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HAUMEHOBAHUE HA JIEKAPCTBEHHUSA IIPOAYKT

EMOKJIOT 500 IU mpax u pazrBopuTen 3a HHQY3HOHEH PasTBOP
EMOCLOT 500 IU powder and solvent for solution for infusion

KAYECTBEH U KOTHYECTBEH CHCTAB

Yopewxu nnasMel xoarynanuoncH gaxrop VIII, mropunuzupad.

Bceexn ¢nakon cbabpxka 500 [U vosemku xoarynaiuones daxrop VIIIL

EMOKJIOT 500 1U cnen pastsapsne ¢ 10 ml pastsoputen, chabpxa npubmuszutento 500
IU uoBewxy koarynanuoneH daxrop VIIL

EMOKIJIOT 500 IU ce mpennara mos dopMaTa Ha Ipax H pasTBOPHTEN 3a MH(y3HOHEH
PasTBOP H ChIbPKA:

EMORJIOT
500 IU
4OBEIIKH ITasMed Koarynanuosed gaxrop VIIL | 500 IU/¢dnakon
YOBEIIKH TIasMeHn xoarynanuoHeH (axtop VI, 50 TU/ M.
Pa3TBOPEH ¢ BOJ/IA 32 HHVKEKLIHY (500 1U/10 M)
o0eM Ha pa3TBOpHTENS 10 M.

AKTHBHOCTTA € OTIpefieieHa Ype3 XpOMOreHeH aHanus o Epponefickara dapMakones.
Cneunduunara aktusaoct Ha EMOKJIOT e npumusurento 80 [U/Mr. GenTsk.
IlpouzBeneH e OT mIa3Ma OT YOBELIKHA JOHOPH.

To3u mpenapar ¢LILPAKa YOBSIHKHA hakrop Ha Gon Bunebparn.

Excipnuent(n) ¢ H3BecTel edekT: JEKAPCTBEHHMIT HPORYKT CHABPHA 10 41 Mr HATpHE B
el ¢uiakoH.

TTpaen coirehbK Ha eKCUUIMEHTHTE € IpeCTaBeH B Touka 6.1,

JIEKAPCTBEHA ®OPMA

I[Ipax ¥ pazTBOpHTEN 32 HHQY3HOHEH Pa3TBOP.
JlexapcTBeHHMAT NPOJYKT € OA1 MIM CBETNIO JKBJIT, XHIPOCKONMHYEH Npax MM POHIHBO
TBBP/IO BEIIECTRO.

KJIUWHUYHU JAHHH

TepanepTHYHY NOKA3AHHA
JleueHre ® NpOQHIAKTHKA HA KPLBOM3JIKEH HPH NAUMEHTH C XeMod

Hiast - A - (BpoZieH
nebuunT Ha axrop VIII). X
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4.2

Jleyenue ma npupobut ne@uuut Ha daktop VIIL
Jleuenye Ha xeModuIHLE ¢ auTHTena cperny daxrop VIII (mrxuburopu: BX Chio 4.4).

J03HpoBKAa H HAYHH HA NPHIMKEHHE
JleuenmeTo TpsOpa Aa 3amoune moj HaOMHIEHHE Ha NIEKap CrICHHATHCT B JICYCHHCTO HA

xeMormms.

MpocnensapaHe HA JEYEHHETO

[lo BpeMe Ha JIEUCHHETO C& MPenopbuBa MOAXOAALIO OfpeesHe Ha HEBaTa Ha daxrop VIII, 3a na
Ce ONpefenH [O03aTa, KOATO TpAGBa 12 ce MPUNOMHM M YECTOTATA Ha [IOBTOPHHTE HHQY3HH.
OTneTHUTE MALMEHTH MOT'aT 1a BApHpaT B OTroBopa ck Ha daktop V1L, aeMOHCTpHpaHKH pasiinyeH
NONY>XKUBOT H Bb3CTaHOBsABaHe. J[03aTa Ha 6a3aTa HA TENECHO TEINIO MOXE 1a H3HCKBa KOPEKIHT TIPH
NALHEHTH C HUCKO TEIVIO WITH ¢ HAAHOPMEHO TELIIO.

B cnyuait Ha rogemus XWpYprUMHM WHTEPBEHUMH, € HEoOXOAMMO TOUHOTO HabmOASHHE HA
3aMecTRAINATA TEPANIMS Upes KOaryAalsoHeH aHaN3 (aKTHBHOCT Ha rnasmenua dakrop VIII).

Korato 3a onpencasHe na aktueuoctta Ha dakrop VIII ce uznonssa in vitro aHaiti,3 OCHOBAH Ha
tpomBonnacTHHoBo Bpeme (aPTT)L, pesyaTaTiTe OT aKTHBHOCTTA Ha N/Ia3sMeHHA GaKkTop VIII morar
N 6BIaT 3HAYATENHO TOBAMAHM KAKTO OT TMna Ha peareHTa Ha aPTT, Taka u oT pedepeHTHuA
CTaHAAPT, U3MON3EaN NpH aHanksa. Cbulo Taka MOYKE A3 MMa 3HAYMTEIHH HECHOTBETCTBMA MENNY
PesyNTATHTE OT aHalM3a, MOMy4eHH Upes eAWH eTal Ha KPhBOChCHpBane Ha $asaTa Ha aPTT, u
XPOMOTEHHHS aHaNM3 ChrlacHo Eeporeiicka dapmaxores. Tora ¢ 0coGeHO BaXHO MU CMAHA Ha
nabopatopyaATa M/ WITH PEareHTUTE, H3MOM3BAHH B AHAIH3A,

QOS’ZJQOBKG

Jlo3HpoBKATA W MPOABIKHTEIHOCTTA HAa 3aMECTUTEIHATA TEPATIHS 3aBHCIAT OT TEXECTTA Ha
nedurmra Ha daktop VIIL, noxanwsauusara W TEKECTTa HA KPHBOUIHBA M KIMHHYHOTO
CBCTOSHEE Ha MalHeHTa.

Komuuecteoto emuuund Ha daktop VIIL, xouto Tpadsa ma ce mpuioxkKat, e H3passisa B
mexayHapoHu eauHuIH (IU), xouTo ca onpeneneHH CripAMO HaCTOAIIMS CTaHIapT Ha C30
33 TpONYKTH, chabpxkaimu Paxrtop VIIL AxtueHocTTa Ha daxtop VIl B nnasMara ce
W3pa3gBa B IPOLEHTH (II0 OTHOIIEHHE Ha HOPMAJIHATa YOBEIKA I11a3Ma).

Eana MexayHaponsa eunnua daktop VI e exuBalcHTHa Ha KoJM4ecTBOTO (aktop VIII,
CLABPKALIO C€ B SIHH MAIJTHJIHTBD HOPMAIHA YOBEHIKA ITa3mMa.

Jeuenue npu nyxcoa

HsuncnasaneTo Ha HeoOxomumaTa no3a ¢akrop VIII ce 6a3upa Ha CMIHPAYHO YCTAHOBECHHS
daxr, ue | mexnynaponna eauununa (IU) daxrop VIII Ha xwunorpam TeNecHO Terno
OBHINARA AKTHBHOCTTA Ha mnasmenud pakrop VI ¢ 1.5% no 2% ot HopmanHa aKTHBHOCT.
HyxHaTa 1032 ce onpeaests, KaTto ce H3non3sa cneadara Gopmysia:

HeobxomumMu equHUIM = TelecHO Terno (Kr) X keanoTo nosumeHue Ha daktop VIII (%)
(1U/dh) x 0.4

KonuuectsoTo, KoeTo TpaOBa [a C& TIPHAMKH, KAKTO U YeCTOTaTa Ha MPHIOKEHUE, Tpalra
BaHard 1a 0baar cr00pa3’eHu ¢ KIHHHYHATE CPEKTUBHOCT IPH BCEKH OTI[ _ W?{P}}(




B ciyuail Ha CIEIHHTE XeMOPardyHy HHUMICHTH, 4KTUBHOCTTa Ha aKtop VIII B
CHOTBETHHA NEpHOI He TPADBa Jia Naja nol JaNeHOTO HHBO HA IIa3MeHa akTHBHOCT (B %
ot HopManHoTo). CrejHara TabNHIA MOXKE [a CE W3II0MI3Ba KAaTo ykazaHue 3a Onpeje/iiHe Ha
LQO3ZHUPOBKATA [IPH CTY4ad HA KPHBOU3IHBY H B XHPYPTUATA!

TemecT Ha l'l Yectrora HA NPU/IOKEHHE
KPBBOH3JINBA/ THIY PHIIEIHO HHBO (uacoee)/
Ha paxrop VIII
XHpPYPTrH4HA (%) (TU/dl) [Ipoab/KHTEAHOCT HA
HHTEPBCHIUA JieYeHNeTo (AHn)
KpbBousnueu
Hauanna xemapTosa, 20-40 [osTapar ce Ha BecekH 12 go 24 waca.
MYCKYJIEH KPBBOM3IIHB Haii-Manko 1  HmeHOHOLME, JOKarto
WITH XPHBOM3IIUB B KPBRBOH3IMBET OBble OBIafdH, KaTo
YCTHATA KYXKHA nokaszaren ¢ OONKaTa, MAM C¢ IOCTHTHE
ANCKBATHO 3a31paByBaHe.
[To-cunHo H3paseHa 30 - 60 Wudysuure ce MOBTApAT Ha BeekH 12-24
XeMapTpo3a, MyCKyJIEH yaca B UPOOLIDKEHHE Ha 3-4 OHM HIH
KPBBOH3IHB HITH NOBcUe, A0 OBJaidBaHe Ha OoJikata H
XeMaTOM OCTpHTE CAMIITOMH,
Kusorozactpaluasaiun 60 -100 VHdy3uuTe ce MOBTApAT HA BCEKA § 10
KPBBOH3IIMBH 24 yaca 10 OBNAJIABAHE HA ChCTOAHHETO.
XUpPYPrUYHH
MHTEPBEHITHA
Manky, BKIIIOYHTCIHO 30-60 Ha pcekwy 24 vaca, noHe 3a 1 JeHOHOLUIHE
350HE EKCTPAKIHH IO 3a3npaBsBaHe.
Conemu 80— 100 Wudysuute ce MOBTApAT Ha Beekd 8-24
(npe- v mocT- | ¥aca 40 aAcKBaTHO 3a3[paBABaHE Ha
OneparHBHO) | omepaTMBHaTa paHa, CeL TOBa  Ce
mpunara  JleveHHe INOHe 7 JHH 32
MOAIbPXKAHE HA AKTUBHOCT Ha (DaKTop
VIII B rpanuumre Ha 30% no 60% (30
| 1U/dl — 60 TU/dl).

LIpoguraxmura

3a IBIroCPOUHa NPOGUIAKTHKA HA KPLBOM3AHBHTE IPA NALMEHTH ¢ TeXKA XeMOQHIHI A Tpsbdpa
Aa ce npunarar gosu ot 20 g0 40 U ot daxrop VIII Ha xuaorpaM TENECHO TETNIO Ha HHTCPBATH OT
2 1o 3 apu. B HaxoH ciaydad, ocoGeHO IpH NO-MIAKH NAIMEHTH, MOXE Ja ca HeOOXOmUMH IO~
KPaTKH HHTEPBATK HA HPHIOKEHHE HJIH 1I0-BHCOKH I03H.

Vnompeba npu deya

Besonacroctra B edukacHocTta Ha EMOKJIOT mpu jgeua mox 12 ron L;,'c_a
EMOCE )
W



[TomacToAmeM HANHYHHTE JAHHW €& OMHCaHKW B pazfen 5.1, HO MpemOpBKH 3a JIO3HPOBKATA HE
MOraT ja ce 1aBar.

Ilpu nonpacteamm (12 — 18 romnnu) I03MpOBKATA 34 BCAKO TOKA3aHHE CE ONPEACIA CHOpPE]
TENeCHOTO TErI0.

Hauwy Ha 1IpHI0KeHHE
VIHTpaBeRO3HO NPUIOKEHHEe Upe3 HHKEKTHPaHe HiIn OaBHa uHpy3us.

B ciyuaii Ha MHTPABEHO3HO HHIXEKTHPAHE CE MPENOPHYUBA NEPHOT 38 HIKEKTHPAHE OT 3 10 5 MHH.,
KaTo ce cliedd 4YecTOTATa Ha My/ca Ha NalHeHTa B [OPHM HEroBOTO YJCCTABAHE HHXCKTHPAHETO
TpabBa Ma ce 3a0aBU WIN IPEYCTAHOBH.

CKOpOCTI‘a Ha BbBCHKIAHC TpH6Ba Jia ce oIpejend HHAMBHAYETHO 38 BCCKH OTACIIEH MalHCHT.

MHCTpYKIIMY OTHOCHO pasTEapAHETO HA JIEKAPCTBEHHS MPONYKT Mpe¥ MPHIIaraHe ca MpeACTaBeHH
B pasnen 6.

4.3 Ilporuponokazanus
CBPBXUYBCTBHTENHOCT KbM AKTHBHOTO BEMIECTBO MM HAKOH OT EKCUMIHCHTHTE, M3OpOCHH B
pazgen 6.1,

44  CroenuajJHH UpPeXYNpPeXICHNS 1 MPeANa3HN MEPKU NPH YIoTpeba

UpocneaumocT

3a ga ce nomoOpw MPOCIETAMOCTTA HAa OMOJIOTMYHHTE JICKApCTBEHH MPONYKTH, HMETO H
NapTHAHAST HOMEP Ha aIMHHUCTPUPAHHS NPOIYKT TpaOBa a Ob/AaT ACHO 3aMHCalH

CBPBEXYYBCTBUTEIHOCT

Ilpu npunoxkennero Ha EMOKJIOT ca BB3MOXHM — aneprudeH TUI  peakuud Ha
CBPBXYYBCTBHTECIIHOCT.

Ocpen daxtop VIII EMOKJIOT ¢hbabpika U ciey oT APYrd OENTHLUM OT YOBEIIKH NPOH3XOX . Axo
Tesw CHMHTOME Ha CBPHXUYBCTBHTENTHOCT Ce NPOSBAT, YnoTpebata Ha JEKapCTBEHHS NPOIYKT
Tpadea jJa ObAe MpeycTaHOBeHA He3a0aBHO M IAIMEHTHTE CNE/BA Aa CC CBBPKAT ¢ JICKYBallldd CH
jekap. 1lannentnre TpsOBa Ja OLAAT WHPOPMHPaHW 33 PAHHOTO NPOSBJICHHE HA IPH3HAUW HA
CBPBXUYBCTBHTEIHOCT, B TOBA YHCHO OOPHB, reHepaidiypaHa ypTHKapud, YyBCTBO 33 CTATEHE B
I'bp/IMTE, XPHIIOBE, XHIIOTEH3HNA U aHadKIaKTHIHA peaKius.

B cnyuaii Ha IIOK, JIa C€ CACABAT MEMUHMHCKHTE CTaHIapTH 32 JeUeHue Ha IOKOBH CHCTOAHHA.

Baskna ungopmaius, oTHOCHO chetasa Ha EMOKJIOT
To3u NneKapcTReH MPoAYKT ChAhpika go 41 mr Harpuii BEB (QuakoH oT 10 MiI, eKBUBAICHTHH Ha
2,05% ot upemnopbkara Ha C30 3a 2 r HaTpyil MaKCUMAJICH AHCBEH IIPHEM 32 BB3PACTCH.

HUuxuburopu
OB6pasyBaneTo HA HeyYTPaIM3UpAINY anTHTe A (naxubuTopH) cpemy ¢akrop VIII e u3BecTHO




CEpUHO3HOCTTA Ha 3aboNsBaHeTo H ¢ eKcnozuiuaTa Ha pakrop VIII, To3u puck € Hail-BHCOK Npe3
nepBuTe 50 JHE eKCHO3UIMS, HO TPOSBIDKARA Pe3 HE/ng KUBOT, BHIIPEKHU UY¢ PHCKBT € PAabK.

KiuHEYHATa 33BUCHMOCT OT Pa3BUTHE HA MHXHOWTOPH 3aBHCH OT THTBHPa Ha HHXHOHTOpPA, KaTo
HHXHOKTOPHTE C HUCHK THTEP, NPEAU3BUKBAT II0-MATBK PUCK OT HeAOCTAThYUEH KINHHHYCH 0TIOBOD,
OTKOQJIKOTO MHHXUOHTOPHTE C BUCOK THTLP.

Hait-00110, BCUYKH TAlMEeATH, JIEKYBAHH € NPOJYKTH, ChABDKALIM KOaryjlanHOHCH gaxrop VIII,
TpadBa Aa 6LAaT BHUMATENHO IPOCIESASBAHK 32 PA3BUTHE HA HHXHOUTOPH € NOIXOAIH KIHHHIHH
H3CAEABANEA N 1aGOpaTOpHU TecTOBe. AKO OUAKBAHWTE HYUBA Ha akTHEHOCT Ha daxrop VI B
IMasMaTa He OBJAT MOCTHIHATH WM AKO KPbBOM3NHBBT HE MOXKe Ja OBJE OBNaIfAH ¢ NOIXOAMIa
I03a, TpAbBa Aa OB7e NpoBeaeHO H3CIeABaHe 3a Hanuuue Ha MHXuOHTOpH Ha (axrop VIIL Ilpu
NANHEHTH C BHCOK THTHD HAa HHXUGHTOpHTE, TepanuaTa ¢ paktop VIII Moxe ga Gbie HeeheKTHBHA
W Tpabea ma ce obCHAAT APYTd TEPaNeBTHUHH BapnaHTH. JledeHHeTO Ha TakuBa MalueHTH TpsGpa
Ja ce MpOBEXRA Camo OT JICKApH, CIENMANHCTH B JICYEHHETO HA XEMOQHIHA ¥ MHXHOMTOpPH Ha
thaxtop VIII.

ChbpaeyHocs10BY CHOUTHA
TMpy NAUMEHTH CHC CHLICCTBYBAIH CHPACYHOCHA0BH PHCKOBH (PAKTODH, 3aMeCTBAILaTA Tepankd C
FVII moxe pa yremun cbpAeyHOCHAOBUAA PHCK.

YCnoxKHEHNS, CBED3aHH ¢ KaTeTepU3allis

Axo ce Hanara ynotpedarta Ha HabOpH 3a IEHTpaleH BEHO3CH NOCThIN, TpaDBa /1a Obie 0T4YeTEH
PHCKET OT YCIOMKHEHHs, CEbp3aHM ¢ ylorpebara Ha Takuea HabOpH, B TOBa YHCJIO JIOKAHH
uHpeknH, GakrepaeMus # TpPoMO03a Ha MACTOTO HA KATETEPH3ALMATA.

Bupvcha 6e300acHOCT

CraHnapTHUTE MCpPKH 3a Hpe/oTBpaTsABaHe Ha HHpEKIWMH B pe3ynTaT Ha ymoTpeDara Ha
JEKAPCTBeHH TPOAYKTH, TIPOM3BEACHHM OT YCBELIKA KPbB HJIM IUIa3Ma, BKIIOYBAT CENCKUHA Ha
JIOHOPHUTE, CKPHHHUHT HA BCAKO OT/EIHO JapspaHe ¥ cGOpHATA I1a3Ma 3a CNEUHPHYHA MapKepH Ha
UHpEKNUUTE W BKIIOYBaHEe Ha C(EKTHBHM IPOU3IBOACTBEHM CTBIKM 33 HHAKTUBHPaHE/
OTCTPaHsBaHe HA BUPYCHTE.

B'BHPEKH TORA, KOQraTo Ce IIPHIaraT JICKAPCTBEHH MPOAYKTH, IPOH3BC/ICHH OT YOBELIKA KPBB HITH
nna3mMa, BepoATHOCTTA 3a [IPpEJaBaHe Ha I/IH(I)GKIII—'[S! He MOXe Ja ObJe HambAHO H3KITIOYEHA. Tora ce
OTHACH ¥ 32 HEM3BCCTHH WNH HOBOIOABUIHN CC BUPYCH H JPyTH N&TOICHA.

MepKHTG, KOHTQ C& mpermpHeMar, € CHHTaT 3a e(beKTHBHH 3a 0OBHTH BHPYCH KaTo YOBELIKH
nMyHozeduupren supye (HIV), Bupyc na xenarar B (HBV), supyc #a xenamur C (HCV), xaxro u
3a HeoOBHTHA BHpyc Ha xematuT A (HAV). Mepkurte, KouUTO ce mpemmpHeMar, HE MOrar Ia ce
OIpENENST KaTo AOCTAThYHH 33 HAKOH HeOOBUTH BHPYCH KaTo napsosupyc B19. MndekTupaneto ¢
napeosupyc B19 Mosxe 1a 6b1e cepuosHo 3a GpeMeHHEH JKeHH (HHQEKUUs Ha NJI0Za) B 38 HHIHBHIH
¢ AIMYHOJE(HIHT WIH HAKOH BHAOBE AHEMHA (HAPAMEP, XEMOJIATHYHA AHEMHA).

Ha mampeHTHTEe, KOHUTO pPEelOBHO/ MOBTOPHO C€ JIEKYBAT ¢ YOBCWKH I[UTa3MEH KOAaryNallHOHCH
daxrop VIII, ce npenopbupa M0AX0A1E UIMYHH3alHs (CpeLly XenartuT A u B). -




CunHO ce penopb4Ba BCEKH ITBT, KOTATO HA MalHeHTa Ce¢ MpHiara EMOKIJIOT, na ce 3amHCBRAT
HMETO M NApTHAHMA HOMEp Ha MPOAYKTA, C OIIE] Ch3JaBaHeTO Ha Bpb3Ka MEXIy MalHCHTa H
NpHIIOKEHATA TTApTUIA.

Ynorpeba IpH aeild
HaMa KoHKpeTHM JaHHH 10 OTHOLIEHHWE HA MANMCHTHTE — JIena.

45 BianmoneiicTBHE ¢ APYIH JeKAPCTBEHH NPOAYKTH H APYTH (JOPMH Ha B3IAHMO/eHCTBHE

Hama w3eecTHH  B3aHMOMACHCTBMS HA  JIEKapCTBEHH  MPOAYKTH, CbABPKAIIH  4OBCIIKH
koarynamuonex daxtop VIII, ¢ apyra nexapcrBeHy MpoOMyKTH.

Ynorpeba upu geua
HsiMa KOHKPETHH JaHHH [0 OTHOUICHHE HA NAlMeHTHTE — Aeld.

4.6  depTHINTET, GpEeMEHHOCT H KLPMCHE

He ca mpoBeneHH eKCHEPHUMEHTAIHHM NPOYYBAHHA ¢ XKHBOTHH 34 BIHAHHETO Ha Qakrop VIIL
Xemodming A psadxo ce HaOMIONABA NIPH XEHH, [TOPaJd KOCTO HAMA JaHnu 3a yrmorpebara Ha
daxrop VIII mo Bpeme Ha OGpemenHocT W kbpMene. Ilopaan Tosa daxtop VIII TpsOBa Ja ce
H3MI0/I3BA 110 BpeMe Ha OPeMEeHHOCT H KEPMEHE CaMO, aKo ¢ CTpOro [10Ka3aH.

4.7  Bausnue BLPXy cHoCo0HOCTTa 32 mWodHPaHE K paboTa ¢ MAIIMHA
EMOKIJIOT He BnHsie BHPXY cNocoOHOCTTA 3a odHpaHe i paboTa ¢ MAUIHHE.
4.8  HewemaHd peaKuun

Kpartko onncadne Ha npodyaa Ha 6e300aCHOCTTA

CBpPBXUYBCTEHTETHOCT K ANEPTHYHH PEakudH (KOWTO MOTAT Ja BKIIIOUBAT aHTHOC/IEM, NapeHe U
foNKka Ha MACTOTO HA [PUIGKEHHEe, BTPHCAHE, 34a4YepBABAHE, I'eHepallM3UpaHa YpPTHKapHi,
rragobonue, OOpHB, XUIOTEH3Hs, CHHIMBOCT, rajicHe, O¢3MOKOHCTBO, TAXHMKApAMA, YyBCTBO Ha
CTATAHE B I'bPAMTE, M3TPHIBAHE, TIOBPLIAHE, XPHIIOBE) C¢ YCTAHOBABAT PANKO H B HAKOH CITyHan
TE3H PEaKIUK MOTAT JIa IPOTPECHPAT A0 TSKKA aHA(UIAKTHUHA PEaKiis (BKIIOUHTEIHO HIOK).

HabnropapaHo ¢ H MOBUIICHHE Ha TEMITEpATypaTta.

Passutie HA HEYTpaIM3MpaIly AHTATENA (MEXHOMTOPH) MOXKE /12 BB3HMKHE NpH MNAlHEHTH C
xemomwms A nexysanu ¢ ¢dakrop VIII, sxmoumtenHo EMOKJIOT. Axo ce mospar TaKiBa
MHXHOMTOPH CHCTOSHHETO IIE CE MPOSBABA KATO HE3aNOBOJIHTENCH KIHHMYEH OTrosop. B Takusa
CIy4a¥ ce MPEenopbhUBa KOHTAKT Che CIISLMAaNM3NPai EHTDP 34 NIEHEHHE HA XEMOPHIHSL.

Hudopmarms oTHOCHO 0e301MACHOCTTa, CBhP3aHa ¢ TPAHCMHCHBHY areHTH, MOXKETE Ja HaMEpHTE B
pazaen 4.4,
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TabauuHo pe3rOME HA HOKETAHWTE peakllny




B TabIumara HexKeIaHHTE PEakIHH ca MPeICTABeHH [0 CHCTEMO-0pTaiEl Kkacose o MedDRA
(CHCTEMO-OpraHeH K1ac U NPEeIIouuTaH TEPMHH).
Tabnuuara OTHHTa HEeXKeIaHH eQeKTH, CBEP3aHH ¢ H3MOI3BAHETO Ha JOBEINKH IVIA3MCH

koarynaruoneH daxrop VIII

YecTOTUTE €A OLEHEHH CHIIACHO CJIe{HATA KOHBEHIMA: MHOro decTH (> 1/10), gectn (= 1/100 1o
< 1/10), mevectn (> 1/1000 mo <1/100), penku (> 1/10000 xo <1/1000), Muoro peaxa (<1/10 000),

HEH3BECTHH (He MOTaT Aa ObJaT OLEHEHH OT HATHYHATE JaHHH).

Hama naaex HH JaHHH 3a YeCTOTaTa Ha HeKETaHUTe PeakIIuu, II0IYIEHH OT KIIMHHYHH

H3IMATBAHM1A.

Cre[HATE JaHHH Ca B CBOTBETCTBHE ¢ Npoduia Ha 0€30MACHOCT HA HOBEIIKH KOarylalHOHEH
daxtop VIII K ca uacTHYHO HaOONABAHM CIEi MyCKAHETO Ha IPOJYKTa Ha Masapa (OMHT ClIel
NycKaHe Ha mnazapa); ThH Karo OTYATAHETO HA HEKCTAHWTE PEaKUMH CJIed MyCKaHe Ha rnasapa ¢
N0GPOBOJIHO H OT NONMYNAHA ¢ HESCHH PasMEpH, He € BE3MOXKHO HAAEKANO Aa Ce OLeHH YeCToTaTd

Ha TE3H PCAKIIHH.

CTaH)IapTHl‘I CHCTEMO-OPF&HHH
aacose mo MedDRA

Hexkenana peaknms

YecToTA

Hapyuiedus Ha KpBBTa W JHM(QHATA
cucTEMa

Huxubupane Ha daxtop VIII

*
Heuectn PTPs)

(ypruxapus)*

Yectr (PUPs)"
Hapyurennus Ha IMYHHATA CHCTEMA CBpPBXUYBCTBHTETHOCT HewusBecTHa
AnepruvHa peakiys HewnsgsectHa
(CBpBXYYBCTBHTENHOCT)™
AHaHNAKTHYHE PEaKLIMs HeunssectHa
AnapuiaKTHYCH IIOK Hen3pecTHa
TIcHXHYHE HapyLICHMS be3nokoHCTBO HeuzrectHa
HapymeHns Ha HEpBHATA CHCTEMA ['napoGonue Hewsgecrna
CBLHIHBOCT HemnssecrHa
[Tapectesus HewussecTHa
CopaeyHy HapylIEHHS Taxuxapaas HeuszpecTHa
Cp/I0BH HapyLIEHHA 3aueppaBane Hem3gecTHA
XHIOTEH3HS HeuzsecTHa
JluxareqHH, TPBAHM W MEIMACTHHAIHM | XPHIIOBE HeunszpectHa
HapyLIeHH
CroMaliHo-4peBHH HapyLIeHHus ['anene HemzBecTHA
[Topbiiate HeussecTHa
Hapymienua Ha  KoXXKata W Ha | AHIHOCACM
MOJIKC)KHATA THKAH b
[enepanusupana YPTHKAPHA/
)




Konpusaa Tpecka (ypTHKapHs)* HenspectHa

O6mu HapylieHHs H e(eKTH Ha | 3aueppsBaHe Ha MAcToTo Ha | Heu3specTHa

MACTOTO HA NPHIIOMKCHHI A IIpHIIO}K@HIer (60m<a Ha MACTOTO Ha
BIIMBAHE)
Tlapenre Ha MACTOTO Ha | HenssecTtHa

npunoxeHne (60ika Ha MACTOTO
HaBJIHBaHE) *

Brpucane HeunseectHa
Crarage B repaute (JuckoMopt B | HeHspectHa
TEPIANTE)

Tpecka HemnzsecTHa

* TepmunnTe Ha MedDRA 0T no-nucke HEBO ca O-TIOAXOMSAINN 32 OIHCAHHETO Ha TE3n
HeXeNIAHH peaKiuy; npeanodatarute oT MedDRA TepMUHH ca JafeHH B cKoOH.

YecToTara e bazppada Ha Mpoy4uBaHng ¢ Beuukd FVIII npoayKTH, KOHTO ¢a BKJIIOYBATH [TAIUCHTH €
Texka xemopumus A. PTPs = nexysanm npenn toBa NaiuenTh, PUPs = HeneKyBanu IpEeH TOBA
HNAHeHTH.

Ynorpeba npu neua

HsaMma KOHKPETHU J@HAH 10 OTHOLICHHE HA NAlMEHTUTE — Aena.

Croburapare Ha I0J03MPAHH HEXKEAAHN PEAKLIHA
CroOIIABAHETO HA CBEHTYATHH HEXEJaHW peakIHH ciel ynorpeba Ha JeKapcTBeHHA
IpomykT € BaxHO. [lo TO3M HauMH C€ OCHrypsBa BB3MOKHOCT 3a HCMPEKHCHATO
HAGIO/ICHHE HA CHOTHOMISHNETO MEXUTY NOM3H M PUCK OT NeKapcTBeHMA nponykT .OTipass
ce Mo0a KbM 3/paBHUTE CTNEHHATHCTH CBUIO Ja ChoOUIAaBaT 3a BCHYKH IIOJO3PEHHA 32
HEJKENIAHH Peakiiiy 4pe3 HAHOHATHATE CHCTEMA 34 ChOOIIABaHe!
M3meHMTENHA areHLus 110 JIeKapeTBaTa
ya. Jdamsan I'pyes” Ne 8
1303 Codun
Ten.: +359 2 8903417
yeGealiT: www.bda.bg

4.9  AKo cTe [IpHeJTH OBEHE 0T HEOOX0xMMATA Q034

He ca choOIIABaHA CHAMOTOMH CJ€] TPENO3UpaHe Ha HOBEIIKH Ia3MEH KOaryJalUoHEH ¢(aKkTop
VIIL

5 GAPMAKOJOIMYHH CBOMCTBA




51  dapmakoAMHAMHYHH CBOHCTRA
@apMaKkoTepaneRTHYHA TpyMla: aHTHxemopardiy, kpbBockcuppam ¢axtop VI, ATC ko
B02BD02.

KommrekesT daxrop VIII/ daxtop Ha pon Bunebpann ce cheron ot gse Mosekyu (pakrop VI #
daxrop na don Bunebpanm) ¢ pa3nHIHO (PH3HONOTHIHO ACHCTBHE.

Korato ce BIHBA Ha NALMEHT, CTPajant oT Xxemopuind, dhakrop VIII ce cpup3sa ¢ pakropa na Gou
Bunebpany B KpbRoOOPalCHHETO Ha TallHEHTA.

Axtusupanust paktop VIII nelcrsa kato Ko-paxTop Ha akTHpupanua daktop [X, yckopssaiiku
npeobpazysadeto Ha (akTop X B akTWeupaH ¢daxTop X. AxTHBupanuaT daxkrop X npeodbpasysa
nporpoM6uH B TpomGuH, Clie ToBa TpOMOMHBT 1ipeoGpasyBa GubpuHoren BbB GUOPUH U MOXKE 1a
ce obpasypa chcHpek. XeMOQHIHSI A 1IpejiCTABIABA CBBP3aHa ¢ M0ia HACTEACTBCHA ANCHYHKIHA
Ha KPbRBOCHCHPBAHETO B PE3YNTaT Ha mosMmennte HuBa Ha daxrop VIIL:C u Bomu 1o upodysuu
KPLBOM3IHBH B CTABHTE, MYCKYIHT€ WIA BLTPELIHWTE OPraHd -- CHOHTAHHM HAH B PE3YNTAT HA
TpaBM4, TIONYYEHA IPH MHIIHACHT WK onepauus. Upe3s 3aMecTHTEHATA Tepalts HUBATa Ha (PaKTop
VIII B miazMata ce TIOBHIIARAT, KOCTO II03BOJISBA BPEMEHHO IIpeOJONABAHE Ha neHuuTa Ha
daxTopa H COpaBsHE ChC CKIOHHOCTTA KbM KBPBEHE.

Tpatea na ce oTOeNexkH, He rOAMLIHATA 4ecTOoTa Ha KbpbBeHe (ABR) ne e cpaBHHMa MEXIY
pasnuyny GakTOPHH KOHUSHTPATH H MY Pa3NHuHH KITHHUYHH H3CTCIBAHNAS.

Karo AombiHeHre KbM posiaTa Ha 3amuTen npotedn Ha daxrop VI, daxtopst Ha pox BuneOpann
CIIoMara 3a 3a3paBsBaHe HA CHIOBM HAPAHABAHHAA H ClOCOGCTBA 32 aTPErHPAHETO HA TPOMOOLHTH.

10 maupenta ¢ Texka GopMa Ha XeMobmuus A (cpeaHa sr3pact 15 rogunm, auanaso 3-51r.) ¢
BACOK HEXHOHTOPEH THTBp, BKIIoucHH B pernctThpa Ha PROFIT, ynpasnssan or Hrannanckara
aconuanus Ha nenTpopeTe 3a xemobumia (AICE), ca nexysanu ¢ EMOCLOT 3a nukBHINpaHe Ha
MEXHOHTOPHTE, H3MO/3BAHKY MHIYKIM Ha uMyHoTonepantroct (ITI). 8 oT Tesn 10 ca nomyHunH
ITI] or nepea nuums, a 2 ca npemuHanu cnacureand ITI, cien npexxofeH HEYCIHCHIEH OMHT ¢
pasmuaer FVIII koHueHTpar. 5 mauueHTy ca ORI JISKYBaHU ¢ MEXKIMHHK / BUCOKH JHEBHH CXCMH
na posupane (100/200 IU/Kg/nen), a 5 ca Guims NeKyBaHH B aITEPHATHBHM JIHK HIH 3 MBTH
cemMHUYHO npH pazmudHi 1034 (50-150 [U/kg). [Tenen Wi qacTH4ueH OTIOBOD, MOCTOAHEH ClIEX
cpenHo mpocnenasade of 9 rommmm, € monyden B 30% ot ciayuaute. [lpm 4-T¢ NalMeHTH,
JOCTHPHANH I'bJIEH YCTIEX, CPEIHOTO BpeMe 3a JIMKBHIUpPaHe Ha MHXUOHTOpHTE € Ouno 26 Mecena.
B ponbianenue, onuThT ¢ 11 MamuMenTH (cpensa BB3pactT 17 roAHHH) ¢ BHCOK HHXHOMTOPEH THTED,
nomnoxenn Ha [T ¢ EMOCLOT, e onucan B nutepatyparta; karo usuioctHo, [T e yenemen npn 9
or 11 manuenta (82%), ¢ IBIHa epaguKanis Ha KHXEOHTOpHTE MpH 4 (36%) M YaCTHYEH YCIIeX NpH
5 (45%).

Ynorpeba npu nena
125 nena G6e3 unxuOHTOPH HA BB3PACT 110 6 roAuHH, O3 NPeJUIIHa HIH MHHHMANHE CKCIIO3HLIHA

na FVIII, ca nexypanu ¢ nnasMer FVIII EMOCLOT s paMKHTe Ha KOHTPOIHPAHO, PAHAOMHU3HPAHO
npoyueare (SIPPET), HacOY4eHO KLM OLEHKA HA YECTOTATA HA WHXHOMTOpHUTE CPEl MALIMEHTH,
MeKYBaHH ¢ nnasMeH uiM pexomOwHanten dakrop VIII. EMOCLOT. 61 panueHTH OT
ropenocouenute 125 ca 6umu nexysanu ¢ EMOCLOT B choTBeTcTBIE ¢ 0308 MOACILUPH HyH/ia
WM podumakTHyeH. A uMeHHO 34 nauueHTH oT 61 ca Nony4HIE JeHeHHe I Eﬁm,ﬁg ‘Ha
cTanzjapTHa npodunaktiaka (3 BIMBaHWA Ha ceaMHNa), 15 Ha MonudUIUpaHa/]
BIMBAHHA HA CE/IMKIA) U 7 HA pa3IMyHi KOMOHHAIMKE OT CXEMH Ha JICHCHHE.




[TocT-XOK aHanM3, HAcOUeH KbM OLEHKA H4 rojuilHara decrota Ha KbpseHe (ABR) camo npu
nanuentH, jgexyeann ¢ EMOCLOT, peructpupa ABR or 4.2 (342 env3ona) npu DaLUEHTH HA
PEeKMM IIPH HY®a, 7,5 (25 enn3oma) mpy NMamHeHTH HA CTaH/APTHA NPOQUIAKTHKA (ot oo 25
eNU30a HA KBPBEHE, pPETHCTPHPAHH B Tasu Ipyma, 24 ca BR3HHKHANA NpH | MallWeHt;
H3KTOUBAHKH TO3M MAIHEHT OT aHamu3a, ABR namansasa go 0,24), 5,8 (92 enusona) npu nanueHTH
Ha MoamduuupaHa npodumakTika 7 5,9 (60 enuzona) MpH NAUMEHTH TPETHPaHH ¢ PasjIH4HH
KOMOWHAIHH OT PEeKHMH.

5.2  (MdapMakoKHHEeTHYHH CBOHCTBA

Crnen MHXEKTHDAHE Ha IIPOAYKTA, NPUOIM3HTENHO TP 4eTBBPTH OT (akrop VIII ocrasar B
KPBBROOOPAIIEHAETO.

HusoTo na akTuBHOCT Ha dakTop VIII, KoeTo e mocTMIHATO B MUIasMara, Bapupa mexay 80 - 120%
OT MPOTHO3KMpPaHaTa akTuBHOCT Ha daxTop VIII B mnasmara,

AxteeHOcTTa Ha Gaxrop VIII B mnasMata Hamanssa MOCPEACTBOM ABY(hasHO EKCIOHCHIMANHO
paznaraHe.

IIpes nepBata (asza ce INpaBE pasnpefeicHue Mexay GQIYHAHTE HA BBTPECHA0BOJOTO
MPOCTPAHCTRBO H OCTaHATHTE QIYHIH B TAIOTO, KATO CIHMHHHPAHETO MY OT IIJIa3MaTa € C BpEME Ha
NOJY:KMBOT OT 3 o 6 yaca.

Ipes crnenpawara no-GasHa dasa (KOSTO BEpOATHO OTpassBa KOHCyMmaludra Ha daxrop VIII)
BpEMETO Ha NONYXKMBOT Bapupa Mexay 8 ¥ 20 waca, karo cpeHoTo Bpeme ¢ 12 4aca. Tosa
H3IJIEXKIa CHOTBETCTBA HA PEAJTHOTO OHONOrHYHO BpEME Ha MOJIYKHBOT.

dapmakokuHeTHuHKHTe cBoHcTBa HA EMOKJIOT ca ofexT Ha oligHKa MO0 BpeMe Ha KIMHHYIHOTO
u3censase ,,ONeHKa Ha (apMaKOKHHETHIHATA I KTMHAYHA e(PHKACHOCT HA KOHIIEHTpAT Ha (akTop
VIII, EMOKJIO JIL.U., npu naudeHTw, ¢rpagamu o1 xemodumus A® (kox Ha H3CIEABAaHETO
KB030), mpomemeHo ¢ 15 nanuenta ¢ Texxka xemopumims A (¢ muBo na OVII <1).
DapMAKOKHHETHUHHTE TIApaMeTpH ¢4 H3YHCIIEHH TIPH JIBe eAMHHYHM BIHBanus (¢ nosa 25 1U/kr),
M3BBLPIIEHH B paMxure Ha 3 — 6 mecena. [lpe3 nepHofa Mexay JBere BIMBAHHA NalMEHTHTE Ca
nexysaan ¢ EMOKJIOT cornacHo Texnus oOGHYacH TepaleBTHYEH DPEeKHM (P HYXK/JA HIH
IPOQHIAKTUYHO).

Cpenuute crToitHOCTH Ha (apmaxoxkunerwynure napametpy Ha EMOKJIOT mo Bpeme Ha
H3CJIE/IBAHETO Ca TIPE/ICTABEHH B Clle/Baiara tadamua.

ITbpBO BiIMBaHe BTtopo BiKBane
be3 cybTpakiusa | Cobe bes Cre
Ha 6asoBara cyOTpakuua | cyOTpakuHs Ha | CyOTpaKuus
JIMHHA Ha Gazosata | Gazopata Ha DazoBaTa
JUHUS NIMHHS JNUHUA
AUCq (IU-ml™"-h) 10.94 9.96 10.75 8.95
AUCqp. (IU-ml™" h) 13.08 11.22 12.07 9.89
Clior (ml-hkg™) 2.63 2.89 2.51 2.99
[ocrenenno . 2. 688 2671 —
Bb3cTaHOBABaHE (%0) -~
tino (h) 0.543 0.768 S v““ ] :
tiaf (h) 12,05 15.16 / ’@/ =
il 2 j ]
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Yoorpeba npw geta

Bbipeky 4e HiMa KOHKPETHH JaHHHM 3a [eLara, MalkoTo myOmuxypaHa HH(OpManus, CBbp3aHa ¢
H3cneBanus 32 GapMaKOKHHETHKATA, He [OKa3Ba CHIIECTBCHH DA3THKH MEXY BB3PAacTHH # JeCla,
CTPaJaIld OT IHO U ChILo 3ad0naBaHe.

53 Ipeaxaunuana ndopmManud 3a He300aCHOCT

Yopellikus IUIa3MeH  KoarynamdodHen ¢akrtop VIII (koHuenTpara) € HopMalHa CBCTaBKa Ha
YOBEMIKATA [I1a3Ma 1 PYHKIMOHHpA KaTo eHxoreHeH gaktop VIIL

HicneapaneTo 3a TOKCHYHOCT HA €IHHHYHA J03d HE ¢ OT 3HAYCHHE, TBH KaTo IO-BHCOKHTE JO3H
BOJAT 10 MPeTOBAPBAHE,

W3cneaBanero 3a TOKCHYHOCT HA MHOTOKpPATHH J03M IIPH >KHBOTHHUTE € EMIIHPDHYHO, MOpaid
HHTEpOEPEHIMATA MEXK/TY PA3BHBALMTE CC AHTHTENA H XETECPOIOKHHA DENThK.

I[OpI/I H J0o3uTe, HaABHIIaBALIH MPCNIOPhYMTCIHATA 03a 3a X0paTa Ha KHJIOTpaM TCACCHO TErJIO, HE
IIoKa3BaT TOKCHYIH GQJCKTH IIpH naGopaTopHHTe KHUBOTHH.

Thit KaTo KIHHHYHHAT ONHT He JaBa MHIMKAIMH 33 OHKOT€HHYHM M MYTarcHHH e(QeKTH BBPXY
YOBEIIKHS MasMeH KoarynanuoHeH ¢akrop VIII, eKCIepUMCHTaNHHTE H3CNCABAHHA, H [10-
KOHKPETHO C XCTCPOIIOKHH BHI0BE, HE & CUUTAT 38 HMIICPATHBHH,

6 ®APMAIIEBTHYHH CBONCTBA

6.1 CnuchbK HA eKCOMITHEHTHTE
Dnaxon ¢ npax.

TpuocHOBEH HATPUEB HUTpAT
Hartpues xnopun

[ muuuH

Kaniues xJopuj

@uaron ¢ pazmeopumen:

Bona 3a HIKEeKLIHH.

6.2 HecnLBMeCcTUMOCTH

Thil KaTO TUICBAT W3CIEABAHHA 3a CHBMECTHMOCTTA, TO3H JIEKapCTBEH NPOXYKT He Tpiabpa Ja ce
CMECBA ¢ APYrH JIEKAPCTBEHH IPOLYKTH.

3aXBIDKATENHO CE H3IOJ3RAT CAMO BKITKDHEHATE B ONAKOBKATa HAGOPH 33 HHKEKTHpaHe/ BIMBAHE,
TBi KaTO JIeUEHHETO MOXe A ¢e ONopodH, nopamy ancopOius Ha daxrop VIII Bopxy BeTpemnara
TIOBBPXHOCT Ha HAKOE APYr0 METHIHHCKO H3/ICIHE 3a HHKEKTHPaHe/ BIMBAHE.

6.3  Cpok Ha roaHoct

3 FOJIMHH. ‘
Pa3TBOpEHHAT HPOAYKT TPpsOBa Ja ce M3M0/I3Ba He3abaBHO. i &
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6.4 Crhnenmajany H3YCKBaHHA 32 ChXpPaHeHHe

Ta ce chxpanssa B xaagunauk (2°C - 8°C). Jla ne ce 3ampa3zssa.
CoxpaHsBaiite (aKoHa B KAPTOHEHATA OIAKOBKA, 32 JId IO IPe/IIasHTe OT CBETIHHA.

[Ipesw ymoTpeGa B B pAMKHTE Ha CPOKA HA FOJHOCT (MIGKOHBT ¢ IIpax MOXe 1a C& ChXpaHsiBa TIpH
cTaifHa TeMmeparypa, He mo-Bucoka or 25° C, 3a MakcUMyM © TIOCIEIOBATCIIHM MECENa.
Cren To34 nepuof (IAKONET ¢ Ipax Tpsbpa ja 6bae H3XBBPIcH. BBB Beeku cirydai, T03¢ (rakoH
Bede He MOXKE fa ¢e MOCTapd 0OpaTHO B XJIaUIIHUKA, aKO ce ChXparisdBa [Py cTaliHa TEMIICPATyPa.
HauzinaTa siara HAa CbXpaHEHME IpH CTaiiHa TeMmeparypa Tpsa0Ba ma ce BNMAINIE Ha BBHHINHATA
OIIaKOBKa.

6.5 EcrecTBo M ChILPKAHNE HA ONIAKOBKATA

Exqun duakor oT HeyTpamHo CThKIO oT Tan | ¢ eracToMepHa 3amyliaika, B KOHTO CE ChABpkA
IPAXDBT, eOHH (IAKOH OT HEYTPATHO CTLKIO OT THM [ ¢ efacToMepHa 3almyllajika, B KOHTO ce
CBABPKA PA3TBOPUTENAT, ANMPOreHeH crepwieH Ha0op 3a €IHOKpaTHa yINoTpeda, BKIOYBALL
MEMLHHCKO M3/eHe 33 pasTRapsHe, CIPMHIOBKA 33 WIDKEKTMpAHE M WIia THI ,.0sTepornaii™ ¢
[1BL] TpeOMuKa.

EMOKJIOT 500 1U Tlpax # pasTsopHTesN 32 HH(Y3HOHeH pa3TBop. Emin ¢niakoH ¢ npax + eaMH
(IaKOH ¢ Pa3TBOPHTEN + HAOOP 3a pasTBapsiHE M MPUIIOKCHHE.

6.6  CoennajHu npeAnasHd MEPKH 3a H3XBbpJANe H paloTa ¢ NPOAYKTa

PasrBOpenHAT EKapCTBEH MpPOAYKT TpsibBa Aa OBAe BH3yalll0 HHCTEKTHPaH 33 BajlHvue Ha
YACTHIIM HJIM [POMSHA Ha nseTa, npeau ynorpeba. PastsopsT Tpsabea sia Obae OHCTBP HIM JIEKO
omanecuedTer. He M3moispaiite pa3TBOPH, KOMTO Ca MBTHH HIIM HMAT yraiika.

Hen3non3papuaT NpoAyKT HIH OTHEIHM MaTepHall, TpsiOpa fa ObAAT H3XBHPICHH B CHOTBETCTBHE
€ MCCTHHTE H3HUCKBAHHMS.

Pasreapsiie va Npaxa B pasTBOPHTE N,
1. ¢aakonH®T ¢ mpax ¥ GuakoHBT ¢ pa3TBOPUTEN TpADBa Ja Ca ChC CTallHa TeMIIepaTypa;

2. Tasu TeMiepaTypa Tpi0Ba ja ce IOAIBPIKa [pe3 WAIOTo BpeMe Ha pasTeapsHe (Haii-MHOTO 10
MHHYTH);

OTCTpAaHETE 3ANUTHUTE KalladkH OT (l)ﬂaI{OHI/ITe C Hpaxa | pa3TBOPHUTEIIA,
4. no4ncTeTe MMOBBPXHOCTUTE HA 3allYUHIANIKHTE HA IBaTa (l)J'IaKOHa C AJIIKOXO/;

5. OTBOpeTe ONMAKOBKATa Ha YCTPOHCTBOTO 3a MPHIOTBIHE HA Pa3TBOp, KATo OTICTIHTE 'OPHHA
Kalax; BHMMAaBalTe Ja He JOKOCHETE BhTPEIIHATA YacT (purypa A);

6. He M3BAXKAANTE YCTPOHCTBOTO OT ONAKOBKATA,

7. o0LpHETEe KyTHATA Ha YCTPOHCTBOTO HaJody W BKapaiTte IL1aCTMacoBaTa _uria npe3
3aiymaiakara Ha QIaKoHa ¢ Pa3TBOPUTEIIA, TaKa 9€ CHHATA YacT Ha yCTpOHC g@m,ﬁ};xpme
¢ d1akoHa ¢ pasrsoputend (gurypa B);




8. XBaHeTe KYTHATA HA YCTPOHCTBOTO 3a KPaullaTa M ¢ M3ALPIBaHe 0cBofoaeTe YCTPOHCTBOTO,
6e3 ma ro goxoceare (purypa C),

9. ymepete ce, e GUAKOHBT € Mpax ¢ HocTaBeH Ha 6e30IacHa IOBBPXHOCT, 0OBPHETE CHCTEMATA
HAOy, Taka 4¢ GNAKOHBT ¢ pPasTBOpATEeds JAa ObAE BBPXY YCTPOHCTBOTO; HATHCHETE
Mpo3payHus afanTep BLPXY 3alyllaikaTa Ha (IakoHa ¢ Mpax, TaKa 4¢ I1acTMacoBara urna ja
NpeMHHE IIpe3 3alyliankaTa Ha (UIAKoHa ¢ Ipaxa; Pa3TBOPUTENAT IIE Ce BJIeC aBTOMATHYHO BBB
(pnaxona ¢ npaxa (¢purypa D);

10. crien KaTto MpPexXBbpIKWTEe Pa3TBOPHTENS, pasBUHTC CHHATA YACT HA (IPCHOCHATA CHCTEMA, KbM
KOATO € [pukpened GraxolbT ¢ pa3TBOpHTE, | 1 oTcTpaHeTe (burypa E);

11. nexo pasknatere QuakoHa 10 IBIHO pasTBapsiHe Ha npaxa (gurypa F);

12. He pasknamaiTe CUTHO, 38 Oa H30erHeTe 00PA3yBAHETO HA IISAHA.




Hauunu Ha NPpHJIOKEHKWE Ha pa3TBOpa
Cnepn pa3TBapAHETO, Pa3TBOPHT MOXKE Ja ChAbpiKa MAJIKH IIPATHHKH HJITH YaCTHILIH.

[Ipenu na Oble NPUIOKEH, PA3TBOPEHHAT HMPOLYKT TpsiGBa 1a Obje orje/laH 3a Hepa3sTBOPEHH
YaCTHIM WIIH MIPOMEHH B 1BeTa. PasrBopwT Tpsabea ja Obae OHUCTBP MIIM JIEKO ONaJeCLEeHTEH. He

M3II0JI3BalTe Pa3TBOPH, KOMTO Ca MbTHHU WJIM MMAT yTakKa.

1. BxapaiiTe BB3IyX B CIPHHIOBKara d4pe3 H3IbprnBaHe Ha OyTalioTO, CBBPKETE. A KbM

YCTPOHCTBOTO M BKapaiiTe BB3AYX BbB ()IakoHa C mpax, B KOHTO ce HaMHy‘Q@M pg%aop
(gurypa G); 18V e B\
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2. 3aabpKaiiKi GYTAToOTO HENOJBHXKHO, OOBpHETE CHCTEMATa HAXOMy, Taka 4e (IIakoHBT ¢

rOTOBHS Pa3TBOP Ja MPEMHHE OT MOPHATa CTpaHa Ha YCTPOHCTBOTO M M3TErIIETE KOHICHTpATa B

CIpUHIIOBKATa ¢ 6aBHO W3xbpIBane Ha Oyranoto (purypa H);

M3BaJIeTE CIPUHIIOBKATA, KATO sl 3aBbPTHTE B I0COKa 00paTHa Ha YaCOBHMKOBATA CTPEJIKA;

4. ornepaiite pa3TBOpa B CIIPHHIIOBKATA, TOH TPAOBa J1a Gbe OHCTHP HIM JEKO onajiecLeHTeH, oe3
YaCTHUIIH;

5. mocraseTe WIyaTa THI ,,06Tep(raii® Ha CIPHUHIOBKATA W BIMBaHTe WM OABHO MHIKEKTHpaHTe

(o8]

HHTPaBEHO3HO.

Criea kaTo akoHHTE GBIAT OTBOPEHH, ChIBPKAHUETO TPIOBA [1a CE M3M0/13Ba He3a0aBHO.
["'0TOBMAT pa3TBOp B CIPHHIIOBKATA TPsiOBa Jla ce H3M0/13Ba He3abaBHO.

C'I:,El'bp}i(aHPIeTO Ha (l)HaKOHHTG TpHGBﬂ Jla ce M3I10JI3Ba 3a €JHOKPATHO IMPHIIOKEHHE.
II,a HE ¢€ HM3M0JI3Ba cnell U3THYaHe Ha CpOKa Ha rOAHOCT, [MOCOUCH Ha €THKCTA.

Hensnon3saHusT NPOAYKT MM OTHAXbYHKTE MaTepHanu TpAOBa jia ce H3XBBPIIAT B CHOTBETCTBHE C
MECTHHMTE H3MCKBAHUA.
7 MMPUTEKATEJ HA PASPELIMTEJIHOTO 3A YIIOTPEBA

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

8 HOMEPA HA PASPEHIMTEJIHUTE 3A YIIOTPEBA B HTAJIUA
EMOKJIOT 500 IU npax u pa3tBopHTeN 32 HHPY3HOHEH pa3TBOP
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9 JATA HA ITbPBO PA3PEIIUTEJIHO/ IIOJAHOBSIBAHE HA
PASPEIIUTEIHOTO

ITonuosseade: rouu 2009

10 JATA HA AKTYAJHU3AIIAA HA TEKCTA

06/2020




