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KPATKA XAPAKTEPUCTHKA HA TPOAYKTA

1.AME HA JEKAPCTBEHUS IIPOAYKT

TISSUCOL KIT ’ i

TWO - COMPONENT FIBRIN SEALANT
Steam — treated

TACYKOJ KUT
IBYKOMIOOHEHTHO ®UEPHHOBO JIEIIHJIO

Tomwnnunoe o6padoTeno ¢ napa
2. KAYECTBEH U KOJINYECTBEH CbCTAB

Beexu TISSUCOL KIT cpappxa 5 pnaxona ChC CIETHRTE ICKAPCTBCHH BIIECTRA:

2.1 ‘TISSUCOL, mpax 3a cjienBamds NpPOTEHHOB [a3TBOP, “IOBEMIKH, TOILIHHHO
obpaboTeH ¢ Hapa

Caen pasTapsHe Ha npaxa 1 ml TISSUCOL pasrBop chABpHKA:

Clottable protein 75-115mg
or koiito Fibrinogen 70 - 110 mg
Plasma fibronectin . 2-9mg
Factor XI1I 10-50U'
Plasminogen 40-120 pug

2.2 Aprotinin pa3Tsop, pasTBopUTeN 32 TISSUCOL mpax
Aprotinin, TOBSX AR 3000 KIU/ml?

2.3 Thrombin 4, npax 3a thrombin pa3TBop, 40BEMIKH, TORJIHHHO ofpaboren ¢ mapa
Crep pasTBapse Ba npaxa 1 ml Thrombin pa3TBOp CHABPKA:
Thrombin 410°

2.4 Thrombin 500, npax 3a thrombin pa3TBop, 10BEMKH, TOILTHHHO o6padoTen ¢ mapa
Cren pasTeapsiHe Ha mpaxa 1 ml Thrombin pa3TBOp CHEABPIKA:
Thrombin 500 TU

2.5 Calcium chloride pa3Tsop, pa3TBODHTEN 32 thrombin npax
Calcium chloride 40 pmol/ml

34 HOMOIIHNTE BEIMECTBA BAXTE TouKa 6.1 TToMOIEHH BEUMIECTRA.

TISSUCOL, DUPLOCATH, DUPLUECT, FIBRINOTHERM u TISSOMAT ca TbproBCKH Mapku

BAXTER AG. BAXTER e Tsproecka mapka Ha BAXTER International Inc. DUPLOTIP.e-Tsproeeka maj
1a BAXTER International Inc. u na Baxter Healthcare S.A. P N
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3. JEKAPCTBEHA ®OPMA
TlpaxoBe B pasTBOPUTEINH 32 ¢$uOPHUHOBO JIENHIIO.

4. KINMHAYHA JAHHU
4.1 TepaneBTHYHYE HOKAZAHAS

TISSUCOL KIT e mpesmasHadeH 3a HOCTHT@He Ha XeMOCTasa, 32 YIIBTHABAHC "HITH
sanenBage HA THKAH W 32 IORNOMAraHe NpOLieca Ha PaHeBo 3a3ApaBABae. Tlpz EAKOM OT
IPHIOXKEHHSTa My Ce H3UON3Ba H BHOCHBMECTHM MaTepHan KaksBIO ¢ HanpuMep collagen
fleece (KONATEHOBA IOANIONKA), KATO HOCCHIA cyGCTaHIS WM KaTo TOJICHIBAN] MaTepHan.
TlokasaHASTa BKIIOYBAT, HO HE ce H3uepiBar C.

XemocTasa

XemocTasa OpH AuGY3HH KPHBOTCUCHMSH, CJeJl XHPYPrHHCCKH OlepanHy Ha CTABH HIH
KOCTH, afcHOMAEKTOMHMA ¥ TOH3MICKTOMHES, KaKTO M CIIEA JHLIEBO — YeMIOCTHH oflepalii
[p¥ NalMeHTa ChC CBEP3aHH C KPBBOTEHCHHA 3abolsiBaHKg, VILIFTHABAHE HAa IPOCTaTHOTO
7I03k€e chef XUpyprEdecko OTCTpaHaBaHe Ha HpocTaTara i T.1. -

Vs THABaHE

TloXpyBaHE U YILTGTHABAHE Ha CHAORY MPOTE3H, TAMIAHOILIACTHXA, 0bpaboTka Ha TMKBOPHH
ducTynE M ME3EH Ba TBBPAATa MOSBIHA OBGBIBKA, XEPMETHYHO YINIETHABAHE Ha INCEOBC H
cxo6m npu Genonpofen NapeHxAM H ILIEBPa, Ha MEBOBE Ha Tpaxed, OpOHXH M XPaHOHPOBOA,
TpeTupane Ha 3JOKAYECTBEH IUIEBPANCH U3IMB, YIILTHABAHE Ha OUHHTE JICHTH Clie] TPaBMH
¢ mepdopaniyy, yIIbTHIBAHE JHHAUTES Ha' XEpYPrHYECKHs IIEB IpH IPEBHEH aHACTOMO3H,
JOIBIHATENHO YILTETHABAHE Ha BEHE HANPABEHM MAKPOCHAORH aHACTOMOSH I T.H.

3ajlenBaHe Ha TBKAH |

3ajeniBane HA NapeHXUMa IPH XUPYPrHYeCKd OIEpalii Ha 6u6pek, yepeH Apod, cneska i
[AHKpPEAC, H3NON3BaHE Ha CIOHTHO32 - TPAHCHIAHTAT TIPH 3aIrpBaHe Ha KOCTHH KYyXHHH U
xocTEH nehexTH; 32 HOCTHIaHE Ha NNCBPOZIESH3 IIPH CHOHTAHCH HHEBMOTODAKC, QHKCHpaHe
Ha KOYKHM JpHUcankyu 1 Hamba, Qukcupase Ha OCTEOXOHAPAITHH dparMeHaTH ¥ MMINIAHTATH,
sQuenBaHe HA NepHdUpHA HEepBY, INACTHIHA XWMPYPTHS Cie[ OTRApiHe Ha MAaKCHIAPHHUA

CHHYC ¥ T.H.

TloAmoMaraHe NpoLeca Ha PaHeBo 3a3paBABaHe
TpaHCIUTAHTHPaEe Ha KOXa BEPXY ACBacKyllapusupatii K padexkTHpadr o0nacTH  Ha
fpueMaTens, 06pab0Tka Ha KOXHA HEKPO3a ¥ AUTABHHA A3BH, BIrpaXIaHe Ha XOMOJIOXKHH

KOCTHY TPaHCHIAHTATH H T.H.

4.2, Mo3ApoBKa H HAYHH HA yooTpeda
4.2.1. Jo3npoBKa

Heobxommara aoza TISSUCOL pasteop 3aBHCH OT pasMepa Ha HOBBPXHOCTT, KOATO
Tpabsa Ja ObAc 3aJeleHa M NOKpyTa, Hid OT pasmepa Ha AedeKTa, KOHTO TpaOBa A oBae
sambiEeH. Jlo3aTa 3aBHCH CHINO TaKa B OT H30paHus HAYHH Ha MPUII0KCHHS.

Kato 06ma npenopbka Npy 3aeNRaHe HA TOBBPXHOCTH SN TISSUCOL KIT 1.0ml (T.e.
1ml paztsop wa TISSUCOL mmoc 1 ml pasreop pa Thrombin) 61 GEI FOCTATHYCH 32

[IOKpHBAaHE Ha NOBBPXHOCT OT Hait-manko 10 cm™. TR
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Koraro $uOPHHOBOTO NEMHNO C¢ Ipuiara <Ipe3 CIpel - TEXHUKA, cmno?@ §qnu§¢gmo‘m%\
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3a na ce m30erHe oOpasyBaHEToO Ha M3NMINHA TPaHYJAUMOHHA TRKAH A Ja CC OCUTypH
nocrenenaa abcopbuus Ha BTBHPIEHOTO GHOPHHOBO NEHKIO, € HeoOXOm¥MMO Ja ce Hagacs
caMo TBHEEK CHOH 0T pasTBOpa Ha TISSUCOL — Thrombin, Un# OTASIHHTE KOMIIOHEHTH.

BpemMeTo 32 BTBEPAABAHE Ha THKAHHOTO SO 3aBHCH OT KOHICHTpAIiiITa Ha M3TON3BanHs
pazreop Ha Thrombin. Jlokato Ha NEHANOTO ca neobxomumu ot 30 mo 60 cexynau, 3a xa ce
BTBBPAM IIPH KOHUEHTpAIMsI Ha Thrombin 4 IU/ml, To To3% HpoIlec-HA BIBbpPAABAHE HIE
6be HAIMBIHO 3aBELPIICH B PAMKMTE HA HAKONKO CCKYH[M, aKO CC F3[ION3Ba [O-BHCOKATa
KORpeRTpanus Ha Thrombin or 500 IU/ml. Io-rcoxara KoHIeHTpanws Ha Trombin e
HEeoBX0FMa, KOTATO CE LeJIA /A ce NOCTUTHE XeMOCTa3a, JOKaTO NO-HHUCKATa KOHIEHTpallA
Ha Thrombin e HOIXOMsIia 3a 3alenBaHe Ha TBKaHW, THH KaTo T OCHMIypsBa BpEME 32
a[ANTAPAHE Ha PaHEBHTE HOBLDXHOCTH.

4.2.2 Haumun pa ynorpeba
Crien npuroTsssero Ha TISSUCOL KIT 110 nauna OnucaH B maparpad 6.6, KOMIOHEHTHTE

HA (i)HﬁprIHOBOTO JENnHio MOTAT A4 Ce IIPHIAraT 10 CHEOHHTE Ha4yHBH:

I) ExsospeMEHB0 TPHIOXEHAC
a) upe3 U3NON3BaHE HA DUPLOJECT Kiwnc 3a mse cupuBnoBkM, CrelunsBama FacT u

AnnEKaniosEHa Hria

6) upes msnomssase Ha DUPLOJECT Kymnc sa Ape ClpHHIOBKE, Cnpeli-HaKOHEYHHK H
TISSOMAT - ypea Cennaido npefHasHayen 32 KOHTPOIUPane HaaraieTo i aebura HA
JBHKEIHSL Ta3

B) upe3 H3IOI3BAHE HA ¢ DUPLOJECT Kmunc 3a JBE CHPHHOOBKM H DUPLOCATH
AnnpxandoHeH KaTeThp

r) 4pe3 H3NON3BaHE HA DUPLOJECT Kunumc 2a nige cnpunnoski # DUPLOTIP AnmakaTop

F) 9pe3 TIPENBApUTENHO CMECBAHE (HAIp. CBC CHOHIHO3A Wi KOCTHH dparMenTH) Upe3
ganompare ga DUPLOJECT Komric 3a Be CHPHBIIOBKY K CBEP3BAINA JACT.

3aGenexKa: 32 ©IHOBPEMERRO NPHIIOKEHUE HPE3 NpPENBAPHTENHO CMECBAHE CE npernopbusa
usnonasanero sa Thrombin pasreop chaspam 4 U Thrombin/ml.

11). TlocnenoBaTENHO HPHIQKCHNE

I. EanoBpeMeHHO OpUIGKEnne

Cuctemara DUPLOJECT Kmic 3a pase CHPHHIOBKE [O3BOISBA eIHOBPEMEHHO
[PHIOKEHHS Ha PaBHA KOIKUECTBA OT ABAT2 KOMIIOHCHTA TISSUCOL pastsop 1 Thrombin
pa3TBOpP K OCHTypsBa BB3MOXHOCTTA T€ 2 6bIar cMeceHH OBP30 H TOYHO. 10BA €
HEOBXOAUMO YCIIOBHE, 33 Ja JOCTHIHE uGPHHOBOTO JENKIO CBOATA ONTHMANHA CHIIA.

d) EndospeMeHHO HPHIOXEHWe Hpe3 WIHONIBAHE HA DUPLOJECT Knumc 3a jgBe
cripHHNCBKH. ChemuIBalna 9acT i ANNUKAIIHOHHA Ara:
DUPLOJECT Two-Syringe Clip ce chCToM OT ABE JIOXETa 32 CJHAKBH €HHOKpaTHH
CHOpHHIOBKH K 06mo 6yTano, KOeTo I03BoABEa pasHH 00eMH OT [Bara KOMIIOHEHTa Jid
6poar HojaBapE npe3 ofinara ChEAMHABAIZ AacT, npean Ia OBJAT CMECCHH B
ATUIMKAI{HOHEATA U4 H H3TJIacKaHH HaBhH.




Byrano Ha
CIIPUHLIOBKATA

DUPLOJECT
CrenuHasaiia Obuo Bytano
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Kiianc 3a ase
CHPHHIIOBKH

Vikazagns 3a pabora:

TlocTaBeTe HalsHeRATE ¢ ToTORH pasropu Ha TISSUCOL u Thrombin cuippHIOBKY B
xmamca. JIgere cOpEANOBKH TpaOBa ia OBHAT HANBIHCHH C PaBHU obeMi OT pa3TBOPUTE
u He TpsOBa Ja ChABPKAT BE3TYIIHA MEXypIeTa.

CpbpikeTe HakpaiiHuOuTe Ha JBETC CHPHHLOBKH KbM obmaTa ChEHMHABAIA HacT,
cH6IORABaliKY 32 TOBA T4 14 OBJe CHIypHO ¥ ILIBTHO (PUKCHpAHA. Ocurypere ToBa 4pe3
2AKONUABAHE HAa H3XOXIAINATA OT CHORMHABAINATA YacT NEHTHIKA BBHPXY CBOTBETHOTO
Msicto Ha DUPLOJECT Knnme 3a ABe CHpHHIOBKH. AKO BpB3Kara HE & nobpa n EMa
H3THYaHe, H3MO0N3BaliTe ZpyTaTa pesepBHA ChEAMHIRAN(a HacT. AX0 msAMaTe TaKasa
pe3epBHA B MOMEHTA, M3MOI3BAHETO Ha ChIIATd CBbp3Baila YaeT € BB3MOXKHO, HO €
HEOBXONHEMO JIa C& OCHTYPH MaKCHMANHA INTETHOCT Ha BPB3KaTa, 32 Ja Ce NPEAOTBpaTH
pHECKA OT H3THYAHE.

{loctaBere enHa OT AINHKAHHOHHUTE HITIH BBPXY obmara creruHsBama dacT. He
IpaBeTe ONWUT A3 OCTPaHATE OCTATHHHKS BBE3AYX OT BELTPEIIHOCTTA HA CHEAHHABAIIATA
gaCT FA OT AMKAI[HOHHATA HINa, Thif Karo OTBOPBT Ha UINaTa MOXE Aa 3ajeiHe,
npenH 2 6B1e NPANOXEHO JICTHI0TO.

ITpunoxkere (GHOPHHOBOTC  JICHHIO (pasteopa  TISSUCOL-Thrombin)  BBPXY
HOBBPXHOCTTA Ha IpUeMATels A BBPXY MOBBEPXHOCTHTE Ha yacTHTE, NOANICKAITY Ha
3aJienBane.

AKO TIPHIIOKEHHETO Ha KOMINOHEHTHTE HA GuOPUHOBOTO JISIMANO Ce& NPEKLCHE, HACTHHBA
He3aGaBHO CleHBape B WIiaTa. 3aMeHeTe anMKallHOHHATA MPJa C HOBA HEIOCPECTBEHO
upeny fa 38N0YHETE TPHIOXKEHAETO OTHOBO. AKO OTBOpWTEe HA CHEHHHABAINATa 9acT ca
3aIyInesy, H3NoNI3BaliTe pe3epBHATA TAKaBa OT OTaKOBKaTa.

6)

EnHoBpEMEHHO NPHIOKCHHE upe3 M3NON3BAHE Ha DUPLOJECT Kmmpc_ 3a HBE
crpuEnoBky. Cropeil ~ HAKOHEIHUK M TISSOMAT - ypes 32 KOETPOIHPAHE HANATaHETo B

neOUTa Ha NBHXSINS 143

Tips TpeTupase Ha IIHPOKW papeBM HOBBPXHOCTH — KAKTO € IDH TBXaHHa TIpUCaJIKa

(koyKa) ¥ 3a OBIAJIABAAE HA KANMNAPEH THI KPHLEOTEHCHIL TISSUCO? pasTBop H
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Thrombin pa3rsop Morar Aa OBIAT HPUIOKEHH HO HaIHHA ,fltl/gehgraﬂga-.aa;‘g) ara
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byrano Ha
CHpHHIIOBKaTa
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/ TISSOMAT

Ctepunes QUITHD

Crpeii - HaKOHCUHHKET CE IPUKpONEBa KbM naxpalfHpmuTe Ha JBeTe CHpHHNOBKA. Kato ce
HanoN3Ea oBGmoTo GyTamo, ZBaTa pasTBOpA CC M3INACKBAT IPE3 JiBa CHLCCHHH H3XO/IHH
oteopa. OT OTZEIIEH OTBOP, PA3IONOKER TOTHO NOJ JBata HSXOMHH 0TBOpa, EHHOBPEMEHHO
ce W3TNACKBA CIPYATa Ia3, Taka 4€ KOMIIOHCHTHTE Ha JICHANOTO Ad OBOaT CMECCHH

ONTHMAHO B MOMEHTa Ha TAXHOTO pasnphCKBaHe BBEB BREPCHIHOCTTA Ha cnpeﬁ-rnaBa'ra. {

TlyBepU3MPAHETO CE OCHINCCTBABA KATO C& H3NON3Ba CTEPHICH ABIDKEI ra3 (BB3AYX HMOX
Hansrase WIE @30T, Hausrage: npubmmamrenHo 1.5-2 bar, 5-20 Vmin). OfempT Ha
pasTBOpHTE, KOWTO Fie ¢ MyIBEpH3Mpar, ¢ KOHIPOIHpa ¢ momomrra a DUPLOJECT
Gyranoto. HanaraneTo H CKOPOCTTA Ha ABMKCHIAA Ias ce xorTponupat ¢ TISSOMAT - ypex
CIEHPATHO HApedHasHauUeH 32 KOHTPOJIMpAHE HAATaHeTo H AeOuta Ha JBIDKEMIHS Tras.
Cupeii-BaKkoHeTHHKET TpsOBa Ja Ce H3NON3BA CaMO BEB Bpe3ka ¢ TISSOMAT - ypen
CHCIEANHO IpENHa3HAYSH 38 KOHTPONUpane HALATaHeTo 1 nebmra Ha ABIKenns ras. He ce
penopsysa HpH MPHIIOKEHHETO Ha TISSUCOL pasreop u Thrombin pasTteop A2 c¢
W3I0J3B4 CIPEeli-HaKOHEUHMK Ha ApYTHd IPOH3BOAHTCIH.

Bafencaica: IIoApoGHO OnucaHue Ha TO3M HAuMH Ha NpANOKeHue © OpencTaseH B

npUpYKaBaliaTa IMCTOBKE Ha cnpeii-HaxoHeuHuxa (Spray Set).

B) EnxHoBpeMeHHO IPHIOKEHNE HPE3 mnonseaie Ha DUPLOJECT Kmmnc 3a 7I8€
cpunniosky # DUPLOCATH AnnpxailmoHeH KateTsp
Tosn pamuy Ha npunoxeHne Ha TISSUCOL pasteop Thrombin pastBOp € 0cofeHO
TOZXONSIY 33 ONEpaTHBHH MECTa, KBAETO NOCTBRIET € TPYACH, DPH ynorpeba B
MHHEEMANEO HHB23HUBHATA XHPYPTHSA Ype3 TPoaKap, WIIH NIPH H3M0N3BaHe Ha €HIOCKOTI.

Bafenesxika: TIoApodHO oONucamue Ha TO3M METOR HA [NPUIOHKEHME © BKIOIOYEH B
NpUApPYKaBaulaTa IMCTOBKA Ha DUPLOCATH AnsmkalHoHeH KaTeTsp.

r) EpHoBpeMeHHO NPHAOKEHWE Hpe3 W3NON3BANe HA DUPLOJECT Two-Syringe Clip u
DUPLOTIP AmnmxaTops
Tosu meron Ha mpunoxenne Ha TISSUCOL pasteop ¥ Thrombin pasIBop € ocobeHo
[OIXOMSI 33 ONEPATHEHE MECTa, KBJETO HOCTEIBT € TPYACH (Haqp:‘glﬁegpdi‘.ﬂg@mma,

VHI), KaKTo ¥ B MHHEMAaJIHO HHBA3HBHATA XHPYPIHd. P, \
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x) EnmoBpeMEBHO NPHIOMEHNKE YPE3 penBapyuTelIHO CMECBAHE

Toz HauyuH HA OPHIOKEHHE CE MpenophuBa camo, Koraiq ce u3non3Ba Thrombin B
KoHIeaTpanul 4 TU/ml. Cmecrat ce pasau obeMd OT HBaTa KOMIIOHEHTa Ha NEHHIOTO H
BejHara crueji ToBa TO C¢ Npuiara BHpXY MOBBPXHOCTTA Ha npuemarensi. Oxono exna
MyHYT2 € BPEMETO, KOSTO HMaTe Ha pasnoNOKEHHC 3a cCMecBaHe Ha JBETe CBLCTABKH,
NpWIOKEHHe Ha JIENHIOTO M ajanThpase Ha paEeBHTe HOBBHPXHOCTH. JlemmnioTo
(TISSUCOL pasteOp - Thrombin pasteop) Moxe Ja Oble HPEIBAPHICHHO CMECCHO,
HAIp. CBC CIIOHTHO32 38 U3MBIBAHE Ha KOCTHH nedexTr. :

1. YlocnegoBaTeaHO NPHIOKEAHE
Ilpu 1031 Ba4HH HA IPANOKESHHE IBETC CIIPHHIOBKM e ce nocrasar B DUPLOJECT Knumne

3a Z8€ CIPHHIIOBKH, 4 CE H3ION3BAT NI0OTACHHO.

Pastsopbr Ha TISSUCOL ce mpupara KbM €fHara oT NIOBBPXHOCTHTE, MOZMEKaNa Ha
sajenBaEe ¥ PaBHO KONHYECTBO OT Thrombin pastBop € HpHiara BBEPXY JIpyrara
IOBBPXHOCT, CHefl TOBa C€ 3al€MBaT JBETS HOBBPXIHOCTH. AKO W3IION3BATE BHCOKA
KOHNEHTpads Ha TpombGmH, OBp30TO BIBBEPIABANC HA GUOPUHOBOTO JIEITMIIO OCTABS
GpABHUTEITHO KPATKO BpeMe Ha PasIONOKCRHE 32 ARANTHPAHS Ha TIOBEPXHOCTHTE.

3aGemesxica:  Chel KaTo JIBETE ChCTABKM Ca BEUe HaHeCEHH, afianTHpaiite paHeBHTE IOBBPXHOCTH.
JlgeTe uactTH ce NPUTHCKAT WM ABPAKAT C NOCTOAHEH JeK HATHCK B JKENAHOTO
HONOIKEHHE 33 OKONO 3-5 MHHYTH, 3a Jla ce OCHIYpH ILTBTHOTO afXCpHUpane Ha
uBpPHHOBOTO NENMNO KbM CHCEAHHTE THKAHH.

TIps ompexelcHH NPYIOKEHHA CC H3NO0MI3EA 6HOCHBMECTHM MaTepHan, karo collagen fleece
(xomareHoBa FOIJIOXKa) KaTO HOCHTEN HlH 32 TIOHCHIIBAHE. \

4.3. TIpoTHBOHOKA3AHHST

TISSUCOL KIT me e noxasad 3a CaMOCTOATENHO NPHIOKEHUE IIPH M4CHBEH H CHIICH
apTepraneH MM BEHO3ESH KPEBOU3IHE.

WspecTia CBPBXIYBCTBHTENHOCT KM anpOTHHHH (V31{ JAPYTH TOBEXKIM HPOTEHYH) HIH KBM
HAKOE OT JIPYTHTE BEINECTBa, ChABPMKAIIN CE B TISSUCOL KIT.

TpaGea nxa ce \30sArsa HIKEKTHpaHe B HOCHAT2 JNATABHNA, Thil KaTo <a
HaGIIoNABANN TEKKH ANepraYHA-aHAQHIAKTHIHE peaknud 1 Morax Aa ce MOSABAT
TpomGoeMGOAHIHH YCI0KHEHHS B o6aacTTa HA 0YHATA APTepHs.

4.4. Cuenpajiy HpeqyNpeRIeHus B CIeNHaNHE OPeAIasHn MEPKH i ynoTpeda
4.4.1. CrienHANHHA NPEeXYAPEKACHAN
TISSUCOL mpax u Thrombin mpax ca NMpOM3BEACHM OT HOBCHIKA mnasMa., Korato ce
IPHJIATAT TEKAPCTBEHH TIPOXYKTH, POH3BECHH OT YOBEINKAa KPhB UM TinasMa, He MOTaT Iia
ce MIKIOUAT HANBIHO MHGEKUHOZHH 3aboiaBapusd, ABDKAMH Ce Ha npefaBane Ha
nE(eKnHo3HY arenTH. ToBa ce OTHACSH ChINC H 32 TIATOreHH C HeH3BeCTeH JOCETa MPOHU3XOoH.
PucKbT OT IpeaBate Ha HHOOKIMO3HY areHTH Ce HaMallsiBa Tpes: )
e poAGOp HA NApWTEIHWTE Ype3 IpPEraei W CKPUEMHP Ha OTHACTHUTE AapABaHds H
mrasmenn oynoee 3a HBsAg 1 anTHTENA KBM HIV n HCV
e w3cieHBAHE Ha MIA3MCHUTE NYJIOBE 32 TCHOMEH MaTtepHan 3a HIV-1, HIV-2, HAV,
HCV, HBV u parvovirus B19
e mpomeAypHIE 33  BHPYCHO OTCTpaHsBane/MHAKTUBHpAHE, .. ;‘;ﬁg’ﬁfﬁ?};ﬁ:ﬁﬁ@ﬁ_ B
IPOM3BOJICTBEHMA NpoLec Tpsbpa na 6baarT BaRIMpaHH, I,c}éiq;f*:éé 1{-311’01,13_,1%3{

MozeNHA BEpYCH. Te3d mpouenypH ce CIMTaT 32 ehexTrBEM 32 HI 71,HIV-2, HA;D
HBV z HCV. i VG




HsnonssaHuTe NPOHEHAYpH 3a BHPYCHO OTCTpaHsBaHe/MHAKTHBUpAHE MOraT Ja HMar
orpanvyeHa CTOHBOCT Cpenty He-0DBUTMTE BHPYCH Karo parvovirus B19. Parvovirus B19
MOXe 1a GBIE CEpHO3HO OmaceH 3a OpeMEHEM JKeHY (uadexups Ha TNOJ2), KAKTO ¥ HpH
Ena © uMyHeH zedHMIHT HAM JIOBHICHO NPOM3BOACTBO HA SPHTPOLHTH (marp.
XEeMOIUTHYHA AHEMHUS).

4.4.2. CoenyaHl npennas_-im MEPKH

1. Tlpu nDapuesTd C alepridHa Harmaca i H3BECTHA CBPLXUYBCTBUTENHQOCT A KbM
JEKapCTBEHH NPOAYKTH, KaKTo H NPH MallHeHTH TIpeXBAPUTENHO JEKYBaXH C ANPOTHHUH
Tpsibpa na Obje HalpaBeHa BHUMATEHHA OleHKZ HA OTHOIIEHHETO PHCK/TON3A.
IIpeniopsuBa Ce MPUNOKCHHETO HA aHTHXUCTAMUHOBH Tpenapari npefd JeYeHHeTo C
ANpOTHHHAH.

2. TISSUCOL KIT pe TpsfBa fga ce Npuiara MHTPaBacKyJiapHo WOpPaad pHCK oTF
apa(HAAKTHIHN PeAKIHN B/aan TpoMO0eMO0INYHH YCHOKHEHASA, KOHTO MOraT Aa
OBAAT KHBOTO3ACpAINABAINH. TISSUCOL KIT Tpadea pma Obae mpuiarad ¢
HOBHHIEHO0 BHAMAHPE Hajfi-Bede B CLPAEYHO-CHA0BATA, XUpyprad, 3a aa ce HAMATH
A0 MEHEMYM PHCKA 0T HHTPABAaCKYIAPHO NPHI0KEHHC.

3. Hmxexrmpapero na TISSUCOL KIT B mexnTe ThKanu HOCM PpHCK OT
anaQuNaAKTONIHA PeaKUHs.

Crenopatengo TISSUCOL a/mma Thrombin pasTeop/m TpsbBa na ce HpHuaraT camo

nokango. [Ipa nobpe ofocHOBaHH CiTy4dad, ofaye, KOTarQ € IOKa3aHO HHXCKTHPAHETO Ha

TISSUCOL m/mni Thrombin pasTeop/u B THKaHK TpsOBa K2 Ce HANpPaBy BHAMATSIEH aHATH3

Ha OTHOIEHHETO PHCK-TION3a BBB BCEKH OTACICH ciydai. ;

Tipu neveHwe Ha KPHBOTCHEHHS OT A3BH “pe3 CyGMYKO3HO IpHIIOKeHHe Ha (HOPHHOBOTO
MeTmHo B KyxH Oprafy (CroMax, AyoNeHyM) ca HaOIIOaBAHH CIHCIHNATE CIIyJan:

e BrpexaaHeTd HAa KaHIONara B CTEHATA Ha oprada BOIH 10 chyuaiina mepdopartns,
KOSTO B PEAKH CIydau MOKe fia JOBEHE RO BApaHABAHMA Ha CBCCHHH Opragu H
THKaBH.

e B empa ciyuall HEyMHILICHOTO HHXXKEKTHPAHE Ha (uOPHHOBO JEMUNO B KPBBOHOCEH
¢BI € ACBEJIO JIO TEXKH MCXeMHYHH YCIOKHEHHS BCICACBHE Ha TpoMOoeMOoIIIHY
IPOIECH B CHCENHETE KOPEMHE Oprani (gepeH npob, mankpeac, CTOMax, creska). 3a
73 ce HaMANH PUCK2 OT T3 YCHOXHEHWA IP# BCHIKH obcrosTencTea Tpsdpa Jia ce
wma Tpel Bug cenpoTo: YlpuioikenueTo Ha noBede oT 1 ml (0,5 m! TISSUCOL
pasteop u 0,5 ml Thrombin pa3Teop) B €IHOKPATHO HHKEKTHpPAHE TpabBa Aa ce
m30srea. Axo CyOMyKO3HOTO HMHXEKTHpaHe Ha drGpryOBOTO JIEIHNO HAMA
xeMOCTATHYeH e(eKT MM MMa CaM0 HENOCTaThHCH edexT, HWId KPHBOTSYCHHETO
TPOXBIDKABA CBC CHIUA HHICHSUTET 7€ H3BECTHO BPEME H AIIAKAHOHHESAT
KaTeTHLp BCE OIe € Ha MACTOTO M, TpsAGBa /ia ce MMa MpelBHA BB3MOKHOCTTA OT
HeTpaBHITHO HEDKEKTHpaHe Ha (piOPUHOBOTO JCHIIIO B KPEBOHOCCH CBA.

AKO XEMOCTa3a HE MOXKE Ja ce IOCTHIHE ¢ NIPANOXKEHUETO Ha CIIOMEHATHTE T0-TOPe
IHOKPATHIL JO3H, TPs0Ba 2 Ce H3BHPINAT CHOTBETHI XHPYPriIecky IIPOIEYPH.

e MmpKexTHpaHeTo B CYOMYKO3HHTE MeMOpaHy Ha CTOMaxa K TyOolNeHyMa MOXC B
pefKy Clydad Ia JOBepe 7o 00pasyBane Ha MECTCH BLIPECTCHCH XeMaToM, KOHUTO
MOXKe NA TIPHSMHI 0CODEHO B 00NACTTA HA CTEHATa Ha AYOLEHYMa KOMIPECHA Ha
nankpeacHrs KaHan. Karo NOCHeACTBEE MOTaT 2 C& PasBust CHMIITOMH Ha OCTHP

HAHKpPeaTHT. ,
= .,:T; ‘f?*;«;..:}\
4. TISSUCOL KIT me TpsOBa za ce H30ON3Ba 32 ynm.mgnag}g’/@qng aHe. th;:\
HEBpOAHACTOMO3H, THH kaTO BHCOKOTO CBHABPIKAHHE HA alpoT a5, TISSUCOL: \
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pazreop (3000 KIU/ml) saBaes abcopBuuaTa Ha QUOPHHOBOTO JEHHIO H TO HE MOXKE
a 6BJe H3KII0YEHO KaTo IpidHHa 3a obpasyBane Ha @aﬁpoaaf" .

5. OUOPMHOBOTO JNENMNIO MOXKE Aa C& NPHIOKH Ype3 HANPHCKBANE, KaTo €O W3BON3BRA

CrBCTEH BB3AYX. Besko NPUIOKEHHe Ha CTBCTEH BB3AYX MOXKE Jia ¢ CBLP3AN0 C PHCK
oT Bp3mymHa eMBonMs, razo emuseM yng PYATypa Ha TBKAH MM Opran, KOSTO
MoxKe fia GbAe jKuBOoTo3acTpamasama. llocnensamoTo HPHAOKEHNS HpeEs crpei-
HAKOHCUHUK Ha (HOPHHOBOTO JieTuio He TpAOpa a O5/e H3BBPIIBAHO B 3aTBOpEHO
TelecHO NPOCTIPAHCIBO. ITpunokeprero dHpe3 HANPLCKBAHE TpsOBa xa Obje
H3BEPIIBAHO CAMO TIOf, BU3YANEH KOHTPOI Ypes H3IOASBAHCETO Ha TISSOMAT - ypex.- *
CHEIHAATHO NpeAHa3HadeH 38 KOHTPOIHPAHe HajsraHeTo 1 JiebuTa Ha HBHKEINMA a3,
KATO MAHAMAJHOTO pa3cTosiHue Tpabsa a 6bae 10 cm.
He ce mpenophuBa NPHUIOKEHHETO Upes3 CIPEH-TEXHUKA Ha TISSUCOL pastBOp H
Thrombin pasTBOp fa CIaBA C YCTPOMCTBA OT APYTH HPOMSBOIHATCIH. TISSOMAT-
ypexsT 3a KOHTPOIMpaHE HANAraHeTO H nebwra Ha HBWKEINHS a3 U CHpei-
HaKoHeuHHKLT ce npemnarar or BAXTER.

6. Taii xaTo TISSUCOL pasrsop i Thrombin pasirop MOTar Za €€ NEHATYpHpAT cnen
KOHTAKT ¢ PpasTBOPH, CHHBDKAINA aNKoXoll, fon HIM TSKKH MeTand (Hamp. B
nezwudeKTanTy), Te3w CyOcTaHmuHd Tpabsa na OBHar OTCTpaHABaBM IPEIH
OpUTOKEHHE.

7 AKO € BBE3MOKHO, BCHUKE CBCEIHM THKAHM OKOJNO MACTOTO Ha IpPUIIOKCHHC ©
sKEeTATENHO Jia ce TIOKPHBAT HPENd A2 CE NPHII0XAT TISSUCOL pazteop & Thrombin
pasTBop.

8. 3a ma ce u3berne zanelBaHe Ha QUOPHHOBOTO JICMHIO KBM PBKABRIHTE M
WHCTpYMeHTHTE, 1o0pe € Te Jia C& HABNAXHABAT C du3MoNOryYeH pasTBOp TPeH
KOHT2KT C HETO.

9. Tlpemopbysa Ce HpH BE3MOXKHOCT BCEKH HET, KOraTo o npunara TISSUCOL KIT s
YCTODHATA Ha 3a00/BIBAHETO Ha NAIJHEHTa 11a C¢ 0TpasAba HMETO X MAPTHIENST HOMED

HA MPOAYKIZ.

4.5. JlexapcTBeHA B3aAMONeHCTBUA H APYTA dopmu Ha B3AUMOKEHCTBHA
He ca m3pectr. TISSUCOL KIT morxe ma ce IpHiara ¥ HpH HAUBIHO XeNnapuHHU3APaHH

HarnpEeHTH (Janp. JpE eKCTPakopropanHo KpbBOOOpALIEHNE).

4.6. YnoTpeda no BpeMe Ha GpeMEHHOCT B KhbMEHE
He ca fOKIaiBaHH HEXEIAaHH PeaKluy 10 BpeMe Ha GpeMenHOCT HAH KppMeHe. CpriacHO

IPHHNATHO IPHETATE HPENOPHKH IO BPEME Ha GpEeMEHHOCT Ml KbPMEHE JICKapCTBCHATE
AponYKTH TpsOBa Ja OpHaT IpHiaran CaMo NpH CTPOry NOKa3aHH4.

4.7. BaasHEe BbPXY CI0co0HOCTTA 32 MogHpate 1 pafoTa ¢ MamuHy
He ce pasrmexzar.

4.8. Hesxenaud JieKapCTEEHH PEaKIHH
VI3GpoeHuTe O-ONY HEeIKENaHH JEKapCIBeHH Peakiiii co Ga3upar Ha OCTMAPKETHHTOBOTO

HAGTEONCHNE 3a TPHIIOKEHHETO Ha Tasy Tpyna IPOIyKTH. TaxHaTa 9€CTOTa € ONpefehcHa
B3 OCHOBA HA CIHEOHHS KpUTepUil: MHOTO HECTH (= 10 %), sectn (<10%-=> 1%), HEUECTH
(<1%-=1°/e0), pemas (<1°/0e->1/10 000) 7 MHOTO PERAKH (<1/10 000).

* 33 ymULTHABaHe/3aNenBaHe HAa HEBPOAHACTOMOZH OOHKHOBEHO C& H3MO
npubnuzutento 100 KIU Aprotinin/ml, 32 1a ce OCBILECTEH MhIHA abcopbu )
kpatko Bpeme (0xono 2 AHK). TIoaXoAIlia KOHUCHTPalls Moe Jia Gblie ONYHUEH][KAKTO € 0fHCaHo BT,
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is6poennTe TO-KOMy HEKENany JICKapCTBEHW DEakiuH OTpasssar BHia Ha HEXeNaHHTe
peaKiny, KOMTO ca [NOKHa/iBaHy 32 TISSUCOL KIT una Moxe Ja ¢a CBbp3aHH C HETOBOTO
nprnoxKeHne. TaxHaTa 4ecTOTa & <1/10 000, 1.e. MHOrO PEXKR.
Hapyuwenus na Copoeynama cuchema

e DBpanmkappusd, TaXHKapIus

TacmpounmecmuHaIiy HapyuieHus,
e Tanche

Hapyviuernus 6 0610mo CoCmoaHue 1 Ha MACHONO HA NPUI0JCEHUE
e Peaxnus Ha CBPBXYYBCTBHTEIHOCT

Hapvenus na Hmyvunama cucmema
e AnapunakTHUHM PeAKIHH, Aanepru<Hd peaknny, aHaUNaKTHIEH IIOK,
ypTHKapHsa

Tpaema, OmMpAaesHe U YCAGHCHEHUS Onl NPOUEeCa HA NDUNONCEHUE
e AnaduiaKToMIHY peaKiiay

IIpovueanus
o TloHmxasaHe Ha KPBBHOTO HAEATaHE

PecnupamopHy, WMopaKkaHy ¥ MeEOUACHIUHAIHY HADVILEHUR
o ArmHoe

KooicHit ¥ ROOKOICHU HADYUIEHUA
o Ilpypatyc

Cr008uU HAPYUIEHUSA
e 3aueppaBaxe, XHNOTOHHI, TpoMBGoeMOOIHYHH HAPYIICHAS

MHoro psaaxo aHaduiakTHiEd H aHadUIaKTOWIHE peaxuyi MOraT Ja Ce DOABST Clel
posTopHO mpuioxenue Ha TISSUCOL KIT, cucTeMHO NpHUNOXKEHHe Ha aNpOTHHEHH W/
F3RECTHA CBPBXYYBCTBHTEIHOCT KbM ANPOTHHWH, aKO He ¢ IPHIoKCHA npodHIaKTHIHA
IPEMEKAIIFAL.

JlopH KOraTo IOBTOPHOTO NPHIOKCHIE Ha TISSUCOL KIT e nioseceHo Bodpe, HOCIEABAITIO
npmnoxkesue pa TISSUCOL KIT mid cHCTEMHO IIpHJIOKEHHE Ha alpOTHHHMH MOrar za
FOBEAT A0 TOKKH  asaQMRAKTHIHA — POakiHH. CaMIOTOMHTE, CBBp33aHH C
aneprugnn/aHa(IIAKTIHIRE peakiliy, BKIIOHUBAT 3a9€pPBABAHS, ypTuKapud, cxpoesk, ranexe,
OHMKaBAHE Ha KPBBHOTO HAJSTaHe, TaXHKapius HIH Opamukapius, 3anyx, TexKa
XUHOTCHCHS B aHadHNaKTHICH IOK.

B cayuait Ba anaHAIaKTHYHE PEAKIH IIPHIIOKERRETO TpsOBa Ja ce CIpe U [a C& JPHIOKAT
CTIEIHEA MEPKH CTIOPEZ ChBPEMEHHHTE NPETIOPBKH 38 JICICHHES Ha HOX.

B MHOTO PEJIKH CIyyay Te3H Peakiyy Ce NOABABAT HPH NAHeHTH, IoydaBaiiy aupOTHHHH
i TISSUCOL KIT 3a nspeH OBT.

TISSUCOL KIT me TpsfBa ha ce HpuMiara HETPaBacKyJapHO IOpajH pHCK OT
aHAQUIAKTHYHE peakuHy w/ann Tpom6oeMOOIHIHM YCIOKHEHHH, KONTO MOraT Aa
6naar xusoresacpamapamp. TISSUCOL KIT TpabBa fa 6bAe NpHIaran ¢ NOBHIICHO
BHHMAHHE Hali-Bede B ChPHEUHO-CHIOBATA XUPYPrAs, 32 Ja e HaMajgH /(0 MHHHEMYyM
pHCKA 0T HHTPABACKYJIAPHO NPHAOKCHHE.

Vimxexrapanero Ha TISSUCOL KIT B mMeku TBKAHA HOCH PHCK OT aHaPUAAKTOMIHEA
peaxins. CHeIOBATENHO TISSUCOL w/unn Thrombin pasteop Tpsbsa fa ce NPEiaTaicamo
soxanso. Jip mo6pe ofocHoBaBE cydan, 00ade, KOTaro € IOKA3aHo m;pre'ggﬁpa'ném Ha,
TISSUCOL w/umi Thrombin pastBop/s B ThKaHH, Tps0Ba fa ce H qé\"ﬁgﬁmﬂé}réjﬁ“-,“"
aHANN3 Ha OTHONICHWETO DHCK-TION3a BBB BCEKW OTAeNeH Ciydad (B x&? '1:931{&44%.:“;\
Crienpansy IpeRnasHi MEpKH). = I




3a urdopMalHs OTHOCHO BUpPyCHaTa 6e30IaCHOCT BIDKTS TOUKA 4.4.

4.9. Ilpenozupane
TISSUCOL KIT Ttp#6Ba Ja ce mpuiara caMe B TBHBK cioii. JebenmsAT CIOH MOXE Ja

[HORITAsE HEraTHBHO e(HKACHOCTTA HA IPOJyKTa ¥ POLeca Ha PAHEBO 03APABABAHE.
5. ®APMAKOJIOTHYHY JAHHA

5,1 @apMaKkoquHAMUYHH CBOHCTEA

(dapMakoTepalnepTiyHa Ipyna: Kpes ¥ KpbBOOOpA3yRalN OpraHy / aHTHXEMOparHiy /
BrTaMuE K B APYTH XEMOCTATHIM / KPHBHH KOaryJIalnosHH (haKTopH.
ATC kox: BO2BC

TISSUCOL KIT e 0HONOTHYHO ABY-KOMIIOHEHTHO JICITHIIO. Kommonentute (TISSUCOL
paztBop 1 Thrombin pasTBOp) Ceé CMECBaT IO BpEMe WM HENOCPEACTBEHO npesy
npuioxkenue (BHxTe T. 4.2:2. Haupan pa npmioxkenue). Tosa pogu Ao obpa3ysane Ha
suckozen Tissucol-Thrombin pasTeop, Ko#To 6Bp30 C€ npeofpasysa B 06sna, enacTHIHA
Maca ((UOpHHOBO JIENHNO), KOATO 37paBo ce CBbp3Rd KBM TBHKAaHMTE. LO3M mponec
HAmoNo6sIBa OCHOBHWIE €Talld Ha (H3HONOTHYHHMA IpOLEC Ha KPHBOCHCHPBAHE H CE€
M3TION3BA 33 NOCTHTaHE HA XEMOCTasa, 3a 3alielBaHe MM YILTETHABAHE Ha TBKAHATE H 32
HOAMOMATaHE Tpolieca Ha PAHEBO 3a3ApaBsBaHe.

IIponecsT MOKe fa Gp¢ HMIOCTpApaH 3pes clegHAaTa quarpama:

TISSUCOL ripax
S TISSUCOL
Aprotinin pa3Teop Pa3TBOP
TISSUCOL-Thrombin
— pasTeop
(TeueH)
Thrombin npax
e Thrombin
Calcium Chloride pasTBOp
pasTBOp
GuUOPUHOBC NIENUII0
(BTRLPIEHO)

5.2, apMaKOKMHCTHIHE CBOHCTBA

Korato KOMIOHEHTATS Ha (UODHHOBOTO IENHJO BIM3AT B KOHTAKT EJHH C IpyT,
NONUMepH3aNEsTa (NpPEBPHINAHETO HA dubpunoreHa BLB (uOpHE ¥ KPHCTOCAHOTO
cBbp3Bane Ha GuOpHHA) 3aN09YBA BEANATA M BOMHA 10 o6pasypaue Ha Mpexa OoT GuOpHHOBO
JICHHENO 33 HAKONKO CEKYHJIH.

B1rEpaeHoTo (PUOPHHOBO JEIHIO CC abcopbupa HAIBIHO B XOAA Ha IIponeca Ha PaHEBo
3a3paBABaHe

e
Tt e S

5.3 TipeaxauuIEHe Janud 3a 6e30HacHocT e
Tiopazs HEroBOTO €CTECTBO, KAKTO M CHICHMANHHS HatMH Ha IpHIOXKeHNe 1 %ﬁa%mmung
neficTeue (OGUKHOBEHO SNHOKPATHO, CaMO B H3BBHPCHH CllyHan TIOBTOPHO, #gnnomemeﬁa 2
Manky obemu; jokamHa edeKTHBHOCT), JHUICBAT NPeKHAHIIHA JiaHHA 3 sﬁfefzépaéfﬁbci‘"ﬁa: E:
TISSUCOL KIT mnps ocTpa TOKCHYHOCT, IONOCTpa H xponnm%‘a}}goxémoﬁ;;
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KAHIIEPOreHHOCT HAH CTHMYIHpaHe Ha MMYHRATa cuctema. Huto eiun OT MNPOTEHHHTE,
ChABpIKAMY ce B TISSUCOL KIT, xaxTo # KaJu{eBHAT XNOPH], HE IPUTEKABAT MyTareHHH
edeKTH.

TlpoyysanusTa IPH JKUBOTHH HIBXOBE MOKas3BaT, He TISSUCOL KIT ¢ Oesomaces 110
OTHOIIEHHE HAa JIOKaHa TOKCHIHOCT.

Bricoky mo3u anpOTHHHEH, HIDKEKTHpaHy¥ BCHOSHO TIPH fpeMeHHH IIIBXOBE, HAMAT
eMOPHOTOKCHYIEH HIIH TEPATOreHEH edexT.

6. PAPMALEBTHYHNA JAHHN

6.1. IlovompM BemecTsa

6.1.1. Homomuu cherapka B TISSUCOL npax
Human Albumin

Glycine

Sodium Chloride

Sodium Citrate

Tyloxapol (Triton WR1339)

6.1.2. TIloMoHA CHCTABKH B Pa3TBOpa Ha Aprotinin
Water for injections

6.1.3. Homonmuu cuerapku B Thrombin npax

Sodiurn Chloride

Glycine

6.1.4. IloMomHH CHCTABKH B Pa3TBOPa HA KaMHEB XJI0pUA
Water for injections

6.2. Ouspco-XUMHUIHHA HECHBMECTHMOCTH
JiexapcTBEHHAT TIPORYKT HE TpsabBa jia GIe CMECBAH C JIEKAPCTBEHH HPOAYKTH paziuHy OT

onmcanuTe B TOUKA 6.6.
TISSUCOL z Thrombin pa3TBopH MOraT A2 GbAaT ACHATYPUpPaHH [PH KOHTAKT C pasTBODH,
ChABIKAINE ATKOXOI, HOZ MM TEXKA METald.

6.3. Cpox Ha roauocT
TISSUCOL KIT mMa cpok sHa rogzoct 30 Mecena. CpoKBT Ha TOLHOCT € OTOCNA3aH BEPXY

OIaKoBKara.

OpzyunaTa ¥ XUMHUHA CTaOMIHOCT HAa TOTOBHTIC TISSUCOL u Thrombin pa3sTBOpH €
ycTaHoBeHa 6 Jaca Ha craiina TeMueparypa A0 37°C. Pa3TBOpeHHAT BEUE NPOAYKT HE TpsAOBa
2 ce BpbiNa OOPATHO 33 CHXPaHEHHE B XA IUTHAK.

6.4. CriempadHy YKA3aHHs 32 chbXpaHesue

TISSUCOL KIT TpsGea jma ce ChXpaHsdBa IpH TEMIEparypa OT 2° C no 8 C. Ha ce
cHXpawsdsa B OPHIHHANHATA ONAKOBKa, 38 Ja C& NPEATIash ot ceeTiiMHA. Ja He ce 3aMpasasa.

Ha ce chXpaHdaBa Ha MSICTO, HEAOCTHITHO 33 Aena. T
T t1

VS
{468 CBX

HaGopsT 3a pa3TBapsiHC ¥ NPHIOKCHHE (DUPLOJECT System) moxe
temueparypa oT 2° C 1o 8° C, xaxTo 1 Ha cTaiiHa TeMieparypa.




6.5. Janun 3a 0NIaKOBKATA

Buj HA BLPBUYHATA ONIAKOBKA:

Benuxn xommouerts Ha TISSUCOL KIT ce npeniarar B CTBEKICHH ¢IIaKoHH, OTTOBAPAIIH
Ha nauckpannsra #a Ph.Eur. dnaxorute, chabpxamyu TISSUCOL mpax ca ¢ marfuTHa
ObpKalKa.

DnaKOHHTe ca ChC 3anyllanky oT XallOreHO0YTHIIOB KayIyK.

Cpabpskanue:

Besxa onaxoska TISSUCOL KIT cyanpixa:
- 1 ¢naxox, ceaspxam TISSUCOL npax
- 1 ¢umaxon, cpaspram Thrombin 4 TU/m! mpax
- 1 dnaxos, cexspxant Thrombin 500 TU/ml npax
- 1 ¢maxoH, ceIbpRKaI Aprotinin pasTeop
- 1 dnaxoH, CHABPIKAIT XKANIHEB XTOPHJ| pA3TROP
- 1 pabop 3a pa3TBApAHE U NPHITOKEHHS

TISSUCOL KIT ce npeanara B onaxosks 0T (0,5 ml, 1,0 mi, 2,0 ml u.5,0 ml.

6.5.1. Habop 32 pasTBapaHe ¥ NPHIIOKCHHE

Beexksr HaGop CHABDIKA €NHH CTEPHNEH KOMIDICKT OT M3NCHHA 32 pasIsapiHe Tipu
HECTEDIWIHE YCHOBHSA W EMMH JBOCH CTCPUNCH HAOOp OT H3JEINA 32 HPHIOMEHHC npH
CTEPHUITHHE YCIOBHA.

Ha6opsT 3a pasTBapsiHe CHIBPKa 2 eNHOKPATHH HITIH M ClHa e/IHOKpaTHa CHPHHIIOBKA CBC
CHHS CKaJa H ef(Ha CIIPARIOBKA C YepHa CKaa.

HabopET 3a IPHIOKEHHE C& CHCTOM OT 2 eTHOKPATHH WITIH, €fHA €IHOKPATHA CIIpHHIGBKA
ChC CHHf CKalla H eIHa CIPHHICBKa C 4epHa ckana, e DUPLOJECT Kimmic 3a nse
COPHHIIOBKH, 2 CBBP3BAlH CHCTCMH U A anIUKANAORHE HITH.

IleTaitnute OTHOCHO PasTBApIHE K MPHNONKCHUE BIDKIC CHOTBETHO B pasicna 6.6 Yxazanus
aa gapomsBane U 4.2 Haupay 3a NpHIOXKEHHAE.

HabopsT 3a pasTBapsiHe ¥ NPUIIOKEHNIE (DUPLOJECT System) e cicpriics H alKPOreHEH B
3aTBOpEHA i HEYBDECHA ONIAKOBKA ¥ € CTEPHIN3HPAH C CTIJICHOB OKCH]I.

Camo 22 eqHOKpaTHA ynoTpe6a. Jla "e ce cTepiin3upa noBTOpHO!
J{oNBIHWTENHE YPEAW, CBBp3aHE C MPUIOKEHUETO Ha TISSUCOL KIT, xouto ce

npenanarar or BAXTER:

TISSOMAT KoHRTpOIIHO YCTPOHCTRO 32 ABMIKEIIHSA a3 ras ¢
BKITIOYBAM IENaj, MAHOMETBP, PeXyI[Hpall BEHTHI U
Tps0a nox Hallsrate

SPRAY SET Crepuiita €JHOKpPATHA CHCTEMA, CHCTOSAIA C& OT
cTepuiicH QHITED, CBEP3BAMA TpsOa v mBa crpeii-
HaKOHEYHHKA

DUPLOCATH APPLICATION CTepuiiHH, CEHOKPATHYE ATIKMKAOEHY KaTeTpH

CATHETERS

s 228 Ymma
e R
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DUPLOTIP APPLICATORS



6.6. Yiazanus npH ynorpeoda
TIpuroTBsiHe Ha KOMNOHEHTHTE

TIpenu pasTBapsHe Ha KOMIIOHEHTHTE Ha (puOPHHOBOTO JIENHIO Kay¥yKOBHTE 3aIlyIiallKy Ha
BCcHYKY (DNAKOHH TPSOBa Aa e Ne3HAQEeKIIpaT.

1. Hpurorsane aa pasteop TISSUCOL (1lxpea KOMHOHECHTA)

TISSUCOL mpax ce pasnsépz .C_ Aprotinin pasTBOp OT 3000 KIU/ml 3a ma ce monydu
TISSUCOL pasteop. 3a jia ce IOCTHIHE 110 - HECKA KOHUEHTpalis Ha AUpOTHHUH, Aprotinin
pAasTBOP CE PA3PEeR/a ChC CTEPHITHA BOA2 38 MHKCKIH-

BaGenekka: 3a zanenBaHe Ha HepR / YNABLTHABaHE Ha HEBPOZHACTOMO3W  Ce  HIMONSEA
KoHUEHTpalus Ha Aprotinin ot 100 KIU/ml. 3a nonyuaBaHe Ha Ta3y KOHUEHTpaLus ¢
paspexcaa 0.2ml Aprotinin ¢ 5 ml Bofia 32 HHKEKUHH.

Koraro ce 3ambmpar KocTHH AedexTH cbC cMec OT (HOpHHOBO IEHANO H CHOHIHO3A,
anpOTHHAH OOHKHOBEHO HE CE nobaps. Paztrapsuero Ha TISSUCOL mpax ce mspbpiIBa C
HeoGXOMMMOTO KORHIECTBO BOAA 32 HHKCKIHH.
ViMa nBa OCHOBHH Ha9YMHA 34 Pa3TBAPSHE Ha TISSUCOL npax:

1. Karo ce usnonssa FIBRINOTHERM, ypex 3a 3aTonnsse u OEpKase.

2. Bns Boana Gams mpu Temieparypa 37°C.

PazTBapsHe Ype3 H3NO0J3BaHe HA ypeabT FIBRINOTHERM:

Ypensr FIBRINOTHERM 1onmbpxa IOCTOsHHA TeMIEparypa 37°C. To#l cpmmo Taxa

CKBCsBA BPEMETO 334 PasTBapAHE HA TISSUCOL mpaxX moCpeAcTBOM MarHWTHATZ OBPKanKa,

CHABPXKAINA Ce BbB BCCKE {(MIAKOH © TISSUCOL npax. bepkankara c¢e BepTH OT MATHUT B

ypena FIBRINOTHERM.

1. DnaxourTe, CHOLPKANM THODUIH3APAHUA TISSUCOL mpax 1 pa3tsop Ha Aprotinin ce
J0CTaBAT B CHOTBETHHTE IIO pasMep OTBOPH Ha FIBRINOTHERM ¥ ce BximrouBar (C
TOMOLUTA Ha OPamkeBOTO Komue). Vzyakea ce HOKATO CHTHAIHATE jamua IIpecTaHs Aa
CBeTH, KOSTO MOKa3Ba, Y€ YpeabT FIBRINOTHERM e mocturuan 37 °C. @nakoHATE €
3aTOIUIAT 34 OKOJIO NECET MAHYTH.

2. PasteopsT Ha Aprotinin ce IPexsppii BbB (naKona, CHIBPKAIN NHOGQHETE3HPAHNL
TISSUCOL npax, Kato ce H3Toji35a e/iHa Hrla  CIPUHNOBKATA CHC CHHA CKafla, KOSTO €
BKTIOUCHA B eJVHEYHES HA0Op 3a pa3TBapsHe.

3. dpaxossT ¢ TISSUCOL npax ce noctass B Hal - INAPOKKS OTBOP Ha FIBRINOTHERM,
axo © HEoBGXOMHMO Ce H3MOoN3sa ajanTop. bepkankara ce BKIOYBA (ape3 3ENCHOTO
KOII4E) M ChABDXKAHKUETO Ha (iakoHa ce pa36BpKBa B nposmxeHne Ha 8-10 MUAYTH.

Pazrsapsse aa TISSUCOL npax ypes H30I3BaNe Ha BOAHA Oans:

e ®naxonure ¢ Jmopumsnpasus TISSUCOL mpax u Aprotinin pa3TBop Ce 3aTOIIAT
oxono 10 mMuuyrn ma BogHa OaHs NIpH TeMmneparypa 37°C. (Jla HE ce 3aTOILIAT IIPH
TeMueparypa no-sucoka ot 40°C). .

e Aprotinin pa3TBOp C& HPEXBBPII BBEB ¢naxona, cpaspixam TISSUCOL npax, kato ce
HA3NON3RA HA Wria H CIPHHIIOBKATA ChC CHHA CKana, BKIIOYCHa B CTCPIIHHA Habop

3a pasTRapsHeE
o ®naxonsT ¢ TISSUCOL mpax ce Bpsia OTHOBO BbB BojHaTa OaHs IpH 37°C 3a OxOlo

eiHA MUHYTA. LR

N ot

e IaKOHHT cE pa3KAapia CHEPrHYHO ¥ 334 KPATKO BpeME Hpes3 KPhIOBH -JBIKCHIS, HO
6e3 mpexoMepHO oOpazyBaHe Ha ILFHA. DIAKOHET ce HOCTABH: QOPATHO BEHB B‘\é; o]

Ganst 7 IEpUOIIHO CE NPOBEPSBA 32 NBIHOTO MY Pa3TBapiie | biiTe “JaGenesiical
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3aBenexka: B cayuaii, ye Hama aa Objie U3MNOA3BAH BEQHAra, FOTOBHAT PasTBOp Ha TISSUCOL
Tpabea na Gbje ocrased Ha 37 °C Ge3 pazObpKeaHe. 3a DOCTUI2HE HA XOMOTEHHOCT
GbpKaNKaTa Ce BKIIOYBA CHBCEM 34 KPaTKO MPEAW H3TETNIAHETO HA TISSUCOL
pa3rTsopa ChC CMPMHLOBKATA CbC CHHS CKaNa, BIJHOUSH2 B CTEPUIHNA Habop 3a
FIPMIIOJKEHHE.

Bupary na ce nposepspa jamw TISSUCOL npax ¢ HalbiIHO PasTBOPEH: pasThap:iteTo e
[TLIHO, KOraTo HE CE BEOKAAT HEpasTBOPEHH YACTHIM CPEIlYy CBETAMHA. Tlpu Hanmuwe Ha
gacTrIH, GUAKOHET ce nocTass na 37°C 32 omme HAKOIKO MHHYTY K Pa3TBOPET ce pa30bpKBa
KaxkTo NpenH.

B ciyuaii ue HsiMa ja Obe U3NON3BAH BEAHArA, TOTOBHAT pasIsop TISSUCOL 1psabea 1a
6nae ocraped Ha 37°C. 3a ja OCTHTHETE XOMOIEHHOCT, (IIaKOHET ce paskilama JeKo 4pe3
KPBIOBH ABHIKCHIS IPEAH TISSUCOL pasreop za Obie H3TerlieH CbC CHPUHIIOBKATa CBC
CHHS CKasa, BKIIOYeHa B ABOMHI CTEpAIIeH Habop 32 HPHNOXEHHE.

Torosust TISSUCOL pa3tBop ce H3Teris OT (IaKoHa P CTEpHAHH YCIOBHA.

IL. ITpureregue va Thrombin pa3Teop (Bropa Kommoaenra)

B 3aBECHMOCT OT Be0HX0MMATa KOHICHTpaNKs Ha TPOMOWH, CHABPIKAHKMCTO Ha ¢maxoHa C
pasTBOp Ha KAIHEB XJOPHA Ce TPEXBHPIA HIH BHB duaxona, corbpxam Thrombin 500
(6Bp30 BTBBpIsABANE) WIH B TO3M, CHABPRKAIL Thrombin 4 (6aBe0 BTBBpAABaHE). H3monspa
ce BTopara HIJNA H CIPHHIIOBKA C YepHA CKaJia B €AHHMTHIS CTCPRICH gabop 3a pa3TBapsdHe.

IIpaxoofpasHHEAT MarepHal ¢e pa30EpKBa 32 KPaTKO M CHEA TOBa Thrombin pasrBOp ce
moctans Ha 37 °C no nerosara ynorpeba. llpeny ynoTpeba u3rernere Thrombin pa3TBOp OT
Qakora, kKaro H3ION3BAaTe BTOpara HIGia ¥ CIPHHIOBKA C gepHa CKaia, BKIXOYCHA B

JIBOBHMS CIEpHIIeH HabOp 3a IPHIOXKEHAS.

3adenexKat CUpHHUOBKWTE H MIJIMTE, M3NON3BaHY 3a PasTBApAHC Ha CiHaTa ChCTaBKa He
Tpsa6Ba fa ce KW3MON3BaT 3a paspexnaHe Ha Aprotinin pasTsop unu 32 BPUroTBAHE
Ha Apyrata ChCTaBKa, ThH KATO TOBA MOXC ha AOBEAS [0 BIBBPAABAHE HA TO3H
KOMIIOHEHT BBB (1aKOHa KM CNIPRHLOBKATA.

Vaamo:kaABaHe HA H3N0A3BaNNTe NPOAYKTH
Beexy HeH3moN3BaH NPOyKT Tpsabsa Ja Oble YHANOKEH B CHOTBETCIRAC C HAIHOHAIHATE

ykazapds 3a paboTa ¢ OTHATBIIH.

7. UME 1 ATIPEC HA IPUTEXATEJISI HA PAZPEIIEHNETO 3A VIIOTPEBA.

BAXTER AG
Industriestrasse 67
A-1221 Vienna, Austria

8. PETUCTPAI[IOHEH HOMEP B PETACTHPA O 4. 28 OT 3JICAXM.

9, TATA HA TBPBO PA3PEIIABAHE 3A VIIOTPEBA HA JEKAPCTBEHUA
HPOAYKT.
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10. HATA HA IMOCJENHATA AKTYAJIM3ANNAS HA TEKCTAL" -
Asryct 2004 / i
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