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EN Instructions for use

HaemoCer™ PLUS
Plant based powder for haemostasis
and adhesion barrier

Content
Dispenser bottle with haemostatic powder /
powder for adhesion prevention and applicator

Beschreibung

HaemoCer™ PLUS is a plant based medical device derived from purified plant starch
for the use as an absorbable haemostatic agent to control bleedings during surgical
procedures or as an adhesion prophylactic barrier after surgical procedures in cavities
covered by mesothelium. HaemoCer™ PLUS contains no animal or human compo-
nents. It is a biocompatible, sterile, white powder that is nonpyrogenic. HaemoCer™
PLUS is typically absorbed within few days completely. HaemoCer™ PLUS is a further
development of HaemoCer™ and demonstrates a comparatively increased suction
effect.

Action
HaemoCer™ consists of hydrophilic particles that rapidly absorb water from the blood
and initiate a dehydration process. Blood solids (platelets, blood cells) and blood
proteins are concentrated so that natural haemostasis is accelerated.
In contact to blood, the haemostatic powder forms a gel matrix that acts as an instant
barrier against further bleeding, independent of the patients clotting status.
For adhesion prophylaxis, HaemoCer™ PLUS is applied as a powder and transformed
into a gel by moistening with sterile saline or sterile water. This acts as a temporary
mechanical barrier to prevent postoperative adhesions.
Absorption normally requires several days and depends amongst others on the
amount applied and the site of use.

Indication
HaemoCer™ PLUS is an adjunct haemostatic agent for use in surgical procedures,
when control of bleeding from capillary, venous, or arteriolar vessels by pressure,
ligature and other conventional procedures is either ineffective or impractical.
HaemoCer™ PLUS is also indicated when the formation of post-operative adhesions
is to be prevented following surgical interventions in cavities with a mesothelial lining.

Instructions for use
Before use, inspect the packaging of HaemoCer™ PLUS on its integrity. If the package
has either been opened before or damaged, discard and replace with a new package.
Unpack the dispenser and the applicator from the sterile packaging and check both



items for damage whilst at the same time checking whether there are any clumps in
the haemostatic powder. Do not use if you notice any abnormalities.

Remove the screw cap by turning counter-clockwise and connect the applicator firmly
to the dispenser.

For maximum effect of HaemoCer™ PLUS the following technique is recommended:

Haemostasis:

1. Remove all excess blood by blotting, wiping, or suctioning at the intended site
and identify the source of bleeding. It is important to remove excess blood so
that the haemostatic particles of HaemoCer™ PLUS may be immediately and
directly applied to the site of active bleeding.

2. Immediately apply a liberal amount of HaemoCer™ PLUS directly to the source
of bleeding, completely covering the wound. Where possible, contact between
the applicator and blood or tissue should be avoided, so in order to prevent
blockage of the applicator.

3. Immediately apply appropriate direct pressure on the treated site by using a
dry, non-adhering substrate (gauze). Amount and duration of the pressure
are dependent on the wound. For more profuse bleeding, pressure should be
maintained longer.

4. Before removing the gauze carefully or in case of adhering gloves, instruments
etc. irrigation with saline is recommended, to dissolve the adhesions.

5. If bleeding continues after the application, remove excess HaemoCer™ PLUS
material and reapply.

6.  Once haemostasis is achieved, completely remove excess HaemoCer™ PLUS
powder carefully by irrigation and aspiration.

Adhesion prevention:

The procedure described below is merely the recommended procedure for using
HaemoCer™ PLUS to achieve adhesion prevention. Therefore, these instructions
cannot replace medical experience and judgement in the treatment of specific surgical
situations.

1. To achieve the best results with HaemoCer™ PLUS, first remove any excess
blood from the area of use by suctioning, wiping or dabbing.

2. Generously apply HaemoCer™ PLUS powder to the entire mesothelial de-
fect and wound surfaces. HaemoCer™ PLUS powder that is administered to
non-traumatized mesothelial surfaces has no negative effects. Where possible,
contact between the applicator and blood or tissue should be avoided, in order
to prevent blockage of the applicator.

3. After the complete administration of HaemoCer™ PLUS all the powder applied
is moistened with sterile saline solution or sterile water until the powder is com-
pletely converted into a gel covering the affected surface.



Further applicators are available for the use of HaemoCer™ PLUS for deeper-lying
or difficult to access sources of bleeding, as well as for endoscopic and laparoscopic
procedures where the applicator provided is not sufficient or is impracticable:

. HaemoCer™ Universal Applicator
. HaemoCer™ FlexApplicator
. HaemoCer™ Endoscopic Applicator

Detailed information on the additional applicators, their usage and combination with
HaemoCer™ PLUS, can be found in the respective instructions for use.

Contraindication
HaemoCer™ PLUS shall not be used for injection into blood vessels, because
extensive intravascular coagulation may occur.
HaemoCer™ PLUS shall not be used for controlling post-partum bleeding or
menorrhagia.
HaemoCer™ PLUS shall not be used for injection into bladder or ureteral lumen.
HaemoCer™ PLUS shall not be used for injection into the eyes.
HaemoCer™ PLUS is contraindicated in patients who are sensitive to starch or starch-
derived materials.

Warnings
HaemoCer™ PLUS is not intended as a substitute for a good surgical practice and, in
particular, the proper use of conventional procedures for haemostasis (e.g. ligature).
HaemoCer™ PLUS is supplied as a sterile product. It cannot be resterilized. Unused,
open systems have to be discarded.
Reusing single-use devices can lead to potentially serious health problems for the
patient and malfunction of the product.
HaemoCer™ PLUS is not recommended when an infection is suspected and should,
therefore, be used with caution in contaminated areas.
Combined use of HaemoCer™ PLUS with other topical haemostatic agents has not
been studied in clinical trials and is, therefore, not recommended.
Once haemostasis is achieved, excess HaemoCer™ PLUS particles should be
removed from the site of application by irrigation and aspiration. This is particularly
important in case of an application in and around the spinal cord, the foramina of the
bone, and/or the optic nerve and chiasm. HaemoCer™ PLUS swells immediately to
its maximum volume upon contact with blood or fluids. The possibility of compression
necrosis of surrounding tissue due to swelling is eliminated by removal of excess
haemostatic material.

Precautions
When HaemoCer™ PLUS is used in conjunction with an autologous blood salvage
circuit or an extracorporeal cardiopulmonary bypass circuit, care must be exercised to
prevent a possible particle entry into the bypass circuit. Entry is prevented by using a
40y cardiotomy reservoir, cell washing, and 40y transfusion filter, such as LipiGuard™.
HaemoCer™ PLUS is intended to be used in dry state. Contact to fluids (saline or
antibiotic solutions) prior to application will result in loss of haemostatic properties.



HaemoCer™ PLUS is not recommended for the primary treatment of coagulation dis-
orders.

No testing has been performed on the use of HaemoCer™ PLUS on bone surfaces
to which prosthetic materials are to be attached with adhesives. To avoid possible
strength reduction of methyl methacrylate adhesives used to attach prosthetics,
excess HaemoCer™ PLUS material should be fully removed from bony surfaces by
irrigation prior to the adhesive use.

This product should only be used by surgeons who are familiar with surgical techniques
of this type. The surgeon bears the responsibility for the application.

HaemoCer™ PLUS has not been tested on children or pregnant women. For newborns
up to ten months old, amylase activity may be lower, meaning the absorption rate of
products such as HaemoCer™ PLUS may be reduced.

An effect on blood glucose level due to use of HaemoCer™ PLUS is conceivable, but
has not yet been observed. We recommend that patients with diabetes use no more
than 15g of HaemoCer™ PLUS. In patients not affected by diabetes, single doses of
up to 509 are considered safe.

It has been reported in the literature that the presence of residual haemostatic agent
may lead to confusion in diagnostic imaging, as it may be difficult to distinguish
between residual haemostatic agent and a tumor or abscess.

Adverse Events
None known as yet for HaemoCer™ PLUS. Side effects described from other haemo-
static products include a short-term increase of inflammatory parameters, local inflam-
mation and foreign body reactions, granuloma formation, pleural effusion and fever.
Post-operative adhesions may occur even if HaemoCer™ PLUS is used. Possible
causes include insufficient haemostasis or improper application, such as incomplete
wound coverage with gel or insufficient conversion of powder to gel barrier with liquid.

Storage
HaemoCer™ PLUS should be stored at room temperature in the original packaging
away from light. Protect product from moisture.



WHcTpyKumM NPUMEHEHMUIO

HaemoCer™ PLUS
MopoLLOK pacTUTENLHOTO NPOVUCXOXKAEHUS AN reMocTasa 1 obpasoBaHus
npoTuBocnaeyHoro 6apbepa

CodepiaHue
ByTbinb ¢ [Jo3aTopoMm, copdepXallas MOPOLUOK reMocTaTU4eckuid / MOPOLLOK Ans
NpodUNakTUKL craek, ¢ anmnimKkaTopom

OnucaHue

HaemoCer™ PLUS — meguuuHCKUA NPOAYKT PacTUTENbHOMO MPOUCXOXAEHWUS, KOTOPbIN
MOMYYEeH M3 OYULLEHHOMO PacTUTENBHOMO Kpaxmarna v npefHasHaydeH Ans UCnosib3oBaHus B
KavecTBe abcopbupyIoLLErocs reMocTaTMYecKoro cpecTBa B LIENSAX KOHTPONS KPOBOTEYEHWIA
npy XUpYpruyeckx BMeLLaTeNnbCTBax, a TakkKe B KayecTBe MPOTMBOCMAeqHoro Gapbepa
nocrne BMeLLATeNbCTB Ha MOKPbITbIX Me3oTenveM nonoctsx. HaemoCer™ PLUS He
COAEPXKUT KOMMOHEHTOB XVBOTHOTO MU YENOBEYECKOrO npovcxoxaeHus. MNpenapart senset
coboii Bronormyeckn COBMECTUMbBIN CTEPUNbHbLIA anuporeHHbIt nopoLlok Genoro ueTa.
Kak npaBuno HaemoCer™ PLUS nonHocTblo abcopbupyeTtcs B TEHEHWNE HECKONBKUX AHEN.
HaemoCer™ PLUS paspabotaH Ha ocHoBe npenapata HaemoCer™ wu oTnuyaetcs oT
NMOCNEAHEro CPaBHUTENBHO Gonee BbipaXKeHHbIM NPUcachiBarLLMM 3OHEKTOM.

Heilicmeue
HaemoCer™ PLUS coctouT n3 ruapocunbHbiX YacTul, 6eicTpo abcopbupytowmnx Bogy 13
KPOBM U 3anyckatLyx npouecc Aermppartaumu. [poucxoaut KOHUEeHTpauns hopMeHHbIX
3nemMeHToB (TPOMBOLIMTOB, KNETOK KPOBW) U BENKoB KPOBW, BCMEACTBUE Yero yCKopseTcs
€CTECTBEHHbIN remMocTas.
Mpu KOHTaKTE C KPOBbLID rEMOCTAaTUYECKWA MOPOLIOK obpasyeT renesyld MaTpuuly,
sBnsoLwycs  GeicTpogencTyowmM  GapbepoM,  Mpeaynpexpalwym - AanbHellee
KPOBOTEYEHME BHE 3aBUCUMOCTU OT COCTOSIHUS CUCTEMbI FeMoCTa3a nauueHTa.
Ons  npocdunaktukn cnaek HaemoCer™ PLUS HaHocuTca B Buae nopowka W
npeBpaLlaeTca B refb MyTeM YBNaXHEHUA CTEPUNbHLIM (PU3PaACTBOPOM UMKU CTEPUNBLHOWM
BOAON. OTO [eWCTBYET KaK BPEMEHHbI MexaHudeckuii Gapbep Ans npefoTepalleHvst
nocneonepaumoHHbIX crnaek.
ABcopbLmsa 06bIYHO NPOUCXOANT B TEHEHUE HECKOMbKUX AHEN W 3aBUCWT B TOM 4ucrne OT
MCMOSb30BAHHOMO KOMMYECTBa NOPOLLKA U y4acTka ero npUMeHeHus.

lMoka3aHus
HaemoCer™ PLUS saBnsetca  BcnomMoraTerlbHbIM — FeMOCTaTMYECKMM  areHToM,
npeaHasHavYeHHbIM Ans UCMONb30BaHWA MPU XUPYPruyeckoM BMELLATeNnbCTBe C Lenbio
KOHTPOISI KanunnsipHbIX, BEHO3HbIX W apTepuaribHbIX KPOBOTEYEHWI, eCrnu OCTaHOBKa
KPOBOTEYEHUS [aBMEHWEM, HamnoXeHuem nuratypbl WNK  WHBIMWU  OBLLENPUHATLIMU
cnoco6amun HeBO3MOXHa Unn HelenecoobpasHa.
HaemoCer™ PLUS Takke nokasaH, Korga Heobxogum MexaHuyeckuin Gapbep Ans
npefoTepalleHuss obpas3oBaHusi MOCMEONePaLMOHHbIX CNaek Mocne  XUpYpruyeckoro
BMeLLATeNbCTBA B MOMOCTSAX, NOKPbITHIX ME30TENUEM.
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HMHcmpykyusi no npuMeHeHuro
Mepen ucnonb3oBaHMeM MpoBepbTe LENOCTHOCTb ynakoBku HaemoCer™ PLUS. Ecnn
YyNakoBKy paHee OTKpbIBanM UMW OHa MOBpexAeHa, ee crefyeT BblGpocUTb U 3aMeHWUTb
HOBOW.
M3Bnekute fosatop W annnukatop W3 CTEPWUNbHOM ynakoBku U ybeauTecb, 4Tto oba
ycTporcTBa He nospexaeHbl. OAHOBPEMEHHO MpPOBEpbLTE, HET MU B FEMOCTaTUYECKOM
nopoLLKe KOMKOB. [py Hanuuun OTKIOHEHWUI OT HOPMbI HE UCMONb3YNTE AaHHbLIN NPOAYKT.
CHUMWTE 3aBUHYMBAIOLLYYIOCS KPbILLIKY, MOBOpaYvBasi €e NPOTUB YacOBOW CTPENKU, U MPOYHO
coeavHUTE annnukaTop ¢ 403aTOPOM.
[Ons  pocTtmkeHuss makcumanbHoro addekta ot HaemoCer™ PLUS pekomeHayeTtcs
NPUMEHATL CrEaYHLLYH TEXHUKY:

lemocTas:

1. 1¥panute BCIO BbICTYNMBLUYKO KpPOBb, MPOMOKHYB, MPOTEPEeB MNM OTCOcaB ee C
noanexatlero obpaboTke ydacTka, U BbISBUTE UCTOYHUK KPOBOTEYeHUs. YaaneHue
BbICTYMNMBLLEN KPOBU SIBSETCS BAXKHBIM acnekToM, No3BOMSOLLMM reMOCTaTUYeCKUM
yactuyam  npenapata HaemoCer™  PLUS  He3ameanutenbHo  monactb
HenocpeaCTBEHHO K Y4aCTKy aKTUBHOTO KPOBOTEYEHUS.

2. HesamepnutensHo HaHecute HaemoCer™ PLUS B 06uUnbHOM Konmuyectse
HenocpeaCTBEHHO Ha WCTOYHUK KPOBOTEYEHWS, MOSIHOCTLIO MOKpbIB paHy. Cnepyet
n3beraTb KOHTaKTa annnukaTopa ¢ KPOBbO UMK TKaHSIMM BO BCEX Cry4asix, Korga ato
BO3MOXHO, 4TOGbI NPeaoTBPaTUTL 06TYpaLmio annnukatopa.

3. CrnenyeT HeMedneHHO oOKasaTb a[eKBaTHOE [aBreHWEe HEenocpeACTBEHHO Ha
obpabaTtbiBaeMbIil y4acToK, UCMONb3ysi CyXOW, He Hanunawowmin cybetpat (Mapnio).
Cuna 1 NpoaomXUTENbHOCTL AABMEHUsI 3aBUCUT OT xapaktepa paHbl. Mpu Gonee
06MIbHOM KPOBOTEYEHUN HaaBNMBaTh CrieayeT Aornblue.

4. Mepen OCTOPOXHbIM yAaneHUem Mapnv  WnU  Npu  NPUNWNaHUU  NepyaTok,
WHCTPYMEHTOB U T.[I. PEKOMEHAYeTCs NpoMblBaHne (OU3NONOrMYeckuM pacTBOPOM B
Liensax NMKBUAALMN NPUIMNaHns.

5. Ecnu nocne nposefeHns npouenypbl KpOBOTEYEHME He npekpaliaeTcs, yaanure
nanuwwkn HaemoCer™ PLUS 1 noBTOpUTE NPOLIECC HAHECEHMS.
6. Mocne AoCTMXeHUs remocTasa OCTOPOXKHO MOMHOCTLIO yAanuTe WU3MMLIKK NopoLuKa

HaemoCer™ PLUS nocpenctBom NpoMbIBaHUS UMK OTCAChIBaHKS.

Anre3anoHHas npodmnakTmka:

Crepylowas npouenypa npeacTaBnsieT cobol  pekoMeHAoBaHHOe — UCnonb3oBaHue
HaemoCer™ PLUS ans npocunakTuky nocreonepaLnoHHbix cnaek. Takum obpasom, atun
VHCTPYKLUWW HE 3aMEHSIOT MEeAULIMHCKOTO OMbITa 1 CYXAEHWUIA B KOHKPETHBIX XUPYPruyecknx
cUTyaumsax.

1. [ins nonyyennsi Hauny4wero adppekta or HaemoCer™ PLUS kpoBb gormkHa 6biTh
yAaneHa n3 obnact NnpuMeHeHVst nyTemM acnupauum, BbITUPAHUSA UM MPOMOKaHWS.
2. HaHecuTte HaemoCer™ PLUS nopoLuok B 06UIbHOM KONMMYECTBE U PaBHOMEPHO Ha

BeCb Me3oTenuanbHblii fedekT U paHeBble noBepxHocTu. Mopowok HaemoCer™
PLUS, HaHeCeHHbIl Ha HEMOBPEXAEHHblE Me3oTenuarbHble MOBEPXHOCTU, He
oKasblBaeT HeraTMBHOro Bo3fencTBus. [1o  BO3MOXHOCTM crepyeT wusberatb
KOHTaKTa annnukaTopa C KpOBbK WM TKaHSAMM, YTOObl NPeaoTBpaTuTh 06Typaumio
annnukaropa.
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3. Mocne nonHoro HaHeceHuss HaemoCer™ PLUS yBnaxHWTb BeCb HaHECEHHbIN
MOPOLLOK  CTEPUnbHbIM  (OU3PACTBOPOM UMM  CTEPUSIbHOW BOAOW [0  MOMHOro
npeBpaLleHsi MOpPOLLKa Ha NOPaXeHHO TKaHEBOW NMOBEPXHOCTM B refb.

[ins npumeHenns HaemoCer™ PLUS B cnyyae Hanuuusi 6onee rmyGoko pacnonoXeHHbIX
VN TPYAHOOOCTYMHBLIX MCTOYHUKOB KPOBOTEYEHWS, @ Takke Npu 9HOOCKOMUYECKUX WU
anapocKoNMYecKnx BMmellaTenbCTBax, B XOA4e KOTOpbIX Npunaraemoro annnukatopa He
XBaTaeT Ny OH He NOAXOAWNT, NPEAYCMOTPEHbI CreayoLne annnmkaTopsbl:

. HaemoCer™ Universal Applicator
. HaemoCer™ FlexApplicator
. HaemoCer™ Endoscopic Applicator

[Ons nonyyeHuss nogpobHoM MHOPMaLMM O AOMOMHUTESNbHBIX annnukaTopax, a Takke
WX WCMonb3oBaHUM U kombuHupoBaHun ¢ HaemoCer™ PLUS cm. cooTeTcTBylOLLVE
WHCTPYKLMM MO NPUMEHEHWIO.

lMpomueonoka3saHusi
He ponyckaetcst npumeHenne HaemoCer™ PLUS ans uHbekuwii B KpOBEHOCHbIE COCY/bl.
3TO MOXET BbI3BaTb OBLUMPHYIO BHYTPUCOCYAHYIO KOArymnsLmio.
He ponyckaeTcsi npumeHeHne HaemoCer™ PLUS B uLensx KOHTPoOns NocnepodoBbiX
KPOBOTEUEHWIA NN MEeHOpparuu.
He ponyckaetca npumereHne HaemoCer™ PLUS ans uHbekuuii B MOYeBOW Ny3bipb WU
MoueucnyckaTenbHbI kaHan.
He ponyckaetcs npumeHeHne HaemoCer™ PLUS ans uHbekuuwii B rmasa. HaemoCer™
PLUS npotuBonokasaH nauueHTaMm C HernepeHOCMMOCTbIO Kpaxmara Wnu BeLLecTB Ha
OCHOBe Kpaxmana.

lMpedynpexdeHus
HaemoCer™ PLUS He saBnsieTcsA ansTepHaTUBON TLLATENbHOMY NPOBEAEHUIO XMPYPIrUYECKOro
BMellaTenbCTBa M, B Y4aCTHOCTU, HaanexaileMmy NpUMEHEHWO OBLLENPUHATLIX MeTOLoB
reMocrasa (Hanpumep, HanoXeHuo NUraTypsbl).
HaemoCer™ PLUS nocTtaBnsieTcs kak CTepunbHbIiAi NPoayKT. Ero Henb3s ctepunusosath
NOBTOPHO. Hencnonb3oBaHHbIE OTKPLITbIE CUCTEMbI HEOBXOAUMO BbIGpackIBaTh.
MoBTOpHOE NpUMEHEHVEe NpeaHa3Ha4YeHHbIX 41151 PAa30BOro UCMONb30BaHWS U3AENii MOXeT
noereyb 3a cobol cepbesHble NPoGnembl CO 300POBLEM MaLMEHTa U HapyLleHne OYHKLUMUI
npoaykra.
Mpv nogo3speHun Ha nHdekumio NnpuMmeHeHne HaemoCer™ PLUS He pekomeHayeTcs:; npu
MCNonb30BaHUM NPOAYKTa B KOHTAMUHUPOBaHHbIX 0BnacTsax cneayeT AeicTBoBaTh ¢ 0Co60iA
OCTOPOXHOCTbIO.
CosmecTHoe npumeHenne HaemoCer™ PLUS c gpyrmMu remocTaTUHecKUMMU areHTamm
NOKanbHOro NpUMeHEeHNs He 6biNo UCCNefoBaHO B paMKax KIWHUYECKUX WUCMbITaHWuRA, a
criefoBaTtenibHO He pekoMeHayeTcs.
Mocne pocTuxkeHusi remocTasa crnegyet yaanuTb uanuwnune vyactuuybl HHaemoCer™ PLUS
nyTem mppurauum u acnmpauun. 3to ocobeHHO BaXHO B Criydae npuMeHeHust B obnactu
CMWUHHOTO MO3ra, KOCTHbIX OTBEPCTUN W/UMN 3PUTENIBHOTO HepBa W Xnaambl. [pu KOHTakTe
C KpoBbl UNK kuakoctbto HaemoCer™ PLUS cpasy pasbyxaeT [0 MaKkcuManbHOro
obbema. YaaneHue U3nNuLLHEro reMocTaT4eckoro BeLLecTBa No3BonseT n3bexarb Hekposa
OKpY>XaloLLWX TKaHe, BO3MOXHOrO BCIEACTBME BbI3BAHHOMO HabyxaHnem caaBnvBaHus.
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lpedynpedumenbHbie Mepbl
Mpu npumeHeHnn HaemoCer™ PLUS B coveTaHuu ¢ aytoremoTpaHcdy3nen nunu annaparta
MCKYCCTBEHHOTO KpOoBOOBpaLLEeHUs («MCKyCCTBEHHOE cepALe Nerkuey) crneayeT AeiicTBoBaTb
€ 0CcObO0I OCTOPOXKHOCTLIO B LIENAX NpeaoTBpalleHnsi BO3MOXHOMO nonajaHvs vactul, B
cucTemy aKcTpakoprnopanbHoro kposoobpalleHnsi. M3bexaTb Takoro nonagaHusi MOXHO
npun NOMOLLM KapaAMOTOMHOro pesepeyapa 40 MKM, OTMbIBaHUS KNETOK 1 TpaHCHy3NOHHOMO
unbTpa 40 MkM, Hanpumep, LipiGuard™.
HaemoCer™ PLUS npegHasHayeH Ansi IpUMEHEHUs1 B CyXOM COCTOsIHUU. ConpUKOCHOBEHWE
C KUAKOCTbIO  (ChM3MONOrMYEecKM pacTBOPOM WM PacTBOPOM aHTUOMOTWKA) nepen
NpUMEHeHeM NpUBEAEeT K NoTepe remMocTaTUHeCcKNX CBONCTB.
HaemoCer™ PLUS He pekomeHayeTcs Ansi NEPBUYHOTO NIEYEHNS HapyLLEHWIA koarynauum.
He 6bino npoBeneHo TecTupoBaHuWe npumeHeHuss HaemoCer™ PLUS Ha KOCTHbIX
NMOBEPXHOCTAX, KOTOpble ByAyT UCMONb30BaHbl AN NPUKPENeHns NpoTe3HbIX MaTepuanos
C Mcnonb3oBaHMeM aaresvBHbIX Matepuanos. Bo nsbexaHne BO3MOXHOMO 3HaYMTENbHOMO
CHWKEHWSI MPOYHOCTU METUNMETaKPUNAaTHbIX afre3vBHbIX MaTepuarnoB, WCMoNb3yeMbiX B
npoTesnpoBaHW, Nepes UCNorb3oBaHWEM afre3vBHbIX MaTepyuanos HaaNeX1T NONHOCTbLIO
yaanuTb nanuiukn HaemoCer™ PLUS ¢ KOCTHbIX MOBEPXHOCTEN NOCPEACTBOM NPOMbIBAHWS.
[aHHbIN  NPOAYKT [OOMycKaeTCsi TOMbKO ANA NPUMEHEHWs Xupypramu, BnageloLunmm
onepaTuBHOM TEXHUKOW AAHHOrO TUna. XUpYpr HeceT OTBETCTBEHHOCTb 3a MpUMeHeHue
[aHHOro NpoaykTa.
HaemoCer™ PLUS He wuccnepoBancsi Ha [eTaX wnum 6GepemMeHHbIX >KeHWMHax. Y
HOBOPOX/AEHHbIX BO3pacToM A0 10 MecALeB aKTMBHOCTb amunasbl MOXET ObITb CHUKEHa,
NnoaToMy ckopocTb peabcopbumm npodykTos, Takux kak HaemoCer™ PLUS, moxeT 6bITb
yMeHbLUeHa.
BnusiHue Ha ypoBeHb [MoKO3bl B KPOBU BCrEACTBUE McnonbaoBaHus HaemoCer™ PLUS
BO3MOXHO, HO [0 HacTosILLero MoMeHTa He Habniopganockb. Onsi GonbHbIX CcaxapHbIM
[vabeToM Mbl pekoMeHayeM NpuMeHsiTe He 6onee 15 r HaemoCer™ PLUS. Y nauveHTos,
He CTpajaloLLMX caxapHbIM AnabeToM, eanHnyHble Ao3bl Ao 50 r cunTaroTes 6esonacHbIMU.
B nutepatype coobLianoch, YTO HanMyMe OCTATOMHOTO reMOCTaTUYeCKOro areHTa MOoXeT
3aTpyAHATb AWArHOCTUYECKYD BU3yanusauuio, Tak Kak MOXeT ObiTb TPpYAHO OTAUYUTL
OCTaTO4HbIN FEMOCTATUYECKUIA areHT OT onyxonu unu abelecca.

IMo6o4Hble delicmeusi

Ha paHHbIn MOMeHT noboyHble pfenctBusi HaemoCer™ PLUS He ycTaHOBREHbI.
MoBouHble OeiCTBUSA, OMUCbiIBaeMble ANS APYrvX NPOAYKTOB, NPeAHa3Ha4YeHHbIX Ans
remocrtasa, BKIOYalT B €ebsl, B YaCTHOCTU, KPaTKOBPEMEHHOE MOBbILLEHWe nokasaTternei
BOCManWTENbLHOrO MpoLecca, MECTHble BOCManuTENbHblE peakuuM W peakuum Ha
yyxepofHble Tena, opMUpOBaHUE rpaHynemMbl, MneBpanbHbIA BbINOT U MNOBbLILLEHHYIO
Temnepartypy Tena.

[MocneonepaunoHHble crnanku MOryT BO3HUKaTb, HECMOTPS Ha Ucnonb3oBaHue HaemoCer™
PLUS. B03MOXHble MPUYMHBLI BKMOYAKT HEOOCTaTOYHbIA remMocTas UM HenpasBunbHoe
HaHeceHWe, Hanpumep, HenonHoe MOKPbITUEe paHbl reneM WM HeJocTaTo4Hoe
npeobpasoBaHvie NOPOLLKa B renesblil 6Gapbep ¢ XUAKOCTbIO.

XpaHeHue

HaemoCer™ PLUS cnegyerT xpaHuTb Npu KOMHaTHOW TemmnepaType B OpWUriHarnbHoMn
ynakoBke B 3aLLMLLEHHOM OT cBeTa MecTe. CrnieayeT 6epeyb NpoayKT OT BRiaru.
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Content
HaemoCer™ Universal Applicator

Description
A single use, flexible, manual apparatus, the HaemoCer™ Universal Applicator is designed to
deliver the absorbable haemostatic powder HaemoCer™ / HaemoCer™ PLUS. HaemoCer™
Universal Applicator has a usable tube length of 38 cm. Please see the IFU for HaemoCer™ /
HaemoCer™ PLUS for complete information on the surgical haemostatic powder.

Indications
The HaemoCer™ Universal Applicator is intended for the application of HaemoCer™ [ HaemoCer™
PLUS onto surgical wound surfaces in different medical indication.

Preparation
+  Before use, inspect the packaging of HaemoCer™ Universal Applicator on its integrity. If the
package has either been opened before or damaged, discard and replace with a new package.
*  Unpack the applicator from the sterile packaging and check that item is intact.
*  Close the clip at the top of the applicator and press it onte the HaemoCer™ [ HaemoCer™
PLUS applicator as shown below.

Instruction

*  Prepare the application site as outlined in the Instructions for Use for HaemoCer™ /
HaemoCer™ PLUS.

+  Position the HaemoCer™ Universal Applicator tip at the site of bleeding as close as possible.

*  Open the clip and begin delivering HaemoCer™ / HaemoCer™ PLUS by successively pumping
the bellows flask.

«  Avoid direct contact between the applicator tip and blood at the surgical site to minimize the
potential for clotting the tip. If tip clotting occurs the HaemoCer™ Universal Applicator can be
easily timmed by a sharp scissors.

BioCer Entwicklungs-GmbH
Ludwig-Thoma-Strale 36¢
95447 Bayreuth, Germany

Federal law (USA)irestricts this device'to
salelby orontthe order of physician.

BioCerand HaemoCer™ are trademanks of
BioCer Entwicklungs-GmbH (i Bayreuth:

ﬁ mo 97

Tel:: +49 (0921) 787770-0
Fax: +49 (0921) 787770-79
info@biocer-gmbh.de
www.biocer-gmbh.de

Contraindication
HaemoCer™ / HaemoCer™ PLUS shall not be used for injection into blood vessels, because
extensive intravascular coagulation may occur.
HaemoCer™ / HaemoCer™ PLUS shall not be used for controlling post-partum bleeding or
menorrhagia.
HaemoCer™ / HaemoCer™ PLUS shall not be used for injection into bladder or ureteral lumen.
HaemoCer™ / HaemoCer™ PLUS shall not be used for injection into the eyes.
HaemoCer™ / HaemoCer™ PLUS is contraindicated in patients who are sensitive to starch or
starch-derived materials.

Warnings
HaemoCer™ / HaemoCer™ PLUS in conjunction with the HaemoCer™ Universal Applicator is
notintended as a substitute for suitable surgical technique and particularly appropriate practice of
conventionally haemostatic technique (e.g. ligation).
HaemoCer™ Universal Applicator is supplied as a sterile product and cannot be resterilized.
Unused, open systems have to be discarded.
Reusing single-use devices can lead to potentially serious health problems for the patient and
malfunction of the product.

Precautions
This product should only be used by surgeons who are familiar with surgical techniques of this type.
The surgeon bears the responsibility for the application.

Adverse Events
Not reported to date.

Storage
HaemoCer™ Universal Applicator should be stored at room temperature in the original packaging
away from light. Protect product from moisturg. - &
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Ten.: +49 (0921) 787770-0
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BioCer u HaemoCer™ gpisioTcs TOBapHBIMH
3nakamu komnanud «BioCer Entwicklungs-GmbH»

www.biocer-gmbh.de

Coaepixanue
YuunsepcaneHslit annnukarop HaemoCer™
Onucanue
JlBnagch 0AHOPA3OBBEIM, FHOKKM, PYUHBIM ANNapaTtoM, YHHBEpCANLHELIH annuukarop HaemoCer™
paspaboran i gocraskd  abcopBupylowero remocrarhyeckoro mopomka  HaemoCer™/
HaemoCer™ PLUS. VYuupepcanshpiii anmnikatop HaemoCer™ ocmamen TpyBkoil, anmua
paboueii dact koTopod cocrasaser 38 cm. IIpocHm 03HAKOMHMTBCS € MHCTPYKUMeH Mo
npumenennio nopowxos HaemoCer™/ HaemoCer™ PLUS ans nonydenusi nosioii
UHGOPMALHMH 0 XUPYPrHYECKOM reMOCTATHUECKOM NopolKe.
IMokazanus
YnusepcanbHblii annnuxarop HaemoCer™ npennastauen an HaHecenms nopourka HaemoCer™/
HaemoCer™ PLUS na nopepxHOCTL NOCNCONEPAUHOHHOMN PAHBI [0 PA3TUYHBIM MEIULUHCKHM
NoKa3aHUAM.
Ioarorosika
* llepen HCIONB30BAHMEM MPOBCPBTE  YNAKOBKY —YHMBEPCANLHOIO — ANMIMKATOPA
HaemoCer™ wa uenocrrocts. B ciyyae ecnd ymakoBka Obila BCKPHITA  HiM
MOBPEKICHA, YTHIM3UPYHTE NaHHOE U3AETHE U 3aMEHHTE HOBO YIaKOBKOI.
*  HMsnnexure anniukatop u3 cTepUNbHON YHAKOBKH H IPOBEPHTE LENOCTHOCTS H3ACTHA.
*  3akpolire 3aKMM Ha BEDXHEl YaCTH ANMIMKATOPA W H@KMUTE HA AMIIMKATOP
HaemoCer™/ HaemoCer™ Plus, kak MokasaHo HHKe.

Huerpykuus

*  IloAroToBLTE Y4aCTOK HAHECEHHS COTMNACHO YKA3AHHAM B HHCTPYKUMH MO OPUMEHEHUIO
HaemoCer™/ HaemoCer™ PLUS.

*  Pacnonosxure HakoHEUHMK yHUBEpcasisHOro anmnukaropa HaemoCer™ makcumansno
BMM3KO K MECTY KPOBOTEUEHHUS.

¢ OrxpoiiTe 3a%uUM W Hauxurte nonasath nopomox HaemoCer™/ HaemoCer™ PLUS
[0CPEACTBOM HANABIUBAHUS Ha J03ATOp.

¢ HsGeraiite COMPUKOCHOBEHHS HAKOHEYHH KA anranKaTopa C KPOBBIO
MOCJEONEPAUMOHHON  paHbl, BO W3bexmanMe 3aKymopkd HakoHewHuka. B ciyuae
3aKYNOpKH YHMBepcaibHoro anmiukaropa HaemoCer™, HakoHeYHHMK MOXHO Nerko
o0pe3aTh OCTPEIMH HOMCHHIIAMH, :

i

Ilepe6oo coomeemcmayem opuzunany. Iepesoouux Bopujos M.

B I. Baiipoiir.
ce0197

IpoTuBonokazanus
HaemoCer™/ HaemoCer™ Plus He npenHasHaueH Ans BREJESHHS NpenapaToB B KPOBEHOCHLIE
COCY/IbI, TAK KaK 3TO MOXET MPHBECTH K YPE3MEPHOMY CTYIICHHIO KDOBH BHYTPH COCY/IA.
HaemoCer™/ HaemoCer™ Plus He npeaxasuauen ang KOHTPOS MOCNEPOJ0BOr0 KPOBOTEUCHHUS
WK YCHIEHHOH MEHCTPYaIlHH.
HaemoCer™/ HaemoCer™ Plus He npeiHasHaueH N9 BBEAEHHS B MOUYEBO My3bIpb WM
MOYEBBIAENUTENLHYIO CHETEMY.
HaemoCer™/ HaemoCer™ Plus He npefHasHaueH /19 BREASHHUS B rasa,
HaemoCer™/ HaemoCer™ Plus npoTHEONOKa3aH NaiuMeHTam, YYBCTBUTENLHBIM K KPaXMaly Mid
MaTepHanaM, aBfIOIMMCS TPOH3BOAHBIMU Kpaxmaa.
IIpepocrepemxenus

HaemoCer™/ HaemoCer™ Plus Bmecte ¢ ynusepcansibiM ammmikaropom HaemoCer™ me
ABNAIOTCA  33MEHOH  COOTBETCTBYIONIMX — XHDYPTHYECKHX TEXHHK M, B OCOGCHHOCTH,
COOTBETCTBYIOWEH — MPAKTHKH  OCLICHPHMHATOH  OCTAHOBKH  KDOBOTGHEHMS  (HApHMED:
JIMr¥poBaHHe).
Yuupepcanesiii  anmukarop HaemoCer™ nocrasngercs CTEPHJILHLIM M HE MOXET ORITH
CTEPW/IM30BAH  MOBTOPHO.  HEHCNONB30BAHHBIE — OTKPBITEIE  CUCTEMLI  JIOJDKHBL  OBITH
YTHIU3HPOBAHbL.
[loBTOpHOE HMCTIONL30BAHKE OAHOPA3OBEIX YCTPOHCTS MOKET MPUBECTH K BO3MOMKHBIM CEPBE3HEIM
nMpobnemam co 310pOBEEM NALMEHTA U K HETIPABHILHOMY (DYHKLMOHHPOBAHMIO U3/EHS.

Mepel npenocroposknocTH
HlanHoe u3menmue MOMKHO — MCIOMB30BATRCH  XMPYPraMu, 3HAKOMBIMM G
XUPYPrHYECKUMH TEXHUKAMH. XUPYPr HECET OTBETCTBEHHOCTD 32 HAHECCHUE.

HesxenatensHbie siBaeHus
Ha nanupiii MmomenT He o6HapysxeHo.

Mo A00HEIMH

Xpanenue
Yhusepcansuetii annmukarop HaemoCer™ fomien XpanuThes NpH KOMHATHOH TeMIeparype B
OPHIHHANLHON YNAKOBKE, B MECTe, 3aUIMIIEHHOM OT MCTOYHHKOB CBETa. 3allHIIaTh NPOAYKT OT
TNONajaHus Blark.

TNeuars: BioCer Entwicklungs-GmbH — I'epmanus — BioCer  /[Tourucs/ BioCer
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