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HavMeHoBaHMe MeJULNHCKOro U3aenus
Martepuan XUPYPrUYecKunin reMocTaTU4ecKui paccacbliBatoLLmiica
«Cepmxucen CHoY» (Surgicel SNoW) n «Cepgxkucen dubpunnap» (Surgicel
Fibrillar), B BapraHTax UCNOMHEHNS:

1. Martepuran Xupypruyeckuin remoctaTuyeckuii
«Cepmpxucen CHoY» (Surgicel SNoW), 2,5 cm x 5,1 cm

2. Matepran Xupypruyeckuin - reMocTaTmyecKumi
«Cepmxuncen CHoY» (Surgicel SNoW), 51 cm x 10,2 cm

3. Martepuan Xupypruyeckuii reMoctaTuyecKuii
«Cepmxucen CHoY» (Surgicel SNoW), 10,2 cm x 10,2 cm.

paccacblBatoLLmMnCs
paccacblBatoLLmMnCs

paccachIBaoLLIiCS

Ha3sHauyeHne MeLMLUHCKOro U3Lenus

MpefHa3HaueHo /19 UCMO/b30BaHMA B KAYeCTBE BCMIOMOraTe/lsHOro cpefcTea
npy XMPYPruyeckmx onepaumsax Aas 0CTaHOBKW KanuinsapHOro 1 BeHO3HOro
KPOBOTEYUEHMS, a Takke KPOBOTEYEHWA W3 Ma/lbIX apTepuin, Korga
JIMTUPOBaHVE M NpPoYne TPaLULMOHHbIE METOAbI OCTaHOBKM KPOBOTEYEHUS
ABNAOTCA HeLenecoobpasHbIMM UM He3N(EKTUBHBIMU.

MokasaHua

"emocTatnyecknin matepuan «Cepmpxkmcen CHoY» 1UCnonb3yeTcs B KayecTse
BCMOMOraTe/lsHOro CpefcTea Npu XMpyprmyecknx onepawmsax ansa oCTaHOBKU
KanuisapHOro Y BEHO3HOMO KPOBOTEUEHNUS, & TaKXKe KPOBOTEUEHUS U3 MasibIX
apTepuii, Korga NMrupoBaHune 1 npoyve TPaguLMOHHbIE METOLbl OCTaHOBKM
KPOBOTEUEHUS ABNAIOTCA HeLenecoobpasHbIMU UK HE3M(EKTUBHBIMA.
emocTaTuueckunii Matepuan «Cepmxucen CHoY» MoXeT obpesatbca [0
HY>XHOrO pasmepa 4715 UCMo/b30BaHUA B XO4e 3HAOCKOMUYECKNX MPOoLeayp.
lMpoTnBonokasaHusa

*  HecmoTps Ha He06XOAMMOCTb TaMMOHMPOBAHUA C MEAMLIMHCKON
TOYKM 3peHUs B HEKOTOPbIX CAy4yasx, [FeMOCTaTUYeCcKWii Matepuan
«Cepmpxucen CHoY» He JOMKEH UCNOMb30BaTLCA TaKUM 06pa3oM, EC/IN OH He
OyfeT yaaneH nocne focTmkeHusa remoctasa (Cv. MPEAYTMPEXAEHWA n
MEPbI MPEAOCTOPOXXHOCTW).

e T[emoctaTuyeckuini matepuan «Cepmkucen CHoY» He [omkeH
MCMONMb30BaTbCA AN UMMMAHTaUMM Npu TakuxX fAeekTax KOCTei, Kak
MepesioMbl, MOCKOJIbKY CYLLECTBYET BEpPOSATHOCTb HapylleHus o6pa3oBaHus
KOCTHOW MO30/11 1 TeOpeTnYecKas BepOSTHOCTb 06pa3oBaHUA KUCTbI.

* [lpy ucnonb3oBaHWM remocTaTUYeckoro Matepuana «Cepmkucen
CHoY» ansa copeiicTBms JOCTUXKEHWIO remocTasa Uamn B6mn3m Takux MecT, Kak
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Name of the medical device
Surgical haemostatic absorbable material SURGICEL SNoW and SURGICEL
Fibrillar, in yariants:

1. Surgical haemostatic absérbale material SURGICEL SNoW, 2,5 cm x
51 QM

2. Surgical haemostatic absorbale material SURGICEL SNoW, 5,1 cm x
10.2 cm

3. Surgical haemostatic absorbale material SURGICEL SNoW, 10,2 cm x
10.2 cm.

Purpose of the medical device

Haemostat is intended to be used as an adjunctive haemostat in surgical
procedures to assist in the control of capillary, venous, and small arterial
hemorrhage when ligation or other conventional methods of control are
impractical or ineffective.

Indications
SURGICEL SNoW Haemostat is used adjunctively in surgical procedures to
assist in the control of capillary, venous, and small-arterial haemorrhage when
ligation or other conventional methods of control are impractical or ineffective.
SURGICEL SNoW Haemostat can be cut to size for use in endoscopic
procedures.

Contraindications

e Although packing or wadding sometimes is medically necessary,
SURGICEL SNoW Haemostat should not be used in this manner, unless it is
to be removed after haemostasis is achieved (See WARNINGS and
PRECAUTIONS).

*  SURGICEL SNoW Haemostat should not be used for implantation in
bone defects such as fractures, since there is a possibility of interference with
callus formation and a theoretical chance of cyst formation.

e When SURGICEL SNoW Haemostat is used to help achieve
haemostasis in, around, or in proximity to foramina in bone, areas of bony
confine, the spinal cord, or the optic nerve and chiasm, it must always be



nuTaTeNbHble 0TBEPCTUSA KOCTeld, 061acTU KOCTHbIX FpaHuL, CrHHOWA MO3T,
3pUTENbHbIA HEPB U 3pPUTENbHBIA NEPEKPECT, MaTepuan A0MKeH ObiTh yaaneH
nocne AOCTMXKEHMS remMocTasa, MOCKO/IbKY OH HabyXaeT M MOXET Bbl3BaTb
HeXXenaTe/IbHOe aBneHwe.

e TemocTtaTnueckuii matepnan «Cepmkucen CHoY» He [o/mkeH
MCNOMb30BaTbLCA A/11 OCTAHOBKM KPOBOTEUYEHUS 3 KPYMHbIX apTepUii.

e TemocTtatnueckuii matepuan «Cepmpkucen CHoY» He [0/mKeH
NCNOMb30BaTbCA HAa MOBEPXHOCTAX, FAe HEeT KPOBOTEYEHWUS W Bblhensiercs
CEePO3HbIi 3KCCyAaT, MOCKOMbKY APYrMe XUAKOCTM OpraHn3ma, Kpome Lie/IbHOM
KPOBW, TaKMe KaK Cepo3Has >XMAKOCTb, He BCTYMalOT B peakuuo C
reMocTaTuyeckum Matepuanom «Cepmkucen CHoY» 1 yaoBneTBOpUTEbHbIN
reMoCcTaTU4ecKumin aptheKT Npy 3TOM He LOCTUraeTCs.

e [emocTtaTnueckuii matepuan «Cepmkmucen CHoY» He  A0/mKeH
1CNO/b30BaTLCA B KAYeCTBe CPeLCTBa NpefoTBpaLleHns 06pa3oBaHus Criaek.

B03MOXHble OC/TIOXKHEHUS 1 NOOOYUHbIE APPeKTbI

o CoobLaetcd 06 «UHKAMCYyNAUMU» DKULKOCTM W peakumn Ha
VHOPOZHOE Teno.

*  WmetoTcs coobLleHMst 06 adpekTe CTeHo3a NpU  NPUMEHEHMU
remocraruyeckoro martepuana «Cepmxkucen CHoY» fana obepTbiBaHus B
COCYAMCTOR Xmpyprun. HecmoTps Ha TO, 4YTO HemnocpefCcTBeHHas CBf3b
CTEHO3a C MCMo/b30BaHWEM remocTaTuyeckoro Mmartepuana «Cepmpkucen
CHoY» He ycTaHOBMEHa, BaXHO MPOSBNATL OCTOPOXHOCTb U uU3beratb
CNMLLIKOM TM/I0THOTO Ha0XeHWs MaTepuana npy 06epTbiBaHNN.

*  CoobLiaeTca 0 napasmye 1 NoBpeXeHny HepBOB NPY UCMO/b30BaHUM
remocTartuyeckoro matepuana «Cepmkucen CHoY» B vnv B6/M31N TaKNX MECT,
Kak nuTaTe/ibHble 0TBEPCTUA KOCTei, 061aCTN KOCTHbBIX FpaHnL, CIHHON MO3r
Unn 3pUTENbHBINA HEPB Y 3pUTENbHBIN NepekpecT. Toraa Kak 60/bLuas YacTb
3TUX COOBLLEHUI CBSA3aHa C TAMUHIKTOMUER, COO6LLEHMA O Napasuye Takxe
MocTynaaun B CBA3MN C Apyrumu npotesypamm. CoobLuaeTcs o CnenoTe B CBA3M
C XMPYPruyeckum BOCCTaHOB/EHNEM Pa30PBaHHOM 1eBOIA NOGHOM foNu, Koraa
remoctatmueckunii matepman «Cepgpkucen CHoY» nomelwlancs B nepesHio0
yepenHyto AMKY (cm. MPEAYNPEXAEHWA n MEPBbI
MPEAOCTOPOXHOCTN).

* Coo0OlaeTcds O BO3MOXHOM YBENUYEHWUN NPOAO/IKUTENBHOCTU
MPOMbIBAHUA MPU XONELMUCTIKTOMUN U 3aTPYLHEHUN MPOXOXAEHUS MOUU
yepes ypeTpy rocne npocTaTtaskroMmun. Vmeetcs ofHO COOOLLEHME O cnyyae
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removed after haemostasis is achieved since it will swell and could exert
unwanted pressure.

e SURGICEL SNoW Haemostat should not be used to control
haemorrhage from large arteries.

e SURGICEL SNoW Haemostat should not be used on non-
haemorrhagic serous oozing surfaces, since body fluids other than whole blood,
such as serum, do not react with SURGICEL SNoW Haemostat to produce
satisfactory haemostatic effect.

¢ SURGICEL SNoW Haemostat should not be used as an adhesion-
prevention product.

Adverse Reactions

*  “Encapsulation” of fluid and foreign body reactions have been
reported.

e There have been reports of stenotic effect when SURGICEL SNoW
Haemostat has been applied as a wrap during vascular surgery. Although it has
not been established that the stenosis was directly related to the use of
SURGICEL Haemostat, it is important to be cautious and avoid applying the
material tightly as a wrapping.

e Paralysis and nerve damage have been reported when SURGICEL
SNoW Haemostat was used around, in, or in proximity to foramina in bone,
areas of bony confine, the spinal cord, and/or the optic nerve and chiasm. While
most of these reports have been in connection with laminectomy, reports of
paralysis have also been received in connection with other procedures.
Blindness has been reported in connection with surgical repair of a lacerated
left frontal lobe when SURGICEL SNoW Haemostat was placed in the anterior
cranial fossa (see WARNINGS and PRECAUTIONS).

e Possible prolongation of drainage in cholecystectomies and difficulty
passing urine per urethra after prostatectomy have been reported. There has
been one report of a blocked ureter after kidney resection, in which post-
operative catheterization was required.



3aKyrnopKy MOYETOYHMKA MOC/e Pe3eKLMn NMoYKK1, Npu KOTOpoM TpeboBanachb
riocneonepawvoHHasa Katetepm3auus.

*  PefKune COOOLLEHNS O YYBCTBE «HOKEHUA», «MOKA/bIBAHWSA» N YNXaHU
npu UCMnonb3oBaHWKM remoctaTnyeckoro marepuana «Cepmpkucen CHoY» B
KayecTBe TamMroHa npu HOCOBOM KPOBOTEUEHUM, KaK CUMTaeTCH, ABMATCA
CnefCcTBMEM HU3KOMO nokasarensa pH marepuana.

o CooOlaeTcss 0 MOKEHUW Mpy  MNPUMEHEHUM TEMOCTaTUYEeCKOro
marepuana «Cepgxucen CHoY» nocne yfaneHus HOCOBbIX NMOMUNOB W Mocne
reMopponasKTOMMN. COOOLLAETCS O rO/IOBHLIX BOMAX, XOKEHWM, NOKa/bIBAHUN
N 4YMXaHMM B pesynbTaTe MPUMEHEHUS TeMOCTaTUYeCKOro MaTepuana
«Cepmkncen CHoY» npy HOCOBOM KPOBOTEUEHUN U APYTUX PUHOMOTMYECKIUX
npoueaypax. Kpome TOro, coobuiaetcs O MOKablBaHUM MPU HAIOXKEHWN
remocTarmyeckoro matepuana «Cepgpkucen CHoY» Ha NOBepXHOCTHbIE paHbl
(BapnKO3HbIE A3Bbl, YHaCTKN KOXM, MOABEPrHYTbIE AepMabpasnu, 1 JOHOPCKME
y4acTKW Npu ayToTpaHCcnaHTaumm).

MPEAYTPEXXAEHNA

e [eMocTaTMUeCKuin MaTepuan «Ceppmxucen CHoY»
NMOCTAaB/ISETCA CTEPUNbHbLIM, U NMOCKO/NbKY MaTepuan He NoagxoAuT ans
aBTOK/1aBMPOBAHMA WU CTEPUIM3ALMM 3TUNEHOKCULOM, MOBTOPHas
cTepunnsaumnsa remocrtatmyeckoro wmartepuana «Ceppgxucen CHoY»
3anpelLleHa.

* TemocTtatunyecknini matepuan «Cepgpxucen CHoY» He ABnsertcs
3aMEHON TUlaTeNbHO MPOBOAMMONM XUPYPruYeckon onepauum wu
NpaBW/IbHOTO HaJIOXEHUA WOBHOI0 MaTepumana u MMrMpoBaHus.

e 3akpbITWe remoctaTMyeckoro martepuana «Cepgxncen CHoY» B
3arpsAsHEHHOM paHe MOXeT MPUBECTU K OCNOXKHEHUAM, 1 3TOr0 cnegyet
nsberarb.

* TlemocTaTnyeckunini apeKT MCMONb30BaAHMUA TEMOCTATUYEeCKOro
matepuana «Cepmxucen CHoY» nydwe, korga matepuan npuMeHseTcs
cyxum. B cBA3M C 3TUM ero He cfefyeT CMauuBaTb B BOfe Wau
(hn3101I0rM4ecKoM pacTBope.

» TemocTaTuyeckuin matepman «Ceppxucen CHoY» He cnegyet
NponuTbiBaTb  AHTUUH(EKLMOHHBIMW  areHtamMm U MpoYnMHu
maTepuanamu, Hanpumep, OydepHbIMX WM FemocTaTU4yecKUMu
cpeacTBamun. FemocTaTtMyeckuii a(heKT martepuana He ynyduiaercs
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e Occasional reports of“burning” and “stinging” sensations and sheezing
when SURGICEL SNoW Haemostat has been used as packing in épistaxis, are
believed to be due to the low pH of the product.

*  Burning has been reported when SURGICEL SNoW Haemostat was
applied after nasal polyp removal and after haemorrhoidectomy. Headache,
burning, stinging, and sneezing as a result of SURGICEL SNoW application in
épistaxis and other rhinological procedures have been reported. Stinging when
SURGICEL SNoW Haemostat was applied on surface wounds (varicose
ulcerations, dermabrasions, and donor sites) has also been reported.

WARNINGS

. SURGICEL SNoW Haemostat is supplied sterile, and as the
material is not compatible with autoclaving or ethylene oxide
sterilisation, Surgicel SNoW Haemostat should not be resterilised.

» SURGICEL SNoW an Haemostat is not intended as a substitute
for careful surgery and the proper use of sutures and ligatures.

* Closing SURGICEL SNoW Haemostat in a contaminated wound
may lead to complications and should be avoided

* The haemostatic effect of SURGICEL SNoW Haemostat is
greater when it is applied dry; therefore it should not be moistened with
water or saline.

e SURGICEL SNoW Haemostat should not be impregnated with
anti-infective agents or with other materials such as buffering or
haemostatic substances. Its haemostatic effect is not enhanced by the
addition of thrombin, the activity ofwhich is destroyed by the low pH of
the product.

e Although SURGICEL SNoW Haemostat may be left in situ when
necessary, it is advisable to remove it once haemostasis is achieved. It
must always be removed from the site of application when used in,
around, or in proximity to foramina in bone, areas of bony confine, the
spinal cord, and/or the optic nerve and chiasm, and in proximity to



po6aBneHnem Tpom6UHa, LelCTBUE KOTOPOro HeMTpann3yeTcs HU3KUM
nokasatenem pH matepwuana.

* HecwmoTpsa Ha TO, YTO remocTatuyeckmii matepunan «Cepmxucen
CHoY» MOXHO npu HeobxoAMmocTM OCTaBAATb in  situ, ero
peKoMeHAyeTca yAanaTb nocne AOCTMXKEHWs remocTasa. Martepuan
Bcerga Heo6XoAMMO yaansaTb C MecTa NPUMEHEHUS NMPU UCMONb30BaHNM
B AW BOIM3N TAKUX MECT, KakK nuTaTe/ibHble 0TBEPCTUSA KOCTen, o6nactu
KOCTHbIX FpaHuL, CMUHHOW MO3T U/WNN 3pUTENbHBIA HEPB U 3pUTENbHBbI
MepekpecT, a Takxe BOAM3WM Tpy6uyaTbiX CTPYKTYp, KOTOpPble MOryT
OoKasaTbCA  CAABNEHHbIMW  BCefCcTBME  HabyxaHua  maTepuana,
He3aBMCUMO OT Tuna XUPYPruyeckor npoueaypbl, MOCKONAbKY
remoctaTuyeckuii matepuman «Cepgxucen CHoY» u npu HabyxaHuu
MO>XXeT OKa3blBaTb JaB/IeHNE, YTO MOXET MPUBECTM K Mmapanuyy u/unm
NMOBPeXJeHNI0 HepBOB BO3MOXHO CMelleHMe remMoCTaTUYECKOro
mMaTepuana «Ceppmxucen CHoY» B cnyyae NOBTOPHOTO
TaMMNOHUPOBAHMA, [afbHEAWMNX MaHUNynauuii B Xo4e onepauunu,
NMPOMbIBaHWUSA, YCUNEHHOT0 AblXaHus W T.4. bbluy 3aKcupBaHbl

cnyyau, Korga B XOAe Takux mpouedyp, Kak 063KTOMMS,
NaMWH3IKTOMUA W fledeHWe nepenomMa n06HOW KOCTM udepena U
BOCCTaHOBNEHWE pa3opBaHHON Aonw, npm OCTaBNeHMM

remocratnyeckoro marepuana «Cepmxucen CHoY» B Tene naymeHTa
nocne 3akpbiTUA paHbl MMEN0 MEeCTO CMellleHuWe martepuana ¢ MecTa
NPUMEHEHMA B NUTaTE/IbHOE OTBEPCTME KOCTW BOIM3N CMIMHHOTO MO3ra
C nocnefywolwmmM napaanyom n B APYrom cnydvae - B fIeBYO rna3Hylo
opbuty C nocnegytowei cnenotoi. HecmoTps Ha TO, 4TO 3TU
co00LWEeHNA He MOTYT ObITb MOATBEPXAEHBI, BPaUuN LO/MKHbI 6bITb 0C060
OCTOPOXHbl M HE3aBMCUMMO OT TuMa XWUPYPruyeckom onepaymm
paccmatpuBaTb  LenecoobpasHOCTb  yAaneHuUs  reMocTtaTm4eckoro
matepuana «Cepmxucen CHoY» nocne JOCTMXKEHUSA remocTasa.

* HecmoTps Ha TO, YTO remocTaTuyeckunii matepuan «Cepmxmcen
CHoY» sBndetcs 6aKkTepuuUnAHbLIM CPeACTBOM MPOTMB LUMPOKOTNO psaja
NnaToreHHbIX MWKPOOPraHW3MOB, OH HEe CNYXWUT afbTepHaTUBOM
cucTeMaTnyecku NPUMeHSEMbIM TepaneBTUYECKUM A

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

tubular structures that could become constricted by swelling, regardless
ofthe type ofsurgical procedure because SURGICEL SNoW Haemostat,
by swelling, may exert pressure resulting in paralysis and/or nerve
damage. Dislodgement of SURGICEL SNoW Haemostat could possibly
occur by means such as repacking, further intraoperative manipulation,
lavage, exaggerated respiration, etc. There have been reports that in
procedures such as lobectomy, laminectomy, and repair ofa frontal skull
fracture and lacerated lobe that SURGICEL SNoW Haemostat, when left
in the patient after closure, migrated from the site of application into
foramina in bone around the spinal cord, resulting in paralysis, and in
another case, the left orbit of the eye, causing blindness. While these
reports cannot be confirmed, special care must be taken by physicians,
regardless of the type of surgical procedure, to consider the advisability
of removing SURGICEL SNoW Haemostat after haemostasis is
achieved.

e Although SURGICEL SNoW Haemostat is bactericidal against a
wide range of pathogenic microorganisms, it is not intended as a
substitute for systemically administered therapeutic or prophylactic
antimicrobial agents to control or prevent post-operative infections.



npounIaKTUYECKUM NPOTUBOMMUKPOOHBIM CpeacTBaM, WCMOJb3yeMbliM
ANS NevyeHns Unu NpeaoTBpaLLeHmns NocaeonepaLMoHHbIX MHEKLNIA.
MEPbI MPEOOCTOPOXXHOCTW

*  Vicnonb3yiitTe TONbKO HEOBXOLMMOE KO/IMYECTBO FeMOCTaTUYECKOro
matepnana «Cepmkucen CHoY» [nd remocTasa, HafeXHO YLepXxusast
maTepuan Ha MecTe A0 NPeKpaLleHNs KPpoBOTeUeHUs. Y aansainte nmerowmecs
M3NWLLKN MaTepuana nepes 3akpbITMEM paHbl 41 COLENCTBUSA paccacblBaHNO
N CBEAEHUA K MVHUMYMY BEPOATHOCTM peakuuu Ha WHOPOAHOe Teso,
HanpumMep, WHKancynauMmM Matepuana, KoTopas MOXET BbIrA4eTb Kak
apTedhakTbl Ha paguorpauueckux M3obpakeHUsX, NPUBoAs K olinbkam B
[MarHoCTUKe U PUCKY MOBTOPHOM OnepaLmu.

» B xogme yponormyeckmx npouedyp Cnefyet  MCMOMb30BaTb
MWHUMa/IbHOE  KO/IMYECTBO reMocTaTuyeckoro Matepuana «Cepmpkucen
CHoY» 1 Heo6xo4uMMO NposBAATL OCTOPOXHOCTb, YTOObI HE AOMYCTUTb
3aKyMopKN YpeTpbl, MOYETOYHNKOB MW KaTeTepa CMECTMBLLUMMUCA YacTaAMU
maTepuana.

*  TockonbKy paccacblBaHue remMmocTaTyeckoro maTepuaia
«Cepppxucen CHoY» MOXeT ObITb 3aTpyAHEHHO B MecTax, 06paboTaHHbIX
NyTeM XMMWYECKOTO MPWKUraHus, [0 €ero MpUMEHEeHUs He [O0/DKeH
MCNOMb30BaTbCA HATPAT cepebpa v Npoyre NPYKMratoLme CpeacTaa.

»  Ecnm remocTtatuyeckuii Matepuan «Cepmxmcen CHoY» ncnonb3yetcs
A1 BPEMEHHOI0 3arnosIHeHUs NOMOCTU KPYMHOM OTKPbITON paHbl, OH LO/HKEeH
pa3meLLaTbCs 6e3 nepeKkpbITUA Kpaes KOXW.
OH [o/mKeH ObITb yaaneH C OTKPLITOW paHbl LWynuamy Uam npombliBaHEM
CTEpPWIbHON BOZOM MNAWN (PU3MOMIOrMYECKMM PacTBOPOM MOC/e MpeKpaLLeHus
KPOBOTEYEHNS.

o CrieflyeT NposiBNATb OCTOPOXXHOCTb NPY OTOPUHONAPUHI OO MYECKNX
onepaumax, 4tobbl He AOMYCTUTb acnmpauuy Kakoi-nmbo YacTv maTtepuana
naumeHToM (Hanpumep, OCTaHOBKa KPOBOTEUYEHMS MOC/e TOH3UNIKTOMUN 1N
0CTaHOBKa HOCOBOI0 KPOBOTEUEHNS).

o CnepgyeT  nposiBNATb ~ OCTOPOXHOCTb WM He  HaKajplBaTb
remMocTaTuyeckuin matepman «Cepmkumcen CHoY» CAULLIKOM NAOTHO, KOTa OH
MCNoMb3yeTca ANA 06epTbiBaHUA B COCYAMUCTON Xmpyprum (CM. BO3MOXKHbIe
OC/I0XKHEHUSA 1 NMOBOYHbIE 3((EKTHI).

CBefeHUs 0 Npon3BoAMTENE
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PRECAUTIONS

e Use only as much SURGICEL SNoW Haemostat as is necessary for
haemostasis, holding it firmly in place until bleeding stops. Remove any excess
before surgical closure in order to facilitate absorption and minimize the
possibility of foreign body reaction, such as encapsulation ofthe product, which
may mimic artifacts on radiographic images, resulting in diagnostic errors and
possible reoperation.

e In urological procedures, minimal amounts of SURGICEL SNoW
Haemostat should be used and care must be exercised to prevent plugging of
the urethra, ureter, or a catheter by dislodged portions of the product.

»  Since absorption of SURGICEL SNoW Haemostat could be prevented
in chemically cauterized areas, its use should not be preceded by application of
silver nitrate or any other escharotic chemicals.

e If SURGICEL SNoW Haemostat is used temporarily to line the cavity
of large open wounds, it should be placed so as not to overlap the skin edges. It
should also be removed from open wounds by forceps or by irrigation with
sterile water or saline solution after bleeding has stopped.

»  Precautions should be taken in otorhinolaryngologic surgery to assure
that none of the material is aspirated by the patient. (Examples: controlling
haemorrhage after tonsillectomy and controlling épistaxis).

e Care should be taken not to apply SURGICEL SNoW Haemostat too
tightly when it is used as a wrap during vascular surgery (see Adverse
Reactions).

Information about manufacturer



HassaHve npoH3BoauTens/paspaboTumka: CLLA
(Ethicon LLC, USA)

Agppec: XaliBain 183 kv 8.3, CaH JlopeHuo, Myspto-Puko, 00754, CLLUA
(Highway 183 Km 8.3, San Lorenzo, Puerto Rico, 00754, USA)
Mpon3BoACTBEHHbIE MOLWALKN:

ATnKOH IAN-On-Cu, XaliBali 183 kv 8.3, CaH JlopeHuo, MyapTto-Puko, 00754,
CLUA (Ethicon, LLC, Highway 183 Km 8.3, San Lorenzo, Puerto Rico,
00754, USA)

Pa3paboTumkK:

JTUKOH, MHK., 1000 PyT 202, PaputaH, Hbto-Ixepcu, 08869, CLLIA (Ethicon,
Inc., 1000 Route 202, Raritan, New Jersey, 08869, USA)

Ycnosua npuMeHeHns

MeguuuHCKoe n3fenve npefHasHavyeHo A1 MPUMEHeHUs B CTaHAapPTHbIX
YCNOBUAX Cpebl ONepauyoHHOr0 NMoMeLLEHNS 6ONBbHNLI.

MoTeHUManbHbIM NOTPebuTenb

Bce ornepaTuBHble BMeLLaTens5CcTBa LOMKHbI BbINOHATLCA
KBIMULMPOBAHHbIMKM  XUpYypramu B X0f4e  COOTBETCTBYHOLLEN
XVPYPruyeckoin npoueaypbl. Xvpypr HeceT OTBETCTBEHHOCTb 3a BbIMO/IHEHME
COOTBETCTBYHOLUMX 3TarnoB W Mpoueayp, 4Tobbl M36exarb WHMEKUMN K
OCNOXHEHWIA.

N306paxkeHne n onucaHne n3genuns

OMNMNCAHUME

MaTepuan remocTaTMyeckuii  paccacbiBatowmiics «Cepmxkucen CHoY»
(OKMCneHHas  pereHepypoBaHHas — LeNNt0N03a)  MNpeAcTaBiseT  coboi
CTepUNbHYIO paccacbiBatloLLyOC CTPYKTYPUPOBAHHYHO HETKAHYH MaTepuio,
nony4yaeMyro MyTeM KOHTPOAVMPYEMOrO OKMWC/IEHWS|  pPereHepupoBaHHOA
uennonosbl. Matepus 6enoro ugeta ¢ 6/1e4HO-XXENTbIM OTTEHKOM U JIErKUM
Kapame/bHbIM 3anaxom. OHa A0CTaTOYHO MNPOYHas M Mpu PUKCMPOBaHWUK
LWOBHbIM MaTepuvasioM WM obpe3aHUyM He pacTpenbiBaeTcs. Matepuan
YyCTOMYMB, W €ro crefyeT XpaHuWTb MpW MNOAAEPXKMBAaEMOW KOMHATHOW
Temnepatype. Co BpeMeHeM MOXeT HabntofatbCs Nnerkoe obecLseynBaHue,
OAHAKO 3TO He BAMAET Ha 3PDEKTMBHOCTb MaTepuana. [emoctaTtuyeckuin
martepuan «Cepgxucen CHoY» MOXET nyullie NOAX0AWTb 419 MCNONb30BaHNA
B XOAe 3HAOCKOMWUYECKMX MPOLEeAyp MO CPaBHEHUIO C APYrMMW BUaamu
remocTaTnyeckoro matepuana «Cepmxumcen» 6narogaps CTPYKTYpUpOBaHHOM
HETKaHoW MaTepuun.

lMoAroToBKa K MCNOMNb30BaHWUIO

OTUKOH 3n-9n-Cu,
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Manufacturer/developer name: Ethicon LLC, USA
Adress; Highway 183 Km 8.3, San Lorenzo, Puerto Rico, 00754, USA

Manufacturing sites:
Ethicon, LLC, Highway 183 Km 8.3, San Lorenzo, Puerto Rico, 00754, USA

Designer
Ethicon, Inc., 1000 Route 202 Raritan, New Jersey, 08869, USA

Usage conditions
The medical device is intended for use at the standard conditions of a hospital
operating room environment.

Potential consumer

All procedures should be performed by a qualified surgeon using appropriate
surgical procedure. Surgeon is responsible for the implementation of
appropriate steps and procedures to avoid infection and complications.

Picture and description of device

DESCRIPTION

SURGICEL SNoW Absorbable Haemostat (oxidised regenerated cellulose) is
a sterile absorbable Structured Non-Woven fabric prepared by the controlled
oxidation of regenerated cellulose. The fabric is white with a pale yellow cast
and has a faint, caramel-like aroma. It is strong and can be sutured or cut
without fraying. It is stable and should be stored at controlled room temperature.
A slight discoloration may occur with age, but this does not affect performance.
SURGICEL SNoW may be more convenient than other forms of SURGICEL
Haemostats for endoscopic use due to the Structured Non-Woven fabric.

Preparation for use



NMpyu W3BMEYEHUN remocTaTnyeckoro marepuana «Cepmpkucen CHoY» u3
CTEPUNbHOM EeMKOCTW cnedyeT cobnofatb CTepUIbHOCTb. MuHMManbHoe
KONM4YecTBO  remoctatmyeckoro  matepuana  «Cepgxkucen  CHoY»
COOTBETCTBYHIOLLErO pasmepa YKNafblBaeTCA B MECTe KPOBOTEYEHWUS WK
MIOTHO NPWXMMAETCH K TKaHSM [0 LOCTWXKeHUs remoctasa. Heobxogmmoe
KO/IMYeCTBO 3aBMCUT OT XapakTepa WM WHTEHCMBHOCTU OCTaHaB/NMBaEMOro
KpoBOTeueHus. [emMocTaTMyeckuii apeKT remMocTaTMyeckoro marepuana
«Ceppmpxkucen CHoY» 0co60 BblpaXeH Mpy MPUMEHEHUN MaTepuana Cyxum.
CmauvBaHve wMaTepvana B BOAe WAM  (PU3MOMIOTMYECKOM pPacTBOpe He
peKoMeHAyeTCH.
MpuHUMnN gencrTems

MexaHn3M [AelCTBMSA, MOCPEACTBOM KOTOPOro reMoCTaTUYecKuin matepuan
«Ceppxuncen CHoY» yCKOpseT CBepTbiBaHVEe KPOBY, A0 KOHLA He AACeH, HO OH
BbIPXKAeTCs B (PU3NYECKOM BO3LENCTBUM, a He WM3MEHEHWW HOPMaslbHOro
(h1310NOrMYECKOTr0 MEXaHN3Ma CBEPTLIBAHUA KPOBW.

lMocne HacbIWEHNs KPOBbID TeMoCTaTMYeckoro matepuana «Cepmxucen
CHoY» oH HabyxaeT W npeBpawaeTcd B KOPUYHEBATYHD WM YEpHYHO
YeneobpasHyo Maccy, KoTopas Crnoco6CTBYeT 06pa30BaHWMIO Cryctka, Tem
CaMbIM  SBNASCb FEMOCTAaTUYEeCKMM BCMOMOrarte/isHbIM  CpPeAcTBOM  Mpu
OCTaHOBKE MECTHOro KpoBOTeyeHus. [Mpy npaBuibHOM WKCMO/b30BAHUN B
MUHMMa/IbHBIX ~ KOMMYeCcTBax remoctaTuyeckuii  Matepuan  «Cepmkumcen
CHoY» paccacbiBaeTcs B MECTE MMMJ/IaHTaLMM NpakTUYeckn 6e3 Kakom-nmo6o
TKaHEeBON peakumW. PaccacblBaHVe 3aBUCUT OT HECKOSbKMX (haKTOpOB,
BK/TH0Yas UCMO/b3YEMOE KOIMYECTBO MaTepuasia, CTENeHb HACbILLIEHNS KPOBbIO
1 NOAAEPXKMBAIOLLYIO TKaHb.

B [fononHeHne K CBOWCTBAM MECTHOIO FeMOCTaTMYecKOro Matepuana,
remoctatuyeckuii matepuan «Cepmpxkucen CHoY» asnsetca 6akTepuumaHbIM
CPeACTBOM in Vitro NpOTVMB LUMPOKOrO psifa rpamronOXUTE/bHbIX Y
rpamoTpuLaTenbHbIX MUKPOOPraHW3MOB, BK/IKOYas aspobbl M aHaspoobl.
emocTatuyeckuii Matepuan «Cepmpkucen CHoY» aBnsetcs 6aktepuuuaHbIm
CPeACTBOM in Vitro NpoTVB LUTAMMOB Pa3NYHbIX BUAOB MWKPOOPraHWU3MOB,
BK/IHOYas Criefytoume:
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Sterile technique should be observed in removing SURGICEL SNowW
Haemostat from its sterile container. Minimal amounts of SURGICEL SNoW
Haemostat in appropriate size are laid on the bleeding site or held firmly against
the tissues until haemostasis is obtained. The amount required depends on the
nature and intensity of the haemorrhage to be stopped. The haemostatic effect
of SURGICEL SNoW Haemostat is particularly pronounced when used dry.
Moistening the material with water or physiological saline solution is not
recommended.

Preparation for use

The mechanism of action whereby SURGICEL SNoW Haemostat accelerates
clotting is not completely understood, but it appears to be a physical effect
rather than any alteration of the normal physiologic clotting mechanism.

After SURGICEL SNoW Haemostat has been saturated with blood, it swells
into a brownish or black gelatinous mass, which aids in the formation of a clot,
thereby serving as a haemostatic adjunct in the control of local haemorrhage.
When used properly in minimal amounts, SURGICEL SNoW Haemostat is
absorbed from the sites of implantation with practically no tissue reaction.
Absorption depends upon several factors, including the amount used, the degree
of saturation with blood, and the tissue bed.



Staphylococcus aureus
Staphylococcus epidermidis
Micrococcus luteus
Streptococcus pyogenes Group A
Streptococcus pyogenes Group B
Streptococcus salivarius
Branhamella catarrhalis
Escherichia coli
Klebsiellapneumoniae

Bacillus subtilis

Proteus vulgaris
Corynebacterium xerosis
Mycobacterium phlei
Clostridium tetani
Clostridium perfringens
Bacteroidesfragilis
Enterobacter cloacae
Pseudomonas aeruginosa

in addition to its local haemostatic
properties, SURGICEL SNow
Haemostat is bactericidal in vitro against
a wide range of gram-positive and gram-
negative organisms, including aerobes
and anaerobes. SURGICEL SNoW
Haemostat is bactericidal in vitro against
strains of species including those of:
Staphylococcus aureus

Bacillus subtilis

Proteus vulgaris
Corynebacterium xerosis
Mycobacterium phlei
Clostridium tetani
Clostridium perfringens
Bacteroidesfragilis
Enterobacter cloacae
Pseudomonas aeruginosa

Pseudomonas stutzeri
Proteus mirabilis

Lactobacillus sp.

Salmonella enteritidis

Shigella sonnei

Serratia marcescens

MeTVUMANHYCTONYNBbIE LITAaMMbI

Staphylococcus aureus (MRSA)

MeHNLLW T UH-YCTONYYMBbIE LU TaMMbl

Streptococcus pneumoniae (PRSP)

BaHKOMULMH-yCTONYMBbIE LWUTaMMbI

Enterococcus (VRE)

MeTULMANH-YCTONYMBbIE LUTaMMbI

Staphylococcus epidermidis (MRSE)
VccnepoBaHnWs Ha OKMBOTHbIX MOKasblBalOT, YTO B OTAMYME OT ApYyrux
reMocTaTU4ecKMX CpPeAcTB remocTaTuyecknini matepman «Cepmpxkucen CHoY»
He Croco6CTBYET Pa3BUTUIO UHIEKLMMN B IKCMEPUMEHTa/IbHLIX YCNOBUAX. Tem
He MeHee, remocTatnyeckuii Matepuan «Cepmkucen CHoY» He cnyxut
aNbTepHaTMBOM  CUCTEMATUYECKM MPUMEHSEMbIM — TepaneBTUYECKUM U
NPONNAKTUYECKNM NPOTUBOMUKPOOHbLIM CPELCTBaM.

"emocTaTuueckmnii matepuan «Cepgkucen CHOY» MOXeT MUCMO/b30BaThCA B
pas/inyHbIX 061acTAX XUPYpruuv, Harnpumep, B CepaeYHO-COCYAMUCTOM
XVIPYpPruv, npyu remoppovasKToMumn, WMMIaHTaLuMm COCYyAMCTbIX NPOTe30B,
ouoncumn, onepaumsix Ha Nerkux, B YentCTHO-IULEBOWA XMPYprum, npu
pe3eKunmn XXenyaka, ornepaumsax Ha ropse v Hoce, ornepaumsax Ha neyeHn u
YKENYHOM  My3blpe, TMHEKOMOTMYECKMX — ornepauusx, TopakalbHOW  ©
ablOMUHANbHOM  CUMMATIKTOMUKW, B HEWpoXupyprm (B YaCTHOCTM Mpu
oriepauusx Ha rofloBHOM MO3re), Mpy onepayusx Ha LWWMTOBMAHON Xenese,
nepecasKke KOXu 1 NeveHnn NoBEPXHOCTHLIX MOBPEXAEHWNA.
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Pseudomonas stutzeri
Proteus mirabilis

Staphylococcus epidermidis
Micrococcus luteus
Streptococcus pyogenes Group A
Streptococcus pyogenes Group B
Streptococcus salivarius
Branhamella catarrhalis
Escherichia coli
Klebsiella pneumoniae
Lactobacillus sp.
Salmonella enteritidis
Shigella sonnei
Serratia marcescens
methicillin-resistant Staphylococcus
aureus (MRSA)
penicillin-resistant Streptococcus
pneumoniae (PRSP)
vancomycin-resistant Enterococcus
(VRE)
methicillin-resistant Staphylococcus
epidermidis (MRSE)
Studies conducted in animals show that SURGICEL SNoW Haemostat, in
contrast to other haemostatic agents, does not enhance experimental infection.
SURGICEL SNoW Haemostat is not, however, an alternative to systemically
applied therapeutic or prophylactic antimicrobial agents.

SURGICEL SNoW Haemostat can be used in many areas of surgery, e.g.,
cardiovascular surg”, haemorrhoidectomy, implantation of vascular
prostheses, biopsies, lung operations, surgery to the face and jaw, gastric



Cnocob npumeHeHus
Y KazaHWs No NPUMEHEHMNIO NPYW 3HA0CKONUYECKMX npoueaypax: (Cm. puc.
1-3).

resection, operations on the throat or nose, liver and gallbladder operations,
gynaecological operations, thoracic and abdominal sympathectomies,
neurosurgery (especially cerebral operations), thyroid operations, skin
transplantations, and treatment of superficial injuries.
Mode of application

Directions for use in endoscopic procedures: (See Figures 1- 3).

Figure 1. SURGICEL SNoW Haemostat should be cut to the appropriate size

Puc. 1 lemocTaTunyecknii maTepuan «Cepm>kucen CHoY» fomkeH 6biTb for endoscopic placement. Standard endoscopic procedures should be used up

obpesaH [0 HY>KHOrO pasmepa A1 pasMeLleHuss Npyu 3HAOCKOMUYECKMX
npouegypax. [0 nNOMeLLeHUs paccacbiBaOWErocs remMocTaTUYeckoro
mMaTepuasa cnegyeT WCNONb30BaTb CTaHAAPTHYID TEXHUKY MpOBeLeHus
3HAOCKOMMYECKMX npouedyp. 3axeaTwWTe remocTaTUyeckuii  Matepuan
«Cepmpxncen CHoY» 3a 0guH 13 yros.

Puc. 2.A. B MeganeHHO BBeAUTe 3aXBaTbIBAOLMIA MHCTPYMEHT 1 MaTepuan B
Tpoakap.

Puc. 2 Pa3smelleHre W MNO3NLMOHMPOBaHWE MaTepuana Ha MecTe
OCYLLECTBAAKTCA NPU NOMOLLY 3aXBaT bIBAKOLLMX UHCTPYMEHTOB, BBEAEHHbIX
yepe3 BTOPOiA U/ TPeTuin LONOAHATENbHbIA KaHan.
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to the point ofplacement ofthe absorbable haemostat. Grasp the SURGICEL
SNo WHaemostat at one corner.

Figure 2.A, B Slowlypush the grasping instrument and material into the trocar.

Figure 3. With the use of grasping instruments in a second and/or third
auxiliary site, placement can be made and the material re-positioned as needed.
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MHhopmaumnsa 06 ouncTKe, Ae3nHpEKLNN U CTEPUIN3ALLIAN MESULIMHCKOTO
n3genva  (o1a CTepunnsyeMblX  W3Lennid), nopsgke LeUCTBUI  npuv
HapyLLUEHUN CTePUIbLHOM YNakoBKW (4N W3feNnviA, MNocTaB/IfAeMbIX B
CTepuIbHOM BUAE)
Marepuan XUPYPruyecKuin reMocTaTuyeckuii paccacblBatoLLMiACs
«Cepmxucen CHoY» (8urglcel8Ko>Y) sBnsetca usgennem o1s o4HOKPaTHOro
MPYIMEHEHNS W MOCTaB/IAETCA CTEPUIbHBLIM, MOABEPrHYTLIM CTEPUIN3ALUN
ramMmma-obnyyeHnem. He wncnonb3oBaTb NpPU  MOBPEXAEHUN  CTEPUbHON

YNaKOBKMW.
TexHn4yeckoe 06C}'Iy)Kl/IBaHl/Ie
HenpumeHumo.
Macca Ha o
HomMmuHanbHble NnHenHana
A3MEDbI WupurHa AOnuvHa MOMEHT MMOTHOCTE Cnon,
P P (cm) (cm) oTpe3saHus LUT.
(LWxA) (neHbe™)
(N
2,5x5,1 cm 2,5 +0,3 51+0,3 0,12-0,18 15015 1
5,1x10,2 cm 51 +0,3 10,2+0,3  0,46-0,83 150+15 1
10,2x10,2cm  10,20,3  10,240,3  0,92-1,65 150+15 1

“AeHbe - Mepa IMHEeNHOM NAOTHOCTK; Macca B rpaMmax 9000 METPOB NPSHKK.

OnucaHne NPUHAANIEXHOCTEN, MEANLMHCKNX U3OENNIA NN WU3AENNIA, He
ABNSAOLLMXCS MeANLMHCKUMMU, HO NpeaycMOTPeHHbIX AN
NCMO/Ib30BaHUS B KOMOUHALMW C 3asB/IEHHbIM MEAULIMHCKUM U3Le/TMEM

W3penns, onucbiBaeMble B AaHHOM haiisie, He WMEHT BK/IHOYEHHbIX
NPYHaAIEXHOCTEN.
CBefieHMs1 0 JIEKApPCTBEHHbIX CpeAcTBax  BXOAALWMX B COCTaB

MeAMLMHCKOro 1U3aenus

HenpumeHUMO, un3aenve He COAEPXUT KakuMX-nMbo hapMaLeBTUYECKUX
cyb6CTaHUMA. _
CBefieHMA 0 maTepuanax XXMBOTHOI0/4e/I0BEHECKOr0 NPOMCXOXKEHNS
HenpumeHnmo,  u3dennMe  He  COAEPXMUT  KakMX-Mb0  maTepuasioB
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Information on cleaning, disinfection and sterilization of a medical
device (for sterilized products), the procedure in case package
appears damaged (for sterilie products)

SURGICEL Absorbable Haemostats are single-use devices that are provided
sterile and sterilized by gamma irradiation. Do not use if the sterile packaging

is damaged.

Maintenance
Not applicable.
Main technical and functional characteristics

Nominal - Weight at linear
Size V(\::'r?]t)h Lfcnng]];h Cutting density Layers, pcs
(WxL) Time (9) (denier*)
]
2'50)';5" 2503 51+0.3 0.12-0.18 150+ 15 1
5'1)2M10'2 51+0.3 10.2+0.3 0.46-0.83 150+15 1
10.2x 10.2+0.3 10.2+0.3 0.92-1.65 150415 1

*denier - A measure of linear density; the weight in grams of 9.000 meters of yam.

Key accessories, medical devices or non-medical devices, to be used in
combination with medical device submitted for registration

The devices in this file do not have accessories.
Information about the medicines included in the medical device
Not applicable, devices do not contain any pharmaceutical substances.

Information about materials of animal/human origin
Not applicable, devices donot contain any substances of animal/human origin
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Ye/I0BEUYECKOTO U/IN XKBOTHOTO MPOVCXOXKAEHUS
YcnoBust aKcnnyaTaumuy MeauLUMHCKOr0 U3aenms
MeanUYHCKoe M3aenve sBNSETCS UMMMAHTUPYEMbIM U MpeAHa3HauyeHo Ans

MCNONb30BaHNsA BO BHYTPEHHEN cpefie opraHu3ma.
YcnoBus TPaHCNOPTUPOBKU N XPaHEHUS MeLULIMHCKOI0 U3aenms
YCnosus XpaHeHus:
Mokasartens
TemnepaTypa
OTHOCUTENbHAA BNAXKHOCTb
bapomeTpuyeckoe aasneHvie

[JwnanasoH

oT1+15°C po +30°C

Ot 10 5o 95%

ot 700 rfMa go 1060 rMa

Martepuarn XUPYPruyecKuin reMocTaTu4ecKui paccacbIBatOLLMACS
«Cepmkncen CHoY» (Surgicel 8Ko\W0 cnegyeT XpaHUTb B CyXOM Buge npu
nogaepxmeaemMbix ycnosuax (15 °C - 30 °C) B MecCTaX, 3alUMLIEHHbIX OT
MPAMOro COTHEYHOrO CBETa, B OPUTMHA/IbHOM YMaKoBKe.

Ycnoeusa TpaHCNOPTUPOBKM:
[MNokazaresnb
Temnepatypa

JnanasoH

0T -60°C po +40°C

Ot 10 go 95%

ot 700 rMa go 1060 rHa

OTHOCUTENbHAS BNKHOCTb
BapomeTpuyeckoe AaBneHue

CocTaB ynakoBKu

YNaKoBKa M3AeNns COAepXuT:
Matepvan  Xupypruyeckumi

«Ceppxuncen CHoY» —10 .

- VIHCTpyKLMA Mo NpUMeHeHNIo —1 L.

CpoK rogHocTu / CpoK aKcnyaTaunm

Cpok rogHocTtu «Cepgkumcen CHoY» coctasnsert 24 mecaua.

remocTaTuyecKuii paCCBCbIBaIOU.I,MVICFl

CpoK rogHoOCTV MaTepuasia yKasaH Ha ynakoBke. He crefyeT MCMo/nb3oBaTh
remocTaTnyeckuii matepuan «Cepmkucen CHoY» nocne aToii aatbl.

MpoAayKT paccacbiBaeTca M3 MecTa MMMaHTaLMKn B TedeHne 7-14 aHei.

Operating conditions of the medical device
Medical Device is implantable and intended to be used in the body's internal
environment.

Storage and transportation conditions
Storage conditions:

Designation Range
Temperature +15°Cto +30° C
Relative humidity 10to 95%

Barometric pressure 700 hPato 1060 hPa

SURGICEL Haemostat should be stored dry under controlled conditions
(15°C-30°C) and protected from direct sunlight, in the original packaging.

Transportation conditions:

Designation Range
Temperature -60C-+40C
Relative humidity 10to 95%

Barometric pressure 700 hPa to 1060 hPa

Package contents

The package contains:

- Surgical haemostatic absorbable material SURGICEL SNoW - 10pcs
- Instruction for use - Ipc.

Shelf life / Lifetime
SURGICEL SNoW shelf-life is 24 months.

The use-by date of this product is printed on the packaging. Do not use
SURGICEL SNoW Haemostat after this date.

The products are absorbed from the site of implantation over 7-14 days.

MOPSAOK OCYLLECTBEHMS YTUAM3ALMM U YHUUTOXEHUS MeauumHekoro | Disposal
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n3genus

N3penns, vMeBLIME KOHTaKT C KPOBbIO W/Min gpyramu 6U0NIorMyecKumm
XUOKOCTAMU, OTHOCATCA K Knaccy b knaccugmkaumm meamumHCKMUX OTXOL0B,
N nognexar yTunmsauum W/vnm YHUUYTOXEHWUIO COrNacHO MpPUMEHSIEMbIM
HaLMOHa/bHbIM 3aKOHOATe/TbHbIM HOPMaM.

Heuncnonb3oBaHHble M3genns (He MMEBLUME KOHTaKTa C KPOBbH W/wnn C
OMONOrMYECKMMUN XKMAKOCTAMM), B T.4. C WUCTEKLIMM CPOKOM TFOLHOCTH,
OTHOCUTCA K Knaccy A Knaccupmkauuy MeavUMHCKMX OTXOLOB, MOA/exar
YTUAN3aUMN W/VIN YHUUYTOXEHWIO COTMTACHO NMPUMEHSEMBbIM HaLOHa/IbHbIM
3aKoHofartesibHbIM HopMam (CanlMuH 2.1.3684-21).

MapaHTWiiHbIE 06513aTeNbCTBA

Mpou3sBoanTeNnb  rapaHTMpyeT KOHEeYHOMY MOTpebuTento  OTCYTCTBUE
[le(heKTOB 1 COOTBETCTBME XapaKTEPUCTUK 3asB/IeHHbIM Ha NPOTSXeHUN BCEro
CpoKa rofHOCTM NpoAyKTa npu cobnoaeHnn TpeboBaHWUI K XpaHEHWIo,
TPaHCMOPTMPOBKE W  LEMIOCTHOCTU YMNakoBKW. HeT HUKaKuMX rapaHTui,
BbIXOAALLMX 32 PaMKM ONUCAHWUSA Ha NINLEBOM MHCTPYKLMN MO NPUMEHEHMIO.
MpUroAHOCTb A4/19 UCNOMb30BaHMA 3TOr0 MEeAULMHCKOIO M34enua Ans noboi
KOHKPETHOM  XMPYPruyeckom  npouesypbl  JO/DKHA — ONpefensTbes
nosib30BaTesieM B COOTBETCTBUM C WHCTPYKUMAMU NPOU3BOAUTENSA MO
NPUMEHEHMIO.

Peknamayms

Ona  nonyyeHuss  JONOMHWUTENBHOM — MH(OpPMauUMW,  CBA3aHHOW  C
NCMoNb30BaHWEM MeAMLIMHCKOrO u3fenns, npocbba cBA3aThCA € Bawwimm
pernoHanbHbIM NpegcTasutesieM Komnanuy Ethicon, LLC, ynofHOMOYEHHbIM
npeactasutenem npoussogutens OO0 «[KOHCOH & [KOHCOH», 121614,
r. Mockea, yn. Kpbinatckas, g. 17, kopn. 2, Ten. +7 (495) 580-77-77.
PacwungpoBka CUMBO/IOB, TMPUMEHAEMbIX TMpPU  MapKUPOBKeE

MEANLIMHCKOT0 13aenuns
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Products coming into contact with blood and/or biological fluids are class B
medical devices under medical wastes classification and may be recycled and /
or disposed in accordance with applicable national regulations.

Unused products (not having contact with blood and/or biological fluids),
including those with expired shelf life, belong to class A medical devices under
medical waste classification and may be recycled and/or disposed in accordance
with applicable national regulations (SanPiN 2.1.3684-21).

Warranty
Manufacturer guarantees to the end user absence of defects and conformity to

product specifications for the entire shelf life of the product under the
conditions of adherence to storage, transportation and package integrity
requirements. There are no warranties that extend beyond the description on the
face of instruction for use. Suitability for use of this medical device for any
particular surgical procedure should be determined by the user in conformance
with the manufacturer’s instructions for use.

Reclamation

For additional information related to the use of the medical product, please
contact your regional representative of Ethicon, LLC., an authorized
representative of the manufacturer, "Johnson & Johnson LLC", 121614,
Moscow, Krylatskaya Street, 17, bldg. 2, tel. +7 (495) 580-77-77.

Explanation of symbols used in labelling the medical device

14
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OdmymansHblii npeacTasutens B EC Authorised representative in the European

E C R E P EC R EP community
[aTa BblnyckKa unm nepecmoTpa MHCTPYKLMK Date of issue or revision of instructions
CeHTs6pb 2022 September 2022
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3T UK OH )r-ancu
KoMnaHus «[IXKOHCOH ¢CJI>KOHCOH»

COIrNMACOBAHO

«IQTUKOH. An-3n-Cu» (Elblcon, bbC)

opraHusayus

Xaityaii 183 Km 8.3, CaH-JlopeHLo,

MyapTo-Puko. 00754. CLUA
Agnpec

Cr. MEHEeXepP oTAeNla HOPMaTUBHO-MPaBOBOIo PerynposaHns

[lomKHOCTb

LLIbimaHcKku, CTuBeH b.
damunnng, nma

16.09.2022
fata: AMM.ITTT

<nognucaHo>
Moanuceb

MHCTPYKUMSA M0 NPUMEHEHUIO
MEeANLMHCKOI0 MU3genus
MaTepuan Xupypruveckuin reMoctaTudeckuii paccacbiBarowniica «Cepmxucen CHoY» (Surgicel SNoW)
Copapy»xecTBo lNeHcubBaHNA

Okpyr HopTremnToH
MognucaHo Nog nNpUcAroli (M1 TOPXKeCTBEHHO 3asB/IEHO) B MOEM NpUCYTCTBUM 16 ceHTA6psA 2022 roga

CTuBeHoM B. LLibIMaHCKK

<nognucaHo>
<Kpyrnas neuatb; IMW L. MY ONAVNHEP; HoTapuyc
COAPY3KECTBO NEHCWU/IbBAHUSA,
HOT.APYO Smn W. MyananHep

PacLumgposka nognmcu

<UWtamn; Cofpy»xecTtBo lNeHcunbBaHUA - NMeyaTb HOTapuyca
Amu W. Mypnaiinep, Hotapuyc
Okpyr HopTremnToH
CpoK felicTBuA Moeit nuueH3un nctekaet 15 nona 2025 roga
Homep nuueHsnu 1400155>

UneH Accoumaummn HoTaprycos MeHcuisBaHm
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MepeBof 4aHHOro TeKcTa BbinonHeH nep/LL>gunkom XLLInH60a0BOM Mapxabo [MaliliaH6eeBHOIA.

Poccuiickaa depepayus
Mopog MockBa
YeTBepToro 0KLA6ps gBe ThicAumM ABajLaTb BTOPOro roga

A, AeitHeko Jllogmuna BanepuesHa, BPeEMEHHO MCMONHAOWAA 0643aHHOCTU HOTapuyca ropoga
MockBbl  MpoOKOWeHKOBOW EneHbl EBreHbeBHbl, CBUAETENbCTBYH  MOAAMHHOCTbL  MOANUCK
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HanmeHoBaHWe MeANUNHCKOr0 N3Lenns Name of the medical device
Matepvan  XUpYpPruyeckumi remocTtaTuyeckuii  paccacbiBatowmiica  Surgical haemostatic absorbable material SURGICEL Fibrillar, in variants:
«Ceppmxucen CHoY» (Surgicel SNoW) n «Ceppxumcen dubpunnap» (Surgicel

Fibrillar), B BapuaHTax UCMOMHeHUs: 1 SURGICAL haemostatic absérbale material SURGICEL Fibrillar, 2,5 cm x
1. Matepnan XuUpYypruyecknini  reMocTaTUYeCcKuil  paccacblBatoLLMiACS 51 cm

«Cepmxucen dubpunnap» (Surgicel Fibrillar), 2,5 cm x 5,1 cm 2. SURGICAL haemostatic absorbale material SURGICEL Fibrillar, 51 cm x
2. Matepran Xupypruyeckuii remoctaTMyeckuii paccacblBatoLLmincs 10,2 cm

«Cepmxucen dubpunnap» (Surgicel Fibrillar), 51 cm x 10,2 cm 3. SURGICAL haemostatic absorbale material SURGICEL Fibrillar, 10,2 cm
3. Martepnan Xupypruyeckmin remoctaTMyecKkuii paccacblBatoLiuiics x 10,2 cm

«Ceppxucen dnbpunnap» (Surgicel Fibrillar), 10,2 cm x 10,2 cm.

HasHa4yeHne MeaULIMHCKOro U3aenns Purpose of the medical device

MpegHasHayeHO A/ WCMONMb30BaHWS B KadvecTBe BcriomoraTtenbHoro Haemostat is intended to be used as an adjunctive haemostat in surgical
CpefcTBa NPU XMPYPruyeckmx onepaLmsax A8 ocTaHOBKM KanunnspHoro u procedures to assist in the control of capillary, venous, and small arterial
BEHO3HOIO KPOBOTEUEHMS, a TaKXKe KPOBOTEUEHUs U3 Masbix apTepuit, korga hemorrhage when ligation or other conventional methods of control are
JMTMPOBaHNE 1 Npoune TPaAMLIMOHHbIE METOAbI OCTaHOBKM KpoBoTeueHws impractical or ineffective.

AB/IAKOTCA HeLenecoobpasHbIMU UK HEIMEKTUBHBLIMM.

MokasaHnA Indications

CemocTaTuueckuii matepuan Cepmkucen dubpunnap ucnonblyetcs B SURGICEL Fibrillar Haemostat is used adjunctively in surgical procedures to
KauecTBe BCTMOMOraTe/lbHOro CpeAcTBa Mpu Xupypryeckmux onepaumsx ans — assist in the control of capillary, venous, and small arterial haemorrhage when
OCTAHOBKM  KanWANspHOrO M BEHO3HOTO  KpoBoTeueHus, a Takke ligation or other conventional methods of control are impractical or ineffective.
KpOBOTEUEHMS1 M3 Ma/lblX apTepuid, Korga nurmpoBaHne u npoune SURGICEL Fibrillar Haemostat can be cut to size for use in endoscopic
TpaguLUMOHHbIE  METOAbl  OCTaHOBKM KpoBOTeYeHMs  ABnatoTcA  procedures.

HeLlen1ecoobpasHbIMU UM He3aPMEKTUBHBIMU. [eMOCTaTUYECKUIn MaTepuan

Cepmpkucen ®ubpuniap MoXeT o06pesatbCs [0 HYXHOro pasmepa A

1CMONb30BaHNA B XOA€ 3HAOCKOMMUYECKMX MPoLeayp.

lNpoTrBONOKa3aHNA Contraindications
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e HecmoTpsa Ha Heo6XOAMMOCTb TaMMOHUPOBAHUSA C MELULMHCKON
TOYKM 3pEHUS B HEKOTOPbIX Cay4asX, FeMOCTaTUYeCKWiA maTepuan
«Ceppxucen dubpunnap» He AOMKEH NUCNOMb30BATLCA TaKUM 06pa3om, eciu
OH He ByAeT yfaneH nocne JOCTvXeHua remoctasa. (Cm. MpegynpexxaeHns v
Mepb! MpesocTopoXKHOCTK).

»  Temoctatuueckuii matepuan «Cepmxucen ®unbpunnap» He JOMKEH
MCMOMb30BATLCA [AJ11 UMMJAHTaUMU NpU Takux JeekTax KocTel, Kak
MepesioMbl, NOCKO/bKY CYLLECTBYeT BEPOSTHOCTb HapylUeHWs 06pa3oBaHus
KOCTHOM M0O30/11 ¥ TEOPeTUYECKas BepOSTHOCTb 006pa3oBaHns KUCTbI.

e [lpu nCrNoNb30BaHUM remMocTaTuyeckoro Martepuana «Cepmxucen
®Punbpunnap» 419 COLENCTBUA LOCTVKEHUIO remocTasa WUam BOM3N Takux
MECT, KaK MuTaTe/lbHble OTBEPCTUA KOCTel, 06/1aCTU KOCTHbIX rpaHuL,
CMWHHOW MO3r, 3pUTENIbHbIA HEPB W 3pUTENbHbIA MEepPeKpecT, mMaTepuan
[O/KEH ObITb YAaseH nocse JOCTUMXKEHUA remMocTasa, NMOCKO/bKY OH HabyxaeTt
1 MOXET BbI3BaTb HeXenatesibHoe AaB/ieHue.

»  TemocTaTnueckuii matepunan «Cepmpxkucen ®unbpunnap» He LOMKEH
1CNOb30BaThCA [/151 OCTAHOBKM KPOBOTEYEHWS M3 KPYMHbIX apTepuid.

»  TemoctaTtnyeckuii Matepuan «Cepmkucen dubpunnap» He LO/MKeEH
MCNOMb30BaTbCA HA MOBEPXHOCTSAX, Ae HET KPOBOTEYEHWS W BblgenseTcs
CEPO3HbIA 3KCCyAaT, MOCKOMbKY [ApYrve >KUAKOCTU OpraHusMa, Kpome
LIeNIbHOM KpPOBW, TaKme KakK Cepo3Has XXMAKOCTb, He BCTYMAaOT B peakuuio ¢
remMocTaTuyecknm maTepuasiom «Cepppxucen Punbpunnap» n
YL0BNETBOPUTE/bHBIV FrEMOCTATUYECKNIA 3PMEKT NPY 3TOM He JOCTUraeTcs.

»  TemocTatnueckunii Matepuan «Cepmpxucen dubpunnap» He JOMKeEH
1CNOMb30BaThCA B Ka4eCTBE CPeACTBa NpefoTBpalleHns 06pa3oBaHns Criaek.

B03MO>KHbIe OCMOXHEHUS 1 M060YHbIE 3PPeKTbI

o Cooblaercd 06 «MHKANCynaUMU» XUAKOCTM W peakuum Ha
MHOPOZHOE Teno.

*  WmetoTca cooObleHNss 06 3ddekTe CTEHO3a NPU  NPUMEHEHNN
remocratmyeckoro matepuana «Cepmpkucen dubpunnap» ais 06epTbiBaHUA
B COCYAWCTOW XMpyprun. HecMOTps Ha TO, YTO HenocpeACcTBEHHAasA CBA3b
CTEHO3a C MCMO/Mb30BaHMEM TeMOCTaTUYecKoro marepunana «Cepakucen
®unbpunnap» He yCTaHOB/EHA, BaXKHO MPOSAB/ATL OCTOPOXKHOCTL U U3beraTb
C/IMLLKOM M/I0THOTrO HAJTI0XKEHUA MaTeprana npu 06epTbiBaHNN.

* Coobuaetca 0 napanMye U MOBPEXAEHWW  HEPBOB  Mpu
1CNoMb30BaHNM remocTaTuyeckoro «Cepmpxkucen ®unbpuinap» B Uam B6msmn
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e Although packing or wadding sometimes is medically necessary,
SURGICEL Fibrillar Haemostat should not be used in this manner, unless it is
to be removed after haemostasis is achieved.
(See Warnings and Precautions).

e SURGICEL Fibrillar Haemostat should not be used for implantation in
bone defects, such as fractures, since there is a possibility of interference with
callus formation and a theoretical chance of cyst formation.

e When SURGICEL Fibrillar Haemostat is used to help achieve
haemostasis in, around, or in proximity to foramina in bone, areas of bony
confine, the spinal cord, or the optic nerve and chiasm, it must always be
removed after haemostasis is achieved since it will swell and could exert
unwanted pressure.

« SURGICEL Fibrillar Haemostat should not be used to control
haemorrhage from large arteries.

e SURGICEL Fibrillar Haemostat should not be used on non-
haemorrhagic serous oozing surfaces, since body fluids other than whole blood,
such as serum, do not react with SURGICEL Fibrillar Haemostat to produce
satisfactory haemostatic effect.

SURGICEL Fibrillar Haemostat should not be used as an adhesion
prevention product.

Adverse Reactions

»  “Encapsulation” of fluid and foreign body reactions have been reported.

»  There have been reports of stenotic effect when SURGICEL Fibrillar
Haemostat has been applied as a wrap during vascular surgery. Although it has
not been established that the stenosis was directly related to the use of
SURGICEL Fibrillar Haemostat, it is important to be cautious and avoid
applying the material tightly as a wrapping.

e Paralysis and nerve damage have been reported when SURGICEL
Fibrillar Haemostat was used around, in, or in proximity to foramina in bone,
areas of bony confine, the spinal cord, and/or the optic nerve and chiasm. While
most of these reports have been in connection with laminectomy, reports of



TaKMX MECT, KaK MuTaTe/lbHble O0TBEPCTMSA KOCTEMW, 06/1aCTW KOCTHbBIX FpaHuL,
CMWHHOM MO3T U/VUNW 3pUTENbHBIA HEPB W 3pUTENbHBIN NepekpecT. Toraa kak
6onbLlas YacTb 3TUX COOOLLEHNI CBA3aHa C IaMUHIKTOMUEN, COOBLLEHUS O
napa/sinye Takxxe NocTynaan B CBA3W C Apyrumu npoueaypamm. Coobuyaetcs
0 CnenoTe B CBA3W C XUPYPrMYeCKMM BOCCTAHOB/IEHVEM Pa30pBaHHO NeBOi
NOBHOI fonn, Korga reMoctaTuyeckuin matepuan «Cepmkucen ®ubpunnap»
MOMeLLANCcs B NepefHIo YepernHyto amky (Cm. MpegynpexaeHns n Mepbl
MpesocTopoXKHOCTM)

* Coo6LlaeTcs 0 BO3MOXHOM YBENMYEHUN MPOLOHKNTENBHOCTU
MPOMbIBAHUA MPU XOMELMCTIKTOMUN U 3aTPYAHEHWUN MPOXOXKAEHUS MOYM
Yepes ypeTpy Moc/e NpoCcTaTsKToMUn. IMeeTcs OAHO COO6LLEHME O Cnyyae
3aKyMOpKM MOYETOYHMKa MOCNe pe3eKLmy NOYKKM, Npy KOTOPOM TpeboBaiach
MocneonepaLmoHHas KateTepusayys.

* Pegkue COOOLEHMS O YYBCTBE <«HOKEHUSA», «MOKa/IbIBAHUA» U
YMXaHUM NPU UCMOMb30BAHUM TEMOCTATMYECKOro Matepuana «Cepmxucen
®nbpunnap» B KauyecTBe TaMmoHa MpuM HOCOBOM KPOBOTEUEHWUM, Kak
cuMTaeTCs, ABNAKTCA CNefCTBMEM HU3KOTO rnokasaTens pH matepuana.

e Coo6LaeTcs 0 MOKEHUM MpPU  MPUMEHEHWM TFEeMOCTaTU4EeCKOro
matepuana «Cepmkucen ®ubpunnap» nocne yaaneHWs HoCcoBbIX NMOANUMOB Y
rnocne remMoppounasKTommu. Coo6LLaeTCa O TOMOBHBIX BOMIAX, XOKEHUM,
MOKaNblBaHWN 1 YMXaHUM B pe3y/bTaTe MPUMEHEHUS FeMOCTaTUYECKOro
matepuana «Cepmkvicen ®uépuinap» Npyv HOCOBOM KPOBOTEYEHWUW U APYTUX
PUHONOrMYeCKMX npoLesypax. Kpome Toro, coobLuaeTcs 0 NoKabiBaHUM Npy
HaNOXeHUN remocTaTuyeckoro Mmatepuana «Cepmpkucen Pubpunnap» Ha
MOBEPXHOCTHbIE paHbl (BapuKO3HbIE A3Bbl, YYaCTKU KOXW, NOABEPrHYTbIe
Aepmabpasni, 1 JOHOPCKMe YUYaCTKW NpK ayToTpaHCnIaHTaumm).

MpegynpexaeHus

e [emocTaTn4ecKuii marepuan «Ceppmxkucen dubpunnap»
MOCTaB/IAETCA CTEPU/IbHLIM, W MOCKOMbKY MaTtepuan He MOAXOAUT ANs
aBTOK/NAaBUPOBaHUA WM CTEpUIM3aUMM  3TUIEHOKCUMAOM,  MOBTOPHas
CTepunu3aums remoctatmyeckoro marepuana «Cepmkucen ®ubpunnap»
3anpeLleHa.

»  [emocTaTnyeckuii Matepuan «Cepmxmcen dnbpunnap» He ABNSETCA
3aMeHO TLLaTeNbHO NPOBOAVMON XMPYPrUYECKON OnepaLmm 1 NpasuibHOro
HaJIOXKEHWA LLIOBHOr0 Marepuana v MMrmpoBaHus.
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paralysis have also been received in connection with other procedures. Blindness
has been reported in connection with surgical repair of a lacerated left frontal
lobe when SURGICEL Fibrillar Haemostat was placed in the anterior cranial
fossa (see WARNINGS and PRECAUTIONS).

* Possible prolongation of drainage in cholecystectomies and difficulty
passing urine per urethra after prostatectomy have been reported. There has been
one report of a blocked ureter after kidney resection, in which postoperative
catheterization was required.

*  Occasional reports of "burning™ and "stinging™ sensations and sneezing
when SURGICEL Fibrillar Haemostat has been used as packing in epistaxis, are
believed to be due to the low pH of the product.

*  Burning has been reported when SURGICEL Fibrillar Haemostat was
applied after nasal polyp removal and after haemorrhoidectomy. Headache,
burning, stinging and sneezing in epistaxis and other rhinological procedures.
Also stinging when SURGICEL Fibrillar Haemostat was applied on surface
wounds (varicose ulcerations, dermabrasions and donor sites) have been
reported.

Warnings

e SURGICEL Fibrillar Haemostat is supplied sterile and as the material
is not compatible with autoclaving or ethylene oxide sterilization SURGICEL
Fibrillar Haemostat should not be re- sterilised.

e« SURGICEL Fibrillar Haemostat is not intended as a substitute for
careful surgery and the proper use of sutures and ligatures.

*  Closing SURGICEL Fibrillar Haemostat in a contaminated wound may
lead to complications and should be avoided.

e The haemostatic effect of SURGICEL Fibrillar Haemostat is greater
when it is applied dry; therefore it should not be moistened with water or saline.



e 3aKpblTWe remMocTaTuyeckoro martepmana «Cepmxkucen ®unépunnap»
B 3arpsA3HEHHON paHe MOXET MPUBECTU K OC/IOXHEHWSM, W 3TOrO crefyet
nsberatb.

* [eMocTaTM4eCcKWin  3aEeKT  WCMOMb30BaHWA  FemMoCTaTUYeckoro
maTepuana «Cepmxucen dmbpunnap» nyylue, Korga Matepuan NnpuMeHseTcs
CyXuM, B CBA3M C 3TUM €ro He CcliefyeT CcMauvBaTb B BOfe WM
(h3nonornyeckom pactsope.

» [emocTtaTuyeckuii Matepuan «Cepmkucen dubpunnap» He cnegyet
MPONUTLIBATL AHTUMHMEKLIVOHHBIMX areHTamy M NpoYMMK Matepuaiamu,
Harpumep, OytepHbIMM 1N reMocTaTU4yecKUMM  CpeacTBamu.
emocTaTuuecknii  aheKT MaTepuana He ynydlaetcs Ao6aBfeHvem
TPOMOWHa, [AeCTBME KOTOPOro HeMTpanm3yeTcs HU3KMM rokasaTtenem pH
martepuana.

* HecmoTpa Ha TO, 4TO remocTaTMyeckuin Matepuan «Cepxucen
dunbpunnap» MOXHO nNpuM HEo6XOAMMOCTM OCTaBNATb in  Situ, ero
peKoMeHAyeTCH yaanaTb nocne AOCTYXEHWUs remoctasa. Matepuan Bcerja
Heo6X041MO yaansaTh C MecTa NPUMEHEHUS NpY UCNO/b30BaHUW B UK BOIN3K
TakMX MECT, KaK nuTaTe/ibHble 0TBEPCTUSA KOCTER, 0611aCTh KOCTHbIX FpaHuL,
CMWHHOM MO3T W/VNW 3pUTENbHBIV HEPB U 3PUTENbHbIA NEPEKPECT, a TakKe
BO/MIM3N TPyBUaTbIX CTPYKTYP, KOTOPbIE MOTYT OKa3aTbCA CAaB/EHHbIMM
BCNeACTBMe HabyxaHWs Matepuana, He3aBMCUMO OT TuUMa XMPYPruyeckoii
npoueaypbl  MOCKOMbKY — remocTaTuuyeckuii  matepuan  «Cepmkumcen
®unbpunnap» Npu HabyxaHWM MOXET OKasblBaTb [aBNEHUE, UTO MOXET
MPMBECTM K Mapasnyy n/uav rnoBpeXxXAeHVo HepBoB. BO3MOXHO CMeLL;eHVe
remMocrtaTmyeckoro Martepuana «Cepmpkucen dubpunnap» B ciydae
MOBTOPHOI0 TaMMOHMPOBaHUS, fa/IbHEMLLMX MaHUNYALMIA B XOZe ornepaumu,
MPOMbIBaHUSA, YCUNEHHOTO AbIXaHWs W T.4. Bbinn 3admkcupBaHbl ciyyan,
Korfia B X0fie Takmx MnpoLesyp, Kak /1063KTOMUS, TAMUHIKTOMUA U NleveHune
nepenoma I06HON KOCTU Yepena M BOCCTAHOB/IEHWE pa3opBaHHOW 4oNW, Npu
OCTaBNEHMW remocTaTnyeckoro matepmana «Cepmxucen dunbpunnap» B Tene
naumeHTa nocne 3akpbiTs paHbl MMESI0 MeCTO CMeLLieHVe MaTepuasa ¢ MecTa
MPUMEHEHNs B MWTaTe/lbHOe OTBEPCTME KOCTW BOGAM3W CMWHHOIO Mo3ra C
nocnefyoLWwmMM Napanyom 1 B ApYrom cryyae - B IEBYHO [/1a3HYH0 OpouTy ¢
nocneayoLLein cnenoToil. HecmMoTps Ha TO, UYTO 3TV COOOLLEHUS He MOryT
ObITb NOATBEPXKAEHbI, BPaUn JOMKHbI ObITb 0COO0 OCTOPOXKHBI 1 HE3aBUCUMO
OT TWNa XUPYpPruyeckor orepauuy paccMaTpuBaTth LienecoobpasHoOCTb
yAaneHns reMocTaTuyeckoro matepuana «Cepmpkucen ®ubpunnap» nocne
[OCTUXKEHNs remocTasa.
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e  SURGICEL Fibrillar Haemostat should not be impregnated with anti-
infective agents or with other materials such as buffering or haemostatic
substances. Its haemostatic effect is not enhanced by the addition of thrombin,
the activity of which is destroyed by the low pH of the product.

e Although SURGICEL Fibrillar Haemostat may be left in situ when
necessary, it is advisable to remove it once haemostasis is achieved. It must
always be removed from the site of application when used in, around, or in
proximity to foramina in bone, areas ofbony confine, the spinal cord, and/or the
optic nerve and chiasm, and in proximity to tubular structures that could become
constricted by swelling, regardless of the type of surgical procedure because
SURGICEL Fibrillar Haemostat, by swelling, may exert pressure resulting in
paralysis and/or nerve damage. Dislodgement of SURGICEL Fibrillar
Haemostat could possibly occur by means such as repacking, further
intraoperative manipulation, lavage, exaggerated respiration, etc. There have
been reports that in procedures such as lobectomy, laminectomy and repair of a
frontal skull fracture and lacerated lobe that SURGICEL Fibrillar Haemostat,
when left in the patient after closure, migrated from the site of application
into foramina in bone around the spinal cord resulting in paralysis and, in another
case, the left orbit of the eye, causing blindness. While these reports cannot be
confirmed, special care must be taken
by physicians, regardless of the type of surgical procedure, to consider the
advisability of removing SURGICEL Fibrillar Haemostat after haemostasis is
achieved.

e Although SURGICEL Fibrillar Haemostat is bactericidal against a wide
range of pathogenic microorganisms, it is not intended as a substitute for
systemically administered therapeutic or prophylactic antimicrobial agents to
control or prevent post-operative infections.



e HecmoTpa Ha TO, 4TO remoctaTuyeckuii matepuan «Cepmkucen
Punbpunnap» aBngeTcs barorepuuyaHbIM CPeACTBOM NPOTUB LLUMPOKOTO pssa
MaTOreHHbIX  MWKPOOPraHU3MOB, OH He  CAYXWT  albTepHaTUBOW
cucTeMaTUUeCKM MPUMEHAEMbIM TepaneBTUYeCKUM U NPOMUIAKTUYECKUM
MPOTVBOMUKPOOHBLIM ~ CPeACTBaM,  WCMOMb3YEMbIM A1 JIRYEHUA WU
npeaoTBpaLLEeHns NocieonepauoHHbIX UHPEKLWIA.

MepbI NpesoCcTOPOXHOCTH

*  Vicnonb3yiTe TOMbKO HEOOXOAMMOE KOIMYECTBO reMOCTaTU4ecKoro
matepuana «Cepmkucen ®uépunnap» Ans remoctasa, HaaeXHoO yaepXuBas
maTepuan Ha MecTe 10 NPeKpaLleHns KPoBOTeYeHWs. Y anainTe UMetoLmecs
M3NLLIKN MaTepuana nepes 3akpbiTUeM paHbl 15 COLENCTBUA paccachbiBaHUIO
W CBEOEHUA K MWHUMYMY BEPOSATHOCTM peakuuy Ha WHOPOLHOE Teno,
HamnpuMep, WHKancynauuyM martepuana, KoTopas MOXET BbIrNALeTb Kak
apTeakTbl Ha paguorpanyuecknx N300paxXeHNsx, NpPMBoOAA K Olnbkam B
AMarHocTuKe M pUCKY MOBTOPHON onepauuu.

* B xope yponoruyeckux npouesyp CreAyet  MCMoONb30BaTb
MVHUMa/IbHOE  KONMYECTBO TemMoCTaTUyeckoro marepuana «Cepmxucen
®unbpunnap» 1 He06X0AVMO NPOSIB/IATL OCTOPOXHOCTb, YTOObI HE AOMYCTUTD
3aKYMOPKMN YPETPbl, MOYETOYHWUKOB W/IN KaTeTepa CMECTMBLLUMMUCSH HYacTAMM

maTepuana.
e TockonbKy  paccacblBaHMe  FeMOCTaTMYeCcKOro  MaTtepuana
«Cepmxucen  ®duépunnap» MOXeT 6biTb 3aTPyAHEHHO B  MecTax,

06paboTaHHbIX MYTEM XMMMWYECKOr0 MPMXKUraHMs, A0 €ro NPUMEHEHUS He
[OMKEH WCMOMb30BaTLCA HUTPAT cepebpa WAM Mpoune MpdKUratoLime
cpeacTBa.

e Ecnm remocTtatmdeckuin  matepuan «Cepmpkucen  dubpunnap»
NCMONb3YETCA AN BPEMEHHOrO 3aro/HEHNS MOMOCTM KPYMHOW OTKPLITON
paHbl, OH [AO/MKEH pa3Mewatbcs 6e3  MepeKkpbITUA  KpaeB  KOXMW.
OH A0/MKeH 6biTb yAaneH C OTKPbITOW paHbl WMUNLAMX UK MPOMbIBaHNEM
CTEPUNbHOIN BOAOIA UM (PU3MOMOTMYECKMM PACTBOPOM MOC/E MpPeKpaLleHus
KPOBOTEYEHUS.

»  Cnepyet NposiBNATb OCTOPOXHOCTb npu
OTOPWHONAPVHIONIONMYECKUX OMepauusx, YTobbl He LONYCTUTL acnupaumm

Kakoi-nnbo yacTM MaTepuana naumeHToM  (Hanpumep, OCTaHOBKa
KPOBOTEUEHWNA  MOC/ME  TOH3WN3KTOMUM WM OCTaHOBKA  HOCOBOIO
KPOBOTEYEHNS).
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Precautions

e Use only as much SURGICEL Fibrillar Haemostat as is necessary for
haemostasis, holding it firmly in place until bleeding stops. Remove any excess
before surgical closure in order to facilitate absorption and minimize the
possibility of foreign body reaction, such as encapsulation ofthe product, which
may mimic artifacts on radiographic images, resulting in diagnostic errors and
possible reoperation.

e In urological procedures, minimal amounts of SURGICEL Fibrillar
Haemostat should be used and care must be exercised to prevent plugging ofthe
urethra, ureter, or a catheter by dislodged portions ofthe product.

»  Since absorption of SURGICEL Fibrillar Haemostat could be prevented
in chemically cauterized areas, its use should not be preceded by application of
silver nitrate or any other escharotic chemicals.

* IfSURGICEL Fibrillar Haemostat is used temporarily to line the cavity
of large open wounds, it should be placed so as not to overlap the skin edges. It
should also be removed from open wounds by forceps or by irrigation with
sterile water or saline solution after bleeding has stopped.

e Precautions should be taken in otorhinolaryngologic surgery to assure
that none of the material is aspirated by the patient. (Examples: controlling
haemorrhage after tonsillectomy and controlling épistaxis).

e Care should be taken not to apply SURGICEL Fibrillar Haemostat too
tightly when it is used as a wrap during vascular surgery (see Adverse
Reactions).



e CnepyeT nposiBNATb  OCTOPOXHOCTb M HE  HakniafblBaTb
remMocTaTuyeckuin matepuan «Cepmxucen dubpunnap» CAULLKOM MI0THO,
Korga OH MCMonb3yeTcs Ansa 00epTbiBaHMA B COCYAUCTON Xupyprum (cwm.
B0O3MOXHbIE OC/TOXXHEHMA U NOOOYHBIE 3M(EKTHI).

CBejeHunsa 0 NPon3BoAnNTENE

Ha3gaHue npoH3BoauTeNns/paspaboTymnka:
(Ethicon LLC, USA)

Agppec: XaliBain 183 kv 8.3, CaH JlopeHuo, MyspTo-Puko, 00754, CLLA
(Highway 183 Km 8.3, San Lorenzo, Puerto Rico, 00754, USA)
Mpon3BOACTBEHHbIE NOLLAAKN:

ATMKOH 3AN-In-Cu, Xaiieaii 183 km 8.3, CaH JlopeHuo, MyapTo-Puko,
00754, CLUA (Ethicon, LLC, Highway 183 Km 8.3, San Lorenzo, Puerto
Rico, 00754, USA)

Pa3paboTumk:

DTUKOH, MHK., 1000 Pyt 202, PapuTaH, Hbto-xepcu, 08869, CLUA
(Ethicon, Inc., 1000 Route 202, Raritan, New Jersey, 08869, USA)
YCnoBua NpuMeHEeHUS

MefMUMHCKOe M3denve npegHasHavyeHo A1 MPUMEHEHUS B CTaHAAPTHbIX
YCNOBMSX Cpefbl ONepauyoHHOr0 NOMeLLEHNS 60bHALI.

MoTeHUManbHbIA NOTPebuTeNb

Bce onepaTvBHble BMeLLaTe/IbCTBA [OMKHBI BbIMOHATHCSA
KBa/IM(ULMPOBAHHBIMA  XUpypraMmym B XOfe  COOTBETCTBYHOLLEN
XVPYPryecKon npoueaypbl. Xvpypr HeCeT 0TBETCTBEHHOCTb 3a BbIMO/IHEHME
COOTBETCTBYIOLUMX 3TanoB W MpoLeayp, 4T0bbl M36exaTb WHMEKLMU 1
OC/NOXXHEHWIA.

N306paxeHne 1 onvcaHune n3genus

OMUCAHWE

MaTepuan remocTaTMyecKuin paccacbiBatoLLmiica «Cepmpkucen ®unbpunnap»
npeactaBnseTr Cob60iM  CTepunbHbIA  paccacblBalOLLMIACA  BOMIOKHUCTLIN
matepuan,  W3rOTOBMEHHbIA  MyTEM  KOHTPO/IMPYEMOrO  OKMC/IEHUS
pereHepupoBaHHoOi Lienntonossl. Matepus 6enoro ugeta ¢ 6/1e4HO->KeNTbIM
OTTEHKOM W NIErKUM Kapame/ibHbIM 3anaxom. OHa [0CTaToO4HO NMpoYHas v npu
(PMKCMPOBaHUM LUOBHLIM MaTepuanom Wam obpe3aHUn He pacTperbiBaeTCs.
MaTepuan ycTonuMB, W €ro cnegyet XpaHWTb NpU MOAAEPXMBaEMOiA
KOMHaTHOV Temnepatype. CO BpemMeHeM MOXeT HabnogaTbes ferkoe
obecLBeunBaHme, 04HaKO 3TO He BAIMSET Ha APHEKTUBHOCTb MaTepuasa.

ITMKoH 3n-9n-Cn, CLUA
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Information about manufacturer

Manufacturer/developer name: Ethicon LLC, USA

Adress; Highway 183 Km 8.3, San Lorenzo, Puerto Rico, 00754, USA
Manufacturing sites:

Ethicon, LLC, Highway 183 Km 8.3, San Lorenzo, Puerto Rico, 00754, USA

Designer
Ethicon, Inc., 1000 Route 202, Raritan, New Jersey, 08869, USA

Usage conditions
The medical device is intended for use at the standard conditions of a hospital
operating room environment.

Potential consumer

All procedures should be performed by a qualified surgeon using appropriate
surgical procedure. The surgeon is responsible for the implementation of
appropriate steps and procedures to avoid infection and complications.

Picture and description of device

DESCRIPTION

SURGICEL Fibrillar Absorbable Haemostat is a sterile absorbable fibrous
material prepared by the controlled oxidation of regenerated cellulose. The
fabric is white with a pale yellow cast and has a faint, caramel-like aroma. It is
strong and can be sutured or cut without fraying. It is stable and should be stored
at controlled room temperature. A slight discolouration may occur with age, but
this does not affect performance.

The fibrillar form of the product allows the surgeon to grasp with forceps any
amount of SURGICEL Fibrillar Haemostat needed to achieve haemostasis at a



BonokHucTas opma m3genms no3BoNseT XMpypry 3axBaTbiBaTb LmMLaMu
noboe  KOMMYECTBO  remocTaTtuyeckoro — martepuana  «Cepmxucen
Punbpunnap», HEO6XOAMMOE /1 LOCTUXKEHWS reMOCTasa Ha OnpefesieHHOM
y4acTKe KpOBOTeYeHWs. ITO AenaeT ero yA06HbIM AN TPYAHOAOCTYMHbLIX U
KpOBOTOYALLUMX Y4aCTKOB HenpaBUIbHOM (POopMbl. HecmMoTps Ha erkoctb
BbITATMBAHWUSA  XKENaeMoro KO/AM4yecTBa remMOCTaTUYecKoro matepuana
«Cepmpxucen ®dunbpunnap» 13 06Lero 3anaca, rpynna BblbpaHHbIX BOIOKOH
MPOAO/MKAET CBA3bIBATLCA APYr C APYroM, W MPWIOXEHWE €ero K MecTy
KPOBOTEYEHMS KOHTPOIMPYETCH C NIErKOCTbI. HexkenaTesibHOro paccevBaHus
HaZ MecTOM MPoBeSeHUA onepaLyn He NPOUCXOANT.
MoarotoBKa K MUCMoNb30BaHMIo

Mpw n3BNeYeHUN remMocTatnuyeckoro matepuana Cepgxucen ®unbpunnap m3
CTEPUNIBHOTO  KOHTeiHepa Hajo  cobnogaTb  MpasBwuia  acenTuKu.
MuHMMaNbHOE KONMYECTBO TemMoCcTaTMyeckoro Martepuana Cepgkucen
®unbpunnap COOTBETCTBYHOLLETO pasmepa Hafo MNPUIOKUTb K MeCTy
KPOBOTEYEHWUA W MPOYHO YAepXumBaTb Ha TKaHW [0 Tex Mop, Moka He
OCTaHOBMWTCH KPOBOTEYEHNE.

Tpebyemoe KONMYECTBO MaTepuana 3aBUCUT OT MPOUCXOXKAEHUS WU
WNHTEHCMBHOCTU KPOBOTEYEHNS, KoTopoe Hago OCTaHOBWUTb.
FemocTaTuueckuii  aghpekT matepuana «Cepmxucen  dubpunnap»
0CO6EHHO BbIPaXXEH, €C/IM OH UCMO/b3YeTCs B CyXOM Buie. He pekomeHayeTcs
YBNAXHATb MaTepuan BOAON NNn PU3N0I0rMYECKUM PaCTBOPOM.

MpyHUMN gencTeus

MexaHu3M AeincTBMSA, NOCPEeLCTBOM KOTOPOro reMOCTaTUYeCKMin matepuan
«Cepmpxucen ®unbpunnap» yCKopsieT CBEPTbIBAHME KPOBU, [0 KOHLA He ACEH,
HO OH BblpaKaeTcd B (PU3MYECKOM BO3AEACTBMWM, a HE WU3MEeHeHUU
HOPMaNbHOTO (PM3NOMIOMMYECKOrO MexaHW3Ma CBepTbiBaHWSA Kposw. [locne
HacbILLEeHNs  KPOBbKD  remocTaTvyeckoro  matepuana  «Cepmxucen
®dunbpunnap» oH HabyxaeT U MpeBpaLlaeTCs B KOPUYHEBATYHO WU YEpPHYIO
XKeneobpasHyo maccy, KoTopas Cnoco6CTByeT 06pa3oBaHUI0 CrycTka, Tem
CaMbIM SABNAACL reMOCTaTMYECKUM BCMOMOraTe/lbHbIM  CPeACTBOM  Mpu
OCTaHOBKe MEeCTHOr0 KpoBOTeYeHus. [pu MpaBW/IbHOM WUCMOMb30BaHWN B
MWHUMa/IbHBIX  KOMIMYeCcTBaX reMoCcTaTUyecKuin  Matepuan  «Cepmkucen
®unbpunnap» paccacbiBaeTca B MECTE MMMIAHTaLUM NPaKTUYECKM 6e3 KaKoii-
Nnbo TKaHeBOW peakumn. PaccacbiBaHMe 3aBUCUT OT HECKOMbKUX (haKTOPOB,
BK/IOYaA UCMO/b3yeMOe KOMIMYECTBO MaTepuasia, CTeneHb HaCbILLeHWS
KPOBbLIO 1 NOAAEPXKUBAIOLLYHO TKaHb.
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particular bleeding site. This makes it convenient for hard to reach or irregularly
shaped bleeding sites. Although it is easy to pull the desired amount of
SURGICEL Fibrillar Haemostat from the entire supply, the group of selected
fibres continue to cohere to one another and application to the bleeding site is
easily controlled. Unwanted dispersal over the operative site does not occur.

Preparation for use

Sterile technique should be observed in removing SURGICEL Fibrillar
Haemostat from its sterile container. Minimal amounts of SURGICEL
Fibrillar Haemostat in appropriate size are laid on the bleeding site or held
firmly against the tissues until haemostasis is obtained.

The amount required depends on the nature and intensity of the haemorrhage to
be stopped. The haemostatic effect of SURGICEL Fibrillar Haemostat is
particularly pronounced when used dry. Moistening the material with water or
physiological saline solution is not recommended.

Preparation for use

The mechanism of action whereby SURGICEL Fibrillar Haemostat accelerates
clotting is not completely understood, but it appears to be a physical effect rather
than any alteration of the normal physiologic clotting mechanism. After
SURGICEL Fibrillar Haemostat has been saturated with blood, it swells into a
brownish or black gelatinous mass which aids in the formation of a clot, thereby
serving as a haemostatic adjunct in the control of local haemorrhage. When used
properly in minimal amounts, SURGICEL Fibrillar Haemostat is absorbed from
the sites of implantation with practically no tissue reaction. Absorption depends
upon several factors including the amount used, degree of saturation with blood,
and the tissue bed.



B [JOMONIHEHVE K CBOMCTBAM MECTHOrO reMOoCTaTUYecKoro marepuana,
remoctatuyeckmii  matepuan  «Cepmkucen — ®dubpunnap»  SBnseTcs
GakTepuuMAHbIM - CPeACTBOM  in VIitro  MpOTVMB  LUMPOKOrO  psfa
rPamnosIoXMTENbHLIX U rpaMoTpULaTeNbHbIX MUKPOOPraHU3MOB, BK/IHOYast
a3pobbl 1 aHaspobbl. MemocTaTuyeckuii Matepuan «Cepmxucen dubpunnap»
ABMIAeTCA BaKTepULUMAHLIM CPELCTBOM in Vitro NPOTWB LUTAMMOB Pa3/IMYHbIX

In addition to its local haemostatic properties, SURGICEL Fibrillar Haemostat
is bactericidal in vitro against a wide range of gram positive and gram negative
organisms including aerobes and anaerobes. SURGICEL Fibrillar Haemostat is
bactericidal in vitro against strains of species including those of:

BMAOB MMKPOOPraHM3moB, BK/KO4Yasa C/eayroLline:

Staphylococcus aureus
Staphylococcus epidermidis
Micrococcus luteus
Streptococcus pyogenes Group A
Streptococcus pyogenes Group B
Streptococcus salivarius
Branhamella catarrhalis
Escherichia coli

Klebsiella aerogenes
Lactobacillus sp.

Salmonella enteritidis

Shigella dysenteriae

Serratia marcescens

MeTVILWIfII/IH-yCTOVI‘-I MBble LITaMMbl

Staphylococcus aureus (MRSA)

Bacillus subtilis

Proteus vulgaris
Corynebacterium xerosis
Mycobacterium phlei
Clostridium tetani
Clostridium perfringens
Bacteroidesfragilis
Enterococcus
Enterobacter cloacae
Pseudomonas aeruginosa
Pseudomonas stiitzen
Proteus mirabilis

Staphylococcus aureus
Staphylococcus epidermidis
Micrococcus luteus
Streptococcus pyogenes Group A
Streptococcus pyogenes Group B
Streptococcus salivarius
Branhamella catarrhalis
Escherichia coli

Klebsiella aerogenes
Lactobacillus sp.

Salmonella enteritidis

Shigella dysenteriae

Serratia marcescens

methicillin-resistant Staphylococcus

aureus (MRSA)
penicillin-resistant Streptococcus
pneumoniae (PRSP)

Bacillus subtilis

Proteus vulgaris
Corynebacterium xerosis
Mycobacterium phlei
Clostridium tetani
Clostridium perfringens
Bacteroidesfragilis
Enterococcus
Enterobacter cloacae
Pseudomonas aeruginosa
Pseudomonas stutzeri
Proteus mirabilis

HEH”L"V'““”H'VCTOVN”B'_"G LT amMMbl vancomycin-resistant Enterococcus
Streptococcus pneumoniae (PRSP) (VRE)

BaHKOMUUMHYCTONYMBbIE LITaMMbI
Enterococcus (VRE)
MeTWUUMINH-YCTOYMBbIE  LUTAMMbI
Staphylococcus epidermidis (MRSE)

methicillin-resistant Staphylococcus
epidermidis (MRSE)
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VccnegoBaHnst Ha XKUBOTHBIX MOKasaan, YTO FemMoCTaTUYecKuii matepuan
«Cepmxucen dubpunnap», B 0TIMUME OT APYTUX reMOCTaTUYECKMX areHTOB,
HE YCU/IMBAET 3KCNEePUMEHTANIbHYHO UH(EeKUMI0. OLHAaKO remMoCcTaTUYecKuii
maTepuan «Cepmxkucen dubpunnap» He MOXET CUMTATbCA a/lbTePHATUBON
CUCTEMHbIM MPOTUBOMUKPOGHBLIM areHTaM, NpUMEeHSEMbIM ANS NIEUEHNS UK
NPOMNAKTUKI paHeBbIX MHGEKLIA.

FemocTatnueckuini  matepuan  «Cepmkucen  dubpunnap»  MOXeT
CNOMb30BaTbCA BO MHOMMX 06/1aCTSX XUPYPrum, Hanpumep, B CepAeYHO-
COCYAMCTOW XMPYPrun, Npu reMoppooa3KTOMUN, UMMIAHTALMN COCYANCTLIX
NpoTe30B, MPOBeAEHUM BUOMCUIA, NPU onepauusax Ha Nerkux, B YentoCTHO-
NNLIEBOA XUPYPrum, Mpy Pe3ekuMn Xenydka, npu onepauusax Ha JIOP-
opraHax, neyeHn 1 XeNYHOM My3bIpe, MPY TMHEKONIOTNYECKMX OnepaLmsx,
npy TopakanbHOW M abJ0MMHANBHON CUMMATIKTOMUW, B HEMPOXUPYPruu,
0COGEHHO MpV OMNepaTUBHbLIX BMELLATENbCTBAX Ha FONOBHOM MO3re, npu
onepaumsx Ha LUMTOBUAHOW >kenese, Npu nepecagkax KoXu, a Takke npu
NeYEeHNN MOBEPXHOCTHbIX TPABMATUYECKMX MOBPEXAEHNIA.

Cnocob npumeHeHUs
YKasaHus Nno NPUMEHEHUIO B 3HAO0CKONMYECKUX MpoLiesypax:
(Cm. PucyHku 1, 2A, 2B u 3).

Puc. 1 FemocTaTwnueckuii maTepuan Cepmrucen Pubpunnap
JOMKeH OblTb 06pe3aH [0 HY>KHOro pasmepa [Ais
pasMelleHnss npu  3HOOCKOMMYeCKMX npoueaypax. Mo
MOMeLLeHNs  paccacbiBatOLLerocs  reMoCcTaTUYeCcKoro
mMaTepuaia cnefyeT UCNOoMb30BaATb CTaHLAP THYIO TEXHUKY
MpoBefeHnss  3HAOCKONWYECKMX  npouedyp. 3axsaTuTe
remocTaTuyeckuii maTepuan Cepgykucen ®ubpunnap 3a
O[IVH YI/OB.

MefieHHO BBeAWTE 3axBaTbIBAOWMA WHCTPYMEHT W
mMaTepwasn B NoNoCTb.

PasmelleHre ¥ NO3WLMOHMPOBaHME MaTepuana Ha MecTe
OCYLLECTBAAKTCA  NpU  NOMOLWM  3axBaTbIBAIOLLNX
WHCTPYMEHTOB, BBEEHHbIX Yepe3 BTOPON W/manm TpeTwii
AONONHNTENbHbIV KaHas.

Puc. 2.A 1
2.B.
Puc 3
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Studies conducted in animals show that SURGICEL Fibrillar Haemostat in
contrast to other haemostatic agents does not enhance experimental infection.
SURGICEL Fibrillar Haemostat is not, however, an alternative to systemically
applied therapeutic or prophylactic antimicrobial agents.
SURGICEL Fibrillar Haemostat can be used in many areas of surgery, e.g.
cardiovascular surgery, haemorrhoidectomy, implantation of vascular
prostheses, biopsies, lung operations, surgery to the face and jaw, gastric
resection, operations on the throat or nose, liver and gall bladder operations,
gynaecological operations, thoracic and abdominal sympathectomies,
neurosurgery, especially cerebral operations, thyroid operations, skin
transplantations, and treatment of superficial injuries.

Mode of application
Directions for use in endoscopic procedures:
(see figures 1,2A, 2B and 3).

Figure 1L SURGICEL Fibrillar Haemostat should be cut to the
appropriate size for endoscopic placement. Standard
endoscopic procedures should be used up to the point of
placement of the absorbable haemostat. Grasp the
SURGICEL Fibrillar Haemostat at one corner.

Figure 2.A.  Slowly push the grasping instrument and material into the

and 2B. cavity.

Figure 3. With the use ofgrasping instruments in a second and/or third

auxiliary site, placement can be made and the material
repositioned as needed

10
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Puc. 1 Puc. 2A
Figure 26 Rgre3
Puc. 2B Puc.3

MHGpopmaumsas 06  ouncTKe, AesnHdekumn 1 cTepunmsaumm  Information on cleaning, disinfection and sterilization of a medical device
MeAMUMHCKOrO m3genusa  (ana  crtepunmsyemblx umsgenuin), nopsigke (for sterilized products), the procedure in case of package appears damaged
JEACTBUA NPV HapyLUeHUN CTepPWUsIbHOM ynakoBKu (ana wsgenwuid, (for sterilize products)

NnocTaB/IsieMbIX B CTEPUILHOM BUAE)
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Martepunan remoctaTuyeckuii paccacbiBatroLmincs «Cepmxmcen dubpunnap»
ABNAETCA U3[eNMeM [N1F OAHOKPATHOro MPUMEHEHUs U MNOCTaBNSAETCA
CTEPUNIbHBbIM, MOABEPrHYThIM CTEPUNMN3ALNM FaMMa-06/TyUYEHVEM.

He ncnonb3oBaTb Npu NOBPEXAEHWUN CTEPUIbHOM YNaKOBKW.
TexHn4eckoe 06cnyxmnBaHue

HenpumeHumo.

OCHOBHbIe TEXHUYECKUNE U (DYHKLIMOHA/IbHbIE XapaKTePUCTUKM

HomuHanbHble LlnpuHa  OnnHa Macca Ha  JInHeliHas Cnow,
pasmepbl (cm) (cwm) MOMEHT MIOTHOCTb  LUT.
(LLx4) oTpesaHus  (AeHbe™)
(N
2,5x5,1cm 2503 51103 0,20-0,45 15015 10-12
51x102cM 51303 0% 083125 150415 O
10,2x10,2cm 10,2 £0,3 }8; 1,66-2,50 150+ 15 6-7

~N[eHbe - Mepa JIMHENHOM NNOTHOCTK; Macca B rpaMmax 9000 MeTpOB NPsixu

OnucaHne NPUHAZNEXHOCTEN, MEANLMHCKUX U3LeNUIA NN N3LENNIA, He
ABNAKOLLMXCA MeANLMHCKUMU, HO  MpPefyCMOTPeHHbIX  Ans
NCMONb30BaHNA B KOMOUHAL MW C 3aB/IEHHbIM MEANLNHCKAM U3[eNNeM
WN3penusa, onucbiBaeMble B AaHHOM (haiifie, He WMEHT BK/IHOYEHHbIX
NPYHaA/IeXHOCTEN.
CBefieHNsl 0 JIeKapCTBEHHbIX
MeAULMHCKOr0 M3fenms

HenpumeHuMoO, wu3fenne He COAEPXUT KakuxX-nbo hapMaLeBTUYECKMX
CyOCTaHLMiA.

cpeacTBax, BXOASALWMX B COCTaB

CBe/leHUs1 0 MaTepuasiax >XMBOTHOI0/4e/I0BEYECKOTr0 NMPOVCXOXKEHMWS
HenpuMeHWmoO,  U3aenMe He  COAEPXKUT  KakuX-Nnbo  maTepuanos
4e/I0BEYECKOT0 UM XKMBOTHOIO MPOUCXOXKAEHUS.
YcnoBusa aKcnayaTauum MeauUMHCKOro U3enuns

MeanUMHCKOe n3fenve SBNSETCS UMNIAHTMPYEMbIM U NPeAHa3HAuYeHo Ans
CMO/b30BaHNS BO BHYTPEHHEN Cpefie opraHm3ma.

YCnoBusi TPAHCMOPTUPOBKN M XPaHEHUST MEAULIMHCKOTO M3ae/uns
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SURGICEL Absorbable Haemostats, are single-use devices that are provided
sterile and sterilized by gamma irradiation.
Do not use if the sterile packaging is damaged.

Maintenance
Not applicable.
Main technical and functional characteristics

Nominal Width Length Weight at  linear Layers,
Size (cm) (cm) Cutting density pcs
(WxL) Time (g) (denier*)

251 25103 51203 020045 OFR 102
PIXI02 51403 102103 ogais 0B o7
02102 102103 102203 1ee250 0 67

*denier - A measure of linear density; the weight in grams of 9,000 meters of
yam.

Key accessories, medical devices or non-medical devices, to be used in
combination with medical device submitted for registration

The devices in this file do not have accessories.
Information about the medicines included in the medical device
Not applicable, devices do not contain any pharmaceutical substances.

Information about materials of animal/human origin
Not applicable, devices do not contain any substances of animal/human origin.

Operating conditions of the medical device

Medical Device is implantable and intended to be used in the body's internal
environment.

Storage and transportation conditions



YCnoBua xpaHeHus:
lMokasaTenb
TemnepaTtypa
OTHOCKTE/bHAA BNIAXXHOCTb
bapomeTpuyeckoe JaBneHve

JnanasoH

o1 +15°C o +30°C

Ot 10 go 95%

oT 700 rfMa go 1060 rMa

Martepuan reMocTaTMyeckmii paccacblBatoLimiics «Cepmkucen dubpunnap»
CnefyeT XpaHUTb B CyXOM BUAe Npu nojgaepxusaemMbix ycnosusx (15 °C - 30
®C) B MecTax, 3alyLLeHHbIX OT MPSMOro CO/IHEYHOrO CBETa, B OPUTMHANIbHOM
yraKoBKe.

Ycnosus TPaHCNOPTUPOBKN:
MMoka3aTenb

Temnepatypa
OTHoCcUTENbHasA BNaXXHOCTb
bapomeTpunyeckoe fasneHuve

CocTaB ynakoBKu

YNaKkoBKa U3[ennsa COLepXnT:
Matepuan  Xupypruyeckui

«Cepmxucen ®dubpunnap» - 10 wr.

- VIHCTpYKUMA N0 NPpUMEHeHWo —1 LuT.

CpoK rogHocTn / cpoK akcnyarayum

Cpok rogHocTtu «Cepmxucen ®unbpunniap» coctasnseT 36 MecsALes.

[vana3soH

ot -60®C go +40°C

Ot 10 fo 95%

o1 700 rMa go 1060 rfa

reMocTaTu4eckuii pacca(:blsarou_mﬁcn

CpoK TrofHOCTM MaTepyana yKasaH Ha yrakoBke. He ucnonb3yiite
remoctaTuyeckuii  matepuan «Cepmxucen @®uépunnap» nocne Aatbl,
YKa3aHHOIi Ha YMaKoBKe.

MpoAayKT paccacblBaeTcs U3 MecTa UMNIaHTaummn B TeueHue 7-14 gHei.

MopsiAOK OCYLLECTBAEHMS YTUN3ALMN N YHUUTOXEHUS MeAULMUHCKOTO
n3genua
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Storage conditions:

Designation Range
Temperature +15®Cto +30® C
Relative humidity 10to 95%

Barometric pressure 700 hPato 1060 hPa

SURGICEL Haemostat should be stored dry under controlled conditions (158C-
30@C) and protected from direct sunlight, in the original packaging.

Transportation conditions:

Designation Range
Temperature -60® C to +40®C
Relative humidity 10to 95%

Barometric pressure 700 hPa to 1060 hPa

Package contents

The package contains:

- Surgical haemostatic absorbable material SURGICEL Fibrillar - 10pcs.
- Instruction for use - Ipc.

Shelf life / Lifetime
SURGICEL Fibrillar shelf-life is 36 months

The use by date of this product is printed on the packaging. Do not use
SURGICEL Fibrillar Haemostat after this date.

The products are absorbed from the site of implantation over 7-14 days.

Disposal
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N3penus, MMeBLUME KOHTAKT C KPOBbO W/MAW Apyrumu 6UO0N0rnmyecKnumMm
XWAKOCTAMM, OTHOCUTCA K Knaccy b Knaccupukaumm MeguLuyHCKUX 0TXOA0B,
M NOANeXaT YTUM3auuu WWAM YHUYTOXEHUIO COrMACHO MPUMEHSEMbIM
HaLWIOHa/TbHbIM 38KOHOAATE IbHLIM HOPMaM.

Heucnonb3oBaHHble U3aenvs (He MMEBLUME KOHTaKTa C KPOBbHO W/WM C
OMOMOrNYECKUMY XKNAKOCTAMM), B T.4. C WUCTEKLMM CPOKOM FOLHOCTH,
OTHOCUTCA K Knaccy A Knaccuukauuy MeauLMHCKUX OTXOLOB, Moa/exar
YTUAU3ALMN U/ANN YHUYTOXEHUKO COMTACHO MPUMEHAEMbIM HALMOHA/IbHBIM
3aKoHogaTeNlbHbIM HopMam (CaHlMuH 2.1.3684-21).

[FapaHTuiiHbIe 06a3aTeNbLCTBA

MpousBoauTeNnb rapaHTUPYeT KOHEYHOMY MOTPebUTentd  OTCYTCTBME
Ae(heKTOB M COOTBETCTBME XapakTepPUCTUK 3aSBNIEHHbIM Ha MPOTAXEHWUN
BCEro Cpoka rofHoCT1 NPOAYKTa Npy Co6/04eHNM TPeboBaHUIA K XpaHEHWHO,
TPaHCMOPTVMPOBKE W LEMIOCTHOCTW YMakoBKW. HeT HUKakux rapaHTuii,
BbIXOAALLMX 33 PAMKM OMUCAHUA Ha IMLEBOIN UHCTPYKLMMN NO NPUMEHEHWIO.
MpUrogHOCTb ANS UCMOMb30BaHWA 3TOr0 MEeAMLIMHCKOTO M3Lenns 415 Noboi
KOHKPETHOW  XMPYPrMYeckoi  npouemypbl  JO/DKHA  OMpeaenstbes
nonb3oBaTesieM B COOTBETCTBUM C WHCTPYKUMSMWU MPOU3BOAWTENS MO
MPUMEHEHUIO.

Peknamauus

Ons  nonyyeHus  [ONOMHWUTENbHOW  MHA(OPMAaLWKM,  CBA3AHHOW  C
NCMoMb30BaHWEM MeAMLMHCKOro un3fdenus, npocbba cBA3aTbCs € Bawum
pervnoHabHbIM npeAcTaBuTeNem KOMMaHMn Elblcon, EbC,

YNONHOMOYEHHbIM MpefcTasutenem npomssogntens OO0 «[DKOHCOH &
IbxoHcoH», 121614, r. Mocksa, yn. Kpbinatckaa, g. 17, kopn. 2, Ten.
+7(495)580-77-77.
Pacwungpposka  CUMBOSOB,
MeAMLMHCKOro u3genus

MPYMEHSEMbIX ~ NPU  MapKUpOBKe
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Products coming into contact with blood and/or biological fluids are class B
medical devices under medical wastes classification and may be recycled and /
or disposed in accordance with applicable national regulations.

Unused products (not having contact with blood and/or biological fluids),
including those with expired shelf life, belong to class A medical devices under
medical waste classification and may be recycled and/or disposed in accordance
with applicable national regulations ( SanPiN 2.1.3684-21).

Warranty

Manufacturer guarantees to the end user absence of defects and conformity to
product specifications for the entire shelflife ofthe product under the conditions
of adherence to storage, transportation and package integrity requirements.
There are no warranties that extend beyond the description on the face of
instruction for use. Suitability for use of this medical device for any particular
surgical procedure should be determined by the user in conformance with the
manufacturer’s instructions for use.

Reclamation

For additional information related to the use of the medical product, please
contact your regional representative of Ethicon, LLC., an authorized
representative of the manufacturer, "Johnson & Johnson LLC", 121614,
Moscow, Krylatskaya Street, 17, bldg. 2, tel. +7 (495) 580-77-77.

Explanation of symbols used in labelling the medical device
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JU1s 0HOKPATHOIO NPHMEHEHHS

[ToBTOopHas cTepHIH3allHA lanpelaeTcs

LOT

Cepus Ne

2

Tonmer J0: roa U Mecan

STERILE|R

CrepnibHo, Metoa cTepuiniauim: o6:1ysenue

Homep no katanory

BHuMaHHe, CM. HHCTPYKUHH [0 IPHMEHEHHIO

30°C

18°C

Xpanutsb npn Temnepatype ot 15 °C g0 30 °C

He ycnomm30BaTh NpH MOBPeXIEHHOM
YAaKoBKe

ul

IponspoauTes

q3

Mapka CE

Single use

Do not restenlize

e Batch number
LOT
g Use by: year and month
Sterile. Method of sterilisation: irradiation
STERILE|R

Catalogue Number

Attention, see instructions for use

30°C

15°C

Store 15 °C-30 °C

Do not use if package is damaged

Manufacturer

q3

CE mark
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o D

Odmunansuntii npeacrasutens 8 EC Authorised representative in the European community

EC |REP EC |REP

Jlara BHINYCKA HJIH NepecMOTPAa HHCTPYKIHHE Date of issue or revision of instructions
CeHnTs6ps 2022 September 2022
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92T UK O H s123cu
Komnauns «Jwcorncon & Axconconr

COTJIACOBAHO

«1HKOHN, 3n-In-Cw» (Ethicon, LLC)
Opraauiansiz

Xailysit 183 Km 8.3, Can-Jlopenuo,
Nyapro-Puko. 00754, CLLIA
Anpec

Cr. MEHEAXKEP OTAECNE HOPMATHBHO-NPABOBOI0 PEryANPOBAHHA
JAomxnocTs

Illeamancku, Ctusen b.
damunnn, nur

16.09.2022
Dara: JULMMITIT

<fIOANNCAHO>
[oansce

HucTpykuns no npaMesesuio
MEIHIEHECKOrO HIREANR

Marepuan xupyprivieckuil remocTaTHieckuii paccacoisaionmmiten «Cepramcen ®ubpunnap» (Surgicel Fibrillar)

Conpyxectso [lencunnBaHna

Oxpyr Hopmeemnmon

NMoanucano noa npucaroll (WA TOPKECTBEHHO 3aABACHO) B MOEM NpUcYTCTBUM 16 cenmabpn 2022 200a
Cmugenone b _Lleingncxu

<poAnucanc>
<Kpyrnaa nevare: IMU W, ITY ATAHEP; Horapuyc
COAPYXECTBO MEHCUJTbBAHUA;
HOTAPHYC> dvwu H. [Iyonaimep
—Pacuindiposka noanwcy
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<Lliramn: Coapyxectao Mencuneaanus — [evars HoTapuyca

Cpox aeficTann Mocil nunesany neresaer 15 mons 2025 rom

Sy H. Niyanaiinep, Hotapuye
Oxpyr Hoptremmron

Homep muerann 1400155>

Ynen Accouranuu HOTapMycoB lieHCHIbBaHUH



MepeBoa AaHHOTO TEKCTa BbIMONHeH NepeéoavnkomLL onHeonoiioP1 Mapxabo MavilaH6eeBHOIA.

Poccuiickan ®depepauyns
MNopos Mocksa
YeTBepToro oKTAOpSA fBe ThiCAYM fBajLaTb BTOPOro roja

A, Oelineko Jliogmuna BanepveBHa, BPeEMEHHO MCMNONHAOWaA 0643aHHOCTM HOTapuyca ropoga
Mocksbl  [pokowenkoBoi EneHbl EBreHbeBHbl, CBUAETENbCTBYH  MOAJMHHOCTL  MOAMMUCH
nepesoaumka Ll onH60apB”~ Mapxabo MaliliaH6eeBHbI.

Moanucek caenaHit” ByileM npucyTCTBUM.

NunyHoctb nog{wc9wew:ABAIMGLL' ycTaHOBNEHA.

MpoLwHypoB
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