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| (SPONGIA HAEMOSTATICA®)

Cknao:

Qiloya peyoguna: NIa3Ma 3 JOHOPCHKOI KPOBI JIIOIMHH 3 YTBOPEHHM (BiGPHHOBHM 3IyCTKOM;

1 miswka a6o ¢nakoH MiICTHTH masMy 3 JOHOPCHKOI KPOBi JIOMMHHM 3 YTBOpeHHM (iGpHHOBHM
3rycTKoM, Bucymeny 0,8 r;

oonomigicii peyogunu: 4-(aminomeTnn) Gensoitna kucnora (AMGeH), KaTbIiio XJIOPH IeKcaripar.

Jlikapeska gopma. Cyxa peyosnHa.
OcHoeni  isuko-ximiuni enacmugocmi: niodinizopana rirpockomiysa nopucta Mmaca 6Gimoro 3
XKOBTYBATHM a0 JKOBTOI0 3 KOPHYHEBHM BIATIHKOM KOJIBOPY 3 JIErKHM CrieliH(igHAM 3araxoM.

®dapmakoTepaneBTHYHA Ipyna.

» I'emocraTiyHi 3ac06H JUIA MiCIIEBOrO 3aCTOCYBAHHSL.
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30ammuicme enaueamu Ha wieuOKicmy peaxuii npu KepysanHi agmompancnopmom abo pobomi 3
IHUUMU MEXAHIBMaMU.

He BrumBac.

Cnocib 3acmocysaHHa ma 003u.

I'y6ky remocTaTHyHy 3 amGeHOM 3acTocoByBaTH MicueBo. [lepest 3acTocyBaHHAM npenapar JiCTaTH 3
TUISIIKK CTEPHJIBHAM iHCTpyMeHTOM. Pa3oBa /103a 3a/Ie)HTh BiJl XapaKTepy i BUPOXEHOCTI KPOBOTEYi:
3aCTOCOBYIOTH Bijl ¥4 yactunm ['y6ku 110 3-4 I'y6ok. ITicis BUCYLIYBaHHS JUISHKH, IO KPOBOTOYHTS, il
CNiJl TAMMOHYBAaTH mMaro4ykamu [yOku remocTaTHyHOl 3 aMOEHOM, NMPHTHCKYIOYM iX MPOTATOM
3-5 XBHJIMH CTEPHJIBHOIO MapJieBOIO KyJibkoio. [Ipn BHpaxeHHX kpoBoTedax I'ybky remocraTuysy 3
aMOeHOM NPHTHCKATH JO TMOBEPXHi, IO KPOBOTOYHTH, XipypridyHWM iHCTPYMEHTOM 3 TUIOCKOKO
T10J1iPOBAHOIO MOBEPXHEIO, 00 YHUKHYTH BTpaTH yacTHHH ['yOkH, sk 1e OyBac y pasi 3aCTOCYBaHHs
MapiieBoi KyJIbkH. JUist M sikol, TpuBatimoi Tamrnonanu ['yOka remoctaTHuHa 3 aMGeHOM Moxe OyTH

BMIIIEHA y MaplIicBHH TaMIOH. TaMroHu BuitMaTH yepes 100y.
Himu.
3acTocyBaHHS JUTSM HE JOCIIIDKYBAIH.

Ilepedosysanna.
He Bcranosneno.

ITobiuni peakuii.
MoxxnBi aneprivsi peaxiii.

Tepmin npudamuocmi.
2 poxn

'Yuonn 30epiranns.

3601’“‘5" 'Y CYXOMY, 3axHIICHOMY BiJl CBiTJIA Mlcm npn Temnepatypi He Bume 25 °C. 36ep "
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Translation from Ukrainian into English

The English language text of a package leaflet for this medicinal product was adopted from the original Ukrainian

language version, approved by the Ministry of Health of Ukraine and may vary from package leaflets approved in
appropriate countries, depending on local regulatory requirements

Information submitted according to the data from Ukraine State Register of Medicinal Product as of
February 1, 2018

APPROVED
by Order of the Ministry of
Health of Ukraine
No.

Marketing Authorisation
No.

PRESCRIBING

INFORMATION

SPONGIA HAEMOSTATICA

Composition:

active ingredient: plasma from human donor blood with the formed fibrin clot;
1 bottle or vial contains 0.8 g of dried plasma of human donor blood with a formed fibrin clot;

excipients: 4-(aminomethyl) benzoic acid (Ambene), calcium chloride hexahydrate.

Pharmaceutical form. Dry substance.

Basic physical and chemical properties: white to yellowish or yellow with a brown tint lyophilized
hygroscopic porous mass with a slight specific odour.

Pharmacotherapeutic group. 3 5
Antihemorrhagics. Local haemostatics. ATX code: B02B C. ‘

Pharmacological properties. i T
harmgc_odynamlc properties
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Translation from Ukrainian into English

Special warnings and precautions for use.

It is used locally. The drug is also used for the increased fibrinolytic activity.
Pregnancy and breastfeeding.
Not studied.

Effects on ability to drive and use machines.
No effect.

Posology and method of administration.

Haemostatic sponge with ambene is used locally. Before the drug used, get it from the bottle by a
sterile instrument. The single dose depends on the nature and severity of the bleeding: apply from % of
the sponge to 34 sponges. After drying the bleeding area, it should be tamped with pieces of
hemostatic sponge with ambene pressing them for 3-5 minutes with a sterile gauze ball. For severe
haemorrhages, haemostatic sponge with ambene should be pressed against a bleeding surface by a
surgical instrument with a flat polished surface to avoid the loss of a sponge part as in the case with

gauze balls. For soft, longer tamponade haemostatic sponge with ambene can be placed in a gauze
swab. Tampons should be taken out in a day.

Paediatric population.
The use in children was not studied.

Overdose.
Not established.
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Adverse redb}ibhs; 1
Allergic reactions are possxble ’
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Shelf-life. TR
2 years.

Storage conditions. et Per i -
Store in a dry, dark place at a temperature below 25 °C. Keep out of the reach of clnldren.« < T
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