITOKa3aHHE CE€ OIpPEAENa CIIOpeX

TECINECHOTO TET'NHO.

Ha4yuu Ha NPpHIOXKEHHE
HuTpaBeHO3HO IPWIOKEHHE Ype3 HHAKEKTHpaHe UM OaBHa MHQY3HS.

B cnyuaif Ha HHTPaBEHO3HO HHXXEKTHPAHE ce NpenopbyBa NepHoJ 3a HHXKEKTHPaHe OT 3 10 5 MHH.,
KaTo c€ CJIEAH 4eCTOTaTa Ha Iyjlca Ha IallMCHTa M [IPU HErOBOTO YYE€CTABAHE HHXXCKTHPAHETO

TpsOBa Aa ce 3adaBH HIIM IPEyCTaHOBH.

CkopocTTa Ha BbBEXIaHe TpAOBa Ja ce onpeend HHAUBUAYATHO 3a BCEKH OTIC/ICH TallHEHT.

AHCTPYKIIMH OTHOCHO Pa3TBAPAHETO HA JICKAPCTBEHMSA NPOAYKT NMPEAH NpHIaraHe ca IpeACTaBeHH
B pa3zaen 6.

4.3 IlIporuBOnoOKa3zaHHNA
CBpEXYYBCTBHTEJIHOCT KBM AKTHBHOTO BELIECTBO HIH HAKOM OT EKCLIMIIMEHTHTE, M3OpPOECHH B

pazaen 6.1.

44 ChnennajHH npexynpexKIeHHA H NPeANAZHH MEPKH NPH ynoTpeda

[IpocneguMocCT

3a ga ce nmogoOpd MpOCIeAUMOCTTa HA OHOJOrHYHHTE JIEKAPCTBEHH MNPOAYKTH, HMETO H
NapTHAHHUAT HOMEP HAa aIMUHHCTPHPaHUA IPOIYKT TpAGBa 1a ObAaT ACHO 3allMCaHu

CBPBXYYBCTBHTEIHOCT
Ilpu npunoxennero Ha EMOKJIOT ca BB3MOXKHHM AaNepruycH THII peaku#M Ha

CBPBbXYYBCTBHTEMHOCT.
Ocsen daxtop VIII EMOKJIOT chakppika ¥ cieau OT ApYrH 6eNTBUH OT YOREIUKH NPOH3X0J . AKO
TE€3H CHMIITOMH Ha CBPBXYYBCTBHTEJIHOCT CE€ IPOSABAT, ynorpebara Ha JIEKAPCTBEHHUA NPOAYKT
TpsOBa 1a OBbJie NpeycTaHOBeHA He3aDaBHO M MAIlMEHTHTE CJICABA Ja CE CBBPXKAT C JIEKYBAallys CH
nekap. [laupentute TpadBa na O6baaT MHPOPMHpPAHH 3a PAHHOTO IPOABICHHE Ha IpU3HALIM Ha
CBPBXYYBCTBUTEJIHOCT, B TOBA YHCIO OOpHB, MeHEpaliu3dpaHa YPTHKApHs, YYBCTBO 3a CTHATaHE B
bPAMTE, XPHIIOBE, XHIIOTCH3HA H aHaHIaKTUYHA peaKInd.

B cny4ait Ha mok, Ja ce CIeABAaT MEAUIIMHCKUTE CTAHAAPTH 34 NCYCHUE HA ITOKOBH ChCTOSHHA.

Baxua nadopmMariug. oTHOcHO ¢sCTaRa Ha EMOCJIOT

To3u jekapcTBEH NMPOAYKT chAbpXka A0 41 mg Harpui BLB ¢1akoH oT 10 ml, exBuBaneHTHH Ha
2,05% ot npenopekara Ha C30 3a 2 g HaTpuii MAKCUMAJICH JHEBEH IIPHEM 3a Bb3PacTeH.

Auxuburopu
OOfpa3yBaHeTO HAa HEyTpajM3Hpalld aHTHTeNa (MHXHOMTOpHM) cpemy ¢akrTop

YCIIOXKHEHHE TIpU JIEYEHHETO Ha nanueHTH ¢ xeModunus A. Tesn HHXUOHTO
HMYyHOrnobymuaH oT Kiac lgG ¥ ca Haco4eHH cpely MpoKoarylauMoHHaTa
VIII. KonnuecteeHo Te ce u3mepBaT B Bethesda Units (BU) Ha Mumunu




H3MON3Ba MONUDHIHpAHHS aHaIM3. PHCKBT OT pa3BHTHE Ha HHXMOHTODHM € CBbp3aH ChC
CEpHO3HOCTTA Ha 3ab0IsMBaHETO H ¢ eKcrno3uuuara Ha gakrop VIII, TO3H pHCK € HaH-BHCOK IIpe3
TEPBHTE 50 JHH €KCTIO3HI[U4,
HO NPOJBIKABA NPE3 LEIUA XXHUBOT, BEIIPEKH Y€ PHCKET € PAIEK.

KnuuxHynara 3aBHCHMOCT OT pa3BHTHE Ha HHXHMOMTOpPH 3aBHCH OT TMThpa Ha MHXHOHTOpa, KaTo
HHXHOUTOPHTE ¢ HUCHK THTHP, NPEAU3BUKBAT NMO-MATBK PHCK OT HEAOCTATHYECH KIHHUYEH OTIOBOP,
OTKOJIKOTO HHXHOHTOPHTE C BUCOK THTHP.

Haii-o0mmo, BCHYKH NAIMEHTH, JIEKYBAaHH ¢ TMPOIYKTH, ChAbPXKAaIMM koarynanuoHeH (paxrtop VIII,
TpAOBa Ja OBJAT BHUMATEIHO MPOCIEAIBAHH 3a pa3BUTHE HA HHXHOHUTOPH C OOXOAAIIM KIMHHYHH
HicleIBaHuA M nNabopaTopHH TecTOBe. AKO OYAKBAaHHTE HHBA Ha aKTHBHOCT Ha (axrop VIII B
niasMara He 6BJaT MOCTHIHATH MM aKo KPBBOH3NMHUBBT HE MOXE Aa Oblie OBIaIgH ¢ MOAXOoaAiNa
n03a, TpaOBa Ja OBJe MPOBENEHO H3CICABAHE 3a HAIW4YHE Ha HHXHOUTOpM Ha ¢axtop VIII. IlpH
MalMEHTH ¢ BUCOK THTHLD Ha HHXUOUTOpHTE, TepanusTa ¢ ¢paxrop VIII moxe na 6bae needexTHBHA
H TpabBa 1a ce oOCHAAT APYIH TepaleBTHYHH BapHaHTH. JleueHHEeTO Ha TakMBa MauMeHTH TpsabBa
Ja C€ NMpOBEXJia CaMO OT JIeKapH, CMIEIHAIMCTH B JICUCHHETO HAa XeMO(HIHA U MHXHOWTOPDH Ha

d¢akTop VIII

CepaeYHOCHIOBH CHONTHS
[Ipu nanueHTH ChC CHINECTBYBAINN CHPACYHOCHAOBH PHCKOBH (paKTOpPH, 3aMECTBAlllaTa Teparus C
FVIII Moe ga yBeTUYH ChpICYHOCHAOBUSA PHCK.

YCIOXHCHNS, CBbP3aHU ¢ KaTeTepU3allug

Axo ce Hajnara ynorpebara Ha HabopH 3a LEHTpalicH BEHO3EH JOCTHI, TpsOBa na 6nae oTyereH
PHCKBT OT YCIOXHEHHSA, CBHpP3aHH ¢ ynorpedara Ha Takusa HAOOpH, B TOBa 4YMUCIIO JIOKATHH
uHpexuuu, bakrepueMus u TpoM603a Ha MACTOTO HA KATETCPU3ALIUATA.

BupycHa 6€30nacHOCT
CraHpapTHUTE MEPKH 34 IpeAOTBpaTABaHE Ha HHQPEKIIMH B pe3ynTar Ha ynorpebara Ha
NIEKapCTBEHH NPOAYKTH, IIPON3BEACHH OT YOBCUIKA KPBB HJIM IUIA3Ma, BKJIIOYBAT CEJICKIHA Ha

IOHOPHUTE, CKpHHHHT Ha BCAKO OTAEHO AapfABaHe H cOOpHara IlIa3Ma 3a crieliipHUHH MapkepH Ha
HHQEKIIMHUTE H BKIIOYBAaHE HA €(QEeKTHBHH IPOM3BOACTBEHH CTBIKH 3a HHAKTHBHpaHe/
OTCTpaHABAHE HA BUPYCHTE.

Buipeku ToBa, KOrato ¢e mpuiaraT JEKapCTBEHH MPOAYKTH, MPOU3BEACHHA OT YOBEIIKA KPhB HIIH
11J]la3Ma, BepOoATHOCTTA 3a IIpeAaBaHe Ha HHpeKIUd He MoxXe Ja Obe HaMBIHO H3KI0YeHa. ToBa ce
OTHAaCA U 33 HEU3BECTHH UJIH HOBOTIOABHIIM CE€ BUPYCH M JPYTH NMATOTCHH.

MepKHTE, KOUTO C€ NpEeAlpHeMaT, ce CYMTAT 33 €(eKTHBHH 3a OOBHTH BHPYCH KaTO YOBEIIKH
uMyHoaeduuted Bupyc (HIV), supyc Ha xenatut B (HBV), Bupyc Ha xenatut C (HCV), xakto H
3a HeoOBUTHS BUpyC Ha xematuT A (HAV). Mepkute, KOUTO ce NMpeanpHeMar, He Morar Ja ce
OIMpEAEIAT KaTo AOCTATHYHH 38 HIKOH HeOOBHTH BHPYCH KaTo napsoBupyc B19. I/IH{beKTHpaHeTo C




Ha mauueHTHTE, KOMTO PEOOBHO/ IIOBTOPHO €€ JIEKYBAaT ¢ YOBEIIKH ILIAa3MEH KoaryJlalHOHCH
daxtop VIII, ce npenoprysa moaxosia MMyHu3aus (cpemty xenatuT A u B).

CHiiHO ce mpenopbuBa BCEKH ITBT, Korato Ha maiueHTa ce npunara EMOKIIOT, na ce 3amucBar
MMETO H MAPTHAHHS HOMEP HAa NPOAYKTA, C OIJIEA Ch3[aBaHETO HA BPBH3Ka MEXIYy NallMeHTa U
NpHJIOKEHATA NAPTUA.

Ynorpeba npu aeia
Hsama KOHKpEeTHH JRHHH II0 OTHOIIECHHE HA NANECHTUTE — JICIa.

4.5 BsaumonelicTBHe ¢ APYIrH JeKapcTBeHH NPOAYKTH H IpYrH ¢GopMH Ha B3AHMOACHCTBHE

Hama wu3BeCcTHH B3aUMOJEHCTBHS Ha JIGKAPCTBEHH NPOAYKTH, CHABpXKAIIH YOBCIIKH
koaryaaiHoHeH ¢aktop VIII, ¢ apyru nmekapCTREHH NPOAYKTH.

Ynorpeba npu aena
HsMa KOHKPETHH JaHHM IO OTHOLIECHHE Ha MMAllMEHTHTE — AELIa.

4.6 DeprHanTeTr, OpEeMEHHOCT H KbPMEHE

He ca nmpoBeneHH exCHEpMMEHTAIHH NpOYYBAaHHA ¢ XHBOTHH 3a BIHsSHHETO Ha (axrop VIIL
XemopHnus A pagko ce HaOmioJaBa IIPH XKCHY, NOpadM KOETO HiAMa AaHHHU 3a ymoTpebara Ha
daxrop VIII mo Bpeme Ha OpemeHHocT M KhpMeHe. Ilopamu toBa daxkrop VIII TpsabGea ma ce
M3M10J13Ba 10 BpeMe Ha OpeMEHHOCT H KbpMEHE CaMO, aKO € CTPOro MoKa3aH.

4.7 BanaHue BbpXY cnocofHOCTTA 32 mopupaHe H pabora ¢ MAIINHHA

EMOKJIOT He Bnuse BbpXY CIIOCOOHOCTTa 3a modHupaHe U paboTa ¢ MalllMHH.

4.8 HexenaHn peakuun

Kpatko onucanne Ha npoduna Ha 6€300acHOCT

CBpBEXUYYBCTBUTEIHOCT HIM QJICPrHYHM peaklii (KOHTO MOTraT J1a BKIIOYBAT aHTHOEAEM, MTapeHe H
Oonka Ha MACTOTO Ha MNPHIOKCHUE, BTPUCAHE, 3a4YEpBABAHE, TIEHEpaIM3MpaHa YpTHKapHI,
rinapobonue, OOpHB, XUIIOTEH3HA, CHHIMBOCT, rajeHe, 0e3loKOMCTBO, Taxvxapaus, YyBCTBO Ha
CTATaHe B I'bPJHTE, U3TPHIIBAHE, IOBPHINAHE, XPHIIOBE) C€ YCTAHOBSABAT PAAKO U B HAKOH CIyYaH
TE3H peakIlid MOTaT Ja MporpecHpar OO TexXKa aHaQHMaKTHYHA peakIusa ( BKIFOYUTEHO MOK).

B peaku cyyan € HabmIoaaBaHO MOBHIICHHE HA TEMIIEpaTypara.

PazBuTHE Ha HEyTpalH3HpAIlH aHTHTeNa (MHXUOHUTOPH) MOXE a4 BH3HUKHE NpPU MNalUEHTH C
xemopumusa A nexyraHd ¢ ¢akrop VI, sxkmountenno EMOKJIOT. Ako ce modBar TakHBa
MHXHOUTOPH CBHCTOAHHETO IIE C€ IIPOsABABA KAaTO HE3aJOBOJMTENCH KIUHHUYEH OTroBOp. B TakmBa
CITydad Ce MPENnophyBa KOHTAKT ChC CIEIHATIMINPAH LIEHTHP 34 JICYCHHE Ha XeMO(

pazaen 4.4.



TabnuaHO pe3roMe HA HEXCITAHUTE peakiuu
B ponmara TabiHna HeXelaHHTe peaklMH ¢a NPESIACTAaBEHH IO CHUCTEMO-OPraHHHM KIIacoBe IO

MedDRA (CHCTEMO-OpraseH KJ1acC H NpEeANOYUTaH TEPMHH).
Tabauuata OTYHMTA HEXETaHH €(PEKTH, CBBP3aHH C H3MNOJI3BAHETO HA YOBCIUKH I11a3MEH

koaryJaunoHeH ¢akrop VIII
YecTOTHTE ca OLICHEHH CBhIIACHO CIEaRaTa KOHBeHIHA: MHOro dectd (> 1/10), yectu (= 1/100 go <
1/10), HEYECTH (> 1/1000 10 <1/100),

mHOro peaku (<1/10 000), HewssecTHH (He MorarT fAa OBAAT OLEHEHM OT HAIMYHHTE NaHHH).
HaMa BHazexaHW JaHHM 733 4YeCTOTATA HAa HEXeIaHWTe peaKLUH, NONy4eHHW OT KIWHHYHH
N3N TBAHHS.

CleqHuTe JaHHH cCa B CHOTBETCTBHE ¢ Npoduia Ha 6e30macHOCT Ha YOBEWIKM KOoarylalHOHEH

¢axrop VIII u ca vacTHuHo HabmoaaBaHHW cliell MYCKAaHETO Ha IPOAYKTa Ha Mmasapa (OIHT CIE[
MyCKaHe Ha IIa3apa); Thil KaTOo OTUYUTAHETO HAa HEXXKENAHWUTE PEaKLHH CIeN IIyCKaHe Ha I1azapa €

NOOPOBONHO H OT NOIYNAHA ¢ HEACHH Pa3sMEPH, HE € BH3MOXHO HAIEXIHO Ja CE€ OLIEHH YeCToTaTa
Ha TE€3H pEeaKLMH:

CTaHaapTEH cucremo-opranni | Hexenana peakuus YecToTa
kaacoBe mo MedDRA
Hapymenns Ha xppBTa M JuMHara | Haxubupane Ha ¢paxkTop VIII
CUCTEMA *
Heuectu (PTP)
Yectn (PUPS)”°
Hapymenus Ha MMyYHHAaTa CHCTEMA CBpBEX4YBCTBUTEITHOCT HeuszpectHa
AJlepravyHa peaKius HeuspectHa
(CBpBXYYBCTBHTENHOCT)*
AHapuIaKTHIHA peaKIHs HeunzrecTHa
AHapumaKTHYER LIOK HensBecTHa
[lcuxwusu HapyIneHHS be3noKoMCTBO HenzpecTHa
HapymeHus Ha HEpBHATa CHCTEMA [ maBobonue HenspecTHa
CBHHIHBOCT HewussecTHa
[TapecTesus HeuspecTHa
CopreyHy HapyIIeHUA Taxukapaus HewnspectHa
Cb10BH HapyLICHUS 3auepBaBaHE HeuspectHa
XHAIIOTEH3UA Hen3BecTHa
JInxarenuu, rpbIHE B MEAUACTHHANHHU | XPHUITOBE Hewu3ng
_HapyWeHUs
CtomamHo-uypeBHH HApYIIEHUS I'anene
[Tosprmane

EMOCLOT-




Hapymenuss Ha Koxara M  Ha | AHTHOEEM HeussecTHa

HOAKOHAHATA ThRAH ['eHepanu3npana ypTHKapus | Hen3ssecTHa

(ypTUKapHs)*

KonpuBHa Tpecka (ypTukapus)* HenspecTHa
Obmu HapymieHHS H e¢eKTH Ha | 3JauepBiBaHe Ha MACTOTO Ha | HeusBecTHa
MACTOTO Ha IIPHIIOXKECHHUSA npuioxenue (boyka Ha MACTOTO Ha

BIIMBAHE)

Ilapene Ha MACTOTO Ha | HeuseecTHa

npunoxeHue (OoKa Ha MIACTOTO
HaBIHUBaHe) *

Brpucane HeunspectHa
Crsarane B repante (quckomdopt B | Hen3BecTHa
I'bDAHTE)

Tpecka HenspectHa

* Tepmuautre Ha MedDRA oT 0-HHCKO HHBO ¢a NO-NOAXOASINH 33 OITHCAHHETO HA TE3U HEXKEJIaHH
peakiuy; npeqnourdtaeuTe oT MedDRA TepMuHHM ca nasfeHy B CKoOH.

& YectoTara € Dazupana Ha npoy4uBaHHAa ¢ BCHYKH F VIII npoaykTh, KOHTO ca BKJIIOYBAIH NAIlUCHTH
¢ Texka xeMopuausa A. PTP = nekyBanu npeau tosa naiueHTH, PUPs = HenekyBaHu npeau ToBa
[AlHCHTH.

Ynorpeba npu gena
HaMa KOHKpEeTHH JaHHH 110 OTHOIIEHHE HA NAIIMEHTHTE — JEIIa.

Crpobimasane Ha NOA03UPAHH HEXENAHH DEaKIIMK

Cr00maBaHeT0o HAa €BEHTYAIIHH HeXelaHH peakllHH clef] yrmoTpeba Ha JeKapCTBEHHs HNPOAYKT €
BaxxHO. [0 TO3W HauMH Ce OCHIypsSBa BB3MOXKHOCT 3a HCIPEKBCHATO HabmoaeHHe Ha
CHOTHOIIIEHHETO MEKAY IMON3H U PHCK OT JEKapCTBEHHA npoaykT. OrmnpaBs ce Moaba KbBM
3IPABHUTE CICHHAIHUCTH CBINO Aa CHOOHMIABAT 3a BCHYKH IMOJO3PEHHSA 3a HEXEIaHH peaKlHH 4pes
HAllHOHAJIHATA CHCTEMA 3a ChoOIImaBane.

4.9 AKo cTe npHe/H NMoBeYe OT HE0O0X0AHMATA J03a

He ca cho0maBanu CHMIITOMH CJI€J NpeI0o3HpaHe Ha 4OBEINKH IUIa3MeH KOaryJallHOHeH (akTop
VIII.

5 GOAPMAKOJIOIHYHHU CBOUCTBA




5.1 QPapMakoIHHAMHYHH CBOHCTBA
dapmakoTepaneBTHYHA IpYyNA: aHTHXEMOPArHyHH CpelCTBa, KpeBocheupBall ¢aktop VIII, ATC

kox: BO2BDO02.

KomnnexceT dakrop VIII/ dakrop Ha pon Bunebpann ce chCTOH OT ABe MoJieKysH (¢pakrop VI n
¢akTop Ha ¢on Bunebpann) ¢ pa3jinaHo GU3UOTOTHYHO ACHCTBHE.

Korato ce BauBa Ha naumeHT, cTpajamy ot xeModumus, ¢pakrop VIII ce cebp3Ba ¢ dpakTopa Ha doH
Bunebpanz B KppbBOOOpAINEHHETO HA TAIHEHTA.

AxtuBupanuar akrop VIII aefictBa xato xo-paktop Ha aKkTUBHpaHHA (Paxrop IX, yckopspailku
npeobpasyBaHeTo Ha (akTop X B akTHBHpaH (pakTop X. AKTUBHpaHHAT akrop X Ipeodbpa3ysa
npotpoMOHH B TpoMOHH. Cnes ToBa TpoOMOGHHBT IIpeobpa3yBa pubpuHoreH BbB GubpUH M MOXKeE 14
ce obpazyBa cecHpeK. XeMOoHINA A NpelcTaBlIsiBa CBbp3aHa C MoJia HACNEACTBEHA AHCHYHKUHS
Ha KPBBOCECHPBAHETO B pe3yJITaT Ha MOBHINEHHMTE HUBA Ha Qakrop VIII:C u Boau ac u300MIHO
KbPBEHE B CTABHTE, MYCKYJIUTE HJIH BBTPCIIHUTE OpraHd — HENPEAM3BHKAHO HIH B pe3ylTaT Ha
TpaBMa, NI0JIyYeHa NIPH HHITHACHT WK onepanua. Ypes 3aMecTHUTEIHATA Tepalnusg HUBaTa Ha PakTop
VIII B nnasMmara ce IIOBHIIABAT, KOETO IO3BOJIBA BPEMEHHO NPEOACJSIBaHE HA JAepHIUTA Ha
(paKTOpa M CIpaBIHE ChC CKJIOHHOCTTA KBM KBPBEHE.

TpsbBa ga ce ordenexH, ye roauiHara 4dectorta Ha KnpeeHe (ABR) He e cpaBHUMa Mexay
pa3sNHyHU (paKTOPHH KOHIIEHTPATH H MEXXY PA3INYHH KIMHHYHH H3CIEIABAHHA.

B nonbiaHeHHe KbM Heromata poJig na npexamnaspa 6enreska Ha ¢axtop VIII, ¢akropsT Ha ¢oH
Bunebpans cnomara 3a 3a3apaBABaHe Ha ChIOBU HapaHABaHHA M CIIOocOOCTBa 3a arperupaHeTo Ha

TPOMOOIINTH.

10 Texxku nmanueHTd ¢ xeMopuima A (cpeasa Be3pact 15 roaunH, auanasoH 5-51 r.) ¢ BHCOK
HHXHOMTOPEH TUTHLP, BKMOYEHH B perucrbpa Ha PROFIT, ympasnasadn ot HranuaHckara
aconuanms Ha ucHTpoBere 3a xemohunusa (AICE), ca nexysanm ¢ EMOCLOT 3a nuksuaupane Ha
HHXHOUTOpPHTE, H3MON3BaliKu HHAYKIMA Ha uMyHOTONnepaHTHOCT (ITI). 8 ot Te3u 10 ca noayunmnu
ITI or nbpBa MMHHA, a 2 ca npeMUHaAH xHBoTOCHacasall [T1, cnex npeaxoacH HEYCIEIIEH OMMUT C
pa3dnuden FVII xoHnenTpar. 5 nauueHTH ca OMIM JICKYBAaHH ¢ MCKIUHHH / BUCOKH THEBHH CXEMH
Ha posupane (100/200 IU/Kg/nen), a 5 ca OMIM NEKyBaHK B aNTCpHATUBHU JHU MM 3 NBTH
CeMMUYHO NpH pa3nudHH 103U (50-150 JU/kg). IleneH unu gacTHYEH OTroBOp, NMOCTOAHEH ClEN
CPEOHO IIpocieassaHe OT 9 romunu, e noayded B 50% ot cnydaure. [Ipu 4-Te nanueHTH,
OOCTHUTHAJIA MBJIEH YCIEX, CpeAHOTO BpeMe 3a H3YMCTBaHe Ha HHXHOMTOpHUTE € Buio 26 Mecena. B
NONBJIHEHKE, ONUTHT ¢ 11 mauHeHTH (cpeana Bb3pacT |7 roAMHH) ¢ BUICOK HHXHMOMTOPEH THTHP,
nognoxkeHu Ha ITI ¢ EMOCLOT, e onucan B nuTeparyparta; kaTo USIOCTHO, [T1 € ycnemen npu 9
oT 11 nauuenTa (82%), ¢ nwiaHa epaaukaunsa Ha UHXUOHTOpHUTE NpH 4 (36%) M YacTHUYEH yCIIeX MpH
5 (45%).

Ynorpeba npH aena
125 nena 6e3 HHXUOUTOPH Ha BB3pACT Mo 6 roguHu, 6€3 NpeanlHa HIH MEHAMAIHA €KCIIO3HIINA
Ha FVIII, ca nexyBanu ¢ mnasmer FVIII EMOCLOT B paMkuTe Ha KOHTPOIMPAHO, PaHIOMH3HPAHO
npoyuysae (SIPPET), HacoueHO KBM OIleHKa Ha 49€CTOTATa HAa HHXHOHTOpDHTE CpeJ NMallHeHTH,
JEKYBaHU C MiasMa -u3BjicueH win pekoMOuHanteH gakrop VIII. EMOCLOT. 61 nmamueHTH ot
ropenocoucHuTe 125 ca 6unu nexkyBann ¢ EMOCLOT B CBOTBETCTBHE € 0308
HWIH NpoPHIaKTHYeH. A HMeHHO 34 namueHTH OT 61 ca MOJYYHIIM JIedeHHE




CTAHJapTHa Npo¢HIaKTHKA (3 BIMBAHHS Ha ceaIMHIA), 15 Ha MoaMOHIHUpaHA NMPOPHIAKTHKA (2
BIHBaHHA HA CEAMUIIA) M 7 Ha PA3THYHH KOMOHMHALIHU OT CXEMH Ha JICYCHUE.

[TocT-x0K aHanW3, HacOoYeH KBM OLEHKa Ha rojMilIHAaTa YecTtora Ha KbpBeHe (ABR) camMo mpw
manuenTH, JekyBaHd ¢ EMOCLOT, perucrpupa ABR ot 4.2 (342 enu3ona) npH NalMeHTH Ha
pEeXHM TMPH HYXAa, 7.5 (25 enus3ona) MpH NalMEeHTH HA CTaHZApTHA MpoduiIakTHKa (0T 06O 25
€NKH30/la Ha KBbpBEHE, PETHCTPHpPAHH B TasH rpyna, 24 ca BB3HMKHaNM INpH | MALMEHT,
H3KIIOYBAMKH TO3M NaluueHT oT aHanun3a, ABR Hamanasa no 0,24), 5,8 (92 enu3ona) npy nanueHTy
Ha MoaudHuHpaHa npodumakTaka H 3,9 (60 enu3oza) npu HaUMEHTH TPETHPaHH C pa3nHYHH
KOMOHHalMH OT PEXHMH.

5.2 @dapMaKOKHHETHIHH CBOHCTBA
Cnen HMHXXeKTHpaHe Ha NPOAYKTA, NPpHONMH3MTENHO TpH 4eTBBPTH OT (axrop VIII ocraBar B

KpbBOOOPAIIEHUETO.
HuBoTto Ha akTtuBHOCT Ha akTop VIII, koeTo € gocTHrHaTo B na3mara, sapupa Mexay 80 - 120%

OT MPOrHO3UpaHaTa akTUBHOCT Ha ¢axktop VIII B nnasmara.
AxtuBHOCTTa Ha ¢daxtop VIII B mmazMara HaMansBa IOCpeAcTBOM ABY(A3HO EKCNOHEHIIUAIHO

pa3fnarase.
[Ipes mupBata aza ce npaBH pasnpeacneHue MexXay QGIyHIUTE HA BBTPECHAOBOAOTO OTACACHUE U
ocTaHanmuTe GIYHIH B TAIOTO, KATO EMTHMHHHPAHETO MY OT IIa3Mara € ¢ BpeMe Ha MOJTY>KMBOT OT 3

10 6 yaca.

IIpes cneppamara no-6aBHa ¢aza (KOATO BEpPOATHO OTpassgBa KoHcyMmauusaTra Ha (akrop VIII)
BpEMETO Ha IONYKMBOT Bapupa Mexay 8 # 20 yaca, kato cpexHoTO Bpeme € 12 yaca. Tosa
H3rIEXAa CHOTBETCTBA HA PEATHOTO OHONOTHYHO BpEME HA IIONYXKHBOT.

GapMmakokuHeTHIHHTE CcBOMcTBa HAa EMOKJIOT ca obext Ha oueHka N0 BpeMe Ha KJIHHHYHOTO
H3cnensake ,,OueHKa Ha (papMaKOKHHETHYHATA H KITHHHYHA €(HKACHOCT Ha KOHLEHTPAT Ha PaKTop
VIII, EMOKIJIOA A.M., npy naiueHTd, cTpajainy oT xeModuina A (Ko Ha H3CICABAHETO
KB030), mpoeneno ¢ 15 manmenta ¢ ocrpa xemodunus A (¢ HHBO Ha OVIII <I1).
DapMaKOKHHETHUHUTE NMapaMeTPpH ca M34HCIICHM MIpH ABE €IHHUYHM BauUBaHHA (¢ mo3a 25 [U/kr),
H3BLPLICHH B paMKHTE Ha 3 — 6 Mmecena. Ilpe3 nepuona Mexay JABETE BJIMBAHHUA NallHEHTHTE Ca
nekyBaHH ¢ EMOKJIOT cirmacHo texHuda oOUYacH TepaneBTHYCH pPEXHUM (IIpH HYXOA HIH

npopHIAKTHIHO).

Cpennure croHOCTH Ha ¢apMmakokmHeTHuHuTe napametpy Ha EMOKJIOT mo BpeMe Ha
H3CJIEABAHETO Ca IPEACTABEHH B clie/iBamara Tabnuua.

II5pBO BIMBaHE BTopo BiiBaHe
bes cybrpakuus | Cne bes Cac
Ha 6a3oBaTa cyOTpakuusa | cyOTpakiusd Ha | cyOTpakius
JTAHHA Ha 6a3oBara | 6azoBara Ha 0a3zoBara
THHUSA JTHHHUSA JTUHUA
AUCo (IU-ml'-h) 10.94 9.96 10.75 8.95
AUCp (IU-ml-h) 13.08 11.22 12.07
Cliot (m!-h*kg™') 2.63 2.89 2.51
[ocrenenro 2.688 2.671
Bh3CTaHOBsABane (%)
tiza (h) 0.543 0.768




ti2P (h) 12.05 15.16

YnoTtpeba npu fena
Bropekn de HAMa KOHKPETHM JaHHH 3a JAenara, Maakoro nybiMkKyBaHa HHpopMauus, CBhp3aHa ¢
H3cIcABaHHA 3a PapMaKOKHHETHKATA, HE MMOKA3Ba CHINECTBEHHN PA3IMKH MEXKAY BB3pacTHH H J€la,

cTpadalin OT €4HO H CBLIO 3a00JIABaHE.

5.3 IlpeaxknnauaHa nHGopManusa 3a 6ezonacHocT

Yosemkua miaasMeH KoarynaunoHeH ¢akrop VIII (xoHnenTpara) ¢ o0uualiHa CbhCcTaBKa Ha
yoBeIKaTa mnasma i GyHKInoHupa kato eHgoreHeH gaxrop VIIIL

HscnenpaHero 3a TOKCHYHOCT Ha €JHHHYHA [103a HE € OT 3Ha4Y€HHe, Thil KaTO IO-BHCOKHTE JO3H
BOJAT J0 IPETOBAPBAHE.

N3cneapaneTo 3a TOKCHYHOCT HA MHOTOKDATHH HO3H NpPH XHBOTHHTE € €MIUPUYHO, IOpanu
HHTephepeHUUATA MEXIY pa3sBHBALINTE CE AHTUTENIA U XETEPOJIOXKHUSA OCIITHK.

HopH u no3uTe, HAABUINIABAIOK MPEIIOPBYMTENHATA A03a 32 XOpaTa Ha KHJIOrpaM TEJIECHO TErjo, He
NOK23BaT TOKCHYHH €(QCKTH MPH JTaOOpaTOPHUTE HUBOTHH.

Tvi xaTo KIMHNYHHUAT ONUT HEe JaBa HHIMKALMU 3a OHKOICHHYHY U MYTArcHHH €(EeKTH BBPXY
YOBCIIKHUA IUIa3MEeH KoarynanuoHeH ¢aktop VI, excnepuMeHTanHHUTE H3CICABAHMA, H IO-
KOHKPETHO ¢ XETEePOJIOXKHH BUAOBE, HE CE CUMTAT 32 UMIIEPATHBHH.

6 GAPMAIIEBTUYHH CBOUCTBA

6.1 CnHCBK HA eKCIHINIHEHTHTE
Dnaxon ¢ npax.

TprocHOBEH HAaTpHEB LIUTPAT
Hatpuer xopHa

[mrun

Kanuues xmopus

Dnaxon ¢ pazmeopumen.

Boxaa 3a nHxexnuy.

6.2 HechbBMECTHMOCTH

TBii xaTo JUNCBAT H3CJAEABAHMSA 3a CHBMECTHMOCTTA, TO3HU JIEKApCTBEH IMPOAYKT HE TpsAOBa Aa ce
CMECBA C JPYTH JIEKAPCTBEHH NPOAYKTH.

3aIB/DKUTENTHO C€ H3MOM3BAT caMO BKJIIOYEHHTE B OINAKOBKATa HAOOpH 3a MHKEKTHpaHE/ BIHBAHE,

Thil KAaTO JCYEHHETO MOXE Ja c€ OIIOpOUM, nopaau aacopduusa Ha daxrop VIII Bepxy BuTpemHaTa
MMOBBPXHOCT Ha HAKOE JIPYr0 MEAHLIMHCKO H3IEHE 38 HHXEKTHpaHe/ BIMBAHE. |

6.3 Cpox Ha rogJHOCT




3 rOOIHUHH.
PasTBOpEeHHAT NPOXYKT TPAOBa [1a CE H3I0JI3BA He3abaBHO.

6.4 ChnenHa/HH HIHCKBAHHA 34 ChXpaHeHHE

Ha ce cexpanspa B xJ1aguiaHHK (2°C - 8°C). /la He ce 3aMpa3siBa.
CopxpanssaiiTe Pp1akOHa B KAPTOHEHATA OIIAKOBKA, 34 Ja I'o NpeAnasuTe OT CBETIHHA.

[Ipeau ymorpeba u B paMKHTE Ha CpOKa Ha IOJHOCT (PJIAKOHBT € MpaxX MOXE Ja Ce ChXpaHABAa NMPH
cTaifHa TeMreparypa, He No-BHCOKa oT 25 ° C, 3a MakcHMyM 0 MOCI€ZOBaTEIIHH Mecella.

Cnen To3d nepuol $JIaKOHBT ¢ Mpax TpAOBa ma 6ae u3xBbpiieH. BEB Beeku cirydait 1034 IakoH
BeYe HE MOXE Ja C€ ITOCTaBA 0OpaTHO B XAAAHIIHMKA, aKO C€ ChbXpaHsABa IIpH CTaiHa TeMIIepaTypa.
Hayanwata nara Ha cebxpaHeHHe IpH cTallHa TeMmepaTypa TpaOBa Aa ce BIMILNE Ha BBHIUIHATA

OTNaxKoBKa.
6.5 [EcTecTBO H CBAbPKAHHE HA ONNAKOBKATA

Envn bHeyrpaneH cThKieH ¢iakoH oT THn I ¢ enactoMepHa 3anmymmanka oT Tan I, B koito ce
ChALPKA NPaxX’hT; €IHH HeYTpalieH CTHKIIEH (py1akoH oT Tl | ¢ eacToMepHa 3anymanka ot Tty I, B

KOHUTO cCe CbJAbpPAKaA PA3TBOPHTCIAT, HCIAPOICHCH CTCPDHIJICH H&ﬁ(}p 3a CIOHOKpATHa ynomeﬁa,
BKIIOYBalll MCAMIHHCKO H3ACINE 33 pa3TBapdHC, CIIPHHIOBK2 3a MHHXKCKTHPAHC H HIJIA THII

,obpTepdnait* ¢ IIBL Tppbuuka.

EMOKIJIOT 500 IU IIpax » pastsoputren 3a HHQY3HOHEH pa3TBOp. EAMH (1akoH ¢ npax + €auH
¢1aKOH ¢ pa3TBOpHUTeN + HAbOp 3a pa3TBapaHe U IIPUJIOKEHHE.

6.6 ChneunajHu NpeANasHH MEPKH 3a H3XBLPJ/IAHE H paboTa ¢ OPOaAYKTA

PaiTBapsHe HA Ipaxa B PA3TBOPHTEA!

|.  PasTBopHTERAT M MTHOGUIU3UPAHUAT NMpax TpaAOBa Ja ca ChbC CTaiHa TeMnepaTrypa;

2. Tasu remnepaTypa TpsOBa oa ce NoAabpKa Npe3 LEIUd NpoLec Ha pa3rBapsaHe (MakCUMyM 10 MUHYTH)
3. OrcTpaHeTe 3alIUTHUTE Kana4dky OT QJIaKOHUTE ¢ Npaxa U pa3TBOPHUTEIS;

4. TlouucTeTe NOBLPXHOCTUTE HA 3AITYIIAJIKUTE Ha ABaTa (hJIaKOHA C aJIKOXO;

5. OTBOpeTE ONAaKOBKAaTa Ha YCTPOHCTBOTO 3a NPUrOTBAHE HA Pa3TBOP, KATO OTJIENUTE Kanaka, BHMMaBaiTe

Jia HE JOKOCHETE BLTpELIHATA YacT (pur. A);
6. He u3paxpaitTe yCTpOHCTBOTO OT ONAKOBKATA,

7. OOBpHeTe KyTHATA HAa YCTPOHCTBOTO HAAONY M BKapalTe IUiacTMacoBaTa HUrja npes lanyHiaikaTra Ha

¢ylakoHa C pPAa3TBOPHUTENSA, TAKA Y€ CHHATA YacT HA YCTPONCTBOTO Oa C€ CBBpXKE€ KbM (JIaKOHA ¢

pasrsopurens (¢ur. B);

6e3 ga ro pokoceare (¢ur. C);




9.

10.

11,

VBepere ce, ue GNAaKOHBT ¢ Mpax € MPHKPENEH CUTYPHO KBM pa3TBOPHTENA; OOBpHETE CHCTEMATa
HaNOMy, Taka 4e¢ QIAKOHBT C DPa3TBOPHTENA Aa € B TFOpHATA 4YacT Ha YCTPOHCTBOTO, HATHCHETE

npo3paucHuA/6enus aganTep BLPXY 3aMylIaJkaTa Ha (uakoHa mpax, Taka Y€ IuiacTMacoBara Mrjajaa
NMpeMUHaBa IMpe3 3amyliankara Ha ¢JaxkoHa npax; BaxyymMa BpB ¢uiakoHa ¢ mpax Ilie HW3TerNH

Pa3TBOPMTEJIA aBTOMATHYHO BEB ¢nakoHa (¢ur D.)

Cnen npexpbpigHETO Ha pa3TBOPHTEIA pa3BHITE CHHATA 4YacT HA CHCTEMATa 3a TpaHcepa, KbM KOHTO €

NpyKpeneH GIaKkoHa ¢ pasTBOPUTEN, U 1 u3BageTe (pur E.);

Brprere BHMMATENHO (JIaKOHA, JAOKATO NpaxbT ce pa3TBOpM HambeaHo. He pasknainaifte ¢uakxoHa

€HEepruyHo, 3a Ja ce Hidberde obpaszypaHeTo Ha naHa (¢ur F.);

VBepere ce, ue NMpax®T € HAITBIIHO pa3TBOPEH, B NPOTHBEH CiTy4al e uMarte 3aryba Ha aKTHBHOCT Ha

NpPOAYKTa




Que. E Que. F

HaynHu Ha NMpUJIOXKEHHE HA pa3TBOpa
Ciien pa3TBapsiHETO, pa3TBOPHT MOXKE J1a ChAbPKAa MAJIKUA MPAIIUHKH UJIA YaCTHIIH.

[Ipean na 6bae MpUIIOXKEH, Pa3TBOPEHUAT MPOAYKT TpsiOBa na Obae orjiegaH 3a HEpPa3TBOPEHH
YaCTHLIM WJIM ITPOMEHH B 1BeTa. Pa3TBOphT TpsAOBa 1a Obae OUCTBp MM JieKO omnanecueHTeH. He

M3I10J13BalTE pa3TBOPH, KOMTO Ca MbTHHU MJIM UMAT yTalKa.

|. Bkapaiite Bb3a4yX B CIPHHLIOBKATA 4pe3 U3AbPMBaHE Ha OyTanoTo, CBBPKETE I KbM YCTPOHUCTBOTO U

BKapaiiTe Bb3ayX BbB ()JlaKOHA C Npaxa, B KOWTO ce HaMmupa roToBus pa3TBop (pur. G); - - _

2. JlokaTto abpxkuTe OyTallOTO HATHCHATO HAJ0J1y, 3aBBPTETE CUCTEMATa OOpATHO, T

pPa3TBOPE€HHUA IMpax A4 CC O30B€ HA BbpXa Ha }’CTpiDﬁCTBOTD AU U3TCIJICTC pa3TBOpPa

- i
S -
-



BHMMATEJIHO U3bpriBaHe Ha OyTanoTo (¢ur. H);

3. H3Bagere cnpHHILIOBKATa, KaTo i 3aBbPTUTE 0OpPaTHO HA YaCOBHMUKOBATA CTPEJIKA;

4. Ornenaiite pa3TBOpa B CIPHHLIOBKATa, TOM TpaOBa 1a 6be OUCTBP WM JIEKO onajecumpaii, 6e3

HAaCTHLIHA.

5. Cebpxere uriaara Tvn 6brepduiail KbM CIPUHLIOBKATA U BIMBAWTE HJIH 0ABHO HHXKEKTHpPaHWTE

HUHTPABCHO3HO.

Duz. G Quz. H

Cnen kato iakoHUTE OB/IaT OTBOPEHH, ChABPKAHHETO TPSAOBA J1a ce€ U3I0JI3Ba HE3a0aBHO.
[ 'oTOBHAT pa3TBOp B CIIPUHIIOBKAaTa TpsAOBa Ja ce U3MmoJj3Ba He3abaBHO.

CbabpxkaHueTo Ha (QJIAKOHUTE TpsOBa Jla C€ U3MO0JI3Ba 3a €IHOKPATHO NPHUJIOKEHHE.
Jla He ce u3nos3Ba el H3THYaHe Ha CpOKa Ha NOJHOCT, [IOCOYEH Ha ETHUKETA.

Heunsnon3Banusr [TPOAYKT HJIH OTIIAABYHHTC MAaTCpHAJIH TpﬂﬁBﬂ Jda C€ U3XBLPJIAT B CbOTBECTCTBHUC C
MCCTHHUTEC U3UCKBAHHA.

d INNPUTEXATEJI HA PASPEHIUTEJIHOTO 3A YIIOTPEBA

Kedrion S.p.A. Loc. A1 Conti, 55051 Castelvecchio Pascoli, Barga (Lucca).

8 HOMEPA HA PASPEIIUMTEJIHUTE 3A YIIOTPEBA B UTAJIN
EMOKJIOT 500 IU npax u pa3trBopuTen 3a HHPY3HOHEH pa3TBOP

Ne 20040435




9 JATA HA ITHPBO PAZPEHIUTEJIHO/ INIOJHOBJBAHE HA
PABPEINIMUTEJHOTO

Pazpeienne 3a ynorpeba: 6.10.2024
[TonnoBsiBaHe Ha paspemieHue 3a ynorpeba : 17.09.2009
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