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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHHUSA ITPOAYKT U3NMbLAHUTENHA ATEHLUA N0 NEKAPCTBATA

Kpamka Xapaxmepucmuxa Ha npogyxma - fipurowesiue 1
THUCHJI JIHO npaxoBe M pasTBOPMTENN 3a THKAHHO Nenwio | oo Pt N F{ Op 9odLL }

TISSEEL LYO powders and solvents for sealant | KoM P08 N8 o ftorrmniorsifoen yoi N SO

2.  KAUECTBEH H KOMHYECTBEH CBCTAB | o M oooreersceene R

KomnonenTt 1: 3aiensan npoTeHHOB pa3TBOp
3anenpail NpOTeHHOB KOHUEHTPAT, AHodunu3Hpan (THCHJI npax), npHroTBeH ¢ 2IPOTHHHHOB

pa3TBop

Yopeiuky HHOpHHOTEH (KaTo KoaryaHpau( npoTerH) 91 mg'/mli
ANPOTHHHH (CUHTETHYER) 3000 KIU*/ml

[TomotHK BeliiecTa ¢ H3BECTEH €deKT:
[lonncopOar 800,6 — 1,9 mg/ml

Komnosnent 2: TpoMOuuos pa3sTBop
TpombuH, nnodunusnpaH, NIPUroTBEH ¢ Pa3TBOP HAa KANUHEB XJIOPH/I

Yoeemxu TpoMGHH 500 TU*/ml
Kamuues xnopun 40 pmol/ml

1, 2 nin 5 ml 3anensawy nporenHoB pasteop U 1, 2 unu 5 ml TpomOuHOB pasreop. CMeceHn Te Aasar 2,
4 ynu 10 ml roros 3a ynorpeta pasteop.

Cnen cMecBale 1 mi 2 ml 4 ml 10 mi

Komnonenr 1; 3aaensamng
NPOTEHHOB PA3TBOP

HorewmkH GudpuHOreH (kaTo 45,5 mg 91 mg 182 mg 455 mg
NpOTEHH)

CuHTETHYEH aNpOTHHHH 1500 KIU | 3000 KIU 6000 KIU 15000 KIU
Komnonent 2: TpomOuuos

pa3TBOp

YoeeikH TpoMOUR 250 U 500 IU 1000 1U 2500 1U
Kanuues xnopua 20 pmol 40 pmol 80 pmol 200 pmol

THUCHJ1 JIHO cbaspixka yoremxw dakrop X1, enHOBpeMEHHO NPEYHCTEH ¢ UOBELIKHUA
konuuecTso 0,6 — 5 [U/ml.

3a NBbAHUA CIIMCBK Ha MOMOIIHHTE BELUESCTBA BHXKTE TOuUKa 6.1. !

! Chawpakaiun ce B 06Hia NPoTEHKHOBa KOHUEHTpauns oT 96 - 125 mg/ml

* 1 EPU (Enna Emiunua no Esponeiicka ®@apMaxones) otroeaps na 1800 KiU (Eaunnnm Kamansore
Muakrusarop)

* TpoMGHHOBATA aKTHBHOCT € U3YKCACHE cRopea nacTosumsT C30 CTAHAAPT 32 ONPEAENAHES Ha TpomMOuH
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3. JIEKAPCTBEHA ®OPMA

[IpaxoBe u pa3TBOPUTEH 34 THKAHHO JETNHIO

JvoHIH3HUpaHHTE CHCTABKH ¢4 XMIPOCKOIMMYHH PaXoBe WiH 3bPHUCTa Maca, ¢ 6s5o unx 6nemo
XKBJITO OLBETABAHE, TCUHHTE CHCTABKM ca OMCTPH, OE3LBETHH WIH JIEKO XXBITEHHKABH Pa3TBOPH.

4, KJIMHHYHHA JAHHHA
4.1 TepaneBTHYRH NOKAZAHUSA

CnomaratenHo Jie4eHHe, KOrato CTAHIAPTHHUTE XUPYPrd4eCcKH METOJH ¢a HEAOCTaTh4HH

(BHXKTE TOUKa S.1.)

- 3a nogoOpsABaHe Ha XxeMocTa3arTa

- K4aTO THKAHHO JICMHIO 33 NOJ00PABAHE HA 3apacTBAHETO HA paHH WIH KaTo NOMOLIHO CPEeACTBO 33
3aTBApAHE HA HICBOBE B CHOBATA XHPYPrus U MPH CTOMAILIHO-YPEBHH aHACTOMO3H

- 3a 3aflCNBaHC Ha THKAaHW, 3a Ja ce nNoaodpu [PUIENBAHETO Ha OTAENCHA ThKaH
(Hanp. ThKaHHH UMIVIAHTAHTH, TPAHCILTAHTAHTH, KOXKHH NPUCATIKA)

HoxazaHa e e(peKTMBHOCTTA MMPH HAITBIHO XCTIAPHHU3HpaHK NalHeHTH.

4.2 JA03HpOBKA H HAYHH HA NPH/IOKEHHE

THUCHIT JIUO Tpabea pa ce H3MOA3Ba CaMO OT ONMTHH XHPYp3H, 00ydeHu aa usnonssar THCHI JINO.

203 HPOBKA

Konnuectsoro H 4ectorata Ha npunokenue Ha THCHII JIHO sunaru ce onpenens 0T KIHHUYHHMTE
HYXIH Ha NallHEeHTAa.

Ho3ata, Kodaro TpabBa ja ce MPUACKH ce onpelend OT pasv4HK (PAKTOPH, BKIIOYBALLH BUJA Ha
XHpPYPruyecKara Hameca, pazMepa Ha 3aCerHaTHdA YYacTBK, NPeABWKAaHAS HAYHH Ha MPHI0XKEHUE H OT
TOBA KONKOQ IHTH HIE CE HINQN3BA.

HJozata Ha npoaykra TpAdBa Aa ce onpenens MHAHBHAYAIHO 334 BCEKH OTICNEH Ciiyuaid OT JIEKyBallus
nexap. B KTUHHYHH NPOYYBAHMA ¢a onpeaeieHs eAUHHYHU 103H OT 4 o 20 ml. [Ipu Hakou npoueaypu
(Hanp. TpaBMATHYHH YBpeXXIAHHWA HAa YEPHHA Apo0 WIK 3ajJenBaHEe Ha roJIeMH IUIOLH OT H3rapsaHus),
MOXe Aa ca HeoOXoanmMu no-ronemMn obeMHu.

HM3non3paHoTO B HAYalOTO Ha JIEYEHUETO KONMHYECTBO OT MpPOAyKTa TpaGBa aAa OTroBaps Ha
AHATOMHYHATA CTPYKTYpa WJIM Ha pa3sMepa Ha TPETUPAHOTO MACTO M Ja € JAOCTaTh4HO, 3a Ja
OKpHBa HaIbLIIHO 3acernararta obnact. Ilpu Hyxaa Moxke Aa c€ NMPUIOXKH NopTopHO. BhOpeku ToBa,
H3darsaite nosTopHOTO MpHnoxeHne Ha TUCHJI JIMO Bbpxy CBHUISCTBYBAlN Bede TI0JHMMEPH3HpaH
cnoit THCHIL JIMO, 1o kato Toii HAMa Ja MOXKE J1a Ce 3aKperH BbpXY MOJHMEPH3IUPaHKA CIOM.

Karo opueHTHp 32 3anensaHeTo Ha oM Baxu: | onakoBka THCHI JIMO 2 ml (1. e. 1 ml
THCHJI-pasreop mioc 1 m]l TpoMGMHOB pa3TBOpP) € RocTaThuHA 3a Now ot noxe 10 cm?.

Koraro THCHJI JIHO ce Hanacs noa dopmarta Ha crpeid, CHLIIOTO KOJNHYECTBO € JI0CTATHYHO 32

[MOKpHBAHE HA 3HAYHTENHO NO-rOJIEMH I[UIOIIH, B 3aBHCHMOCT OT Cl'[El.I.Hd)H'-IH
HHAHBHIYA/THHA cnyqau.

BTEBPACHOTO (PUOPHHOBO JENHIO.
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[leguaTpyuyHa nonynauus
bezonacHoctra B edukacHoctra Ha TUCHJI JIMO He ca ycTranOBEHHM Opu NEAHATPUYHY [TALIHEHTH.

Ha4ywH Ha NpUAOKEHUE
3a MpHNOKEHHE BbPXY Ne3HA.

I[TpuroTeere pa3TBOpa, KAKTO € OMHUCAHO B TO4Ka 6.6.

3a na ce ocHrypu MaxcumanHo 6esonacHa ynorpe6a Ha TUCHJI JIMO npunaran karo capet, Tpsabsa na
Cce Cra3BarT CNIEAHHTE TPENOPBKH:

[1pn oTkpuTa XUpyprua - TpAOBa Aa ¢€ U3N0A3BA PeryjaTop Ha HANAraHETO, KOMTO M0Aapa MAKCHMATHO
HaJifraHe He no-rojamo ot 2,0 Gapa (28,5 psi).

[Tpp MHHUMANHO HHBA3WBHU/NATIAPOCKONCKM NpoueAypH - TpadBa Aa C¢€ M3MOA3BA PETyNaTop Ha
HaJIAraHeTo, KOWTO NoJaBa MAKCHMMATHO HajsraHe He no-roiaamo ot 1,5 6apa (22 psi) v npu Ko#HTO ce
M3MOA3BA CAMO BBIJIEPOJEH AHOKCHA,

IIpenn na ce npunoxku TUCHII JIMO noBbpXHOCTHHAT Y4acThK Ha paHaTa Tpabra 2a ce NoJCyuiy Cbe
CTaHAAPTHHA TEXHHKH (HANp. MEPHOAUYIHO NTOCTABAHE HA KOMIPECH, TAMITOHH, H3NO3BAHE HA
acIMpHpaliH yCTpOiCcTBa, obrapaHe). la Be ce H3non3pa BB3ayX MO HANATAHE WIH ra3 3a
NOACYIHABAHE HAa YYACThHKa.

THCHJI JIMO 1padea aa ce myneepusupa caMo BEpXy Ao0pe BUAUMMU 30HU HA NPUNOKEHHE.

TUCHWUJT JIMO TpaGea jpa ce NpHroTBs H NpWiara caMo B ChOTBETCTBHE ¢ HHCTPYKUHHTE H C
yCTpOCTBAaTa, NPEMOPBHUUTEIIHH 3a TO3H NPOAYKT (BXK. TOUuKa 6.6).

3a npunaraHe karo cnipeil BiKTe TOYKH 4.4 #1 6.6 32 KOHKPETHH NMPENOPBKH OTHOCHO HEOOXOAHMOTO
HanNjAraHe M pasCTOAHHETO OT TBHKAHTA 32 CHOTBETHATA XUPYPrHYHA nNpoLeAypa H ALDKHHATE Ha
HaKpalHULIHTE Ha aTuIMKaToOpa.

[Ipy XMUPYPrHMECKH NpOLEAYPH, H3HCKBALM MUHHUMATHW Koiau4ecTBa (UOpUHOBO fenuno, ce
[penopbYBa Ja €€ OTCTPAHAT U H3XBLPJIAT MbPBUTE HAKONKO KallKH OT MPOAYKTa.

4.3 IIpoTHBOHOKA3AHNKSA

Ipunoxxenuero Ha THCHUJ JIMO caMoCTOATENHO HE € MOKa3aHO 3a JICHYCHWE HA MAacHBHH M CHITHM
apTEPHaJIHH HIH BEHO3HH KPbBOMU3JIMBH.

THUCHJI JTHO He € nokasaH 3a 3aMeCTBaHe Ha KOXHU IIEBOBE C LIJI 3aTBAPAIHE Ha paHH.

THUCHJI JIMO Hukora He Tpabea pa ce npunara BbTpeCchAOBO. BETPECHAOBOTO NPHITOKEHHE MOXKE na
AOBENE [0 HKHABOTO3aCTpalIaBally TpoMOoeMOOIHYHN HHIIHAESHTH.

THCHJI JIHO ne tpabea aa ce u3nosn3sa B Cly4aH HA CBPbXUYBCTBHTEIHOCT KbM aKTHBHMTE BElIECTBA
HJIH HAKOE OT NNOMOLIHHTE BEIECTRA.

4.4 CoenHajnn npegynpexaenss U NpeJuasHH MepKH MPH ynoTpeda

Camo 3a mpHIoKeHHe BbpXY Jie3uu. [[a He ce npuiara BsTpechI0BO.

[lpy cayuaiiHo BBTPECHAOBO MPWIOKEHHE, MOraT f[a Bb3HHKHAT »(F
TpoMOOeMOONTUUHN HHLIHACHTH.

Lk

C ocobeHo BHHMaHue TpaOBa na ce NMOAXOXKIA MPH NPHIOKEHUE C a3 NOA HAIATARE LA ChIhPHKAUHC /
s pem ‘l': *
GUOPHH TEKAHHO JIENHNO. ) 3£fff,;1 RN
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Besako npHioxkeHUe Ha ras noj HajiraHe € CBbP3aHO ¢ NOTEHLHANEH PHCK OT Bh3AyliHa HUJIH rasosa
eMOOnMA, pynTypa Ha THKaH WIH BKIIOYBaHe Ha ras IOA HajidraHe, KOeTo MOXe Ja €
*KUBOTO3aCTpallaBalllo.

Hpaaaraire TUCHJ JIHO na 1oHLK caoi. IlpexomepnaTra nefe/HHA HA CLCHPEKA MOMe 14

nosanse HeOIATONPHATHO HA ePHKACHOCTTA Ha NMPOAYVKTA H HA NpPONEcA HA 3apACTBAHE HA
paHHTE.

I[Iprn mH3noa3BaHEe HA _cnpeii-ycTPOHCTBA € peryjaTop HA HAJACZHETO 32 NPHIGKEHAHE HA
$GROpEAOBH TLKAHHH JCNHJA € HACTHIOBAJA JKHBOTO3ACTpAlNIaBaAma/daTanHa BLITYIIHA HIH
razopa emOoang, Topa chbONTHEe H3LIEKAA CBHP3AHO ¢ YHOTpedaTa HA CHPEH-YCTPOHCTBOTO NMPH
HANAraHE¢, NO-BHCOKO OT NPEHOPBHYHTENHOTO H/HAH B HenocpeacrBena OJH30CT A0 ThKAHHATA
NOBbLPXHOCT. PHCKBT H3r1ekIa NMO-BHCOK, KOraTo GHOPHHOBHTE THKAHHH JICNH/JIA C€ NPBCKAT
¢ BB3AVX, B cpaBHenne ¢ CO», » nopaau ToBa ne Moxe aa ce myawun npn TUCIJI JIHO, koraro
¢e H3MOJI3BA B OTKPHTA XHPYprus.

Korato npuiarate THCHI JIHO cbe cnpeii-ycTpoHCTBO, HIHOJAIBANTE HAINAIAHE, B IPAHHNHATE
Ha HAJATAHETO, NPENOpLYAHO 0T NPOH3BOANTENS HA CHPEH-VCTPOHCTBOTO (32 HAIATAHETO
H Pa3CTOSHHETO B, TAOIHIATA B TOYKA 6.6).

TUCHJI JINO TpalBa a3 ce H3m0A3BA KATO cHPEl CaMO, aKO € BL3IMOXKHO TOYHO Aa €€ NpPEHeHH
PACTORHHETO HA MNPHCKAHE, KAKTO € npenopnh4asoe oT _nponisoanteas. He nphckalTe oT

PAICTOANHE, NO-MAJIKO 0T NPENOPLYHTC/IHOTO.

Koraro npuaarare TUCHUJI JIKMO xaTo cnpeii, Tpabea aa ce Ha01101aBaT NPOMEHHTE B KPhBHOTO
HAJIAraHe, NYy/AcA, KHCAOPOAHATA CATYpANHS W Kpaiiaug excmuparopen  CO:, nopaan
BEPOATHOCTTA OT PA3BATHE HA BLIAYIIHA HJIA razoBa eM00.184 (BXK. b0 TouKa 4.2).

THUCWJT JIHO ne tpadea na ce nanmonsea ¢ Easy Spray / Spray Set cHCTeMH B 3aTBOpEHH HacTH Ha
TSJIOTO.

[Tpean npunoxennero Ha THUCHI JIMO, nokpuiite TIpiwkHMBO BCHYKHM YacTH Ha TAJIOTO H3BBH
TpeTHpaHara 00J1acT, 3a aa ce u3berHe HeXxeNaHO CPACTBAHE HA THKAHH.

Axo (HOpPUHOBHTE Jienuna ce MPHJIAraT B OrpaHHYeHH MPOCTPAHCTBA, HAfp. MO3BK WIH CNHHANCH
KaHan, TpaOBa Aa ce UMa NPEABHI PHCKA OT KOMITPECHBHH YCJIOKHEHUAL.

3a ga ce OCHIYpH aieKBaTHO CMECBAHE Ha 3a/1€nBalldd NPOTEHHOB KOMIOHEHT M TPOMOMHOBUS
KOMIIOHEHT, I'bPBHTE HAKOJIKO KAarnkH OT MNpoAykTa TpabBa 4a ce OTCTPaHAT OT KaHIoNara 3a
MPHAOKEHHE W H3XBBPJIAT HENOCPEACTBEHO Npeny ynorpeba.

Kakto npuM BCHYKH NPOTEHMHOBH NPOAYKTH HE MOrar ga ¢€ H3KIIoYaT alepriyHd peakLHd Ha
CBPBLXYYBCTBHTEITHOCT.

B'BTPEC'I:HOBO MPpHIMKCHHE MOXKE Na NOBHIIH BEPOATHOCTTA 3a NpOoABaA H TEKECTTa Ha OCTPH pCaKLHH
Ha CBPBbXYYBCTBHTE/IHOCT NNPH YYBCTBATCIHH NALHCHTH.

CpobumiaBa c€ 3a peakuMM Ha CBPBXMYBCTBHTENHOCT M aHadunakcus (ChLUO tbaTaJmn BKJ1.
aHapunakTHued wox) npu  ymorpebara Ha THCHII JIMO. Ilpossutre H
CBPBLXYYBCTBUTEJIHOCT MOraT Aa ca KOXKHH ODpUBH, reHepanH3HpaHa YPTHKapHi,,
XpHMOBe W XUNOTOHWA. Ilpu mposBa Ha Te3n CHMNTOMH, NPUICKEHHETO
He3abaBHO M Ja C€ mnpeaNpHEMAT CHBPEMEHHUTS CTAHJAPTHHTE MEPKH
OcTaTh4HHTE KOJHYECTBA OT NPOAYKTa TPAGBA Ja CE OTCTPAHAT OT MACTOTO Ha
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PHCKBT H3MIEHAa NOBHUICH, AOPH W NMpEeAH TOBa eKapCcTBEHMA MPOAYKT Aa € nonecen acdpe. Ilopaau
TOBA, BCAKO MPHUIAraHe Ha aNPOTHHHH WM CHABKALIM arpOTHHHH NPOAYKTH, TpaOBa fa ce othensssa
B HCTOPHATA Ha 3a00718BaHETO Ha NALIHCHTA.

Thif KaTO CHHTETHYHUAT AMPOTHHUK DO CTPYKTYPA € UASHTHUEH C FOBSKAUS ANPOTHHYH, TPAOBa
BHHMaTeJIHO 213 ce npeueHH ynorpedara Ha THCHI1 JIHO npn nauMenTH © alepriav KbM roBex iy
OenTobK.

B nBe peTpocneKTHBHH, HEPAHAOMH3NpPAHHU MPOYYBaHHA B ChAOBA XHPYPrHA W NOCTaBAHETO Ha OaHnac
Ha MalHeHTH TpeTHPaHHu ¢ PUOPHHOBO ICNTHIIO, Ca MOKA3AJIH CTATHCTHYECKH 3HAYMMO MTOBHIIIEH PHCK OT
CMBPTHOCT. Makap Te3n npoy4BaHus 1a He 0O60CHOBaBaT MPHYHHHO-CJICACTBEHA BPE3Ka, IMPHHLHWITHATA
Bpb3Ka MEXKIY MOBHIICHHA pucK U TperupaHero ¢ TUCHII e Moxe ma ce u3xwmoun. Ilopagk ToBa e
HeoOX0oAUMO 0Cc00eHO BHIMAaHHUE, 34 J1a ¢€ H30ErHe HEXKENIaHO BbTPECHAOBO MTPHUII0KEHHE.

Tpabea na ce W3bArea MHXKEKTHPAHETO B IMrABHIATa Ha HOCA, ThH KaTo TOBa MOXE Jda J0BEAe A0
YCIIOXKHEHHA OT THNA TpoMOoeMO0nHa B 00nacTTa Ha ouHara apTepus (arteria ophthalmica).

Hikexrupane va THCHJI JIMO B TpKaHUTE HOCH PHCK OT NOKANHO YBpEKJaHE Ha ThbKaHMHTE.

THUCHJI JIMO Tpabea aa ce HaHaca caMO Ha TbHBK cioii. [Ipexaneno neben cnoil cecHpek MOXe aa ce
OTPa3H OTPHLIATEIHO BLPXY €)EKTHBHOCTTA HA NMPOAYKTA U Ha 3a3/1PaBsBaHETO HA paHaTa.

[Tonucopbat 80 moxke na NpeaAH3BHKA TOKATHO OrpaHHYEHH APa3HEHUS M BBL3NATCHUA Ha KOXKaTa, Hanp.
KOHTaKTeH ASPMATHT,

CranaapTHHTE MEPKH 32 NPeAOTBPATABAHE HA HHPCSKLUMH, KOUTO MOTaT /1a ce npejagar ype3 nojly4cHH
OT 4OBEIIKa KPbB WIM [Jla3Ma JEKAPCTBEHHM MPOAYKTH, BKNOYBAT noadop Ha KpPbBOAAPHTENH,
CKPMHMHI Ha MHAMBHMIYANHHTE NapABaHAA 4 HAa cOopHMTE IUIA3MH 33 CrelUGHUHH MapKEpH H
BKJIFOYBAHE HA €()EKTHBHH MEPKH NpH NPOU3BOJACTBOTO 34 UHAKTHBHPAHE/OTCTpaHsiBaHe HA BHUPYCHTE.
Beropeky TOBa, nNpH NpWIaraHeTo Ha MNPOH3BEAEHH OT YOBELIKA KpbB WM IU1a3Ma JI€KAPCTBEHH
MPOAYKTH, HE MOXXE HAITHJIHO Ja Ce M3KIIOUM MpeJaBaHeTo Ha MHPEeKUHo3HKu areHtH. Tosa ce oTHacs
CBhILO W 34 HCH3BECTHH HNTH HOBONOABWIM C€ BUPYCH H JIpPYTU NATOTCHH.

[IpeanpueTnTe MEpKH ce cUMTAT epeKTHBHH CIPAMO OGBUTH BUPYCH KATO HOBEIIKUA HMYHOAS(HHIINTEH
eupyc (HIV), Bapyca Ha xenmatut B (HBV) u xenarur C (HCV), xakTo U 3a HeOOBUTHUA BHPYC Ha

xenatut A (HAV).

IIpy Haxon HEOOBHMTH BHpycH, Hanp. npH napeoBupyc B19, mpeanpuetwTe Mepkd MOrar Ja vMar
orpaHuycH eekT. HHdexkumuTe npuunHeHH ot naperosrpyc B19 Morart aa ca ceprosHn npH OpeMeHHH
KEeHU (MHOEKLIMA HA I0/1A) U TIPH NALKWEHTH ¢ UMYHeH AeDULIMT WK C NOBUILIEHA EpHUTpoOIIoe3a (Hanp.
XEMOJIHTHYHA aHEMUS ).

BawmuaTr nexkap MoXxe Aa npenopbya NOAXOAsIa MyHH3aIl NPOTHB XeNnaTuT A W B, ako pefoBHO HIH
MHOIOKpaTHO M3MOJI3BATe THKAHHO JIENTHIO, ChALPAKAIO PHOPHH, MTONYUEH OT YOBELUKA TL1a2MA.

[TpenopbunTenHO €, BCEKH MBT KOoraro Ha naumenTa ce npunara TUCHIL, uMero u napTHAHHA HOMED Ha
MPOAYKTa Ja C€ 3alMCBaT, C 1€ OCHIYpABaHE Ha BpbL3Ka MEKAY MallMeHTa M MapTHAHMA HOMEP Ha
NPOAYKTA.

e e
o -_“-“'\-q‘ -,_‘\..IL

e
it :
Cpabpxaiisre OKCHAMPAHA HENyno3a NpOAYKTH He Tpabea na ce usmonsear ¢ T 5@.]3“
Touka 6.2 HecrBMecTHMOCTH). & /
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4.5 BiaanmogelcTBHE ¢ APYrH JleKapCTBeHH OPOAYKTH U APYrH GopMH H

He ca nposexnanu npoyusaHms 33 B3aumogeiicTBuata. Kakro apyru non OAYK _
TpombunoBH pasrsopu, TUCUJI JIHO Mosxke na ce neHaTypupa NPH KOHTAKT ¢ pasye gﬁmﬁﬂﬁ(&mﬂ
anKoXoJ, HOX WIH TEeXKH METANK (HANP. aHTHCENTHYHH pa3TBopH). Ilpean npunokeHeo-my-TaKuBa
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BelLllecTBa TpAOBA /1a ce OTCTPaHAT MaKCUMaNHO no0pe. Biokre chno T. 6.2.

4.6 OepraanTter, 6peMeEHOCT H KbpMEHe

be3zonacHoctra Ha PHUOpPHHOBH JenuUNa/XeMOCTATHIUHM TO BpeMe Ha OpPEMEHHOCT W KbPMEHE HE €
H3CJIe/IBaHa B KOHTPOJIHPaHH KTHHHYHH Npoy4BaHus. [IpoBeneHHTE C ) KHBOTHH H3CNCABAHUA HE MOFaT
Aa 6baaT ROCTATBYHO HANEKACH H3TOYHMK Ha WH(opMalMs 3a oLieHABaHe Ha Oe30macHOCTTa MO
OTHOIICHHS HA PENPOAYKTHBHATA CIIOCOOHOCT, Pa3sBHTHETO HA eMOPHOHA HITH TIOAA, NMPOTHYAHETO HA
OpPEeMEHHOCTTA, KaKTO M NEpH- M MOCTHATATHOTO pa3BHTHE.

Ilopaau ToBa, MO BpeMe Ha OpPEMEHHOCT H KbPMEHE, POAYKTHT TpAOBa Aa Ce€ npuiara camo OpH SCHK
HHIHKALWH.

Buikte Touka 4.4 3a uH(pOpMaLMA OTHOCHO HH(EKLHH, IPeH3BHKaHH OT naprosupyc B19.
4.7 EdexT BHpXY cnocobmocTTa 32 wodnpane H pabora ¢ MAIIHHN
Henpunoxumo.

4.8 Hexenanu nexkapcerBeHH peaknuu

B peaku cnywau nps naieHTH TpeTupaHd ¢ ¢uOPHHOBO JNENMUNO/XEMOCTATHUM, MOraT 1a Bb3HHKHAT
PEAKLMM Ha CBPHbXYYBCTBUTEIHOCT WIH aNepruvHy peakiiny, (KOUTO MOXKE Ja BKIIOYBAT, HO Oe3 fa ce
OrpaHH4YaBaT CaMO [0 aHruoeAeMa, napeHe M OoaexxH Ha MACTOTO Ha NpuaoKeHWe, Opaauxapians,
OpoHxocnaspM, BTpHCAHE, pECIMPATOPHH OIUIAKBAHMA, BPEMEHHO 3aYepBABAHE Ha KOXATA,
reHepajlH3upaHa YPTHKApUA, rinaBodoNIHe, KOKHH OOpHBH, XHIOTOHHA, JIETAPruf, raacHe, NpypUTycC,
6e3nokolicTBO, nMapecTe3us, TAXHKAPAMA, CTATAHE B IbPAHMTE, M3TPLIBaHE, NOBPBLUAHE, XPHIOBE),
KAKTO ¥ 2HA(PUIIAKTHYHH PeaKUHH U aHAPHIAKTAYEH WOK ¢ (aTajieH H3XOA.

B enunuunM cayvau, Te3sn peakUWH MoraT Ja NPepacHAT B TEXKH aHaAQWJIaKTHYHH nposBd. Takusa
peakuH# Morar aa ce Habmoaapat ocobeHO Torasa, KOraTo MPOAYKTHT € MPHIAarad HAKOIKOKPATHO WIH
NMpH MALWEeHTH, IPH KOHTO BCYE € HMano MPOABH HA CBPbLXYYBCTBHTENHOCT KbM AanpoOTHHHAH
(BioKTe TOUKA 4.4), MM APYTH CHCTABKK Ha MPOAYKTA.

Hopu u Korato HekonakokpaTHoto ieuenue ¢ THCHUIL JTUO e 6uno noHacsHo Ao0pe, AOTBIHMTENHOTO
npunoxkeHde Ha TUCHJI JIMO wau cHCTEMHOTO JieYeHHE C anpOTHHHMH, MOraT Aa AOBEAAT A0 TEXKH
aHa(PHNAKTHYHH PEAKLIHH.

B peaxu cirydau, MoraT Aa ce ofpa3yBar aHTHTENA CPeLLy CBCTaBKH Ha PUOPHUHOBOTO NEmHI0/
XEMOCTATHKA. |

Cny4aliHOTO BLTPECHAOBO HIDKEKTHPaHe MOXe a oseae 10 TpoMBoemGonus v JIMK. Oceen ToBa
CHINECTBYBA PUCK OT aHAPHUIAKTHYHA peaKkluus (BikTe Touka 4.4).

3a undopmMaia 3a 6€30MacHOCTTA MO OTHOLIEHHE HA TPAHCMUCHBHHU HH(EKUMH (BHKTE TOuKa 4.4).

Hexenaunre peakuMn onucaHd B TO3M pa3fieNl ca AOKIAJBaHU B KIMHHYHHM H3IIHTBAHHA, MPOYYBALLH
OezonacHocTTa M edexrusrocTTa Ha TUCHJ, KakTo M OT NocTMapKETHHIOBUA onNuT (OTOENA3AHO C “7”
B TabnullaTa ¢ HeXXeNMaHW peakuyH Io-J0My) ¢ ThKAHHH Nenwia Ha Baxter. B KIMHHY N M3 AMERAH NS
THCHJI e npuiaran 3a noanoMaraie Ha XeMOCTa3aTa IPH ChPAEYHH H CHIOBH xupyp;ﬁ%m.@n&m
MPH TOTAJHO Ta3006eApeHO EHAONPOTE3UPAHE H NIPH YEPHOAPOGHU ONMEPALN H OfIEpA Hae Il ;
JIpyrM KIHHMYHH M3MUTBaHHs 3a 3alenBaHe Ha NUMQPHW CHIOBE NHPH MalH 1@, ;najin_"ff'_ &y
XUPYPTHYHO OTCTPAHABAHE HA aKCHIAPHH JTHUM(HM BB3JIH, 3ICNBAHE HA aHACTO é:{ﬁ ﬁa mﬂma n rlpu
poca nocrepuop. Twil kato He MOXe na GLAe HanpaBeHa OLeEHKa Ha qecm'ra’[’ﬁ Ha HEC 2 Maaa}myez j ;
HEXENaH!W pPeakuMh OT NOCTMAPKETUHIOBUS OIIHT, KOraTto € Bb3MOXHO, TFOpHAT; J’;I)EIHHHH 95% /
JIOBEPUTEIICH UHTEPBAJl € H3YMCIICHA KATO Ce M3NOM3BA “TPOHHOTO MpaBWIO” _;"’cat;,}fmﬂﬂ H’a /
3/1146 = 0,0026 wn 0,26%, xoeto ¢ “Heuectn” (knaero “1146” e obmmg Gpoii nauuﬁui*ﬂ* l{@ﬂmé

J'lll""'-'-‘-.

'.
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noxyuuad TUCHIL B xUBEHYHHK npoy4YBaHHs, OT KOWTO Ca B3¢TH JaHHUTE U ca BkmoyeHH B KXII).

MHoro uects (= 1/10)

Yectu (= 1/100 to <1/10)

Heuectu (2 1/1,000 to <1/100)

Peaku (= 1/10,000 to <1/1,000)

Mmnoro peaku (< 1/10,000)

C HeM3BeCTHA Ye€CTOTa (OLIEHKA HA YeCTOTATa He MOjKe J1a ObJe HanpaBeHa OT HAIHYHHTE AaHHH)

YectoTra no MedDRA
KOHBCHUHATA

CHcTeMo-OpraHHH KJ1acoBe

(SOC) Tepmun curiaacno MedDRA

Muadexunn n nadecranmu [TocTonepatHBHO HH(peKTHpaHe HAa paHata | Hectu

HapyuieHna Ha KPLBTA U IlopHinaBaHe Ha KOHLIEHTpALIHATa Ha

HeuyecTH
nuMpHara cucreMa pasnajiMTe NpoayKTH Ha ¢ubpuna
PeakunH HA CBPBLXMYBCTBHTETHOCT*P HevecTn
AunadunakTuunu peaxkumn™’ Heuectu
AHapunakriieH WoK*P Heuectu
H IlapecTesng? Hevectu
apyluieHWs Ha UMYHHATa CHCTEMa
bpouxocnazsm® Heuectn
Xpunope? Heuectu
CppOex? HeuecTH
Epurema® HeuecTu
Hapyuienus na nepsHara cucreMa | CeH30pHH HapylieHUs YectH
CohpaeuHu HapyieHUA bpanukapnus® Heuectn
Taxuxapana® HedectH
Tpombo3a Ha akcHnapHHTE BeHH** Yecru
XHIIOTOHHA Penxu
Xemarom? He4vecTH
Cba0oBH HapyLIEHHA Tpomboembonus Hewectn
Bragyitina emOonua* **P C HeH3BecTHA 4ecTOTa

Embonug Ha uepedpannu aprepuu®

HeuectH

Mo3sbueH HHpapkT* *P Heuectu
Pecnimparopuu JHH H
MEAHACTHHANHH HAPYLLEHHS

I'anene HeuecTH
CroMallHO-UpeBHHA HAPYIUEHNS

Harectnnanna obcrpykuus? Heuectn

3auepBsaBaHe UectH
Hapyuienus Ha koykata H

Ypruxapus® Heuecru
MOJAKOXKHATA ThKAH

HapyweHo 3apacTBane Ha paHaTaP Heuectu
Hapyiuienna Ha MyCKYJIHO-
CKelIETHATa CHCTEMa H bonka B KpalHHLIUTE HectH
CHCAHHHTEIHATA THKAH

bonka Hectn
O6uv HapymeHus 4 epekTH Ha [loBHIIEHa TenecHa TeMneparypa Yectn
MACTOTO Ha NMPHIIOKEHHE 3auepBsBaHe” Heuectu

Enem? HeuecTH

HapanaBaHus, orpaBaHus u
YCNOXKHEHHS, Bb3HUKHAIH B

bolika no Bpeme Ha nmpoLeaypaTa

Cepoma

| Pe3yiiTar Ha HHTEPBEHLIMH Anrnoenem?

* aHaQUNAKTHYHKW peakliu ¥ aHapHIAKTHYEH LIOK, BKIOYHTETHO W TaKKBa ¢ (araieH
** KaTo pe3ynTar OT BTPECHAOBO MPIIICKEHUE B CYNEPHOP NETPO3EH CHHYC.

*** KaKTo W npu ApyrH GuOPUHOBH Nenuia Moxe Ia ce Habmoaapa XHMBOTO3ACTPALIAB
HJIH Fa30Ba eMGOIHSA KATO PE3YNTAT OT BHTPECHIOBO MPIICKEHHE ¢ NOMOLITA HA a3 WK
TOBA CHOMTHE H3IMNIEKIA € CBBP33HO ¢ HenpasBHiHa ynotpefa Ha cnpeli-Higenuero (
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P HexenaHd peakliMU OT NOCTMAPKETHHIOBHA ONHT.

Peaxyuu xapaxmepnu 3a xaaca

JIpyr HexeNnaHH peakUWH, CBbP3aHH ¢ (MOPHHOBUTE THKAHHM JIEMHIA/XEMOCTATUYHHTE MPOLYKTH
BK/TIOYBAT: NMPOABHTE HAa CBPBXYYBCTBHTENHOCT MOraT Aa BKIKOUYBAT BbL3MAJEHHE HAa MACTOTO Ha
NpWIOKEHHE, AMCKOM(OPT B rbpANTE, BTPHCAHE, IMIABO0ONHE, CHHIIMBOCT, 6€3NMOKONMCTBO U NOBPBILAHE.

CrobluaBaHe Ha NOJO3MPAHH HEXKEJIAHH PeakLHH

C1o01IaBaHeTO HA NOJAC3HPaKK HEXKETaHH PeaKLMH Clle]] paspellaBaHe 3a ynorpeda Ha nekapcTeeHus
MPOAYKT € BaxxHO. TOBa MO3R0NIABA 1A NMPOABIDKH HaONIOAEHHETO Ha CHOTHOUICHUETO NONI3a/PUCK 32
nexapcTBeHus NPOAYKT. OT MEAMUMHCKHTE CNCHHATHCTH C€ H3HCKBa Ja ChoDILABaT BCAKa NOAO3HpaHa

HEJXKeJIaHa peakLus Ype3 HAUMOHANHATA CHCTEMa 33 ChobLnaBate B MU3MbAHUTEIHA areHUUsa 1o
nekapcteara yn. ,Jdamaun I'pyes™ Ne 8, 1303 Codus, Ten.: +35928903417, yebeaiit: www.bda.bg

4.9 Hpeno3npane

He ca cpobmasanu CZIYy4yaH Ha npeao3irnpaHe.

5. DAPMAKOJIOT'HYHHA CBONUCTBA

S.1 PCapMaKOIHHAMHYHE CBOHCTBA

®apmakorepanepTHuHa rpyna:; Jlokanuu xemocratum, ATC-koa: BO2BC; Tekanso nenuno, ATC-xon:
V03AK

Cucremara 3a anxesus Ha ¢ubpHUHA MMUTHPA nocneAHaTa (asza Ha PUIHONOTHYHOTO KPbBOCHCHPBAHE.
Ilpespbuianero Ha pubpuHoreHa B GHOPHH CTaBa NOCPeCTBOM PA3rPaKAAHETO Ha PUOPHHOreHA S0
¢bubpuHoBH MOHOMepd M (uOpuHOonenTuau. QUOPHHOBHTE MOHOMEpPH arperdpar W oOpasysaT
¢ubpnHoB cwcupek. Paxrop Xllla, koiro ce nmonyuaa or ®axrop XIII npu BzaumoneiicTBue Ha
TPOMOMH W KaJuHeBU HOHM, cTabHAM3Hpa ChCHpEKAa Ype3 KPBhCTOCAHO OMpexBaHe Ha (pHOPHHOBHTE
BJIaKHA.

IIpy nanpensawro 3apacTBaHe Ha paHWUTE, 4Ype3 ©H3HMMa IUIA3MHH H Bb3HWKBAHETO Ha ¢UOpHH-
AerpajauHOHHHUTE MPOAYKTH, €€ HHHLUHHPA MOBHIUCHA GUOPUHONMTHUYHA AKTHBHOCT. TOBa E€H3UMHO
pasrpaxnase Ha ¢ubpuna ce uHxuOupa or anTHpuOpuHonuTHur. B THCHJI JIMO ce cbabpxka
ANPOTHHHH KaTO AHTHQUOPMHONHTUK, 3a Aa C€ MNPeAoTBpaTH NPEKAEBPEMEHHO pa3rpakaaHe
Ha CBCHpeKa.

3a oueHKa Ha e(pHKACHOCTTA ca MPOBEACHH in Vivo W3NMHTBAHWA ¢ JKHBOTHM NOCPENCTBOM 4 Mojena,
KOMTO Ca HMHTHPAIH CHTYaUMATA NPH NMAUHEHTHTE MAKCHMATHO TOUHO. [10 OTHOINCHHE HA MTBPBHYHATA
H BTOpHYHA X€MOCTa3a, KakTo U 3apacTBaHeTo Ha panure TUCHJI e 6 ehekTHREH.

KnyHHYHHM NPOYyYBAHHA NEMOHCTPUpALUM MOCTHTAHE HA XEMOCTA3a W 3aMa3BaHe HA TOBA ChCTOAHHUE JO
3aTBapsAHE Ha paHaTa ca nposeaeHH ¢ o6wo 213 nauvenTu (120 Ha neuenne ¢ TUCHIL, 93 Ha neueHHe ¢
KOHTPONEH NPOAYKT) NpeThpnenH ¢paosa onepauus ¢ e[ITOE cebpapalnu TpuoH, ¢ 06mo 70 naudenTtH
(35 Ha neuenue ¢ TUCHII, 35 Ha nedeHHe ¢ KOHTPONEH NPOAYKT) MPETHPIENH YaCTHYHA YePHOAPOOHA
pesekiHs U npu obuto 317 nauuentu (157 Ha neuenne ¢ TUCHI, 160 Ha nedyenne ¢ npenuniva
COHOKPaTHO BHPYCHO HHAKTHBHpaHa (opMa Ha MPOIYKTA KATO KOHTPOJa) npmpnenn c'bp,ueqﬂa
OTNepaLis ¢ KapAHOyIMOHaneH Dalnac ¥ MeqMaHHa CTEPHOTOMHA.

EdukacHocrra Ha THCHII kato NONBIAHEHHE KbM KOHBEHUHOHANHUTE XHPYpr
3Q/ICMIBAHE H2 aHACTOMO3H Ha 1e0efoTo 4YepBO NpU MALMEHTH ¢ TpPaBMa, Ip
KOIOHOCTOMHA € AEMOHCTPHpPaHA B paﬂ,uummupaﬂo KOHTPOJHPAHO, MPOCIeKTHBHO:

KOHTpPOJIEH nponylcr)
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5.2 PapMaKkoOKHHETHYHH CBOHCTBA

THCHJT JIMO e nokazaH caMoO 3a MNPHIOKCHHE BBPXY JIe3HH. BbTpechaoBOTO MPUTOXKEHHE €
[POTHBOMOKA3ako. BeneacTBMe Ha TOBa, He ca MpoBexXAaHH (apMaKOKHHETHUHH NPOYYBaHHA 32
BBTPECHAOBO NMPHJIOKEHHE NPH XOpa.

OapMakOoXUHETHYHH H3NATBAHUA TIPY Pa3IHYHHA BUIOBE 1adOPATOPHH XKHBOTHH HE €2 NPOBEXKIAAHH.

OuOpHHOBUTE NeNMNA/XeMOCTATULIMTE, CHINO KaTto eHjporeHAus (uOpuH, ce Merabonusdpar upes
$pubpHHONM3A K ParoUHTO3A.

3.3 IlpeaknnHEYHA AAHHH 33 0e300aCHOCT

Bb3 ocHOBa Ha CBOWCTBATA CH H CMELHAIHMA HAYMH HAa NpHIOXKeHHe (10 NMPHHUMN €THOKPAaTHO, CaMo B
H3KJTIOYHTETHHK CITy4YaH NOBTOPHO MPHJIAraHe caMoO Ha HAKOJIKO MMIMAHTPA) H MEXaHH3bM Ha JeHCTEHE
(nokanHo neiicTeHe 0€3 cHcTeMHHM eeKTH WM NPEMHHABAHE B APYrd OpraHd HNH TbKaHH), HAMA
NpeAKIAHHYHH aaHHH 3a OesonacHocT 3a TUCHJI JIMO no oTHONICHHE HA XpOHHYHATA TOKCUYHOCT,
KAHLEPOreHHOTO ACHCTBHE, TOKCHMHOCTTA BBPXY PENpOAYKTHBHHUTE (YHKUMH H Da3BUTHETO UMM
UMYHHATA CTHMYJTALH.

H3acneaBaHua OTHOCHO TOKCHYHOCTTA NPH SAMHHYHA A034a MPH MUIBXOBE H 3aily, HE MOKAa3BaT JaHHH 32
ocTpa TokcH4HoeT oT ¢tpaHa Ha THCHII JIMO. OceeH ToBa Npd CHLOTBETHHTE TNMPOYUBAHHA in Vilro
HAMa NaHHW 3a MYTareHHO aeiicTeue. PasTBOp®T Ha 3anenBalMA NPOTCHH I1OKasa in vitro, npw
KIETBYHU Kyatypu oOT uyopeliky Gubpobnacty, orivuyHa KieTb4Ha NOHOCMMOCT W JAMNCA HA

LHMTOTOKCHYHOCT. Ha 6azata Ha oOCTOHHM NUTEpPaTYpHH M3C/IEABAHHA MOXKE Ja C€ H3KIIOYH BCAKAaKBO
OTPHLATEIHO Bb3ZCHCTBHE MM TOKCHYHOCT, APHYMHEHH OT OCTaThUH OT S/D-peareHTHTE BLPXY

THCHJI JINO.

6. DAPMAINEBTHYHHA JAHHH

6.1 CnHcbK HA HOMONIHHTE BemecTBAa

KomnosenTt 1: 3anensain npoT¢éHHOB pa3TBOP:
Yosewky andbyMuH
L-xucTHanH
Huaupyuamug
Harpues uurpar auxuapar
Ionucopbar 80 (Tween 80)
Boxaa 3a uHxkexkuiu

KomnomenT 2: TpomOuHoB pasteop:  YoBewku anGyMuH

Hatpues xuopup,
Bona 3a vHxexuun
6.2 HecbBMecTHMOCTH
Chbabpxalure OKCHAMpPaHa LENyI03a NPOAYKTH He Tpsadsa ga ce uznonssat ¢ THCHII “PRHKATO

HHCKOTO pH BiMse BbPXY aKTUBHOCTTA HA TPOMOMHA.

JleKapCTBEHHAT NpOAYKT He TpabBa fJa ce CMeCBa C APYrH JIEKaApCTBEHH MNpO
130poeHu B Touka 6.6.

6.3 Cpok na rognocr

2 TOAMHH.
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6.4 CnennajHH yCJI0BHS HA CHXPAHCHHE
Ha ce cexpanasa noa 25°C. Jla He ce 3ampasasa.
CoxpanaBaiiTe QIaKOHUTE B OPUTHHANIHATA OTIAKOBKA, 34 A ¢€ NPEANA3AT CBET/IHHA.

[IpHroTBeHUAT pa3TBOP Aa ce u3noa3ea 40 4 yaca. CpbxXpaHSBaHTEC MPHIOTBEHHA CTEPHIIEH pa3TBOp NOA
37°C mnu ua craifHa Temneparypa 0e3 Ja ro paszObpkBaTe, ako He ce M3MOJ3BA HE3abaBHO.
[IpurorBeHuaT pasTBOP He TPAOBA Aa ¢€ OXNaXAa WIH 3aMpa3fABa.

6.5 aHHH 32 ONAKOBKATA

Bewuku xomnosentd Ha TUCHIT JIMO ca B cTekienn daakonn (TUCHII npax, 5 ml 818 ¢pnakon ot
cTbiuio THN [I; BCHUKM oCTaHANH OMakOBKM ¢a BhE (IaKOHH OT CTBHKIO THN I, B cboTBeTCTBHE C Ph.
Eur.). ®naxonsT ¢ npaxa TUCHII e cHabaeH ¢ mariuTHa ObpKasiKa.

I'ymenure 3anywanku Ha npaxa THCWJI u TpomOMHOBMAT npax ca oT OyTwnoB Kaydyk. ['yMeHHTE
3aImyllajikKi HA Pa3TBOPHTE aNpPOTHHHH H Ha KANLMEBHAT XJIOPH/ Ca OT XanoreHo-0yTHIIOB KaydykK.

Cvovpacaniue na onaxoskama:
- 1 pnakon, coaspxkau; THCHII npax (kommoneHT 1, nHodrnasupad ¢ 91 mg/ml yoserku
dubpuHoreH)
- | ¢pnaxon, csaepkaul TpoMOHH NpaX (KoMnoHent 2, anodgunuznpad ¢ 500 [U/ml yosemxu
TPOMOUH)
- I dnaxoH, cCrABPIKALL Pa3TBOP HA aNPOTHHMH (pa3TBopuTe 2a koMnoHeHT | ¢ 3000 KIU/ml
CHHTETHYEH anpOTHHUH)
- ] ¢nakoH, CbABPIKALL Pa3TBOP Ha KaJILHEB Xyopul (pa3sTBopuTeN 3a KoMnoHeHT 2 ¢ 40 pmol/ml
KAJILMER XJIOPHA)
- 1 nzpenne DUPLOIJECT 3a npuroTsgase H MpHII0KEHHE, CBCTOALLO CE OT:
- 1 DUPLOJECT aBoen abpkau 3a CIIPMHLIOBKH
- 2 cBBp3BAllM €NEMENTa
- 2 ¢IHOKpaTHH CNPHHLIOBKHU CbC CHHA ckana 3a TUCHJI
- 2 ¢QHOKpaTHH CNPHHIOBKH ¢ Y€pPHA CKasa 3a TPOMOHH
- 4 enHOKpaTHH KaHIONKH
- 4 KaHIO/H 32 NPWIoKEHHE (3aTHACHH)

Buooee onaxoesxu.
THUCHJI JIHO ce npeanara B cneguure onakoBkH no: 1 x2ml(Iml+1ml), 1 x4ml2ml+2ml)u
10 ml (5 ml + 5 ml).

1 ml, 2 ml i $ mi 3anenBsam nporeHHoOB pasrteop 3aeaHo ¢ 1 ml, 2 ml wam 5 ml TpomOuHOB pa3TeOp
nasat 2 ml, 4 ml unu 10 ml roTos 3a ynotpeba kpaeH NpoayKT.

He BcHukH BUAOBE ONaKoBKH Morar fa Obaar nycHaTH B nipoaaxba.

Hanenuero 3a pasteapsne u npuwioxenHe (cuctema Duploject) e npenHazHaueHo camo 3a ennoxpa'rua
ynotpeba. Jla He ¢ce H3MOA3Ba WM CTEPUNH3UPA IOBTOPHO!

HApyru H3aenns 3a NpUAGKEHUE Ha IPOAYKTa Morar fa ce nonyuat or BAXTER. //

6.6 CoennanBH NpeanasHA MepKH NPH H3XBbPgHE H paboTa

O0mu nonoxenHs ,
[lpean mnpunoxenwero Ha THCHUJT JIMO nokpuiite rpuxinBo BCHYKH |
H3BbH JICKyBaHaTa 00J1acT, 3a a ce u3BEeTHE HEXKENAHO CPACTBAHE HA THKAHK.

i"n-h
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3a pa ce npeaorBpatH npuiensaHero Ha THCHII JIMO xbM XupyprudyHHTE pPBHKaBULIH WIIH
MHCTPYMEHTH, NMPEJAH KOHTAKTA 'Y HABMAKHETE C Pa3TBOP HA HATPHEBR XJIOPHA.

VYKazaHHeTo KbM MOBBPXHOCTTA 3a 3anensaHe e: 1 onmakoska TUCUJI JIMO 2 ml (t.e. 1 ml crnensam
MPOTEHHOB pa3TEop Wioc 1 mi TpoMGHHOB pasTBOp) € AOCTaThUHA 33 pAowW OT MoHe 10 cm?.

KonHuecTBOTO ce onpeaend oT pasMepa Ha IUIOLITa 3a 3ajiellBaHe.

Tpabsa na ce u3bArea NOCNeJOBATENHOTO M MOOTAENHO NpHIaraHe Ha asata komnodedra na THCHJI
JINO.

Yka3aHug 3a pabora H 00AI0TOBKA
[Ipeay pasrBapsHe HAa KOMMOHEHTHTe HA (HOPHHOBOTO JENMMIO BHHMATENHO NOYHCTETE IYMEHHTE
3aYIUAJIKH HA BCHUYKH (PIaKOHM.

Tpabea na ce u30ArBa AUNPEKTHUAT KOHTAKT MEXIY AC3UH(EKTAHTA U IPOAYKTA (BHK TOUKa 4.5).

[IpaxsT THCHJI ce paz'mapa v anpmnnﬁoam pa:naop u oOpasysa pa3TBOpa 3a TbKaHHO JIENNID.

PasrBopere npaxa THCHJI ¢ nomoinra Ha U3ENHETO 3a TOMIHHHA 06paboTKka H pa3dbpkBaHe
FIBRINOTHERM (npenopnuBan meTon). ANTEPHaATHBHO MOXKE Aa C€ M3II0JI3Ba CTepWIHA BoaHa OaHs ¢
temnepatypa 33°C-37°C.

PazrBapsane ¢ nomoiura Ha W3gearero FIBRINOTHERM:
Uanenuero FIBRINOTHERM noamepxa noctosuHa temnepartypa ot 37°C. OcBeH ToBa BPEMETO 3a

pasrBapsHe Ha npaxa THUCHII ce crkpauiaBa ¢ nomoura Ha ChbAbpKalliaTa ce BbB BCEKH (NIaKOH C Mnpax
THUCHJI MmaranTHa 6bpKanka.

¢ [locraeere ¢nakonnre ¢ mpaxa TUCHJI u pasreopa anpoTHHHH B CBOTBETHHTE OTBOPU Ha
n3aenueto FIBRINOTHERM u noarpeiite B npoAbIKEHHE HAa OKOJIO 3 MHHYTH.

o Ilpexsupnere pastsopa aripoTuHHH BbB (nakona ¢ npaxa THCHIl ¢ noMomrTa Ha kaHOna H
CIPHHLOBKA (ChC CHHATA CKana) 33 €AHOKpaTHAa ynoTpeda oT crepunHud Habop 3a pasTBapaHE.
[locrasere ¢akoHa ¢ npaxa THCHII B oTBOpa 3a pasobpkeane Ha uageniero FIBRINOTHERM
(eBeHTyalHO H3DOJN3BAMTE MOAXoAfWl ajantep) W pas0dBpKaiTe, JOKATO MPaxXbsT C€ pasTBOPH
HaNb/HO. Pa3TBapAHETO € MPMIJIFOYHNIO, aKO HE C€ BHKAAT HYAaCTHLM, KOraTo (uiakoHa ce JAbpXH
cpelly CBETNMHATA. AKO MMa OLle YaCTHUH, pa3ObpKBaiiTe pasTBOpa OWIE HAKOJIKO MHMHYTH NMpH
37°C, noxaro npaxbT <€ pPa3TBOPpM HAMbAHO. Cnes TOBA W3KMIOUETE MATHUTHATA OnpKanka.
H3xkmouere MaraiTHaTa ObpKalika, KOraTo pasTBapsaHETO € ITBJIHO.

3abenexka: He pazOnpkeaiiTe nmpekaneHO MHOro, 3allloTO B NPOTHBEH cAy4ail MOXe Na ce HAPYUIH
KayeCTBOTO Ha NpoAykTa!

e AKO HAMA Na c€ H3MOJI3Ba BeJHAra, CHXpaHABRiiTe 3aNeNnBalMAT TPOTEHHOB pa3TBOp Oe3
pazObpkBaHe npu 37°C. 3a ga ce XoMmoreHmsupa, pasObpkaiite 3a KpaTko MM paskiarere
3QJICNIBAIIMAT NMPOTCHHOB Pa3TBOP NMPEAH Ja I'o M3TErNMHTE B COPHHLIOBKATA ChC CHHA CKaNa, KOATO
Ce JJOCTaBA ¢ NBOHHO CTEPHTHO OHAKOBAHUA HA0OP 3a NPHIOKEHHUE.

¢  Harernsiite npuroTBEHHUs 3aIENBALY MPOTEUHOEB PA3TBOP OT (PIAKOHA B CTEPHIIHH yc.noagla.,._,

D
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3a IONBIHHTENHA YKa3aHUs BUXKTE B yMbTBaHeTO Ha m3nenueto FIBRINOTHERM. 7 ¢~

PasTBapsiHe ¢ M3n0J3BaHE HA BoAHA GaHg: il A0
e  3arpeiite ¢pnakonnTe ¢ npaxa TUCHJI n pasreopa anpoTHHHH B MPOIBIDKECHHE %—1&2 Je{ma 3_ ,
Ha BoziHa GaHa npu 33~ 37°C. (B HUKaKbB cTy4ait He 3arpsBaiite nan 37°C!) '\ ~.\ R S :
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Tisuge! T vo BO SPO 5 vere 7 4D

Brprere ditakona ¢ npaxa TUCHIJI 3a eana MuHyTa oOpatHO BbB BoaHaTa Oats npu 33-37°C.
Pasknarete ¢ BbPTEIMBO ABHKECHHE 3a KPaTKO KaTo M304rBare no Bb3MOXKHOCT pasfeHBaHe. (el
TOBa NOcTaBere (UIAKOHa OTHOBO BLB BOAHATA OaHA W NMEPUOIMMECKH pOBepABaiTe NAIH Ce €
pa3TBOPH HAMMBIHO. Pa3TBapAHEeTO € MPHKIIOUIIIO, aKO HE CE& BIKAAT 9aCTHLH KOraTo (uiakoHa ce
OBPIKHA CPELly CBETIMHATA. AKO HMA OLLE YaCTHLH, 3aAPBKTE (UIAKOHA OLIE HAKOAKO MHHYTH NpH
TeMneparypa ot 33-37°C H pasknawaiire, JOKaTo nNpaxsvT €€ pa3TBOPU HAITBIHO.

e (el NB/AHOTO pasTBapAHe, CbXPAHABANTE 3aMCNBALIMAT NPOTEHHOB PasTBOp NPH TEMNEpPaTypa oT
33-37°C. 3a na ce XOMOTEHH3HPa, Pa3KIIaTeTe 3a KPATKO 3a/IeNBAIMMAT IPOTEHHOB pa3TBOP MNpeau
Aa ro H3TErJIMTE B MapKHpaHaTa CHC CHHA CKala CNPHHLOBKA, KOATO C€ QOCTaBd B JBOHHO
CTEPHIHO ONAKOBAHMA KOMIVICKT 32 NPUIOKEHHUE.

¢  Hsrernsiite npMroTeeHu 3anengaill POTEHHOB PA3TBOP OT (PIAKOHA B CTEPHIIHH YCIOBHA.

3abenexxka: Koraro 3a pasreapsne Bmecto n3genvero FIBRINOTHERM ce uznonzea BogHa Oans,
HeMpeMeHHO 00hpHeTe BHUMaHVe dhnakoHa a He ce MoTand U3LUANO, 3a Aa Ce Nnpeanasu

CEMNTYMa OT 3aMbpCiaBaHeE.

Pazrsopere npaxa T'pOMﬁHH C pa:frﬂopa KajJlliMeB XJIOPHA, 3a Aa Nony4uTe TPOMOHHOBHA PasTBOP.
ITpexsrpaere cpabpaHUETO Ha (NAKOHA C PasTBOpa KaMUMEB XJOpHI BbB (pnakoHa ¢ TpoMOHH. 3a
Li€/ITa H3MOJ3BalTe BTOpPATa KAHIONA H MapKMpaHaTa ¢ YyepHa CKajla CIPHHLIOBKA OT CTepHJIHHA Habop
3a pa3TBapAHE.

Paskiiarere 3a KPaTKO ¢ BLPTEJIHBH ABIKEHHS, 33 Ja pa3TBOpHTE MTHodhUnu3npanata cybceraHuus. 3a aa
3arpeere TPOMOHHOBHA pa3TBop, H3nonszeaiire unu Hagenuetro FIBRINOTHERM wnm Boana Oawms.
JlprkTe TPOMOHHOBHA pa3TBOP AO M3NOJ3BaHeTO My NMpH Temneparypa 33-37°C. Ilpeau ynorpeba
W3TerneTe TPOMOMHOBHS Pa3TBOP C BTOpPATA KaHIONA M MapKyUpaHaTa ¢ YepHa CKalla CIIPUHLOBKA, KOHUTO
ce ChABPKAT B ABOKHO CTEPITHO ONAKOBAHHA KOMIUIEKT 32 NMPHJIOKEHME,

3Jabenexka: Hukora He u3non3paifte CNPUHLIOBKUTE M KAHIONMTE OPECAHAZHAYEHH 34 pa3TBapAHE Ha
NajfieH KOMIIOHEHT, 34 Pa3TBapsIHETO H Ha APYTHA KOMIIOHEHT, ThH Karo B NMPOTHBEH
Ciyual TO3H KOMIIOHCHT MOXE Ja C€ BTBLPAH NPEeABAPHTENHO BbB (PIAKOHA KM B

CTIPHHLIOBKATA.

JlBata mmnoﬂe}lra Ha cbnﬁpnnoso*ro NENnuio Tpﬂﬁaa na ce M3MOM3BaT B paMKuTe Ha 4 4vaca cnen
pa3TBapsaHe. He oxnaxxaaiime niu 3aMpassBaiite FOTOBHS PasTBOP.

IIpaaoxenne

JanenBalHAT NMPOTEHH M TPOMOMHOBHUAT pa3TBOP TPAOBa /la ca NMpo3padyHH MNK JIEKO ONANEeCIPALH.
He u3nonzpaiire pasTBOpH, KOWUTO ca MBTHM WIM B KOWTO uMa ornaranusa. [lpeaw npunoxenue
MPOBEPETE BH3YANHO PAa3TBOPEHMTE MPOAYKTH 32 HEPA3TBOPEHH YACTHLIM M MPOMSHA B 1BETA.

[Ipenn npunoxkenue 3arpeitte THCHII THO go 33-37°C. TUCUII JIHO He TpaGea Aa ce u3nara Ha
TeMneparypu Han 37°C u He TpaOBa na ce 3aTons B MUKPOBBLIHOBA (pypHa.

..,-v'*"

ABOMHO CTEPHIHO ONIAKOBaHWA Ha0OP 3a NPHII0KEHHE.

e

KOMITOHEHTA HA JIEMWIOTO Mpe3 CBBP3BAIUMA €IEMEHT B KaHIOAaTa 3a al'l.IIHKall,‘l(lil tu'e 0GR
eJIHAKBH KOJIHYECTBA, KOHTO CE& CMECBAT TAM W C/€J TOBA CE HAHACAT. \\ J?_
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Obmoro 6yrano Ha apoidiHWs Abpkau 3a cnpuHuoskk DUPLOJECT rapaHThgé,, B
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Fiwseet Ve 1300 SPU S vepe T D

Vxazanun 3a Hauuna na paboma

KaHiona 3a anyiukaums

J[BoeH abpikad 3a
cnpuHuoeka DUPLOJECT

CBbp3BaLl €JIEMEHT

e [JlocraBeTe aBeTe CNPHHLOBKHA CHC 3ANENBAIIMAA NMPOTEHHOB PA3TBOP H TasH ¢ TPOMOHHOBMA
pa3TBOp B JABOMHMA ABpXKAY 3a CMPHHLOBKHA. J[BeTe CIpHMHLIOBKA TpA0Ba na ¢a NbIHH ¢ €JHAKDB
obeM.

e (CpbpKeTe KOHYCHTE Ha JBETE CIPHHIOBKH ChC CBBp3Baln eneMeHT. OObpHeTe BHHMaHHUE Aa ca
3ApaBo 3akpencHu. OUKCHpaiTe CBBHp3BALIMA €AeMEHT ¢ dukcHpaulaTa JaicHa KbM ABOMHHA
avpxau 3a cnpuHUoBKM DUPLOJECT. Ako dwuxcupaiiata naMcHa c€ CKbCa, H3MOA3BaHTE
pE3epBHHUA CBLP3BaLl, €1EMEHT. AKO HAMA CBBP3Balll €JIEMEHT, CHCTEMATa MOXE Ja C€ H3MOJI3Ba
BBIIPEKH TOBA, KaTo ce 00pbilla Cnenyando BHHMaHHE BPB3KaTa /13 € TUTbTHa M 100pe npunersana.

o [locraere BBLpPXy CBBLp3BalliMd €NEMEHT KaHWJara 3a amnukanud. Hi3byraiite BB3nyxa B
CBBLP3BAlI{Hs €/1eMEHT M B KaHIONAaTa 3a alyIMKallds €4Ba NPy CbLUIHHCKaTa anjivKaluMd, Thi KaTo B
MPOTUBEH CTYUaH € Bb3MOKHO KaHIONATA 34 alTMKALMA A4 C€ 3anyllH HWIH 3aAPpbCTH.

¢  HaHecere cMeceHHs 3anenpall NPOTEHHOBO-TPOMOMHOB pa3TBOP BBPXY KOXKATa Ha MaUHEHTa HIH
BBPXY NOBBPXHOCTHTE HA YACTHTE, KOMTO TPAOBA Aa ce 3aernsrT.

KoraTto ce npeKbCHe HaHACAHETO Ha KOMMOHEHTHTE Ha HOPHHOBOTO NEMIIIO, KAHIOIATa BeaHara
ce 3anyiBa. B To3n ciyyaii cMeHeTe KaHIONAaTa 3a aIMKalua ¢ HOBa, HENOCPEACTBEHO MpeaH
CNEABAILO NMPHIIOKEHHE. AKO OTBOPHTE Ha CBBP3BAIHA EIEMEHT Ca 3aAPbCTeHH, H3MNOA3BaiTe
NOCTABEHHR PE3CPBEH CBLP3BALL] €JICMEHT.

3abenexxa: Ilopand Bucokata KOHLEHTpauus Ha TpoMOuHOBMA pastBop (500 1U/ml)
BTBBPAABAHETO Ha (UOPHHOBOTO NENMMNIO 3aMoOuBa B PAMKMTE Ha CEKYHAM CJel
o0€AHHABAHE HA KOMITIOHEHTHTE HA JICMUIOTO.

OuOpUHOBOTO IEMMIIO MOXKE Z]a Ce HAHACA U C ApPYrH AOCTaBeHH oT Baxter usgenus,
KOHTO ¢a CrHelHalHO TIpSAHA3HAYEHH, HANpHUMEp 324 CHAOCKONCKH H3CaeIBaHH,
MHHHUMAaJIHO-WHBA3HBHATA XMPYPrusA WM 3a anndKauusi BbPXY TFOJIEMH WIH TPYAHO
AoCTENHKA oK. Korato W3nonseate TakuBa MOMOLIHM CPEACTBA 3a Wyg,
NpoLearpaiTe KaTo crnaseaTe TOYHO YKa3aHHATa 3a ynorpeoda. s .

25 ATAR IR \
- . N 0{9 3 .x-

Caen Hauacanero Ha TUCHUJT JIHO ca HeoOxoaumu nole 2 MH
nobpa noIMMepH3aLIua.

B onpenenenu cnyyau ce H3Mon3ga U GHOCLBMECTHM MATEPHAall, Hary
BJIaKHa W ThKaHH KaTO HOCEW M YCHIBALL MaTepHA.
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Tracet Lyo BG SPC 7 vers 70

Tpraoxkeune che CNPei-yerpoicTRo

Koraro npunarate TUHCHJI JIHO cne cnpeii-ycTpoiicTRO, HAIATAHETO H PAa3CTOAHHUETO OT ThKaHTA
TpaOBa Aa ca B pAMKHTE Ha NpenopbuaHUTE OT NPOH3BOAUTENS, KAKTO CJIEABA:

IIpenopLuYHTENHO HAIAraHe, PAICTOAHHE i capedi-yeTpoiicTea 3a npnaoxkenne na THCHJ JIMO
IIpenopn- 1
penoph-
Cnpeii- Hakpaituuuu Ha Perynarop Ha AHTEIHO YUTEIIHO
Xupypras YCTPOHCTBO anmHkKaropa HASIFAHETO pasc;?::;ea T | nansrane pH
" HalpbCKBaHE
ThKaH
Crnpeii-ycrpoii-
crteo THCHJT / HENPHIOKHAMO EasySpray
ApTHC
OTtxpura Cnpei-ycTpoii- 10-15 om 1,5-2,0 Gapq
paHa cteo THCHII (21,5-28,5 pst).
Tisseel / Apruc, HENPHIGKHMO EasySpray
OMAKOBKa
¢ 10 6pon
Duplospray
MIS perynaro
Duplospray MIS Du{:: ];s%ray P
anaukarop 20 cm MIS perynarop
NISTB11
Duplospray
Duplospray MIS M&gf%;?p
Jlanapo- anukarop 30 cm MIS perysatop
CKOMCKH/ NIST B11 1,2-1,5 6apa
MHHHMATHO |  HENPHIOKHMO Duplospray 2-5cm (18-22 psi)
MHBESHBHY MIS perynarop
NpoNEaYPH Duplospray MIS Duplospray
arotukaTop 40 ¢cm MIS plosp
perynarop
NIST B11
Duplospray
MIS perynatop
MIS perynarop
NIST B11

Koraro npuaarare THCHJI JIMO karo cnpeii, Tpadea aa ce HA0/MI0AaBaT NPOMEHHTE B KPHBHOTO
HanArage, ny/ica, KHCJIOPOAHATA caTypalHs H kpaiinnsa excnaparopen CO:z, nopagu
BEPOATHOCTTA OT PA3BHTHE HA Bb3AYMIHA HJIH razosa em6oaaa (BK. ToukH 4.2 H 4.4).

3a npwiokenne Ha THUCHJI JIMO B 3arBopeHM TopakasHM W abaomMuHanHHU
[MPOCTPAHCTBA ce npenopbuea KaaenHero DuploSpray MIS ¢ annukaTop M perynupaiiia

cuctema. Mouna, o0bpHETE Cc€ KbM PBKOBOJACTBOTO ¢ HHCTPYKUMH HAa H3AC/THETO
DuploSpray MIS.

Hixespanne

Heusnon3panHaT NEKAPCTBCH NPOAYKT WIH OTIIAABYHHTE MATEPHAJIH OT HEro TpﬂﬁBa Ad CC HIXBLPIAT
B CHOTBCTCTBHE C MCCTHHTC U3HCKBAHHA.

7. IIPHTEKATEJI HA PABPEIIEHHUETO 3A YITOTPEBA

bakcrep buarapua EOOJ ,.
Oyx. Brarapus 45 AR
1404 Codus \K@Jz‘x__
buarapns N

M
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8. HOMEP HA PAZPEIIEHHUETO 3A YIIOTPEBA

20090532

9. HATA HA ITBPBO PASPEINABAHE/MOTHOBSBAHE HA PASPEILIEHHETO 3A

YHOTPEDBA

JaTta Ha mepRO pa3pettiapane 3a ynorpeda: 27 noemspu 2009
Jata Ha nocneaHo nogHorsrane Ha PY: 26 arrycr 2013

10. HATA HA AKTYAJIHZUPAHE HA TEKCTA

03/2015
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