KPATKA XAPAKTEPUCTHKA HA IPOXYKTA

W3NLAHVTENHA ATERLIS NO NEKAPC BATA

1. HME HA JEKAPCTBEHHS IPOAYKT Kpamia XapaxmePUCITUAA A PagYma - flaudxcne

o pas, e 20200121

Cunopa 1 mg/ml xoRueRTpar 32 HHYINOHEH PasTBOP.
Sinora | mg/ml concentrate for solution for infusion

2. KAYECTBEH H KOJWYECTBEH CbCTAB

.....................

1 ml xoHueHTpar 3a HH(Y3HOHEH pasTBOp CHAbpAA 2 mg HOpajApcHANMH TapTapar {noradrenaline
tartrate), COTBETCTRAI Ha | mg Hopaapenanuy 6asa (noradrenaline base).

Bedka ammyna, Ceapxkama | ml KOHIeHTpar 3a urdy3HOHEH Pa3TBOP, ChHIBPKA 2 Mg HOpanpeHaTHH
TAPTApAT, COTBETCTBALI Ha | mg HOpanpeHamH Gaza.

Beaka aMiyna, chabpxama 4 ml KOHUEHTPAT 32 wRGY3HOHEH Pa3Teop, ChABPXKA 8 mg HOpaIPeHATHH
TapTapar, ChOTBETCTBAIN Ha 4 Mg HOpafpeHATHH Ga3a.

Beska aMIyna, ChAbpXama 5 ml KoHLeHTparT 38 wndy3HOReH pasTROp, ChRBPxa 10 mg HOpAIpeHAMH
TAPTApaT, CHOTBETCTRALL Ha 5 Mg HOPanpeHalHH ba3a.

Beaka ammyna, osgspkamia 10 ml  KoHUEHYpaT 3a unQysAoHER PpasTBOp, ChaRpka 20mg
HOpaIpeHaTHH TAPTAPAT, CHOTBETCTRAI HA 10 mg Hopanpenanun Gaza.

Koraro ce paspesn Crope NPEnopeKUTe, BCCKH mi cabprka 80 MHKpOrpaMa HOPANPEHANNH TapTapar,
exBUBATIEHTEH Ha 40 MHKpoOrpaMa HopaZpeHanaH 6asa,

TToMOmHE BellecTBA:

Beska ammyna, chmbpxkama 1 ml KOHUEHTpaT 32 uHbY3HOHEH PasTsop, cuaspka 0,14 mmol (um
3,3 mg) Hatpuil.

Besika amMnyna, chIbpkaina 4 ml KOHIEHTpaT 32 pHbY3INOHEH DA3TBOP, ChABPKA 0,57 mmol (nu
13,2 mg) Hatpwii.

Beska aMmyna, ChIbpkama 5 ml KOHUEHTpAT 3a nHGY3UOHeH Pa3TBOP, CHABPHKA 0,72 mmol (wm
16,5 mg) HaTpHil.

Besaxa amnyna, cbaspiama 10 ml KoRIUEHTpar 3a nHdy3HOHeH PasTBOp CBABPHKA 1,44 mmol (¥nu
33 mg) HaTpHit.

13 [rRJIHMS CIKCHK HA NOMOIHMTE BEIECTRA BIDKTE TOuKa 6.1,

3. JIEKAPCTBEHA ®OPMA

KORLUEHTPAT 3a HHAYIHOHEH PAasTBOP (CTepHIcH KOHRIEHTPAT).
BreTsp Ge3npeTeH pasTBoOP.

pH 3,0-4,5.

Ocmonapurer: 275-305 mOsm/kg

4, KINHWYHH JAHHU

4.1 TepanepTHUHM NOKAIAHKA

TMoka3aH NIpH PE3PACTHY NANKEHTH 38 YnoTpeGa Karo Cheillka MApKa 3a BHICTAHOBABAHE HA KPBBHOTO
HaIATaHE B Cy4ad Ha 0CTpa XAMOTOHUA.

4.2 Jo3upoBKa ¥ HAYHH HA MPUIOKEHNE

Hauun #a npunogicerue;
34 MHTPaBEeHO3HO NMPHIMKCHHE.




0. arKa.
BB3pacThHy MayHesTH
Havanna ckopocm na undrysus:
Korato ¢e pa3speiiH CIOpen APenopLKaTa B TO4KA 6.6 (KOHLEHTPaIUATA Ha NPUTOTBEHATA uHbywa ¢
40 mg/nuThp HOpanpeHatnH Gasa (80 mg/MATEP HOpaIpEHANIMH TapTapar)), HadalHata CKOPOCT Ha
uny3ns, npu TenecHo terno 70 kg, TpaGpa ma GvAe Mewnmy 10 ml/aac ¥ 20 mluac (0,16 mo
0,33 mV/min). Toa e exsusanentro na 0,4 mg/uac mo 0,8 mg/uac HopaapeHaTHH Gaza (0,8 mg/uac 1o
1,6 mg/4ac HopagpeHanyH Taprapar). HAKOH KIMHHUHCTH MOXE 1@ MCKAT N 3aNI09HAT C MO-HHCKA
cKkopoet Ha mEdy3us or 5 mlac (0,08 mimin), exsupanentHo Ha 0,2 mg/aac Hopaaperanun 6asa
(0,4 mg/qac HOpaapeHaTHH TAPTapaT).

Tumpupare nva dosama:

Cnen Karo ¢ MHQY3MSTA Ha HODAIPEHATHMH 3aNOYHE, H03aTd TPAGBA A3 CC¢ THTPHpP2 HA CTBIKH OT
0,05-0,1 ug/kg/min Hopanpenanus Gasa crmopex HaGmozaBaHMi NpPECOPEH epext. Mma romiMa
HAHBHAYANHa BapHaliui B J034Ta, HYXKHa 33 NOJNyuabaHe ¥ MONNLpKAHe HA HOPMOTOHHA. enra
TpaGea Aa &bae Aa ce YCTAHOBH HHCKO ROPMAJIHO CHCTONHO KPBBHO HanAraHe {100-120 mmHg) wn a3
Cé TIOCTHTHE aeKBATHO CPeNHO apTEPHANHO KPHBHO HanArane (No-BHCOKO O 65-80 mmHg ~ cnopen
CROTOSHHETO HA DALAEHTA).

Hopanpenanaus HHOYIHOHEH PAITBOP

40 mg/auTnp (40 pg/ml) nopagpensrun 6asa

Termo ua naudeuta | JloavpoBKa Ho3nposka (mg/uac) | Cxopocr Ha nudysHa
(ug/kg/min) Ha | Ha  mopanpenaaun | (ml/wac)
HopaapeHaanH 6aza | Ga3a

S0kg 0,05 0,15 3,75
0,1 0,3 1.5
0,25 0,75 18,75
0,5 1,5 37,5
1 3 75

60 kg 0,05 0,18 4,5
0,1 0,36 9
0,25 0,9 22,5
0,5 1,8 45
1 3,6 90

T0kg 0,05 0,21 5,25
0,1 0,42 10,5
0,25 1,05 26,25
0,5 2,1 52,5
1 42 105

80 kg 0,05 0,24 6
0,1 0,48 12
0,25 1,2 30
0,5 24 60
1 4,8 120

90 kg 0,05 0,27 6,75
0,1 0,54 13,3
0,25 1,35 33,75
0,5 2,7 67,5
1 5,4 135

HAkoM KIMHUIMCTH MOXKe A2 NPEANOUeTaT 1a PaspeskaaT 10 IPYTH KOHLEHTPali ., AKO € H3TION3BaT
paspexmanys, payHyHy oT 40 mg/l, npoBEpeTe BHUMATENHO H3THC/IEHATA CKOPOCT Ha nady3us,
npeay Ja 3anovHeTe JIEICHHETO,
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TaypenTn ¢ GEEPEIHO WK YSPHOAPOGHO YBDEKIAHE:
TIKICEA OTHT OT edeHne Ha NauuenTH ¢ GsOpetr HiH YepHOAPOOHY yBpeXK NaHu:.

IJaunenTy B CTAPYECKA BHIPACT:
KakTo NnpH BE3pacTHY NAlMeRTH, HO BX. TOUKa 4.4,

[epwarpuise gonynauya:
BelonacHocTTa B ed¥kacHOCTTa Ha Cunopa NpH JeNa K IHOWH HE ¢a YCTAHOBCHM.

IIpoduadicumennocm Ha NEHEHUE i Habmodenue.
Hpunoxenneto ua Cusopa Tpa6Ba A4 MPOABIDKH, JOKATO HMa MOKa3aHUA 33 BAI0AKTHBHA NEKAPCTBEHA

noxnpekka. [TaumeRTsT TpAGEa A2 ce Habnionasa BHEMATENHO NpE3 UANATA MPOBIKATENHOCT HA
TepanmsTa. KpEBHOTO Hansrane Tpabea fa ce HalmoaBa BHUMATETHO M1pe3 LAATa POILKHTETHOCT
Ha TepanuATa.

Cnupane Ha mepanuama:
Hudyausra va CrHOpa TpaGEa Ja ce HaMaIu HOCTEeHHO, T5H KaTo pA3KoTO CApase MoXe a TOBENS

10 OCTpPA XHIOTOHHA.

Hauuin Ha NPURONCEHUE,

Hopanpexanun urdy3HOHEH Pa3TBOp CC BHBA HHTPABEHOSHO nof ¢opMata Ha pa3pesicH pasTBop. 3a
N8 ce maberne HCXeMMUHA Hekpo3a (Ha KOXara, kpaitruupTe), TPAGBa Oa ce W3MON3Ba KaHIONA,
[I0CTABEHA B JOCTATHYHO IMPOKA BEHA WM LEHTPaNeH BEHO3eH N0CTEI.

Hndyausra Tpabsa ma € ¢ KOHTPOIHMpaRa CKOPOCT, © u3Mon3BaHe Ha IIOMIIA 34 CIPHHIOBKR,
HH(Y3HOHH2 NOMIA HIIH XaNkoB Gposs.
3a MRCTPYKLMH 32 PA3pEXNAAHE BIDKTE TOUKA 6.6.

4.3 TIpoTHBONOKAIAHHA

- CBpBXUYBCTBUTENHOCT KbM AKTHBHOTO BELGECTBO HIM KBM HAKOE OT OMOIIHHTE BEWIECTBA,
m36poeHH B To4ka 6.1.

- XWNOTOHHS BCAEACTBHE HA KpBBeH obemeH fedummT (XHDOBONEMHS).

- VroTpe6aTa Ha MIPecOpHN aMUHKA IO BPEME HA AHECTE3H © LHKIONpONaH Wil XaNoTaH €
TPOTHBOTOKA3aHA, THH KATO TOBA MOXKE /A [IPAUHIHH CEPHO3HA CHPACTHH BPHTMHH,
BRJTFOYMTEMHO KaMEPHO MEAKICHS

4.4 CpennaaHu NPEAYNPEKACHUS ¥ NPEANAZHA MEPKH NIPH ynorpela

Cunopa TpaGBa .a ce NpANAra caMo OT MCAHLFHCKH CHEQUATACTH, KOMTO Ca 3aI03HaTH C
TIPUICKERHETO MY-

[penynpexaenud

- Hopaapenaiy ¢ NPOTHBONOKAIAH IPH NAIUEHTH C XHNOTOHNA BCNSACTBHE HA XMIIOBONEMNA,
BBIPEKH TOBA Bee TaK MOXKE A3 ce OOMHCITH KaTO KPATKOCPO'Ha CTICHIHA MADPKA 38 MOAAPEKKE
Ha KPbBOCHAGAABAHETO Ha KOPOHAPHHATE ¥ MOSBHHU apTephH, IOKATO MOXE I3 3amoune obma
HH(Y3HA HA KPBB KK PasTBOPH.

- Hopanperanus TpaGea 1a ce M3N0I388 CaMO B KOMGHHALNA ¢ MTOIXOIAID, 3aMECTHTEN Ha KPHBRUA
obeM,

- KoraTo ce BiMBa HOPaAPEHANHH, KPEBHOTO HAIATaHe M CKOPOCTTA Ha TMOTOKA TpabBa na ce
NpOBEPABAT 4ECTO, 33 @ & H30ETrHe XMNEPTOHUA.

- TIpomyxTHTe, IPAIAraHy Ype3 HHAEKIw, TpAGEa BUHATH 3 C€ OINeNKAAT BU3YAIHO H HE MOTaT
Jia Ce MBTION3BAT, aKo ce 3a0elexKn HanHe Ha JacTHIM WK NPOMANZ B fseTa.

- PHCK OT eKCTpaBa3allia:




Mscroro Ha nudysus Tpabea 4ecTo Ag ¢e NPOBEPABA 33 HATHB. Tpatsa jaa ¢¢ BHHMapa Ja ce
milerde excTpapasaius, KoaT0 GH NPHYHHINE HEKPO3a HA TPKAHHTS OKOJIO BEHATA, U3NON3BAHA
38 viDReKTHpake. Topany Ba2OKOHCTPUKLMATA HA BEHATA NIPH IOBUIICH NepMeabHIHTET, MOKeE
I3 HMA H3BECTHO H3THRAaHE Ha HOPaAPEHAIMH B THKAHHTE OKOJIO BEHATa, B KOATO C& W3BLPIIBA
AHQy3uATa, NpHIMHABame noGeidBaHe HA THKAHHTS, KOCTO HE C¢ ABDKH HA ABHA
excTpabasauua, ClefopaTenno, ako BE3HMKHE nobensBae, Tpabea na ce oOMHCIH MPOMAHA HA
MacToTo Ha Mudy3us, 3a Ja ce NO3BONH HA edekTHTe Ha JOKATHATA BA3OKOHCTPHKUMA 13
OTIIYMAT,

Jleuesne Ha HCXEMMATA BCISNCTBAE HA EKCTPABAZAMIMN:

Tlo BpeMe HA eKCTPABACKYNAapHO H3THYAHE HA MPOAYKT2 WIH Ha HHKCKTHPaHe H3BBH BEHATE
MOKE 8 €€ MOJIySH paspylUapaHe Ha THKAHUTE B PE3YIITAT HA BA30KOHCTPHKTHBHOTO AEHCTBHE
HA NIEKapcTBOTO BBPXY KpbBOHOCHUTe ChoBE. Torasa 30HATA HA MHKEKTHpAaRe TpaGBa Ja Ce
NpoMue BEIMOXHO Hali-Osp30 ¢ 10 ao 15 ml dusnonoruyeH pasTeop, ChABPHKAIN 5 no 10mg
eHTONAMUE Me3WIAT. 34 Ta3H LeN e HeolX0auMo Aa C¢ H3M0N3B2 CAPHHIIOBKA C THHKA UIJ1A H
Ia C& HHJKEKTHDA JTOKAHO,

[Ipenna3um Mepky npu ynorpeba

Tpabea A2 ce NOAXOAH ¢ RHHMAHHE H A2 C€ Cria3BaT CTPHKTHHUTE Noka3aHHA B cmyuaii Ha:

- Cepuo3Ha JI€BOKAaMEPHA AMCQYHKIGA, CBBP3aHA C OCTPA XHIOTOHMA. EnnoppeMenHo ¢
AWACHOCTHYHOTO YTOYHABAHE TpabBa Za 3anoyne MoAnbpkama Tepamus. Hopanpexanun Tpabra
A C& 3AITa3H 33 NAIHEHTH ¢ KapAHOTeHeH oK | pedpakrepHa XUOOTOHAA, MO-CIIELHANHO TaK1Ba
6e3 MOBHIIEH2 CHAOBA PEIHCTEHTHOCT.

- Ocofeno BHUMaHne TpaOBa Ia ¢e o0bpHE HA MALHEHTH C KOPOHAPHA, ME3CHTEpUATIHA HIH
neprdepHa cumoBa TpomGo3a, 3aINOTO HOPAJPEHATHH MOXE Ja YBEIMYM HCXeMHATa W ha
pasumpy 308aTa Ha mHbapkTa, [TonoGHo pHHMaHHe TPAGBA Lia Ce TIPHNAra UPH MALKEHTH ¢
XHITOTOBMS CJIeN MUOKApAeH NHGAPKT i MY NAUKEHTH ChC CTEROKApAUsA BapuaHT Prinzmetal.

- Ilpu BE3HYKSAHE HA CHPACUHN PATBEMHY HapyIICHHA 110 BpeMe Ha JICYSHHETO 103aTa TpsabBa A2
ce HaMany.

- INpenopsupa ce IOBUIIEHO BHAMAHHE P NALMEHTH C XHIIEPTHPEOUIHIBM HITH 3aXapeH aHaber.

- TlanueRTHTe B CTApYeCKa BH3PACT MOXKE fa Ca OCOOEHO WYBCTBHTCIHH KbM edexTHTe Ha
HOpaApeHANMH.

Mepdysus ¢ HOpaApeHanuH TPAOBA a Ce H3BBPIIBA NPY HEMPEKBCHATO HabmoJeHHe Ha KPBRAOTO
HaJArase y chbpaedHarTa YeCTOTa.

TIpOABIKKTEHOTO NPIOKEHAE HA MOLIEH BA30NPECOp MOKe ia AOBEAE A0 M3TEPIBAKE HA ILTAIMEHIA
06eM, KoeTo TpabBa Na Ce KOPUIHpa HeNpeKbCHATO HPe3 TOAXOAAO 3AMECTBAHE HA TCYHOCTHTS U
ENEKTPOMTHTE. AKO TUIa3MEeHHTe OGEMH HE CE KODHTHDAT, XPIOTOHRATA MOXKE Jia pEINRMpa ipH
IpeKpaTasane Ha WHGY3HATA, HIH KPHBHOTO HaIATaHe MOXe Ja Ce NMOANbpKA C PUCK OT TEXKA
neprdiepHa M BHCUEPATHA BAa3OKOHCTPHKIMA (Hanp. HamaneHa 6pOpeuna niepdyIud) ¢ HamaneHue Ha
KPBBOTOKA ¥ THKaHHATA Hepdy3Hd ¢ HOCIEABAINA THKAHHA XWIOKCHA W JIAKTAUHIO33 H BHIMONHO
UCXEMHMHO YBpekKIaHe.

BasonpecopHHaT edekT (BCEACTBHE HA AIPEHEPIHIHOTO elicTBHE B CBOOBETE) MOXE f1a C& HAMANK
4pes NPUAPYXABALOTO NPAOKEHNE Ha anda-GnoKupanio CpencTBo, AOKATO IPHICHEHHETO Ha Gera-
G10oKHpamoE CPEACTBO MOXKe Na JOBENE 0 HAMAaNABaHe Ha CTHMYHPAtHd ebeKT Ha MPOAYKTA BEPXY
CHPUETO H OO HAMANCHWE HA XHNEPTeH3uBHMs edekT (Ype3 HaManABAHe HA NHNATALUATA HA
APTEPHONHTE), BE3HNKBAII OT GeTa-1-anpeHepriHaTa CTHMY Al

B ciiyuaH, B KOWTO Ce HANAra A3 ce [PHIIara HopalpeHaIHH eAHOBPEMEHHO C INBITHA KPBB HITH [LTA3Ma,
Tl TpsGBa Ja ce npunara B OTAENeH KoHTelHep.

To3H nexapcTBeH MPONYKT CHABDKE M0-Manko oT 1 mmol Harprti (23 mg) Ha aMmysa ot 1 ml, 4 ml 1
5 ml T.e. MOJKE 13 Ce KaKe, 4e NPAKTHYCCKH HE ChABPKA HATPHIL.

To3nr nexapcTseH NPOAYKT ChbABpka 33 mg HATPHE Ha aMuy/la oT 10 ml, expuBajteHTH! Ha 1,7% oOT
npenoprurrenais oT C30 MAKCHMATCH THEBEH NpUeM Ha HaTpHit o2 g HaTpuil 38 BE3PACTEH.

4.5 BsammogeiicTBHe ¢ APYTH JeKAPCTBEHA NPOLYKTR H APYTR Gopmn Ha naaumoneﬁq;;ﬁile B

¥
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HenpenophrYnreniy KOMOHHAHE

- HanapseMH XaNoreHHHM aHECTETHUM: TeXKa KaMepHa apHTMHES (yBenvuapake HAa ChpcuHATa
pB3byaumocT).

- HMHMpaMAHOBH AHTHACOPECAHTH: NAPOKCHIMAIHA XHOEPTOHHA ¢ BBIMOXHA APHTMHA
(MOTHCKAHE HA BIM3AHETO HA CHMITATHKOMMMETHLHTE B CHMIRTHKOBHTE BJIAKHA),

- CepoTOHEPrMHHE-AIPEHEPTHYH AHTHASHIPECAHTH: TAPOKCHIMA/IHA XHIEPTOHHS C BBIMOKHA
apuTMuA (IOTHCKAHE Ha BAM3AHETO HA CHMNATUKOMHMETHIGTE B CHMIIATHKOBUTE RIAKHA).

Kom6uHaImny, N3HCKRAUTA IPSANIAIHY MeDKH PH YLIoTpeta

- Hecenextuedi MAQ  uExuOuTOpH: TOBMIIABaHe HA TNPECOPHOTO  AcHcTBME Ha
CHMIATHKOMUMETHKS, KoeTo 00Huaiino e ymepeHo, TpabBa na ce H3MON3Ba CAMO IO CTPHKTHO
MenBUAHCKO HabmomeHue.

- CenexTisAE MAO-A HHXHGHTOPY: Upe3 excTpanoiauus oT Hecenekrnsiy MAO uHxubnropH,
PHCK OT ROBHINABAHE HA MpPecopHOTO AelicTaue. Tpabpa Za ce H3INON3BA CAMO MO CTPHKTHO
MequuHuCKo Habmoaenwe.

- JIutesonua: Upea SkCTpanoAauns oT HecenekTHHE MAQ nHXuGHTOPH, PACK OT NOBHINABALE HA
mpecopHoTe XelicTeie. Tpabsa Na ce M3MOI3BA CAMO N0 CTPHKTHO MEAHIMHCKO Habmoneude.

Heo6X0muMo € MOBHITEHO BHEMaHHE, KOraTo ¢e H3NoN3Ba Hopaapenamn ¢ Gera-GiokepH, Thit KaTo
MOJKE 3 C¢ MONYYH TCHKKE XHIIEPTOHHA.

HeoGXomMo € MOBHLIEHO BHAMAHHE, KOTATO HOPAAPEHAIMH Ce H3N0N3BA ChC CISARMTE JIeKapeTsa, ThH
KATO MOXE Ja FIPUIHHST NOBHINSHH ChPACHHA eeKTH: INHTOBMAHH XOPMOHH, CbPACHHN [THKO3HIH,
AHTHAPHTMHYHH CPEACTBA.

EproTaMHHOBATE @IKAIOMAM MJIM OKCHTOLUWHBT MOrar Ja YCWIAT BaIONpecOpHud o
Ba30KOHCTPHKTOPHUA eeKkTy.

4.6 @epTaanter, GpeMeMHOCT H KbpMeHe

Bpemennocr

CHHOpa MOXe Jia Hapymy nepdysHsTa Ha IIalleHTaTa W Ja WHAYLWpa deTatHa 6pannxapaua. Tok
MOJKeE [2 YIPAKHE U KOHTPAKTWICH edexT BEpXy GpeMeHHaTa MaTka K 1a OBCE 10 deramna achurcHA
npy xncha GpeMeHHOCT. Tesn BE3IMOKHH PUCKOBE 32 TUIOJ@ CHEAOBATENHO TpsGBa Ja CE NMPEHEHAT
CHPAMO NOTeRNNANHATA 1T0J132a 32 MalikaTa.

KnpMmene
Juncsa uxdopMaun 3a ynorpeda Ha CuHOpa npH KbPMEHE.

4.7 Edextu Bnpxy cnocobHocTTa 38 modupane U paboTa ¢ MAIIMHA
He ca nocoucHH,
4.8 Hexenanu NeKapcTBeHH PeAKUHH

Ot HanMMHATE JaHHW HE MOXKe Ia Geae HapaBeHa OLcHKA Ha 9eCTOTATA Ha HEeXKENAHHTE pCaKIlHH,

Cucremo-opranen knac | Hexenana jexapcrsena peakunsg

TICHXWHYHN HApYLICHHS TpepoxkRoCT, Geacnune, 06bpkBake, ciiabocT, ICHXOTHIHO ChCTOANME,

Hapymeuusa Ha HepeHara | ['masoGonue, Tpemop

CHCTEMA

Hapywennd Ha ouuTe Octpa rnaykoMa (MHOrO uecTa MpPH IMANHEHTH C aHATOMHYHZ
NPENRCHIO3HUMA ¢ GOKHpase HA HPHAOKOPHEATHYA BI).

CrpOetuRH HApYLICHAA Taxuxapans, Gpaguxapiud (BEpOSTHO KaTO pedaekceH pesyarar OT
NOBMINABAHETO HA KPBBHOTO HANsTaHe), APMTMHH, CBpLECHEHe,

OBHIIABAHE HA KOHTPAKTHINTETA Ha CEPACYHNA MYCKYIH BCIICNCTBHE
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Ha Oera-aapeHepriaHEA edexT BHPXY CBpLETO (WHOTpOTICH ¥

XPOHOTPONEH),  OCTpa  CHpACUHA HENOCTATBYHOCT,  CTPEC
KapaAOMHONATHA.
ChIopd HAPYIMCHHA AprepuanHa XHWICPTOHHA H THKAHHA XMIIOKCHA, HCXEMUTHO

yBpeXJake BCAEACTBHE HA MOIIHO BA3OKOHCTPHKTOPHO HeiicTBHE
MOe /i JOBEE IO CTyZICHHHA i GNefocT HA KPaHHUIATE 1 IMIETO.

PecrupaTopsy, FPBAHM U

TixaTeNHA HEAOCTATHUHOCT Wik 3ATPYAHCHHS, 387yX

H MEKQYHHTE MHTHING

MEIHACTHHANHH

HApYLeHUs

CToMaHO-4PEBHH Tanene, HOBpBINAHE.
HapyImeHus

Hapymenus Ha 6p6peudre | 3anphixa Ha ypHHA.

O6mm  Hapywenua o
edekTH HA MICTOTO Ha
MIPHNOKEHHE

BhaMOKHO pasApasHEHUe M HEKPO3a R MACTOTO HA HIDKCKTHPAHS.

TpoAWDKATENHOTO MPHIOKEHHE Ha Ba30Npecop 33 NOAAbPKANE Ha KPBBHOTO HAMATAHE NPH JIHIICA HA
33MeCTBANE HA KPbBHAA 06eM MOXKeE /i3 IPWHIHHEY CIIEARHTE CHMITIOM:

- Texka nmepudepHa ¥ BACLEPAIHA BA3OKOHCTPHKIMA

- HaManasane Ha GEOpeuHNA KPEBOTOK

- HaMallnpaHe Ha NPOXYKIHATA HA YpHHA

- XHIIOKCHA

- NOBHIIABAHE HA CEPYMHHTE HHBA HA JIAKTAT.

B c/7yyali Ha CBPBXYBCTRUTEIHOCT WIH NPEI03NPAHS, CICAHITE ed)eKTH MOKE 112 BIHHKBAT I0-ECTO;
xunepronus, Gorodobus, peTpocTepHANHA BGonka, hapusreasina Gojrka, 6neA0CT, AHTECHMBHO MOTCHE

H NOBpBIIaHe

CrofaBsade Ha 11

3UpAHN HEKSTaHH peak

C1001AaBAHETO HA NTO(03MPAHH HEKCNAHH PEAKUH Clleli paspeiianane 3a ynorpe6a Ha NeKAPCTBEHHS
npOAYKT € BakHO.ToBa N03BO/ARA 12 NPOIBIIKH HaGIONEHHETo HA CHOTHOMEHKETO NOMN3a/PACK 33
WeKApCTBEHUA NPOAYKT. OT METMLMHOKNTE CRELHANHCTH C H3HCKBA fa cuofmapar BeAKa
MOZ03HPaHA HEXEI2HA PEAKIVA TIpe3 HAUIHOHATIHA CHCTEMA 33 croGiasane:

HanLIHATEIHA areslu 1o IeKapeTBaTa

yiL. ,,Jlamss Tpyes” Ne 8
1303 Codus
Ten.: +359 2 8903417

yeGcaiit: www.bda.bg

4.9 Hpeposupane

TIpenosupaHeTo Moxe Aa JOBENE 10 TeXKa xuneprouus, peduexcHa OpamuKapmut, H3paseHo
NOBHIIABAHE HA NEPU(EPHOTO CHIPOTURNECHHE U HAMATIEH CBPACHICH obem. Te MOXe ha C& CBITBTCTBAT
or Texko rnasoGonue, ¢orodobus, perpocTepHaIHA Gonxa, OmegocT, MHTEHIHBHO NOTCHE M
noBpbinate. B ciyuail Ha NPENO3HPAHE SCUCHHCTO TpADBA [a CC MPEKPATH M 13 JAN0tHe NOJXoAAMO

KOPHIHpamo JCHCHUS

5. ®APMAKOJOrMYHH CBOHCTBA

51 dapMaKoIMHAMHYHA CBOACTBA

dapMaKoTEpaleBTHIRA Tpyna: AnpeHepri-Hi # RonmaMUHeprIaHy cpenctsa, ATC Kon: C01CAD3




Mexanuzbpm Ha nelicTre

Crnosnre edektd B Ao3uTe, OOMuYaliHO M3INOn3BaH¥ B KIHHHYRATA NPAKTHKA, Ca PE3ynTar Ha
eHOBpEMEHNaTa cTMynatws Ha anda u Gera aapeHeprusHHTS PeLeNTOpH B CHPLETO W ChNOBATA
cucreMa. OcBeH B CHPLETO, AEHCTBUETO My € IPEeAHMHO BBPXY a/ida PEIenTOpHTe.

®apmakoavnaMuyuy edexTr

ToBa BOXH 70 MOBHIIABAHE HA CHNATA (M NPH JIHICA Ha BarycHa MHXMOHUMA - HA CKOPOCTTA) Ha
CHKpANIEHHE Ha MUOKApNa. TTepHdepHOTO CHIPOTHBICHRE Ce YPEIMIaBa H IMACTONHOTO 1 CUCTONHOTO
HA/MIaHuy Ce NOBHUIIABAT.

a ethuxacHoCT U Oe30nacH
TToBMIIABAHETO HA KPBBHOTO HansraHe MoXe Ja JOoBeAe 0 PeduiekCHO MOHWKABAHE Ha ChpledHaTa

YecToTa. Ba30KOHCTPHKIMAT MOXKe JAa AoBeie A0 HamalleH KpBBOTOK B OnOpeiyrre, ueprmi Apob,
KOWaTa H CTANKUTE MYCKy/H. JIOKanHETa BAOKOHCTPHKUMA MOXE 13 TIPHHIMHH XeMOCTasa W/HNH

HEKpo3a.
EdexThT PBpXY KPBBEOTO HAIATAHE H34e3Ba 1-2 MUHYTH Cllefl CITAPaHS Ha HHPy3HATA.

52 @apMAKOKHHETHYHH CBOCTBA

CHIecTBYBAT ABa CTEPEOMIOMEPR Ha HOPANPEHANHH, GRONOFHIHO AKTHBHHAT L-H3oMep e To3k, Koiro
IPHCECTRE B HOpaApeHANHH 1 mg/ml KoKUeRTpaT 32 HHGYIHOHEH PasTBOD.

Abcopbuns:

- Toaxroxna: cnaba

- TNepopanna: HOPaIPeHAMHH (B30 & MHAKTHBHPA B CTOMAIIHO-4PEBHIA TPAKT CISA MEpOpPaTHO
TIPHIIOKEHHE

- Criell MHTPABEHO3HO NPHIIOKEHHE HOpPANpeHANHH MMa IUIA3MCH MONYKHBOT OT OKGJC 1 10

2 MHHYTH.

Paznpenencumne:
- Hopappexanun ce ouncta 6bp3o OT ITA3MaTa 4Yped KkoMOHHALMA OT KieTHh3eH pernTehiK U
MeTabomuasM. Toll He TIpEMHHABA JIECHO KPBRHO-MO3B4HATA Japuepa.

BuotparcdopMans:

- MeTunupate 0T KaTeX0-0-MeTHATpaucdepala

- JlesaMuHUpane OT MOHOAMMH okcngasa (MAQ)

- Kpaiinure MetaGoNUTH OT ABaTa ca 4-xuapokcH-3-MeTokcbazeMoBa XMCENAHA

- MexTuHHITe MeTabOMUTH BKMOYBAT HopMeTaedpuy 1 3,4-mxunpokcubanemona Kucenuha.

M (o

HopaapeHan{H ce eAMMHHHpA OCHOBHO MOM (opMara Ha IMIOKYpOHHI HIH cyndaTHy KOHIOraTH Ha
MeTabonuTyTe B yPHHATA.

53 TMpeaxiHHAYHH faHuH 38 GezonacHocy

IMToBeueTO HEKCHAHH PEAKLAM, KOHTO MOXKE J1a C& CEBDXAT ChC CHMIATUKOMUMETHIHTE, HACTBIBAT
BCJIGACTBHE Ha MpEKOMEPHE CTHMYJAIMS HA CHMIIATMKOBATA HEPBHA CHCTEMA Hpe3 PaIMiHHTS
A/PEHEPTHYHH PEIeTTOPH.

HopaapeHanus Moxe Aa HapyurH nepdy3uaTa Ha IUIALICHTATA W 12 MHLYIHpa deranna Gpanikapoid.
Toli Mose a yIPOKHH H KOHTPAxTHICH eeKT BbPXY MATKATA H 1a AOBENIE I0 deranna achuxcHs npu
KhCHA OpeMEHHOCT.

6. @APMAIEBTHYHHA JAHHH

6.1 Cnucbk HA DOMOIKIHHTE BEWIECTBA

.}'

e



Harpues Xi10pHa
Boxaa 3a HHECKIHMH

62 HecLBEMECTHMOCTH

Curopa He Tpabba Ja ce CMeCBa ¢ [APYTH JCKapCTBCHH TIPONYKTH, ¢ H3KTIOUEHHE HA CIOMEHATHTS B
Touxa 6.6.

Vima coofmenmt, d4e HHQYMOHHWTe DAasTBOPH, CBABRPNALM HOPQUPEHAIUH Taprapar, ¢a
HECHEMECTHMH CBC CHENHATE BEIECTBA: AIKAIHH M OKCHAMpAImM CpeficTsa, OapGHTYpaTH,
XnopdeHupaMuH, XIOPOTHA3HL, HuTpodypaHTONH, HOBOGHOIMR, ¢eHHTONH, HATPHER 6uxapboHar,
HaTpres Holaui, CTPeNTOMHIME.

34 CHBMECTHMOCTTA C MHYIHOHHU CAaKOBE BEDKTE TOIKA 6.6.

6.3 Cpox Ha roaHOCT
2 roovHH.

Cneo paspeacdane:

JlemMOHCTpPHpAHa € XUMHHHA K dasuaHa cTa0AIHOCT N0 BpeMe Ha ynotpeba B IPOABIKEHHS HA 24 qaca
npn 25°C, KOTATO PasTBOPHT € Pa3peaeH R0 4 mg/maTep B 40 Mg/MUTHP HOPANPERATHH Ga3a B pasTBOP
2 warpuen xyoprx 9 mg/ml (0,9%) wnk pasTeop Ha rmoKo3a 5%, WM pa3TBOp HA HATPHER XNOPHI
9 mg/ml ¢ 5% rmoko3a. Benpexy TOB3, OT MHAKPOGHONOrHYAR [MIeAHA TOUKA, POSYKTDT TpabBa Iia ce
H3MoMI3Ba BEAHAra. AKO HE CE U3IOI3BA BE[HAT, BEMETO Ha CHXPAHCHHE npu ynorpeda | ycnosnATa
npenn yuorpeba ca OTTOBOPHOCT Ha NOTpeGUTENA K HOPMATHO HE OH TpAGBaNO A2 HANBHILABAT 24 aaca
apu 2 ao 8°C,

6.4 Cnennaany yCJIOBHSN Ha CHXPaHEHHE

Ia ce cuxpaussa nox 25°C. JIa He ce 3aMpa3aBa.
Jla ce chXpausBa B OPUTHHATHATA ONAKOBKA, 33 [d ce peAnasH OT CRETIIHHA.

34 yCI0BHAT2 HA CHXPAHEHHE CIIE PAspeKIane Ha NEKAPCTBEHHA MPOMYKT, BIDKTE TOUKA 6.3.
6.5 Buau chAbPKEHHE HA ONNAKOBKATA

Cunopa 1 mg/l mi

Mpospadsn, Ge3UBETHA, CTHKICHH 2 ml ammynu or Tan | ¢ efHa TOYKA 32 PA3AHE,
KyTus or 10 aMryn, ChABpKalM 1 ml KoHUEHTpar 38 HH(Y3IHOHEH PAITBOP.
Cunopa 4 mg/4d ml

TTpospaqnu, GesUBETHH, CTHKICHHA 5 m! aMmymu ot THR I ¢ e7Ha TOUKA 38 pA3AHE.
Kyrus ot 10 aMityid, ChALPAKAILN 4 m) KOHUEHTpAT 3a MHY3HOHEeH PasTBOP.
Cunopa 5 mg/5 mi

[Tpospauny, Ge3nBeTHH, CTHKNCHH 5 ml aMmynd OF THI | ¢ ¢IHA TOUKA 33 PA3aHe.
Kytus or 10 aMITysis, ChIBPKAITH 5 ml KOHUEHTpAT 32 HHY3MOHEH PA3TROP.
Cunopa 10 mg/10 ml

[Tpo3pausii, 6€IUBETHY, CTHKICHA 10 m! amMmynu ot THN | ¢ enHa To4Ka 32 pi3ane.
Kytns ot 10 aMiysH, ChABPHKAA 10 m! KoHueHTpAT 3a HH(Y3UOHEH PasTBOp.
He BeHuKM BUAOBE OTIAKOBKY MOrat Aa OBAAT MycHatH B nponaxba.

6.6 ChelnajHH Npeana3nu MEPKH UPH HIXBLPAAHE H pabora

Hucmpyxytu 30 paspescoane:




TIpeny ynoTpeGa, paspeieTe ¢ pa3Teop Ha 5% IOK03a WK HATPUEB XIOpHA 9 mg/ml (0,9%), wnu
pa3TROP Ha Harpues xiopua 9 mg/ml ¢ 5% rmoko3a.

To6asere wiK 2 m] KORUEHTPAT kKbM 48 m] pasTROp Ha 5% rmoKo3a (WK HATPUEB XIOpUR 9 mg/ml
WIX Pa3TBOP Ha HaTpues xaopua 9 mg/ml ¢ 5% rimoko3a) 32 NPANOKEHHE IPE3 TIOMIA 38
cnipHuOBKa, WM 20 ml of KonueHTpar KeM 48G m! pasTeop Ha 5% r/IOK03a (WIH HATPHER XJIOPHIL
9 mg/ml wiK pasTBOP Ha Harpues xopua 9 mg/ml ¢ $% rioKo3a) 38 MPAICKEHHE ¢ KANKOB GpoT. U
B ABATA Ciydas KpalHATa KOHLEHTPaLMs Ha HH(Y3HOHHYA Pa3TBOp € 40 ME/MHTEP HOPANPEHATHH
Gaza (KOSTO € eKBUBAIEHTRO Ha 80 mg/MHTHP HOPAPEHANNH TApTapaT). Moxe ia ¢ H3NON3BAT B
paspesIanus, paduyny oT 40 mg/l Hopanperanuy Da3a (Bisicre TOYKA 4.2). AKO €& H3TON3BAT
paspexxanus, padmaEm oT 40 mg/l HopanpeHanuh 6a3a, MpoBepeTe BHHMATENRO H3YHCIEHATA
CKOPOCT Ha HHY3H4, IpEIy A 3at0YHeTe JEUeHHEeTO

TIpONyKTBT & CHBMECTHM ¢ HRdY3uoHHH cakose ot PVC,

Hed3Mo/13BaHUAT NeKapCTBEH NPONYKT WK OTNaibTHATE MATEPHANH 0T Hero Tps08a fa ce HIXBHPIAT

B CEOTBETCTBHE C MECTHHTE HIHCKBAHMA.

7. OPHTEXATEJ HA PAZPEINEHUETO 3A YIIOTPEGA

Sintetica GmbH

Albersloher Weg 11

48155 Miinster

FepManys

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Peructpanmonen Ne: 20200121

9, JATA HA I'BPBO PAIPEMABAHEMOJAHOBSBAHE HA PA3PENIEHHETO 3A
YHOTPEBA

Hara Ha mepBO paspewmasane: 22/07/2020
Jara ua nocnenso nogsoeaeaxe: 30/03/2022

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

05/2022




