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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
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i P HUME HA JIEKAPCTBEHUA IMTPOJAYKT
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2. KAYECTBEH H KOJIMMECTBEH CHCTAB
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I ml chabprka: 100 mg TpaHekcaMoBa KucenuHa (tranexamic acid).

3a MbJIHUA CITUCHK HA MOMOLLHUTE BELIECTBA BHKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA

HrxekuuoHeH pa3rBop
[Ipospauen, 6e3useren pazreop, pH 6.5 1o 8.0.

4. KIMHHUYHHA JAHHHA

4.1. TepaneBTHYHH NMOKA3AHHSA

[lpounakrika M neyeHHe Ha KPHBOW3NMBH, IB/DKALUIM Ce HA TIEHEPAIM3MpaHA WM
NoOKaJIn3upaHa (puOpHHOIN3a NMpH BB3PAaCcTHH H Jiella Haj | rojuHa.

CneunduyHuTe NOKa3aHHs BKIHOYBAT:

- KpbBOM3/IMBH, IPUYHHEHH OT reHepaIM3upaHa WiH JIoKaJu3HpaHa GUOPHHOIM3A KaTO:

# MeHoparus 1 MeTpoparus;

s CTOMAaLLHO-YPEBHO KbPBEHE;

& XeMOpardyHd HapyuieHHs Ha THMKOYHUTE MbTHLIA, BCIEACTBHE ONeEpal{s Ha
npocTarara Wik XUpyprudHy NpoUeaypH, CBbP3aHH ¢ MUKOYHHTE MbTHULIA.

- Onepaums Ha yuiu, HOC, rbpJio (aISHOUIEKTOMHUS, TOH3UIEKTOMHS, 350HH EKCTPAKLIMK):;

- | “'HEeKOIOrHYHK onepaLyy WK HapyLIEHHs OT THHEKOJIOTHYEH MPOH3XO0JI;

- Omnepauus Ha rpbAHHMS KOII M KOpPEMHA ONepauys ¥ JPYrH TOJEMH XUPYPrHYHH
HMHTEPBEHLIMH KaTO ChbPACYHO-CH/I0BA ONEpPaLIHs;

- JleueHnre Ha KPBBOM3IHMB B pe3yiTaT OT NMPHIOKEHHE Ha (HOPHHOIHTHK.

4.2. 103MpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa

Bw3pacmnu

OcBeH ako He € IpeaNnucaHo ApPYro ce Npernopb4YBaT CJIEIHUTE N03H:

1. CranpapTHo eyeHue Ha pudOpHHOIM3A:

0,5 g (1 amnyna or S ml) no 1 g (1 ammyna or 10 ml unu 2 amnynu ot 5 ml) Tpanekcamosa

KMCEIMHA KaTo OaBHa MHTpaBeHO3Ha MHKeKuMs (= 1 ml/ MUHYTa) ABa 10 TPM MTBTH THEBHO.

2. CraHaapTHO IeYEHHE Ha reHepaiu3upaHa GUOpHHOIH3A:
I g (I amnyzna or 10 ml wnm 2 amnynu or 5 ml) TpaHekcamMoBa KMcenuHa kaTto OaBHa
HHTpaBeHO3Ha MHXeKIMs (= 1 ml/ MuHyTa) Ha Bcexu 6 10 8 yaca, ekBuBasieHTHO Ha 15 mg/kg

TCJIACCHO TETIJI0.

bvbpeuno yepescoare
[Ipu ObOpeyHa HenOCTATBYHOCTMMA PHCK OT KyMYJIMpaHe, Mopaad KoeTo yrnorpebara Ha _—
TPaHEKCaMOBa KMCETWHA € NMPOTHBONOKA3aHa MNPH TAlMEHTH C TeXKO OBOpeYHO yBpex
(Brkre TOuka 4.3). Ilpu maumeHTH C neko A0 ymepeHo OBOpeuHO yBpexXIaHe I




TPAHEKCaMOBA KHCENMHA TpAOBa na OB NoHMAEHAa CNOpPEefl CTOMHOCTHTE HA CEPYMHHA
KPeaTHHHH:

CepyMeH KpeaTHHRH ! 033 1.V. Iipanoxenue

ol/l mg/10 ml
120 oo 249 1,35 oo 2,82 10 mg/kg TenecHo Terno | Ha Bceku 12 qaca
2,82 1o 5,65

250 no 500 10 mg/ke TenecHO TErno I-[a BCEKH 24 Yaca

> 500 Ha Bcekn 24 uaca

Yepnodpobno yepesicdane
He ce m3uckea aganTipane Ha fo3aTa NpH NalHEHTH C YePHOAPOGHO YBPEKIaHe.

Ileduampuvuna nonyaayun
Ilpn aetia Hag 1 rofmHa, 3a onoOpeHHTe KBM MOMEHTA [IOKa3aHME, MOCOYEHH B Touka 4.1,

Aozara ¢ B pamknte Ha 20 mg/ kr nueswo. BoOpeks Toea, JaHHMTE 3a eHKAcHOCT,
JO3MPOBKa H DE30NACHOCT MPH Te3H MOKA3aHHA ¢a OrPaHHYEHH.

EpvkacHoCTTa, n03HpOBKaTa W 0€30MACHOCTTA HA TPAHEKCAMOBATA KHCENIHHA NMpHa Aeua,
MOAJA0KEHH Ha ChpACYHA OIEpalMia, He ¢a HANBAHO VCTAHOReHH. HanuduHHTe KbM MOMEHTa
JAHHH €A OrPAHMYEHH H cd ONFCaHH B TOYKa 5.1.

Hapeenmu 6 cmapyecka sv3pacm |
He ¢ Heobxonumo MOHHMABAHE HA H034T4, OCECH 4KO HE ¢4 HAMHYHH AOKAZATENCTBA 14

OBOpeUHa HEOCTATHYHOCT. |

HauuH Ha IpHNoXKEeHHE
HauHHBT Ha NIPHIOKEHHE € CTPOTO OrpaHHYeH 10 JaBHA MHTPABEHO3HA HEDKEKLIHA.

TPAHEKCAMOBA KHCEJINHA TPSIEBBA JA CE IIPHIAIA CAMO
HHTPABEHO3HO m e TpsifBa Ja ce NpHIara METPATEXANHO HIH eNHAYPATHO* (BK.
TO4UKH 4.3 1 4.4).

3A A CE HAMAJH PHCKBT OT JEKAPCTBEHH I'PEHNIKH C JIETAJIEH
H3IXOA HOPANTHA HEITPABWIEH ITBT HA BBBEXKAAHE HA TPAHEKCAMOBA
KHCEJIHMHA, HACTOJATEJIHO CE IIPEIIOPHRYBA A CE INOCTABAT
OBO3HAYMEHHA BHPXY CIIPHHIOBKMTE, CHABPXKAIIA TPAHEKCAMOBA
KHCEJHHA (Bx. Touxn 4.3, 4.4 u 6.6).

4.3. IIporHBonoxka3anus

CBBPXYYBCTBHTEIHOCT KBM AKTHBHOTO BEINECTBO MITH KBM HAKOE OT NOMOLLENTE BELIECTRA,
H30pOCHH B TOYKAa 6.1,

OcTpa B€HO3HA HWIH apTepHanHa TpoMGoza (BHxTe TouKa 4.4).

CheTosIHHE HA (pHOPHHONIH3A ClTeA KOHCYMATHBHA KaOTYNOMNATHE, ¢ M3KMOUYEHHE HA TE3H C
AOMHHHPAIO AKTHBHpaHe HA GHOPHHOIHTHYHATA CHCTEMA ¢ TEXKKO OCTPO KLPBEHE (BIKTE
TOuka 4.4).

Texxo 6u6peuno yBpexaane (puck 0T KyMyaHpaHe).

AHaMHe3a 33 I'bpUOBE.

HurpatekanHa, enmoypanHa, MHTPABSHTPUKYJIAPHA HHMEKUMA M HHTpalepeOpatHo
IPUNOKEHNE (PUCK OT MO3BYEH OTOK W TPUOBE H CMEBPT).

4.4. CheHmHANHH DpeAyNpexAeHA H NPeINA3HE MePKH NpH yonoTpeta

CACIBaHH.




* MeTpaBeHO3HHTE HIDKEKIMK TPADBA A4 C¢ IIpHIaraT MHOro OaBHo,
* TpanekcaMmoBara KHCeNTHHa He Tpabsa ga 6pAe Npuiarada HHTPaMyCKYITHO.

PHCK OT JeKapcTBeHH MPEINKY MOpaal HENMPABHIEH IbT HA BEBEKIAHE

MenokanpoH e caMO 32 MHTPaBEHO3HO IpHAGKEHHE. HHTpaTeKamHOTO, eNMIypalHOTO,
HHTPaBEHTPHKYNAPHOTO W HHTpanepeOpalHoTO mpHIokeHHe Ha MenokanpoH €
MPOTHBOIMOKA3aHO (BX. Touka 4.3). Iloayuenm ca cbODIHEHHA 33 CEPHO3HM HEXKelaHH
PCaKiHY, BKIIOYHTENIHO JIETANHH ChOMTHA, MPH HHTPATEKATIHO TIPHJIOKESHHE 10 HEBHHMAHHE
H4 TPAHEKCaMOBa KHCENHHA. Te BKMOUBAT CHWiIHA Oonka B repda, CENATHINETO H AOIHHTE
KpalHHLKH, MHOKIOHAJIHH H FeHEPAH3HPaHH I'bPUOBE H CHPACUHHE APHTMHHU.

Tpabsa ma ce of0pruia ocobeHo BHMMaHHE, 33 A3 C& TapaHTHPa OPABWJIHHAT NHT Ha
BbBEXKNaHE HA MepoxanpoH. MeguiHCkHTEe celManmicTH TpaOBa aa ObAaT uHpOpMHpaHH
OTHOCHO CHUIECTBYBALllA BEPOATHOCT 3a 0OBpkBaHe Ha MenokanpoH ¢ ApYTH DpPOAYKTH 34
HH)KEKLIMOHHO NPWIOKEHHE, KOSTO MOKE Ja NOBEJe 0 HHTPATEKANHO NPANGKESHHE IO
HesHUMaHHe HaMenokanpoH. Toea BKIKYBA MO-KCHKPETHO HHKEKLUHWOHHHUTE JICKAPCTBEHH
GopMH 33 MHTPATEKaTHO [PWIOCKEHHE, KOUTO MOXe Aa OBJAT M3ICAIBAHH 3a€IHe C
TpaHeKCaMOBAa KHCEIHHA 110 BPEME Ha ChIlATa NpoLenypa.

Brpxy CHOpHHIOBKHTE, CchObpXalld MepmokanpoH, tpabea na Owmge acHo obo3HaueH
HHTPABCHO3HHAAT [THT Ha BbREKIAHE,

[Lpuose | |

Cpobl1aBalH Ca CIIy4ad Ha I'bpYOBE, CBBPIAHM C JICYEHHE C TpaHEKcaMoBa KrcenHHa. IIpu
onepanm 3a aprepuo-koponapeH 6aiinac (CABG) meoepedero OT T€3R ¢Tyuan ca cpodiIaBaHy
CJiel MHTPABCHO3HA (1.V.) HHXKEKLMA HAa BHCOKHM [I03H TPAHEKCAMOBa KHcendHa. [Ipu
yIIoTpeda Ha MpenopbUNHTETHATS NO-HUCKH 034, YECTOTATa HA NOCTOMEPATHBHH I'BPUOBE €
MICHTHYHA C Ta3H NIPH HeNeKYBaHH MALHEHTH.

3pHTENHN HAPYILEHHS

Heobxonumo e BHUMaHHE 32 BB3MOKHH 3PHTS/IHH HAPVIIEHHS, BKIIIOYHTE/IHO YBPEKIaHe HA
3PEHHETO, 3AMBINIEHO 3PEHHE, YVEPEICHO LIBETHO 3PEHHE M, aKe € HeoOXOMUMO, JeUEHHETO
Tpabea jga Owae npeveTaHOBeHO. IIpH HENpPeKhCHATA MNpPOIL/DKMTENHA ynorpeba Ha
TPAHSKCAMOBA KHCENMHA MHXKEKLUHOHEH pasTBOpP Ca IIOKA3aHH PEOOBHH OMTAIMOIOTHYHM
Mperfean {pernead Ha OYHTE, BKIIOUHTEIHO 3PHTENHA OCTPOTa, UBETHO 3pEHHE, OMHH ABHA,
IPUTENHO NONS W Ap.). B cnydyad Ha naTojlOrHUHH OQTANIMONIOTAYHM NPOMEHH, OCODEHO
3a00NgBaHHid Ha pETHHATA, NEKYBAIIMAT Jekap TpadBa Oa [peleHH HeoOXoauMOoCTTa OT
ORATOCPOYHO JIEYEHHE ¢ TPAHEKCAMOBA KHUCEIHHA HHIKEKUMOHEH pa3TBOP [pd BCEKH
HHAWBHOYAJIEH CIYYaH.

XeMaTypus
B criy9ail Ha XeMaTypHA OT FOPHHTE MHKOYHH [TBTHILA HMa PHCK OT YPETPAIHA OOCTPYKLHA.

TpomboemMOOIHIBEM
IIpean ynmoTpeba Ha TpaHekcaMoOBa KHCEIHHA TpAOBa Ja ce OLEHAT pPUCKOBHTE (hAKTOPM 34
TpOMOO-eMOonMTHYHU 3a00mAeanuA. [IpH MaLMEHTH ¢ aHaMHe3a 3a TpoMOo-eMOOMTMTHYHH
3a00NABAHAA WM NIPH TE3H ¢ MOBHIIECHA YeCTOTA HA TPOMOO-eMOONHTHYHH CHOHMTHA BLB
¢amunHaTA aHAMHE3a (DAUWEHTH C BHCOK PHCK OT TPOMOODHIHA) TPAHEKCAMOBAa KHCEIHHA
HMIDKEKIIHOHEH pa3TBOp TpsAORa a4 ¢e MpMnara €AHHCTBEHO, aK0 € HaIMYHO CTporo
MEIHALIMHCKO TIOKA3aHHE, CNEl KOHCYJNTALMA C JIEKap, OIIHTEH B XEMOCTa3¢ONOrHATA, H N0/
CTPOTro MENHIHHCKO HabmoneHHe (BIbkTe TOUKA 4.3).

TpanexkcamoBa KHcenrHa TpaOBa Aa ce IIpMnara ¢ BHHMaHHe IPH [aUHEHTH, KOWTO [pH
[epOPANHH KOHTPALECNTABH, NOPaAH MOBHIIEH PHCK OT TpoMbo3a (BHKTE TOUKE 4.5).

JHUCeMUHKpaHa BETPECHI0Ba KOAryaallyg




[TauueHTUTE ¢ JUCEMHHUpPaHa BETpechAoBa Koarynauua (DIC) g nosevero cirydau He Tpaba
na ObaaT NeKyBaHM ¢ TpaHeKcaMoBa KucenuHa (BHKTe Touka 4.3). AKO € npHiarasa
TPAHEKCAMOBA KHCE/IHHA, MPHIOXKEHHeTO TpAORa fa Objec OrpaHMYeHO N0 Te3H NAllUeHTH,
NPH KOMTO MMa NOMHMHHPAIIO aKTHBHpAaHe HA (PUOPHHONIHMTHYHATA CHCTEMA C TEXKKO OCTpO
KbpBeHe, Ilo OTHOLIEGHHE Ha XapaKTePUCTHKMTE, XEMATONOTHYHUAT npodmn ce aodauKkaBa
A0 CIIEOHOTO. CBKpaT€HO BpPEeMe HA JM3HpaHe Ha eyrVIo0YNUHOBHA CBCHPEK, YABIDKEHO
nNpoTpoMOHHOBO BpeMe, MOHHXKEHU IUIa3MeHH HuBa Ha ¢HOpuHOreH, daxtopH V H VIII,
IU1a3MHAHOreHGUOpHHOMIM3MH U anda-2 Makporio0yIHH, HOpMAIHH [1a3sMenH Hipa Ha P u P-
KOMIUIeKC, T.e. pakropu II (nporpombun), VI 1 X; noBHIIEHH IIa3MEHH HHBA Ha pa3liagHH
npoaykTH Ha ¢uOpuHoreHa, HopmageH Opoii TpomOorutH. ToBa mpemmonara, 4€ CAMHAT
cTaTyc Ha MOMIeKaIIoTo 3afoifABaHe HE MOAMGHIMpa pPa3NUYHHTE ENEMEHTH Ha TO3H
npoduwi. [IpH TakuBa OCTpH CBCTOSHMA HECTO € JOCTATHYHA C€JAMHMYHA do3a OT 1 g
TPaHeKCaMOBa KHCENMHA 3a KOHTPOIMpaHE HAa KbpBEHETO. IIpHackeHHe HAa TpaHEKCaMoOBa
kuceauHa npv JAUK T1pabma ga Onge oOMHCIeHO caMoO, KOTaTo MMa HANHYHH MOAXONAA
XE€MAaTOJIOTHYHA J1abopaTopHa anaparypa H eKCIepTH3a.

4.5. BanMOZeHCTBHE ¢ /ApPYrH JIEKAPCTBEHH MNPOAYKTH H ApYrH ¢opMH HA
B3aHMOACHCTBHE

He ca nposexnaHd NOpoydBaHHsS 3a B3aumogeiicTeBue. EQHOBpEMEHHOTO JeuYeHHE ¢
AHTHKOATYJIAHTH TpA0Ba Ia cTaBa N0/ CTPHUKTHOTO HaDNIOAEHHE HA CMELHANCT, KONTO MMa
ONMT B TazH obnact. JlekapcTeeHUTE NMPOAYKTH, KOHTO NOBJIMABAT XeMocTa3arta, TpAOBa na
ObaarT npwiaraHd ¢ BHHMAHHE HA TIAUMEHTH, JIEKYBAHH C TPAHEKCAMOBA KHCEIIMHA.
ChliIecTBYBa TEOpETHMEH PHCK OT MOBMLUEH IOTSHUMAN 3a 00pasyBaHe Ha TPOMOH, KaKTO H
npu ectporedure. OcBeH TOBa, aHTHOHOPHHOIHTHYHOTO ACHCTBHE HA JIEKApPCTBOTO MOXKE Ja
6be AHTArOHH3UPAHO OT TPOMOONMTHYHHTE JIEKApCTRA.

4.6. PepTRIAHTET, OpEMEHHOCT H KhpPMEHE

XKenu ¢ Aeteponien NMOTeHIMAA TpAOBa Aa H3MOM3BAT eDeKTHBHA KOHTPALICILHA N0 BPEME HA
JICUEHHETO.

bpeMEeHHOCT
Hama pocraTpyHO KIHHHYHH [OAaHHH 3a ynoTrpebara Ha TpaHekcaMoBa KUCEIWHA TpH

OpeMeHHH >xkeHH. ETO 3amo, BBIOpeKkH Ye MOpOy4BaHMATA IIPH XKHBOTHW HE [OKa3BaT
TEPATOrCHHH €()EKTH, KaTO MpeafiasHa MApKa npH ynotpeba, TpaHekcaMoOBaTa KWCEIHHA He
¢e MpenopbyBa Mpe3 MbBPBUA TPUMECTLP OT OpemeHHocTTa. OrpaHHYeHHTe KJIIWHWYHH JaHHA
3a ynorpebara Ha TpaHeKCAMOBA KHMCeNMHA MpH Pa3NMMHU KIMHAYHM CIYYal Ha XEMOparus,
MO0 BpeMe Ha BTOPHSA M TPEeTHs TPUMECTELD OT OPeMEeHHOCTTa, HE MOKA3BAT BPEACH €QEKT 3a
¢eryca. TpaHekcamoBaTa kuceIMHa TpAORa 1a ¢€ W3NO/A3Ba 0 BpeMe Ha OPEMEHHOCT, CaMo
aKO OMaKBaHATA M0J13a ONMPABAABA NMOTEHIIUANIHHUA PUCK.

KnpMmene
TpanekcamoBaTa KHCETHHA CE EKCKPETHPA B KbpMarta npu xopa. [lopaas ToBa, KbPMEHETO HE
ce IpenopbyBa.

MDepTUanTeT
HaAMa KJIMHHYHH JaHHH 32 e(peKTHTE HA TPAHEKCAMOBATA KHCE/IHHA BbPXY QEpPTHIHTETA.

4.7. EdexTH BBEpXY cnocodHOCTTA 32 IIodapane H pabora ¢ MAIIHHHA

He ca mpomexaaHd nOpoyuBaHHMA IO OTHOMIEHHE HAa €(EeKTHTE BBPXY CHiocoOHOCTTa
modupane 1 paboTa ¢ MalIMHK.

4.8. HexeqaHn /leKAPCTBEHH PeAKIAH




Hexenaunte nexapcrseHM peakup, cboblIaBanv MNMpH KIHHHUHHTE TPOYYBAHHA H B
MOCTMEPKETHHIOBHA ONHT Ca TIOCOYCHH MO-A0NY CHopea KiacHPHKALHATA CHCTEMa Opral
Knac.

TabnuueH cnUChHK HA HeXKeNTaHHTe PeakIlHA

CHo0LIABAHHTE HEMENAHM peakuudd ca npeactTaseHH B TabiWuarta no-zony. Hexenanwre
peaknui ca onucaHu cnopel MedDRA knachduxaumsaTa cucremMa - oprad kiac. Bee Bosaka
OT IPYINTE IO CHCTEME OPraH Kiac HEXSTAHHTEe PeakiHH <a MoApeJeHH 10 4ecToTa, BEe
BCAKA OT FPYTHTE MO Y&CTOTA HEXENAHATE PEAKUHH Ca OpeOcTAEEHH B HHINOAALL peJ CrIOpeN
TEXHATA CEPHOIHOCT,

HecToTaTa € AHPUHMpAHA KAKTO ¢nelpa: Muoro vect (>1/10); Yeeru (217100, He <171(0);
Heuectn (>1/1 000, mo <1/100), C sewssecTHa yecroTa {(4eCTOTaTa HE MOMe na Onje
yYCTAHOBEHA OT HAJIMMHMTE JAHHH ),

MedDRA YeeToTa Hexenana peaknus
| CacreMa Opran Kaac ]
Hapymenusi Ha woxara H | Heyectn THYEH et
HOAKOMHATA ThKAH C HeU3BECTHA HECTOTA

CToMalEHO-9DEBHH Jnapus
HAPYUIEHNN IloBpeiaHe
l'agene

["'spuoBe, ocoDeHO B COy4YaH Ha

HEMpaBHAHa yOOTpeba (BHXTE
Touka 4.3 1 4.4)

3pHTEeNHH HAPYLUEHHS,
BKIKOYHTENHO HAPYIIEHO LBETHO
IPEHHS

CoLJ0BH HApYIIEARE ( HEHIBECTHA 4YecTOTa | HepasnoNoKeHHE ¢ XHMOTOHHY, ¢
mir Oe3 alaryda Ha cb3HaoHe
(obHKHOBeHO cnen TeBpAe OLp3a
HHTPABSHOIHA  HHMKEKDMA, no
H3KIHUEHHE CIEA  OSpOpPAIHe

Hapymeruss Ha HepBHaTa | C HEU3IBECTHA HECTOTA

CHCTEMA

Hapymesna Ha o4ATe  HeM3BECTHA YECTOTA

' IPUN0KEHHE)
- ApTepHanHa M1k BeHO3Ha |
Tpomba3a c pa3aHyHa
NOKATH3 AN HA
Hapymwenws HA dMyHHATA | C #eu3BeCTHA HecTOTa | Peakuny Ha
CHCTEMA CBPBXYYBCTBHTETHOCT,
BKJHOMMTEHO ABAD HIIAKCHA
Hapywenua ma 0nOpenure n | C HenipecTHa yzcTora | Octpa Oe0pedHa KopmRania
NHKOTHHETE D'bTHINA HEKPO33

Crobuiapage Ha NOACIHPAHH HEXKENIaHH PeaKLHK
CpobliaBaneTe Ha TOA03HPAHH HEXKENAHH PEaKLUMH Clel pa3jpeliaBaHe 3a ynorpeGa Ha
JIEKAPCTBEHHAA TIPOAYKT € BaKHO. [0Ba IO3BOJABA Fa MNPOABLKM HaOMKOJEHHETO Ha
CBOTHOLWICHHETO ION34/ PHCK 38 JiekapcTBSHUA NPOoAYKT. OT MEAHUMHCKHTE CIICLHHANHCTH Ce
M3HCKBA Na CROOWABAT BCAKA NONO3MPaHa HEXKENaHa peaxius Upe3 HANHOHANIHATA CHCTEMA
34 ¢rodLIaBaHe:

HanwnHurensa aresumd rno nekapcreara
yi. Rdaman ['pyes” Mo 8

1303 Codna

Ten.: +3502 89034 17

yebcaiT: www bda.bg




4.9. Ilpegozupane

He ca cpolLaBaHu cly4ad Ha NPeaO3HpaHe.

[Ipy3HauuTe U CHMIOTOMHTE MOTrarT Ja BKJIKOMBAT 3aMasHOCT, T1aBoDOjIME, XHIIOTOHHA H
['bPUOBE. YCTAHOBEHO €, Y€ IbPHYOBETE BH3HUKBAT ¢ MO-royiaMa 4YecToTa ¢ [MOBHIIABAaHE HA
A03aTa.

JleueHneTo Ha MpeAO3HpaHeTO TPAORa Aa Obae MOAXBPKALID.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1. dapMakoJHHAMHYHH CBOHCTBA

(dapmakoTepaneRTHYHE rpyna: AHTHXEMOParuvHH JISKapCTRa, AHTH(PHOPHHOTHTHLIM
ATC xox: BO2ZAAOQ2

MeXxaHH3bM Ha IEHCTBHE

TpaHekcaMoBaTa KHCENHMHA MPOABABA AHTHXEMOPArH4YHA AKTHBHOCT 4Upe3 MHXUOUpaHe Ha
GHuOPHHOIMTHYHHUTE CBOMCTRA HA TUIA3MHHA.

TpaHekcaMoBaTa KHUCENMHA C€ CBBpP3BA ¢ IUIA3MHHOTEHA M obpaszyBa KOMILIEKS;
TPAHEKCAMOBATA KHMCEJIHMHA €€ CBBP3Ba C IUTA3MUHOIEH4a, KoraTo ce TpaHc(hopMHpa B
[L1A3MHH. |

AKTHBHOCTTA Ha KOMILIEKCa 'rpaﬂemcamona KHCEJIHHA — [UIA3MHUH BbpPXY aKTHMBHOCTTa Ha
(buOpPHHA € MO-HHCKA OT CAMOCTOATENHATA AKTHBHOCT Ha CBOGOJHHS [LTAZMUH.

In vitro MpoyuBaHMATA IOKA3BAT, Y€ BHCOKH JAO3H TPAHEKCAMOBA KHCENHMHA MOHKABAT
AKTHBHOCTTA Ha KOMILIEMEHTA.

- KuHWYHa e(UKAcHOCT ¥ 6e30NacHOCT

[leauaTpyuyHa nomynanus

Heua Ha Bb3pacT Haa 1 roaMHa:

Jlureparypen npernes ycramoBsBa 12 mpoyusaHus 3a eMKacHOCT B NEAWATPHYHATA
ChbpleuHa XHpYprus, kowto BKmoueaT 1073 nena, or kouro 631 ca momyuasanu
- TpaHeKcamMoBa KHcenuHa. [loBeweTo OT TAX ca KOHTponupaHH cpeity mwiauebo. [poyusatata
NOMyJIalHs € XETEPOreHHa N0 OTHOUICHHE HAa BH3PacT, BHA XHPYPrud, CXeMa Ha NPHIOKEHHE.,
Pezynratire OT NpOYyYBaHETO C TPAHEKCAMOBA KHUCEHHA MOKA3BAaT HAMAJICHA KpbBo3aryba u
HaMaJicHa HEOOXOAMMOCT OT KPBBHM MNPOAYKTH B IIEAHATPHYHATA CHPACYHA XHPYpPrHf B
yCIOBHATA Ha Kapauo-nmyamosaneH Oakimac (CPB), xpaero HMa TMO-BEHCOK PHCK OT
KPBBOH3IHBH, 0COOSHO MpPH LIHAHOTHYHH MAIIMEHTH MK NallMeHTH, NOJI0KEHH Ha NOBTOpHA
onepauud. Hail-noaxoadina cxema Ha NPHUNOKEHHE CE OKa3Ba:

- mbpBOHavazieH fonyc or 10 mg/Kr cnen BEBEXKAAHE B AHECTE3HA H NIPEAN KOJKHA HHITM3HA,

- mpoABJKHTENHA HHGY3HA ¢ 10 mg/kT/ uac MM HIDKEKTHpaHE B OCHOBHHA pa3Teop 3a CPB
MOMIIATa Ha 1034, cbodOpazeHa ¢ CPB npoueaypara WM ¢ TerIoTo Ha MalHerTa Ha 103a ot 10
mg/ Kr WM crnopen obeMa Ha OCHOBHMA pa3TBop 3a CPB nommara, mocneaHo MHXXEeKTHpaHe
Ha 10 mg/ kr B kpas Ha CPB.

BorpekH, u¢ NpOYYBAaHETO € TNPH MHOro MajIbKk Opod TNalMEeHTH, OrpaHHuUe€HHTE JaHHH
MOACKA3BAT, Y€ TMPOABLKMTENIHATA MHGY3HA € 3a MpearnouvHTaHe, ThH KaTo NOIIBpAKa
TE€paneETHYHHTE TJIa3MEHH KOHLICHTPALHH 110 BPEME Ha OIcpaliMA.

[Ipy peua He ca NpoBexAaHN CHIELUPHYHH J03a-€(PEKT B (PapMaKOKMHETHYHH NPOYYBAHHUS.

52. @apMAKOKHHETHYHH CBOHCTBA

AbcopOums TTMKOBHTE IUTA3MEHH KOHLEHTPALMH HAa TPAHEKCAMOBA KHCEIHHA C€ JOCTHIaT

HAMAJIABAT B MYJITHCKCITOHCHUIHAJIHA 3aBUCHUMOCT.

PasnpeneneHue




[Ipy TepaneBTHYHH IUIA3MEHH HHBAa CBLP3BAHETO HA TPaHEKCAMCBATA KHCCIHHE C
[LTaSMEHHTE NPOTEHHH & OKOJO 3%, KaTo H3MIEXK/A TOBA C& NB/UKH H3LANO0 Ha CBBP3BAHETO U
C IUIa3MHHOTE€Ha. TpaHekcaMoBaTa KHCENHHA HE CE CBEP3BA OBC CEPYMHHI anOvMHH.
[TeproHaYanHHAT 00eM Ha pasnpeacncHue ¢ ok0a0 9 1o 12 nutpa.

TpanexcamoraTa KHCENWHAa NpeMHMHaBa IIpe3 [IUlalieHtrata. (Cnex  npuaoKeHWe H4
HHTPABEHO3HA HHkEKIHA OT 10 mg/ kr npu 12 OpeMeHHR EHH, CepyYMHHTE KOHIICHTpALIHH
Ha TPZHEKCAMOEA KHCENHHA ca Owmm B auanasona 10-33 pg/ml, nokaro Te3u B MbNHATA BpLE
ca Ownn B amanaszoHa 4-31 pg/ml. TpanexkcaMOBaTa KHCENHMHA MPOHUKBA 0BP30 B CTABHATA
TEUHOCT H CHHOBAANMHATA MeMbOpana. Cnen npHIOKEHHEe Ha MHTPaBeHO3HA MIDkekuua ot 10
mg/ Kr npr 17 nauweHTa, NOANIOKEHH HA ONEpPAUHA HA KOMAHOTO, KOHLEHTPALUMHTE B
CTABHATA TEYHOCT €A CXOOHH ¢ Te3H, HaOMOJABAHH B CBOTBETHHTE CEPyMHH TpoSH.
KOMICHTPAUMMTS W2 TPAHSKCAMOB2 KMCENHNHa B Penunad APyTH THRAHA € HaeT OT TEIM,
HabnaaBaHH B KPEBTA (KbpMa — €dHa CTOTHA; LepeOpOCcTiHHAIHA TEYHOCT — €Ha JeceTa,
BLTPEOYHA TEYHOCT — e0Ha Aecera). TpaHeKCaMOBA KHCEMHHA € OTKPMTAa B CEMEHHATd
TEUHOCT, KbACTC HEXHOHpa GUOpHHONHTAYHATAE AKTHBHOCT, HO HE [OB/IHABA ABMKEHHETO HA
CNEPMATO30H IHTE.

Ennmunupane |
EKkckpeunsTa € rIaBHO Ype3 YPHHATA B HellpOMEHeH BHA. brOpeuHara exckpeuMs qpes
riEOMepyiHa GUATpaUns € OCHOBHHAT ITHT Ha ¢/IAMHEHpaHe. brOpedHraT KIHPBHC € eHAKBE
¢ mnasMedHs xwHpsHC (110 go 116 ml/min). EKckpermsaTa HA TPAHEKCAMOBA KHCENHHA €
okosio 90% npez nepeuTe 24 yaca ¢ HHTPABEHOZHO NpHAokeHye Ha 10 mg/ xr TeslecHo
Terne. ENMMHHAOHOHHUAT NOIYXHROT HA TPAHEKCAMOBATA KMCENHHZ & NMpHONH3HTENHe 3
yaca.

Coeunansy DomynaEn
[InasmMeHKTEe KOHLUECHTPALMH CE EOBHIIABAT [TpA IALMEHTH C 0LDpeyHa HEQOCTaTBYHOCT.
He ca npoBexRIanN cenU{pHYHH PapMaxeKUHETHYHK TPOYYBAHHA [IPH OE1A.

5.3. IIpeAKTHHEYHH JAHHH 33 Oe30MaAcCHOCT

HekTMHUUHHTE TaHHH He NMOKA3BaT oCoOeH PHCK 33 XOpa Ha 0azara Ha KOHBeHLHCGHATTHHTE
(DAPMAKCIOTHYHH NPOVYBAHHA 33 0e30MacHOCT, TOKCHYHOCT [PH MHOIOKPATHO NpHiaraHe,
€HOTOKCHYHOCT, KAPLIMHOTEHEH MOTSHIIHAN H PENPOLYKTHBHA TOKCHUHOCT. HabmopaeaHa ¢

SIIHIIENTONCHHA AKTHBHOCT IIPH HKHBOTHH ¢ HHTPATCKAIHO IPHITOACHHC HA TPAHCKCAMOBA
KHCEMNHA.

6. CAPMAIEBTHYHH JAHHHA

6.1. CnEChK HA NOMOOIHHATE BeIIe¢CTBA
Boaa 3a WHKCKUHH
6.2. HecLEMECTHMOCTH

HaxexuMOHHHMAT pa3TEOp HA TpaHEKCaMOBA KHCEIHHA He TpaOBa Ja ce nobasd KbM KPLE 38
TpaHCY3HA WIKM KbM HHAKSKIHH, KOWTO CBIBPAKAT TICHHIILTHH.

6.3. Cpok ma rogaocT
3 TOMUHH
6.4. CrnenqHaNHH ycIOBHH HA ChXPAHEHHE

Tos3H NexapcTBEH MPOAVKT He H3HCKBA CNEeLMaHH YCIIOBHS HA ChXPAHEHHE.




6.5. DBan B coAbpAkanHe HA ONAKOBKATA

AMOYIH OT NPO3pavHO CTHEAO THN I, chaspxay 5 ml HkeklHoHeH pasteop. KapTonend
KyTHH ¢ 1)) aMmoynu % 5 ml.

AMITYIA OT Npo3payuHo ¢cThkno Tan I, chappkalld 10 ml wwkekunoHer pa3Teop. KaproHeHH
kyTHH ¢ 10 ammynu x 10 ml.

He BcuvkH BHAOBE ONakoBKH MoraT na OBAaT IIyYCHATH Ha nalapa.

6.6. CnemHa/JIHH NpeNNAMEH MEPKH NpH HIXBBEDJIRHE H paboTa

HeW:non3eaHuAT TeKAapCTBEH NPOIYKT MK OTTIATBYMHHTE MaTepHanu OT Here TpgORa jga ce
VIXBEPAAT B ChOTBETCTBNE © MECTHITE MRHCKBAHMA.

Ha MenaIIMHCKHTE CIMEeNHATHCTH HACTOSTEMHD CE [IPEIOPLYEA, KOTATO MIPOAYKTHT Ce HaTerns
OT aMIIynata Ja o003HAYABAT CHOPHHLOBKHTE ¢ MEZOKalpoH, Taka Ye HCHO [a Cé

MAEHTHOHUHP2 NPaBWIHUAT ITBT HA BLECKAAHE C LEN NMPEAOTBpATABAHE HA JIEKAPCTBSHH
MPEILIKH MO HEBHHMAHWE, KOTATo e IIPANAra HA MalHEeHTa.

7.  OPHTEXATEJ HA PA3PEHIEHHETO 3A YIIOTPEBA
Medochemie Ltd., 1-10 Konstantinoupoleos Str., 3011 Limassol, I{ane.p
3. HOMEP(A) HA PASPEIIEHHETO 3A VIIOTPEGA

Fer.I Ne: 20160156 .

9, JATA HA NBPBO PA3IPENIABAHE/ IIOJHOBSBAHE HA
PAVPETMERNETO 3A YIIOTPEBA

Jara Ha mmepse paspewuapade: 12 Mail 2016 T,
Jara Ha nocjienHo nogHoraBane: 27 Mai 2021 r.

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA
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