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HAVNMEHOBAHWE MEONWUWNWHCKOTIO N3NENNA (MW) n Ero
KNACCNONKALWA

HanmeHoBaHve MW, mofenu nnn BapuaHTbl UCNONHEHNUA MU

MaTepuan Xupypruyeckuini - remoctatMyeckuii  paccacblBarowmincs  «Ceppxucen»

(Surgicel) n «Ceppgxucen Hoto-Hut» (Surgicel Nu-Knit), BapnaHTbl NCNONHEHUS:
1. Martepman xXupypruyeckuii remocTaTMyeckuii paccacbiBatowmiica «Cepmxncen»
(Surgicel), 5,1 cm x 35,6 cm
2. Martepuan xupypruyeckuii remoctaTuyeckuii paccacbiBatowuiica «Cepaxucen»
(Surgicel), 10,2 cm x 20,3 cm
3. Martepuan Xupypruyeckuin reMoctatMyeckunin paccacbliBatolwninca «Cepgxucens
(Surgicel), 5,1 cm x 7,6 cm
4. Martepunan Xupypruyeckunii reMoctaTmyeckuin paccacoiBatolmninca «Cepmxumcen»
(Surgicel), 1,3cm x 5,1 cm
5. Martepnan Xupypruyeckuin remoctaTuyeckuii paccacbiBatowmiica «Cepgxucen
Hbto-Hut» (Surgicel Nu-Knit), 2,5 cm x 2,5 cm
6. Martepuan xupyprudeckuii remoctaTnyeckuin paccacbiBatolninics «Cepmxucen
Hbto-Hut» (Surgicel Nu-Knit), 7,6 cm x 10,2 cm
7. Martepuan Xupypruyeckuin remocratuyeckuii paccacbiBatowuiica «Cepgxmcen
Hblo-Hut» (Surgicel Nu-Knit), 15,2 cm x 22,9 cm.
[anee no TekCTy MOXeT BCTpeyaTbCA Kak «[lemocTaTUMYecKuii  martepuan»,
«[CemocTaTnyecKkunii paccacbiBatolwmninca matepman Cepmxucen» nunm «FemoctaTuyeckui
MaTeomnan Ceppxucen» nnm «Cepmxkucen» n «Cepgxuncen Hoto-Hut».
Knaccndunkaymns MU
Tabnuya 1 Knaccugumkaumus

Knacc B 3aBucumocTu oT noteHymnansHoro I
va NPUMEHEHNSA MeANLUHCKOTO M3aenmns
KpaTHOCTb NpuUMeHeHUs
CTepunbHOCTb
Knaccudumkayms  no
cornacHo ISO 10993-1

[ns o4HOKPaTHOro NpUMeHeHns
CTepunbHoO

UMNNAHTUPYEMOE MW3Lenne, KOHTAKT C
MATKMMU N KOCTHBIMUW TKAHAMU, KPOBbHO
N BHYTPEHHe cpefoii opraHnama
N3genune LNNTENbHOTO KOHTaKTa,
cBblle 24 yacoB, HO He 6onee 30 cyTOK
(kaTeropus B)

HA3HAYEHWE MEAWUMHCKOIO U3AENNSA

MpefHasHayeHO ANA WUCNONb30BaHWMA B KayecTBe BCMOMOraTeNlbHOro cpeacTsa npu
XUPYPruyeckmx onepaumnsax Ana 0CTaHOBKM KaNnWNAPHOTO U BEHO3HOI0 KPOBOTEUYEeHMS, a

T™Mmny KOHTaKTa

Knaccuunkauma no npogomKuTeNbHOCTYU
KOHTaKTa cornacHo 1SO 10993-1
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MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

MD name, variations of MD
Surgical haemostatic absorbable material SURGICEL or SURGICEL Original and
SURGICEL Nu-Knit, in variants:

" 1. SURGICEL or SURGICEL Original 5,1 cm x 35,6 cm
SURGICEL or SURGICEL Original 10,2 cm x 20,3 cm
SURGICEL or SURGICEL Original 5,1 cm x 7.6 cm
SURGICEL or SURGICEL Original 1,3 cm x 5,1 cm
SURGICEL Nu-Knit2.5 cm x 2.5 cm
SURGICEL Nu-Knit 7.6 cm x 10,2 cm

7. SURGICEL Nu-Knit 15.2 cm x 22.9 cm

Hereinafter referred to as «Absorbable Haemostab>, «<SURGICEL Absorbable Haemostat»
or «< SURGICEL Haemostat» or «<SSURGICEL» or «<SURGICEL ORIGINAL», «<SURGICEL
Nu-Knit».

o0 s wN

MD classification
Table 1 Classification

Class of potential risk for medical device 1l
Multiplicity of application Single use
Sterility Sterile

ISO 10993-1 Contact Classification Implant device, contact with soft and
bone tissues, blood and the internal
environment ofthe body

Prolonged contact, more than 24 hours

but less than 30 days (category B)

ISO 10993-1 Contact Duration

PURPOSE OF THE MEDICAL DEVICE
Haemostat is intended to be used as an adjunctive haemostat m surgical procedures to assist
in the control of capillarv', venous, and small arterial hemon'hage when ligation or other



TakKXe KpOoBOTe4YeHNA U3 MasnblX apTele?l, Korpga nurnpoBaHue n npoyue TpagnuLMoHHbIE

MeTOAbI OCTaHOBKM KpOBOTEYEeHUS ABNSAOTCA Hellenecoo6pasHbIMU nau
He3a(heKTMBHbLIMU.

ONMMUCAHWE

Matepuan Xupypruyeckuii  remocTaTuuyeckuii paccacbiBatowuiica «Cepaxuncen»
(Surgicel) wn  «Cepmxucen Hblo-Hut»  (Surgicel Nu-Knit) - cTepunbHas

paccacblBatollasgc TPUKOTAXHAs TKaHb, MPUrOTOBMAEHHAs MyTeM KOHTPONWPYEMOro
OKWCNEeHNA pereHepupoBaHHOM LeNNtono3bl. TKaHb UMeeT GeNblil LBET C 6/1e4HO-XKEeNTbIM
OTTEHKOM U NerkuM 3anaxom kapamenu. OHa Kpenkas, ee MOXHO NpoWunBaTh U pesathb,
He 60sicb M3HOca. OHa CTabu/IbHA M JO/IKHA XPAHUTLCA NPU KOHTPONUPYEMOI KOMHATHOIA
Temnepatype. He3HaunTeNbHOE M3MEHeHMe OK(AcKN MOXET MPOU30ITH MO NPOLIECTBUN
HEKOTOPOro BPeMeHU, 0HAKO 3TO He BAWSET Ha (YHKLUW CpeacTBa.

PucyHok 1 MN306paxeHne MaTepuan Xupypruyeckuii remoctaTtuyeckunii
paccacbliBarowninca «Cepmxucen» (Surgicel)

Mateprnan Xupypruyeckuin  remocTaTUUecKuin  paccacbiBawolwmnincs «Cepgxuncen»
(Surgicel) npeactaBnseT €060 CTepUNbHbLIA paccacbiBalOWMIACS TKaHbI MaTepuan,
nonyyaemblii NyTeM KOHTPOAMPYEMOrO OKWUCNEHUS PEereHepupoBaHHOW LeNntono3sbl.
Martepusa 6enoro uBeTta ¢ 61eHO-)XeNTbIM OTTEHKOM W IErKUM KapaMenbHbIM 3arnaxom.
OHa [0CTaTOYHO NpoYHas U NpPU PUKCUPOBAHUM LLIOBHLIM MaTepuanom Uan obpesaHumn
He pacTpenbiBaeTca. MaTepuan ycTonums, v ero cnefyet XpaHUTb Npu NOALEPXKMNBAEMON
KOMHaTHOI TemnepaType. Co BpeMeHeM MOXeT HabnoaaTbecs Nerkoe obecuBevnBaHme,
OIHAKO 3TO He BNMAeT Ha 3 (PEKTUBHOCTb MaTepumana.
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conventional methods of control are impractical or ineffective.

DESCRIPTION

SURGICEL or SURGICEL Original and SURGICEL Nu-Knit Absorbable Haemostat is a
sterile absorbable knitted 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 discolouration may occur with age, but this does not
affect performance.

Figure 1 SURGICEL image
SURGICEL or SURGICEL Original Absorbable Haemostat is a sterile absorbable knitted
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.



PucyHoK 2 M306paxeHne MaTepuan XMpypruyeckunini remoctaTnyeckui

paccacblBarowninca «Cepmxuncen Hoto-Hut» (Surgicel Nu-Knit)
MaTepuan Xupypruyeckuii remocTtatuyeckuii paccacoiBatowmniicas «Cepaxucen Hbio-
Hut» (Surgicel Nu-Knit) sBnsetcs aHaformMyHbIM MaTepmManom, Ho MMeeT 60/1ee NAOTHYO
BSI3aHYI0 CTPYKTYpy, ¥ Mo3ToMy, o61afaeT 60/ee BbICOKO MPOYHOCTbIO Ha paspbiB. B
4aCcTHOCTM, OH peKOMeHAyeTcs AN  UCMONb30BaHWA B TpaBMaTonorum wu
TpaHCNNaHTaLMOHHOW XUPYyprum, MNOCKONbKY ero MOXHO WCMNONMb30BaTb B KauyecTse
06epTOYHOr0 MaTepmana UM CLLUTb Ha MecTe A1 OCTAaHOBKMU KPOBOTEUEHUS.

MNPUHUWMM OENCTBUA

Mocne  HacbileHUs  KpoBblD  MaTepman  XUpypruyeckuit  remocTaTuyeckuil
paccacbiBatowuiica «Ceppxucen» (Surgicel) n «Cepgxuncen Hoto-Hut» (Surgicel Nu-
Knit) HabyxaeT 1 npeBpaliaeTcs B KOPUYHEBATYIO WU YepHYIO XeneobpasHylo Maccy,
KoTopas cnoco6cTBYeT 06pa3oBaHM0 CryCcTKa, TeM CaMblM SIBASIICb FeMOCTaTUYECKUM
BCMOMOraTenbHbIM CpPeACTBOM MNpPWM  OCTAHOBKE MECTHOro KpoBoTeyeHus. [pu
npaBWIbHOM WMCMO/Mb30BAHWM B MUHUMANbHbLIX KONMYecTBax MaTepuan Xupypruyeckuii
remocTaTM4eckmnin paccacbiBatowmniics «Cepmxucen» (Surgicel) n «Cepmxucen Hbio-
Hut» (Surgicel Nu-Knit) paccacbiBaeTcsi B MECTe MMNAAHTaLUM NpakTUYeckn 6e3 Kakoii-
nnM6o TKaHeBOW peakuuu. PaccacbiBaHMe 3aBUCUT OT HECKONIbKUX (haKTOPOB, BK/OYas
MCcMnosb3yemMoe  KO/MIMYEeCTBO  MaTepuana, CTeMeHb  HACbIWEHUS  KPOBbO U
NnoAAepXUBAKOLLYIO TKaHb.

B ponofHeHWe K MeCTHbIM CBOWcTBaM, Matepuan XWpPYpruuveckuii remoctaTUyeckuii
paccacbiBatowmiica «Ceppxucen» (Surgicel) n «Cepgxucen Heto-Hut» (Surgicel Nu-
Knit) o6bnagaet 6akTepuuMAHbLIMKA CBOWCTBAMU, AOKA3aHHbIMW B YCOBUSAX in vitro
npoTmB LINPOKOTO pasa rpamMnonoXmnTeNbHbIX " rpamMoTpuLaTenbHbIX
MUKPOOPraHM3MoB, BK/OYas a3pobbl M aHaspobbl. Martepuan Xupypruyeckui
remocTatuyeckuini paccacbiBatowuinca «Ceppgxucen» (Surgicel) n «Cepgxucen Hblo-
Hut» (Surgicel Nu-Knit) sBnsietcs 6akTepuyuaHbIM CPEACTBOM in vitro NPOTUB LUTAMMOB
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Figure 2 SURGICEL Nu-Knit image
SURGICEL Nu-Knit is similar but has a denser knit and thus a higher tensile strength. It is
particularly recommended for use in trauma and transplant surgery as it can be wrapped or
sutured in place to control bleeding.

PERFORMANCE /ACTIONS
After SURGICEL or SURGICEL Original and SURGICEL Nu-Knit 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 or SURGICEL
Original and SURGICEL Nu-Knit 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.
In addition to its local haemostatic properties, SURGICEL or SURGICEL Original and
SURGICEL Nu-Knit Haemostat is bactericidal in vitro against a wide range ofgram positive
and gram negative organisms including aerobes and anaerobes. SURGICEL or SURGICEL
Original and SURGICEL Nu-Knit Haemostat is bactericidal in vitro against strains of
species including those of:
Staphylococcus aureus
Staphylococcus epidermidis
Micrococcus luteus
Streptococcus pyogenes Group A
Streptococcus pyogenes Group B
Streptococcus salivarius




pasNnNyHbIX BUAOB BKOYasA ClefyoLue:
Staphylococcus aureus
Staphylococcus epidermidis
Micrococcus luteus
Streptococcus pyogenes, rpynna A
Streptococcus pyogenes, rpynna B
Streptococcus salivarius
Branhamella catarrhalis
Escherichia coli
Klebsiella pneumoniae
Lactobacillus sp.
Salmonella enteritidis
Shigella dysenteriae
Serratia marcescens
MeTULNANNH-Pe3NCTeHTHbIN Staphylococcus aureus (MRSA)
NEHNUMNNNH-PE3UCTEHTHBLINA Streptococcus pneumoniae (PRSP)
BAaHKOMMWUWH- pe3ncTeHTHbIN Enterococcus (VRE)
MeTULMANNH - pe3ncTeHTHbIN Staphylococcus epidermidis (MRSE)
Bacillus subtilis
Proteus vulgaris
Corynebacterium xerosis
Mycobacterium phlei
Clostridium tetani
Clostridium perfringens
Bacteroides fragilis
Enterobacter cloacae
Pseudomonas aeruginosa
Pseudomonas stutzeri
Proteus mirabilis

OpHako MaTepuan xupypruyeckuii remocTaTuyeckuii paccacbiBatowmniics «Cepgxucen»
(Surgicel) n «Cepaxucen Hboto-HHT» (Surgicel Nu-Knit) He ABnsieTcs anbTepHaTUBOWA
CUCTEMHO NpYMeHseMbIM TepaneBTUYECKUM unm nponNaKkTU4YeCcKnum

NPOTUBOMUKPOGHBLIM CpeACTBaM.

MOKA3AHWUA W MNPOTUBOMOKA3AHMNA K TMNPUMEHEHWIKO MW WU

BO3MOXHbIE MOBOYHbLIE 20 PEKThI
Moka3aHus
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Branhamella catarrhalis

Escherichia coli

Klebsiella pneumoniae

Lactobacillus sp.

Salmonella enteritidis

Shigella dysenteriae

Serratia marcescens

methicillin-resistant Staphylococcus aureus (MRSA)
penicillin-resistant Streptococcus pneumoniae (PRSP)
vancomycin-resistant Enterococcus (VRE)
methicillin-resistant Staphylococcus epidermidis (MRSE)
Bacillus subtilis

Proteus vulgaris

Corynebacterium xerosis

Mycobacterium phlei

Clostridium tetani

Clostridium perfringens

Bacteroides fragilis

Enterobacter cloacae

Pseudomonas aeruginosa

Pseudomonas stutzeri

Proteus mirabilis

SURGICEL or SURGICEL Original and SURGICEL Nu-Knit Haemostat is not, however.
an alternative to systemically applied therapeutic or prophylactic antimicrobial agents.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND POSSIBLE
ADVERSE EFFECTS
Indications



Matepuan Xupypruyeckuii remocTaTMuyeckuii  paccacbiBatowmiics «Cepgxucen»
(Surgicel) n «Ceppgxuncen Hbto-Hut» (Surgicel Nu-Knit) ucnonb3yerca B KauyecTBe
BCMOMOraTeNlbHOro CpefcTBa NpU  XUPYPruYeckUx onepaumsx Ans  OCTaHOBKU
KanunnsipHoro 1 BeHO3HOr0 KPOBOTEUYEHUS, a TaKXKe KPOBOTEUYEHUS U3 MaNbiX apTepuii,
KOrga nUrnpoBaHWe W npoynMe TPajULUOHHbIE METOAbl OCTAHOBKM KPOBOTEYEHUS
ABNATCA HeLenecoo6pasHbIMM AN He3HeKTUBHBIMMK.

Matepuan Xupypruyeckuii remoctaTuyeckuin  paccacbiBatowmiics «Cepgxucen»
(Surgicel) n «Ceppxucen Hoto-Hut» (Surgicel Nu-Knit) MoxxeT 06pe3atbCsi O HYXXHOTO
pasmepa An5 UCNONb30BaHNSA B X04e 3HAOCKOMUYECKNX NpoLesyp.

MpoTumBoONokasaHus
HecmoTps Ha HEOBXOAMMOCTb TAMMNOHUPOBAHUS C MEAULMHCKOW TOUKUN 3pEHUS
B HEKOTOpbIX caydyasx. MaTepuan XUpYpruyeckuiA remocTaTU4ecKuii
paccacbiBalowuninca «Cepgxucen» (Surgicel) un  «Cepmxucen Hblo-Hut»
(Surgicel Nu-Knit) He go/mkeH MCNONb30BaTbCA TakuMm 06pa3oM, eciin OH He
6yheT yaaneH nocne LOCTUXEHWUA remocTasa.
Matepuan xupypruyeckuii remoctatmyeckunii paccacbiBaroluiics «Cepgxucen»
(Surgicel) un «Ceppgxucen Hblo-Hut» (Surgicel Nu-Knit) He pfgonxeH
MCMONb30BaTLCA ANA UMMNAHTALUM NPYU TaKNX AedheKTaxX KOCcTel, Kak nepeiomsbl,
NOCKO/bKY CYLLEeCTBYET BEPOATHOCTb HapyLLeHNs 06pa3oBaHMs KOCTHOM M030/K
1 TeopeTMYecKas BepOSATHOCTbL 06pa3oBaHUs KUCThI.
Mpn  ucnonb3oBaHuM MaTtepuana XUPYPruYeckoro reMocTaTUUYecKoro
paccacbiBatoweroca «Cepmxucen» (Surgicel) n «Cepmxucen Hblo-HuUt»
(Surgicel Nu-Knit) gna copeiicTBusi [OCTUXEHWIO TremocTa3a B Wan B6AKU3M
TaKMX MeCT, KaK muTaTe/sibHble OTBEPCTUA KOCTEN, 061aCTM KOCTHbIX FpaHuL,
CMUHHOI MO3T, 3pUTEe/bHbINA HEPB 1 3pUTENbHbI/ NMepekpecT, MaTepuan AO/MKEH
6bITb yAaNneH mocne JOCTUXEHUS remMocTasa, NOCKO/IbKY OH HabyxaeT U MOXeT
BbI3BaTb HeXenaTeNbHOe faB/eHue.
Matepuan xupypruyeckuini remoctaTuueckuii paccacoiBatowmiics «Cepaxumcen»
(Surgicel) un «Cepmxucen Hbto-Hut» (Surgicel Nu-Knit) He cneayet
MCNONb30BaTh A5 OCTAHOBKU KPOBOTEUEHWIA N3 KPYMHbIX apTepuii.
Matepuan xupypruyeckunii remoctaTuyeckmnii paccacoiBatowuiica «Cepaxucen»
(Surgicel) wn «Ceppxucen Hblo-Hut» (Surgicel Nu-Knit) He pgomxeH
MCNONb30BaTbCA Ha MOBEPXHOCTAX, FAe HET KPOBOTEYEHUS U BblfensieTcs
Cepo3HbIii 3KccyaT, NOCKO/bKY ApYrue XUAKOCTU OpraHu3ma, KpoMe LenbHoi
KPOBM, TaKMe Kak Cepo3Has XUAKOCTb, He BCTYMatT B peakuuto ¢ Matepuanom
XUPYPruyeckMm  remoctaTMyeckum  paccacbiBawolwuiimcs  «Cepaxucen»
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SURGICEL or SURGICEL Original and SURGICEL Nu-Knit 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 or SURGICEL Original and SURGICEL Nu-Knit can be cut to size for use in
endoscopic procedures.

Contraindications
Although packing or wadding sometimes is medically necessary, SURGICEL or
SURGICEL Original and SURGICEL Nu-Knit Haemostat should not be used in
this manner, unless it is to be removed after haemostasis is achieved.
SURGICEL or SURGICEL Original and SURGICEL Nu-Knit 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.
When SURGICEL or SURGICEL Original and SURGICEL Nu-Knit Haemostat is
used to help achieve haemostasis in, around, or in proximity to foramina in bone,
areas o fbony 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 or SURGICEL Original and SURGICEL Nu-Knit Haemostat should
not be used to control haemorrhage from large arteries.
SURGICEL or SURGICEL Original and SURGICEL Nu-Knit 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 or SURGICEL
Original and SURGICEL Nu-Knit Haemostat to produce satisfactory haemostatic
effect.
SURGICEL or SURGICEL Original and SURGICEL Nu-Knit Haemostat should
not be used as an adhesion prevention product.



(Surgicel) n «Cepmxucen Hbto-HnT» (Surgicel Nu-Knit) n
YAOBNETBOPUTENbHBIN remocTaTuyeckuii ahekT Npu 3TOM He AOCTUTAETCS.
Matepuan Xupypruyeckuin remoctaTmyeckuii paccacoiBaroLLmiics
«Ceppxucen» (Surgicel) n «Cepgxucen Hoto-Hut» (Surgicel Nu-Knit) He
[LOMKEH UCMONb30BATLCS B KaYecTBe CPeACTBa NpeAoTBpalleHns 06pa3oBaHus
cnaexk.

B03MOXHbIE OC/TOXHEHUSI 1 NOGOUHbIE 3(h(heKTbl NPU NPpUMeHeHU M

CoobuaeTca 06 «MHKANCynALUN» XULKOCTU U peakunax Ha MHOPOAHOe Teno.
MmetoTca coobuieHna o6 agdekTe CTeHO3a npu npuMmeHeHun MaTepuana
XUPYPrMyeckoro remoctaTuyeckoro  paccacbiBatoweroca  «Cepgxucen»
(Surgicel) n «Cepmxucen Hoto-Hut» (Surgicel Nu-Knit) gns obepTbiBaHUs B
cOCyAunCTOW Xnpyprum. HecmMoTps Ha TO, YTO HeMmoCpeACTBEHHas CBS3b CTEHO3a
C ucnonb3oBaHMeM  Martepuana  XMpPYpPruyeckoro  remMocTaTUYecKoro
paccacbiBatouierocs «Cepmxucen» (Surgicel) n «Cepgxucen Hblo-Hut»
(Surgicel Nu-Knit) He ycTaHOBNneHa, BaXHO MNpOSBAATb OCTOPOXHOCTb W
n3beratb CNMLLIKOM NAOTHOrO HaIOXEHMWs MaTepuana npu o6epTbiBaHUU.
CoobuiaeTcs 0 MapanMye W MOBPEXAEHWW HEPBOB MpU WUCMNOMb30BaHUK
Matepunana XUPYpPruveckoro reMocTaTuyeckoro paccacbiBatoLerocs
«Ceppxucen» (Surgicel) n «Cepgxucen Heto-Hut» (Surgicel Nu-Knit) B unmn
BO6/IN3N TaKUX MeCT, Kak MuTaTeflbHble OTBEPCTUA KOCTel, 061acTu KOCTHbIX
rpaHuy, CAWHHOW MO3F W/MAN 3pUTENbHbLIA HepB W 3pUTENbHbLIA MepekpecT.
Torga Kak 6onblas 4acTb 3TUX COOOLLEHWI A CBfA3aHa C NAaMUHIKTOMMUEN,
co06LleHNs 0 mapannye TakXe MOCTynanu B CBA3W C APYTMMK Mpolesypamu.
CooblaeTca 0 cnenote B CBA3W C XUPYPrUMYECKUM BOCCTAHOB/IEHUEM
pa3opBaHHOW neBol nNo6HOW pgonu, Korga Matepuan XUPYPruyeckunii
remoctaTuyeckunii paccacbiBatowuiica «Cepmxucen» (Surgicel) n «Cepmxucen
Hbto-Hut» (Surgicel Nu-Knit) nomewanca B nepegHoO0 YepenHyo SMKY.
Coo6LiaeTcs 0 BO3MOXHOM YBEMYEHNMN NPOAOIKUTENbHOCTU MPOMbIBAHUA NPK
XONEeLUCTIKTOMUN W 3aTPYAHEHUU MPOXOXAEHWS MOYM Yepe3 ypeTpy mnocne
NpoCTaT3KTOMMUK. VIMeeTcs 04HO CO06LLEHME O CyYae 3aK>'TIOPKN MOYETOYHUKA
nocne pesekLUU MOYKWM, MNpuM KOTOpOM TpeGoBanacb MnocneonepalMoHHas
KaTeTepusaLums.

Peskue coobLeHUS O YYBCTBE <«HOKEHMUA» W YMXAHUM NPU MCNONb30BAHUMU
MaTtepnana  XUpypruyeckoro reMocTaTU4YeckKoro  paccachlBatoLlerocss
«Ceppxucen» (Surgicel) n «Ceppgxucen Hbto-Hut» (Surgicel Nu-Knit) B
Ka4yecTBe TamMmoOHa NpPUM HOCOBOM KPOBOTEYEHMM, KaK CUMTaeTcsi, ABNALTCA
cnefcTBMEM HM3KOTO nokasaTtens pH maTtepumana.
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Adverse Reactions/Undesirable side effects

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

There have been reports of stenotic effect when SURGICEL a or SURGICEL
Original and SURGICEL Nu-Knit 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 a or SURGICEL Original nd SURGICEL Nu-
Knit Haemostat, it is important to be cautious and avoid applying the material
tightly as a wrapping.

Paralysis and nerve damage have been reported when SURGICEL or SURGICEL
Original and SURGICEL Nu-Knit 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 or SURGICEL Original and
SURGICEL Nu-Knit Haemostat was placed in the anterior cranial fossa.

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

Occasional reports of “burning” and “stinging” sensations and sneezing when
SURGICEL or SURGICEL Original and SURGICEL Nu-Knit 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 or SURGICEL Original and
SURGICEL Nu-Knit Haemostat was applied after nasal polyp removal and after
haemorrhoidectomy. Headache, burning, stinging and sneezing in epistaxis and
other rhinological procedures have been reported. Also reports of stinging when
SURGICEL and or SURGICEL Original SURGICEL Nu-Knit Haemostat was
applied on surface wounds (varicose ulcerations, dermabrasions and donor sites)
have been made.



CoobuiaeTcs 0 MOKEHUM nNpu npuMeHeHuu MaTtepuana XMpYypPruyeckoro
remocTaTuyeckoro paccacbiBatouierocs «Cepmxucen» (Surgicel) n «Cepgaxucen
Hbto-Hut» (Surgicel Nu-Knit) nocne yganeHus HOCOBbIX NOAWMNOB W MOCNe
remopponaktomun. CoobuiaeTcs 0 ronoBHbIX GONMAX, YOKEHUU W YMXAHUU B
pesynbTaTte npuMMeHeHWs MaTepmana XUpPYypruyeckoro remMocTaTUYeCKoro
paccacbiBatouieroca «Cepmxkucen» (Surgicel) n «Ceppxucen Hblo-Hut»
(Surgicel Nu-Knit) npy HOCOBOM KPOBOTEYEHWUU W APYTUX PUHONOTUYECKUX
npouesypax. Kpome Toro, coobuiaetcs 0 XOKEHWW NpU HanoxeHun MaTepumana
XUPYPruyeckoro  remoctaTuyeckoro  paccacbiBatouwierocs — «Cepgxucen»
(Surgicel) n «Ceppgxucen Hbto-Hut» (Surgicel Nu-Knit) Ha MOBepXHOCTHbIe
paHbl (BapMKO3Hble $3Bbl, Y4YaCTKW KOXW, MOABEpPrHyTble aepmabpasuu, u
[LOHOPCKME YYacTKy Npu ayToTpaHcnaaHTaunm).
TPEBOBAHWA BE3OMACHOCTU N 9O PEKTNBHOCTU MU
MpegynpexgeHns
Martepuan XMpypruyeckuii remoctatmueckmnii paccacoiBatomniics «Cepaxucen»
(Surgicel) un «Ceppxucen Hblo-Hut» (Surgicel Nu-Knit) nocTaBnsetcs
CTepUNbHbIM, U NOCKO/bKY MaTepuan He MOAXOAUT AN aBTOKNAaBMPOBaHUSA UK
CcTepunM3auun  3TUNEHOKCMAOM, MOBTOpPHas cTepunusauuma MaTepuana
XUPYPrMyeckoro  remoctatuyeckoro  paccacbiBatowerocs  «Cepmxucen»
(Surgicel) n «Cepgxucen Hoto-Hut» (Surgicel Nu-Knit) 3anpeuyeHa.
Matepuan xupypruyeckuii remoctaTuyeckmnii paccacbiBarolyuiics «Cepgxucen»
(Surgicel) n «Ceppgxuncen Hoto-Hut» (Surgicel Nu-Knit) He aBnsieTca 3ameHol
TUlaTeNIbHO MPOBOAMMON XMPYPrUYECKO onepaLMm U NpaBUbHOTO HaN0XeHNs
LIOBHOTO MaTepuana u MrnupoBaHus.
3akpbiTMe MaTepnanom Xupypruyeckum reMocTaTM4yecKUM paccachbiBaoLWmmMcs
«Cepmxucen» (Surgicel) n «Ceppxucen Hbo-Hut» (Surgicel Nu-Knit)
HEOUMLLEHHON paHbl MOXeT MPUBECTM K OCMOXHEHWAM, W 3TOro cnepy'et
nsberatb.
FemocTaTuueckuin  apekT ucnonb3oBaHMA Martepuana Xupypruyeckoro
reMmocTaTU4Yeckoro paccacbiBatouierocs «Cepmkucen» (Surgicel) n «Cepaxucen
Hbto-HuT» (Surgicel Nu-Knit)
nyyule, Korga matepvan NpPUMEHSETCS CYyXUM; B CBSI3W C 3TUM €ro He cnepyet
cMayuBaTh B BOAE UM PU3NONOTMYECKOM pacTBope.
Matepuan Xxupypruyeckuii remoctatmyeckmnii paccacbliBatolyuiica «Cepaxucens

(Surgicel) un «Ceppxucen Hbto-Hut» (Surgicel Nu-Knit) He cneayeT
nponuTbIBaTh aHTUUHMEKLMOHHBIMW areHTamum U MpoYUMU  MaTepuanamum,
Hanpumep, 6ythepHbIMK unm reMocTaTnyeckumm cpeacTBamu.
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MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Warnings

- SURGICEL or SURGICEL Original and SURGICEL Nu-Knit Haemostat is supplied
sterile and as the material is not compatible with autoclaving or ethylene oxide sterilization
SURGICEL or SURGICEL Original and SURGICEL Nu-Knit Haemostat should not be
resterilized.

- SURGICEL or SURGICEL Original and SURGICEL Nu-Knit Haemostat is not intended
as a substitute for careful surgery and the proper use of sutures and ligatures.

- Closing SURGICEL or SURGICEL Original and SURGICEL Nu-Knit Haemostat in a
contaminated wound may lead to complications and should be avoided.

- The haemostatic effect of SURGICEL or SURGICEL Original and SURGICEL Nu-Knit
Haemostat is greater when it is applied dry; therefore it should not be moistened with water
or saline.

- SURGICEL or SURGICEL Original and SURGICEL Nu-Knit 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.

- Although SURGICEL or SURGICEL Original ~id SURGICEL Nu-Knit Haemostat may
be left in situ when necessaiy', 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



remMoctaTMyeckunii ahpekT MaTeprana He yny4liaetcs gobasneHnem TpomburHa,
[elicTBMe KOTOPOro HeliTpannsyetcs HU3KUM Mokasatenem pH matepumana.
HecmoTps Ha To, 4TO MaTepman XUPYpPruyeckuii  remoctaTuyeckuii
paccacbiBalowuninca «Cepgxucen» (Surgicel) un «Cepgxucen Hbro-Hut»
(Surgicel Nu-Knit) M0XHO npu Heo6X0AMMOCTM OCTaBAATb in situ, €ro
pekoMeHAyeTcs yAanaTe nocne AOCTUXEHWS remocTasa. MaTepuan Bcerga
Heo6Xx0AMMO yAanATb C MecTa NPUMeEHEHNS NPXU UCNONb30BAHUU B WU BBAU3K
TaKUX MeCT, KaK nuTaTe/lbHble OTBEPCTUA KOCTE, 06/M1aCTU KOCTHbIX FpaHull,
CMUHHON MO3r U/MAN 3pUTENbHLIA HEPB W 3pUTENbHbIA NepekpecT, a Takxe
B6MIM3N Tpy6uaTbIX CTPYKTYp, KOTOpble MOTYT OblTb CAaBfeHbl OTEKOM,
He3aBUCMMO OT TWNa XUPYPruyeckoil npouesypbl, NOCKOAbKY MaTepuan
XNPYPrMyecknin remoctaTtnyeckunii paccacoiBatouimiics «Cepmxucen» (Surgicel)
n «Cepgxucen Hblo-Hut» (Surgicel Nu-Knit) npu HabyxaHum MoXxeT
0Ka3blBaTb fJaBfneHWe, YTO MOXET NMPMBECTM K Napanuyy U/unm noBpexaeHuio
HepBOB. BO3MOXHO cMelyeHne MaTepuana XMpyprunyeckoro reMoctaTuyeckoro
paccacbiBatowerocs «Cepmxkucen» (Surgicel) n «Ceppgxucen Hblo-Hut»
(Surgicel Nu-Knit) B cnyyae nNOBTOPHOrO0 TaMMNOHWPOBAHWSA, AanbHeENWMNX
MaHUNynauuii B Xofe onepawuuu, NPOMbIBaHWUSA, YCUNEHHOTO [Abl.XaHUS U T.A.
Bblin 3aduKcMpoBaHbl cnyyvau, Korga B Xofe Taknx npouesyp, Kak no6akTomus,
NaMWH3KTOMUA U NeYeHUe nepesoma No6GHON KOCTM Yepena v BOCCTaHOBNEHME
pasopBaHHO  gonu, npu  OocTaBneHUM MaTepuana  XMpypruyeckoro
reMocTaTU4YeCcKoro paccacbiBatouierocs «Cepmxkucen» (Surgicel) n «Cepgxucen
Hbto-HuT» (Surgicel Nu-Knit) B Tene naymneHTa nocnie 3akpbiTUA paHbl UMeNo
MecTO CMelleHue maTepuana ¢ MecTa NPUMeHEHWUs B NUTaTenbHOe OTBepcTHe
KOCTW B6AU3M CMMHHOIO MO3ra ¢ NocneAyoLUMM napaamyom 1 B Apyrom cnydae
- B NIeBYI0 rna3Hyt opbuTy c nocnegytoleidi cnenotoii. HecMoTpsa Ha To, YTO
3TN COOGLLEHUS He MOTYT GbiTb MOATBEPXAEHbI, Bpaun AOMXKHbI 6bITb 0C060
OCTOPOXHbI W HE3aBUCMMO OT TMMa XUPYPruyeckoil onepayuy paccmaTpuBaTb
LenecoobpasHocTb yaaneHus Martepuana Xupypruyeckoro reMoctaTuyeckoro
paccacbiBatouieroca «Cepgxucen» (Surgicel) n «Ceppgxucen Hblo-Hut»
(Surgicel Nu-Knit) nocne focTnxxeHuns remocrasa.

HecmoTpsi Ha To, u4To Matepuan XWpPypruuveckuiA remMmocTaTuyeckui
paccacbiBatowminca «Cepmxucen» (Surgicel) un  «Cepmxucen Hbro-Hut»
(Surgicel Nu-Knit) ABnseTca 6aKTepuuuAHbIM CpPeACTBOM MPOTUB LIMPOKOTO
psfa naTtoreHHbIX MWKPOOPraHW3MOB, OH He C/AYXUT anbTepHaTUBOW
CMCTEMATUYECKU TMPUMEHAEMbIM TepaneBTUYECKUM U NPOUIAKTUUECKUM
NPOTUBOMMKPOGHLIM ~ CpefCcTBaM,  WCNOMAb3yeMbIM ANl JIEYEHUS UK
npejoTBpaLLeHUs NocneonepatMoHHbIX MHGEKL WA,
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to foramina in bone, areas ofbony confine, the spinal cord, and/or the optic ner\'e and chiasm
regardless of the type of surgical procedure because SURGICEL or SURGICEL Original
and SURGICEL Nu-Knit Haemostat, by swelling, may exert pressure resulting in paralysis
and/or nerve damage. Dislodgement of SURGICEL or SURGICEL Original and
SURGICEL Nu-Knit 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 or SURGICEL Original and SURGICEL Nu-Knit
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 or SURGICEL Original and SURGICEL Nu-Knit
Haemostat after haemostasis is achieved.

- Although SURGICEL or SURGICEL Original and SURGICEL Nu-Knit 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.

- Discard unintentionally opened devices, partially used devices, partially used packages,
used devices and packaging.

- In tlie event of a product malfunction before use such as product damage, the product
should be discarded and a new one retrieved to complete the procedure. In the event of a
product malfunction during use, continue or discontinue use at healthcare professional's
discretion. In case the product is to be disposed, disposal ofthe device and packaging should
be according to the user’ facility policies and standard operating procedures concerning
biohazardous materials and waste.

- DO NOT REUSE. Reuse of this device (or portion of this device) may create a risk of
product degradation which may result in device failure and/or cross contamination, which
may lead to infection or transmission of blood-borne pathogens to the patients and anyone
coming in contact with the device.



YTunusnpyite HenpegHaMepeHHOo BCKPbITbIE nsgenus, 4acTUYHO
MCNOMIb30BaHHbIE W3[eNns, 4aCTUYHO BCKPbITbIE YMakOBKW, UCNO/Mb30BaHHbIE
N34enuns 1 ynakoBKM.
B cnyuyae  o6HapyXeHus  Hedo6pOKauyecTBEHHOCTM  M3genus  nepeg
NPUMEHEHWNEM, Hanpumep, MNOBPEXAEHUA  u3fennsa, ero Heob6xo[MMo
YTUAN3NPOBaTb W MPUMEHUTb HOBOE W3feNve ANA 3aBeplleHUs npouesypsbl.
Ecnn Bo BpeMa MCnonb3oBaHWA MPOAYKTA BO3HWUKN HeXenaTefbHble ABNEHUS,
peweHre 0 NPOAO/DKEHUN UAN NPEKPaLLEHUN ero NCNONb30BaHUSA NPUHUMAETCS
MeANLUHCKUM paboTHMKOM. B cnyvyae Heo6X0AUMOCTM yTUAM3aLUMM NPOAYKTa
yTunusauna msgenns M ynakoBku [OMXKHA NPOU3BOAMTHCA B COOTBETCTBMMU C
npaerwamMy W CTaHAapTHbIMW OMepauuoHHbIMK nNpouefypamu nNpeanpuaTus
Nnofb30BaTeNA B OTHOLWEHUN GMONOTNYECKN ONACHbIX MaTepnanos U OTXOL0B.
HE NCMONb3OBATb NMOBTOPHO. lMoBTOpHOE MCNONb30BaHWE [AHHOI0 WU34enus
(Mnn ero yacTu) MOXET €03[aTb PWUCK Aerpajauvun u3genus, Yto MOXeT MPUBECTU K
NOBPEXAEHWNIO U3Lenns N/mnn nepekpecTHOMY 3arpsi3HEHU0, YTO B CBOKO OYepedb MOXeT
npMBecTM K WHQUUMpPOBaAHWIO UM  nepejade Bo3byauTenel  3aboneBaHuid,
nepejaroLnXcs Yepes KpoBb, NaLeHTaM 1 BCEM, KTO KOHTaKTUPYET C U3feNNeM.
Mepbl NpesocToOPOXXHOCTH
Mcnonb3yinTe ToNbKO Heo6XOAMMOe KONWYECTBO MaTepuana XMpPYpruyeckoro
reMocTaTMyeckoro paccacbiBatolerocs «Cepmxucen» (Surgicel) n «Cepaxucen
Hbto-Hut» (Surgicel Nu-Knit) gns remocTtasa, HageXHo yaepxmueasa maTepuan
Ha MecTe A0 NpeKpaleHUs KPoBOTeUeHWA. Y [anainTe MMeOWMecs W3NULLIKN
maTepuana nepef 3akpbiTUEM paHbl 4/19 COAENCTBUA paccacblBaHUIO U CBeAeHUS
K MWHUMYMY BEpPOATHOCTW peakuuMum Ha WHOPOLHOe Teno, Hanpumep,
WHKancynauMM npoaykTa, KoTopas MOXeT WMUTUPOBaTb apTedakTbl Ha
peHTreHorpauyecknx mn306paxeHUAx, 4YTO NPUBOAUT K [MArHOCTUYECKUM
owmnbKam 1 BO3MOXHOV NOBTOPHOW onepaLuu.
B xope yponornyeckux npouefyp crnefgyer WCNOMb30BaTb MUHUMaNbHOE
KONNYeCcTBO Martepunana XUPYPruyveckoro reMocTaTum4eckoro
paccacbiBatouteroca «Cepgxucen» (Surgicel) n «Cepmxucen Hblo-Hut»
(Surgicel Nu-Knit) n HeobxogMmo nposABAATbL OCTOPOXHOCTb, 4YTOObI He
LONYCTUTb 3aKYMOPKWU YpeTpbl, MOYETOUYHNKOB WNN KaTeTepa CMECTUBLUUMUCS
yacTamu matepuana.
MockonbKy paccacbiBaHue MaTtepuana XMpYpPruvyeckoro remMocratuyeckoro
paccacbiBatouteroca «Cepgxucen» (Surgicel) un «Cepmxucen Hbro-Hut»
(Surgicel Nu-Knit) moXeT 6bITb 3aTPYAHEHHO B MecTax, 06paboTaHHbIX MyTem
XUMMWYECKOTO MNPUXUTaHUA, L0 ero NpuMeHeHUs He AO/MKEeH WCM0Nb30BaTbCA
HUTpaT cepebpa MAU NpoYMe NPUXUTAKOLLNE CPeACTBa.
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Precautions
Use only as much SURGICEL or SURGICEL Original and SURGICEL Nu-Knit
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 of the product, which may mimic artifacts on radiographic images,
resulting in diagnostic errors and possible reoperation.
In urological procedures, minimal amounts of SURGICEL or SURGICEL Original
and SURGICEL Nu-Knit 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 or SURGICEL Original and SURGICEL Nu-Knit
Haemostat could be prevented in chemically cauterized areas, its use should not be
preceded by application of silver nitrate or any other escharotic chemicals.
If SURGICEL or SURGICEL Original and SURGICEL Nu-Knit 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.



Ecnu  Matepuan Xupypruyeckuii  remocTaTMyeckuii  paccacblBatolyuiics
«Cepmxucen» (Surgicel) n «Cepgxucen Hbto-Hut» (Surgicel Nu-Knit)
Mcnosb3yeTcs A8 BPEMEHHOr0 3aM0/IHEHUS MONOCTU KPYMHON OTKPbITON paHbl,
OH [O/KEH pa3MelaThcs 6e3 NepeKpbiTUA KpaeB KOXM. OH A0/KeH 6bITh yaaneH
C OTKPbLITOW paHbl Wunuamm uWAM MNPOMbIBaHWEM CTePWUNbHOW BOAOW WAU
(hM3M0NOrNYECKMM PAacTBOPOM MOCAE MpeKpaLleHNs KpOBOTeUeHUS.
CnepyeT MposiBAATbL  OCTOPOXHOCTb  NpPW  OTOPUHONAPUHIONOTUYECKUX
onepauusx, 4Tobbl He [OMYCTUTb acnuMpauuu Kakoi-nnb6o yacTu Matepuana
nauueHToMm. (Hanpumep, ocTaHOBKA KPOBOTEYEHUS MOCAe TOH3UN3KTOMUU UK
0CTaHOBKAa HOCOBOTO KPOBOTEYEHUS).
CnepfyeT nNposiBNATb  OCTOPOXHOCTb M He HaknagbiBaTb  Matepuan
XWPYPruyecknin remocTaTMyecknin paccacbiBarowuiics «Cepaxucen» (Surgicel)
n «Ceppgxuncen Hoto-Hut» (Surgicel Nu-Knit) camwkom nnoTHo, Korga OH
ncnonb3yeTca Ans 06epTbiBaHWUSA B COCYANUCTOW XMPYpPruu.
CTtomartonornyeckas  xupyprusa:  MaTepuan  XUpYypruyeckuii  remoctaTtuyeckuii
paccacbiBatowmiica «Cepgxucen» (Surgicel) n «Cepgxucen Hoto-Hut» (Surgicel Nu-
Knit) He cnefyeT HaknaAblBaTb CAMILIKOM MIOTHO Ha MOBEPXHOCTb C KPOBOTEYEHMUEM.
CnepyeT n3beratb MCNONb30BaHWsA BaTbl UM TaMMOHUPOBaHUSA, OCOGEHHO B XXECTKUX
NonocTAX, r4e 0OTEK MOXET HapyWMUTb HOPMaNbHY0 PYHKLWIO UNU, BO3MOXHO, Bbi3BaTb
HeKpo3.
MarHuTHo-pe3oHaHcHass Tomorpagua (MpT) / wuHopmauus o Ccofep>xaHuu

KaHLEpPOreHHbIX, MyTareHHbIX, TOKCUYHbIX [Ana  penpogykuuu  (cwr) /
BbI3bIBaOLLLUX 3HAOKPUHHbIE HapyLleHus (ed) BeLLECTB
Matepuana Xupypruyeckoro reMocTaTUUECKOro paccacbiBatollerocs «Cepmkucen»

(Surgicel) n «Cepgxucen Hoto-Hut» (Surgicel Nu-Knit) 6esonacHo npy nNpUMeHeHUM
MarHWTHO-pe3oHaHcHol (MP) guarHocTukn. HesbifBneHHble Bewectsa CMR KaTeropumn
la/lb n BewectBa ED He npucyTcTBYIOT B KOHUeHTpauum >0.1%. Kateropus la/'lb
npeAcTaBNeHa BblABMEHHbIM UAN NOTEHLMANbHbIM KaHLeporeHoM Ans yenoseka (H340),
myTareHoMm (H350) nnu penpoAyKTUBHbLIM TOKCMKaHTOM (H360) Ha OCHOBaHMW AaHHbIX
nccnefoBaHUn Ha N0 AAX U XKUBOTHBIX.

MH®OPMALIMA O TMOTEHUWMANBbHBLIX TOTPEBUTENAX MW W
YKA3AHWA MO NCIMOJIb3OBAHWIO

YKaszaHnsa Nno UCrosib30BaHuo

MaTepunan XUpypruyeckmin  remoctaTMyeckuii  paccacbiBarowminca  «Cepgxucen»
(Surgicel) n «Ceppxucen Hoto-Hut» (Surgicel Nu-Knit) moxeT 06pe3aTbCsi 4O HYXXHOFO
pasMepa 4158 UCNOMb30BAHWA B X04e 3HAO0CKOMUYECKMX npouedyp, (cMm. puc. 3, 4A, 4B n
5).
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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 epistaxis).
Care should be taken not to apply SURGICEL or SURGICEL Original and
SURGICEL Nu-Knit Haemostat too tightly when it is used as a wrap during
vascular surgery.
Dental: SURGICEL or SURGICEL Original and SURGICEL Nu-Knit Haemostat should be
applied loosely against the bleeding surface. Wadding or packing should be avoided,
especially within rigid cavities, where swelling may interfere with normal function or
possibly cause necrosis.

Magnetic resonance imaging (niri) / carcinogenic, mutagenic, toxic to reproduction
(cmr) / endocrine disrupting (ed) safety information

SURGICEL or SURGICEL Original and SURGICEL Nu-Knit Haemostat is Magnetic
Resonance (MR) Safe. No known CMR Category la/lb and ED substances are present at
>0.1%. Category la/lb are defined as known or presumed human carcinogen (H340),
mutagen (H350) or reproductive toxicant (H360) based on human evidence and animal
studies.

INFORMATION ON POTENTIAL USERS OF MD AND DIRECTIONS FOR USE

Directions for use
SURGICEL or SURGICEL Original and SURGICEL Nu-Knit can be cut to size for use in
endoscopic procedures, (see Figures 3, 4A, 4B and 5).



PucyHok 3.
Matepnan XUpypruyeckuii  remocTaTuyeckuii  paccacbiBalowuiica «Cepmxuncen»

(Surgicel) n «Ceppgxucen Hoto-Hut» (Surgicel Nu-Knit) cnegyet 06pe3aTb f0 HYXHOTO
pasmepa Ans UCNoNb30BaHMA B X04e 3HAOCKONMYeckux npoueayp. CnefyeT NpoBOAUTL
CTaHfapTHblE 3HAOCKONUYeckKune npoueaypbl no MOMeHTa yCTaHOBKM

Figure 3.
SURGICEL or SURGICEL Original and SURGICEL Nu-Knit 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 medical device at

paccachiBalolerocs reMocTaTU4eckoro cpeAcTea. 3axsaTuTe MaTepuan xupypruueckuip ~ ONe Corner.
remMocTtaTuyeckuin paccacbiBatouwmniica «Cepgxucen» (Surgicel) n «Cepmxucen Hblo-

Hut» (Surgicel Nu-Knit) 3a oguH yron.

PuCyHOK 4A. Figure 4A
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PucyHok 4B. Figure 4B

PucyHkn 4A n 4B. MeaneHHO BBeAMTE 3aXBaT C MEAMLMHCKUM 13AeNneM B NONOCTb. Figures 4A and 4B. Slowly push the grasping instrument and material into the cavity.
PucyHok 5 Figure 5

MepemelleHNe MeAULUMHCKOTO W3AeNNs MOXET OCYLLeCTBNATHCS 3axBaTOM 4Yepes

BTOPOA/TPETWI 3HAOCKONUYECKMI MOPT NP HEOBXOAUMOCTH. With the use of grasping instruments in a second and/or third auxiliary site, placement can

be made, and the material repositioned as needed.
- Mpu n3BneYeHUN mMaTepmana XMpyprumueckoro reMocTaTuyeckoro paccachliBalLlerocs

«Ceppxucen» (Surgicel) n «Cepgxucen Hoto-Hut» (Surgicel Nu-Knit) n3 ctepunbHoii Sterile technique should be observed in removing SURGICEL or SURGICEL

NakoBKW He06X0AMMO co6MOAaTb NPUHLMMNLI aCENTUKN. - . . . .
y N A 'UL PyHL Original and SURGICEL Nu-Knit Haemostat from its sterile container.
- MUHUManbHbIA Heob6xoaMMbIA 06beM MaTeprana XMpypruyeckoro reMoctaTuyeckoro

paccacbiBatouieroca «Cepgxucen» (Surgicel) n «Cepgxucen Hoto-Hut» (Surgicel Nu-
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Knit) HaknafblBaeTCs Ha KPOBOTOYALLMI YHACTOK MW NNOTHO NPWXKMMAETCA K TKaHAM A0
[LOCTVKEHNs reMocTasa.

- TpebyeMblii pasmep MefWULMUHCKOTO M3Aenus 3aBUCUMT OT MPUPOAbI U UHTEHCUMBHOCTHU
0CTaHaB/NMBAEMOrO KPOBOTEUYEHMUS. FemocTaTnyeckmnit ekt Martepuana
XUPYPrnuyeckoro remocTaTMyeckoro paccacbiBatowerocs «Ceppgxucen» (Surgicel) n
«Cepmxucen Hoto-Hut» (Surgicel Nu-Knit) Hanbonee BbipaXKeH, KOrga OHO HaxoAauTcs

B CYXOM COCTOSIHUM. He peKoMeHAyeTcs CcmadyuBaHMe MaTepuana BOAOW WU
(PM3M0NOTNYECKMUM PACTBOPOM.

YcnoBusi NpUMeHeHMA

MeguuMHCKoe  un3aenue  SABNAETCA  MMMNAAHTUPYEMbIM UM MpegHasHauyeHo  Ans

ncnonb3oBaHUA BO BHyTp(EHHeVI cpene opraHunsma.

YenoBusi akcnayaTaymm

BnaxHocTb HeT cneymnanbHbIX YCNOBUA
Temnepatypa 32-42 “C
[lasneHue HeT cneunanbHbIX YCNOBUIA

MefuUMHCKOe U3fenne npefHasHaueHo AN MPUMEHEeHWS TONbKO B CTaHAapTHbIX
YCNOBMAX ONepaLuoHHOM.

MoTeHUManbHbI NOTPe6UTEND

N3genve npeaHasHauyeHo ANA WCMONb30BaHWUA KBaNU(ULUMWPOBAHHLIMU MeAULMHCKUMU
pa6oTHMKamMu. Becb nepcoHan, paGoTalolunii ¢ u3gennem, A0MKeH GbiTb MOAHOCTHIO
0CBeloMNeH 06 MHCTPYKLMUAX MO MPUMEHEHMIO.
OCHOBHBbIE TEXHUNYECKUWE n
XAPAKTEPNCTUKN

PYHKUNOHANBHbBLIE
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Minimal amounts of SURGICEL or SURGICEL Original and SURGICEL Nu-
Knit 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 ofthe haemorrhage to be
stopped. The haemostatic effect of SURGICEL or SURGICEL Original and SURGICEL
Nu-Knit Haemostat is particularly pronounced when used dry. Moistening the material with
water or physiological saline solution is not recommended.

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

Operation conditions

Humidity No special conditions
Temperature From 32 °C to 42 °C
Pressure No special conditions

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

Potential users

This device is intended to be used by qualified health care professionals. All personnel
handling the device should be fully aware of the IFU.

MAIN TECHNICAL AND FUNCTIONAL CHARACTERISTICS



Tabnuua 3 OCHOBHbIE TEXHWYECKME U DYHKLMOHANbHbIE XapaKTepUCTUKN

HoMUHanbH Anana3oH Anana3oH NunHeliHas
ble pa3mepbl LWMPUHBI, CM ONUHbBI, CM NM0THOCTb
(Wwxn), cm (peHbe™)
«Cepmxucen» 51 X35,6 4.8-5.4 34.3 - 36.9 150+ 15
(Surgicel)
«Ceppaxucen» 10,2x 20,3 9.6-10.8 19.3-21.3 150 + 15
(Surgicel)
«Ceppxucen» 51 X7,6 4.8-5.4 7.3-7.9 150+ 15
(Surgicel)
«Cepmxucen» 1.3 x51 10. 16 4.8-5.4 150+ 15
(Surgicel)
«Ceppaxucen Hbto- 2,5x2,5 2228 22-28
HuT» (Surgicel Nu- 60 £6
Knit)
«Ceppaxucen Hbto- 7,6 x 10,2 7.3-7.9 9.9-10.5
Hut» (Surgicel Nu- 60 £6
Knit)
«Ceppxucen Hbto- 15,2x22,9 14.6-15.8 21.9-23.9
HuT» (Surgicel Nu- 60 £6

Knit)

*[0eHbe - Mepa NIMHEeNHO NNOTHOCTK; Macca B rpammax 9000 MeTpoB NpsKMU.

OMUCAHUE MPUHAANEXHOCTEN. MEAULMHCKNX WIAEANA WA
N3LENUNIA, HE ABMTAKOLWLNXCA MEOVNUMNHCKNMN, HO
NMPEAYCMOTPEHHbLIX ANA WCMO/Ib3OBAHNA B KOMBUHALUWN C
3AABNEHHBIM MEANUNHCKUM U3LENTVNEM

N3genus, onucbiBaeMble B JaHHOM (haiinie, He MMeT BKIHOUYEHHbIX BCMOMOraTenbHbIX
NpUHaANexXHoCTeN.

CMMNCOK MATEPUANOB MU, KOHTAKTUPYOLWWNX C OPFTAH3MOM
Matepuanbl  XUpYpruyeckme remocTaTuyeckme paccacbiBatouimecs «Cepaxucen»
(Surgicel) n «Ceppxucen Hoto-Hut» (Surgicel Nu-Knit) nsrotoBneHbl “3 matepuana
OKMCNeHHas pereHepupoBaHHasa uenntonosa (OPLL). OHuM ABNAOTCA UMNNAHTUPYEMbIMU
n3gennsaMu, BCTYMaOWMUMKU B KOHTAKT C MSATKUMU M KOCTHbIMU TKaHAMMW, KPOBbIO W
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Table 3 Main technical and functional characteristics

Nominal Tolerance Tolerance in linear
Size in Width, Length, cm density
(WxL), cm cm (denier*)
SURGICEL or 51 x35,6 4.8-5.4 34.3- 36.9
SURGICEL 150 £ 15
Original
SURGICEL or 10,2x 20,3 9.6-10.8 19.3-21.3
SURGICEL 150+ 15
Original
SURGICEL or 51 X7,6 4.8-5.4 73-179
SURGICEL 150 + 15
Original
SURGICEL or 1,3x5,1 1.O- 16 4.8-5.4
SURGICEL 150+ 15
Original
SURGICEL 2,5\2,5 2.2-2.8 2.2-2.8 60 +6
NU-KNIT
SURGICEL 7,6 X10,2 73- 179 9.9-10.5 60 +6
NU-KNIT
SURGICEL 15,2x22,9 14.6-15.8 21.9-23.9 60 +6
NU-KNIT

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

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.

LIST OF MD M, 4TERIALS IN CONTACT WITH HUMAN BODY

SURGICEL or SURGICEL Original Hemostat and SURGICEL Nu-Knit Hemostat are
composed of the same ORC material. They are implantable devices with tissue, bone and
blood contact for prolonged contact duration (24hrs to 30 days) and are reviewed as such.



BHYTpPEHHeN cpefoli opraHm3amMa, ANNTEeNbHbIA KOHTAKT (CBblWwWe 24 yacos, HO He 6onee 30
CYyTOK) U paccmaTpuBalTCA Kak TakoBble.

CBEAEHWNA O NEKAPCTBEHHbBIX CPEACTBAX BXOAAWNMX B COCTAB
MEOWLUWHCKOTIO N3QENNA

HenpumMmeHumoO, nsgenve He cogepXunT Kakux-nnbo dapmaLeBTUUeCcKuX cybcTaHumnii.
CBEOEHWNSA (0] MATEPUWANAX XMNBOTHOINTO/MENOBEYECKOTO
NMPONCXOXOEHWNA

HenpumeHumo, un3genve He COAEPXWUT Kakux-nmb6o mMaTepuanoB 4YenoBeYeCcKOro unum
XWBOTHOTO M P O M C X O X A € H MU 7
ycnoBund TPAHCNOPTUPOBKMN 7]
N3AENNA
Tabnuua 4 YcnoBuAa xpaHeHus

XPAHEHWA MEAWUWMHCKOTIO

Avnana3oH

<30°C

0T10% po0 95%

oT 700 rMa go 1060 rMa

Moka3aTenb
Temnepatypa
OTHOCUTENbHAA BNAXHOCTb
BapomeTpuueckoe gasneHue

Tabnuua 5 YcnoBua TpaHCNOPTUPOBKMN

Ovnana3oH

oT -60°C go +40°C

OT 10% po 95%

oT 700 rMa go 1060 rMa

MokasaTenb

TemnepaTtypa

OTHOCUTeNIbHasA BNAXHOCTb

BapomeTpuyeckoe faBneHue
®OPMA BblIMYCKA
MaTepuansl Xupypruyeckue remocraTuyeckume paccacoiBawuimecs «Cepgxucen»
(Surgicel) n «Cepaxucen Hoto-Hut» (Surgicel Nu-Knit) noctaBnaTca B 04HOPa30BbIX
CTepPUNbHbIX yNakoBKax U3 ponbrn pasinyHbiX pasmepos.
Kaxablii maTepuman remoctaTuyeckMini ynakosaH B o06epTKy M3 TaiiBek M B nakeTt u3
donbrn no 1 wTty'ke B nakete, 12 nnm 10 nakeToB ynakoBaHbl B KAPTOHHYI KOpPOOKY.
Kaxpas kopobka KOMMNAEKTYyeTCss UHCTPYKLUMEN Mo NPUMEHEHUIO, KapTaMyu uMnaaHTara
N PYKOBOJCTBOM NO 3aMOJ/IHEHWNIO KapTbl MMMAaHTarta.

COCTAB YMNAKOBKWUN

CocTaB ynakoBku ans «Ceppxucen»:

- Martepuan Xupypruyeckuin remocrtaTmuyeckuii
(Surgicel), 5,1 cm x 35,6 cm

paccacbiBalwuiica «Cepaxucen»
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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

STORAGE AND TRANSPORTATION CONDITIONS

Table 4 Storage conditions

Designation Range
Temperature <30°C
Relative humidity 10 to 95%

Barometric pressure 700 hPa to 1060 hPa

Table 5 Transportation conditions

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

Barometric pressure 700 hPato 1060 hPa

HOW SUPPLIED

SURGICEL devices is available in single-use, sterile foil pouches in a variety of sizes.
Each device is individually placed inside a Tyvek wrapper and packaged in foil pouches
then patient label is added to the pouch. Twelve (12) or ten (10) pouches, along with an IFU
are packaged into a carton. Implant Cards and Implant Card Guide are attached after
sterilization.

PACKAGE CONTENTS

Packaging content for SURGICEL or SURGICEL Original:
- SURGICEL or SURGICEL Original 5,1 cm x 35,6 cm

- SURGICEL or SURGICEL Original 10,2 cm x 20,3 cm

- SURGICEL or SURGICEL Original 5,1 cm x 7.6 cm



- Matepuan Xupypruueckuit remoctaTMyeckmini paccacbiBalouwmuiics «Cepaxucen»
(Surgicel), 10,2 cm x 20,3 cm

- Martepuan xupypruyeckuii remocrtaTuyeckuin paccacobiBawwuiica «Cepaxucen»
(Surgicel), 5,1 cm X 7,6 cm

- MaTtepuan xupypruyeckuii remoctatuyeckuit paccacbiBawumiica «Cepmxucen»

(Surgicel), 1,3 cm X 5,1 cm

Kaxpoe nsgenne ynakopaHo B 06epTky M3 TailiBek n B nakeT M3 onbrn no 1 wTyke B
nakeTte, 12 nakeToB ynakoBaHbl B KAPTOHHYI0 KOPo6Ky. Kaxaas kopo6ka KOMNnekTyeTcs
WHCTPYKUMEW No nNpuMEeHeHW, kapTamMu mmnnaHtata (12 wT.) U PyKkoBOACTBOM nNO
3anosIHeHWI0 KapTbl UMNAaHTaTa.

CocTtaB ynakoBku ansa «Cepgxuncen Hotwo-Hut»;

MaTtepuan xupypruyeckuii remoctaTumyeckuii paccacbiBatowuniica «Ceppgxumcen Hbio-
Hut» (Surgicel Nu-Knit), 2,5 cm x 2,5 cm

Kaxablii maTepuan remocTtaTMyeckuii ynakosaH B 06epTky u3 TaliBek U B nakeT u3
¢donbrn no 1 wTyke B nakeTe, 12 nakeToB ynakoBaHbl B KAPTOHHYI KOpo6Ky. Kaxaas
Kopo6Ka KOMNAeKTyeTCca MHCTPYKUuMelh No NpUMeHeHut, kaptTamn nmnnaHtata(l2 wr.)
1N PYKOBOLCTBOM MO 3@MO/IHEHUIO KapTbl MMNAaHTaTa.

MaTepuan Xxumpypruyeckuin remocratunyeckuii paccacbiBawowninica «Cepgxucen Hbio-
HuT» (Surgicel Nu-Knit), 7,6 cm x 10,2 cm

Kaxpablii matepuan remoctaTuyeckuii ynakosaH B 06epTKy u3 TaliBek U B naket u3
onbrn no 1 wTyke B nakeTe, 12 nakeToB ynakoBaHbl B KAPTOHHYIO KOpo6Ky. Kaxpas
KOpo6Ka KOMNAEeKTyeTCsA MHCTPYKLMUEl NO NPpUMEHeHUI0, KapTamu nmnnaHtaTa (12 wrT.)
N PYKOBOACTBOM MO 3aMOJIHEHWUIO KapTbl MMNAaHTaTa.

MaTepuan Xxumpypruyeckuii remoctaTuyeckuii paccacbiBatowuniica «Cepaxucen Hblo-
Hwut» (Surgicel Nu-Knit), 15,2 cm x 22,9 cm

KaxAablii mMaTepuan remoctaTuyeckuit ynakosaH B 06epTKy u3 TaiiBek M B nakeT u3s
onbrn no 1 wTyke B nakeTe, 10 ynakoBaHbl B KAPTOHHY KOpo6KYy. Kaxaas kopo6ka
KOMMNEKTyeTcsa WHCTPYKUMEein no npumeHeHWto, kapTamMu umnnaHtata (10 wTt.) M
pPYKOBOACTBOM MO 3aMNO/IHEHUIO KapThbl MMNAaHTaTa.

MHPOPMALUWA ANA NTAUWMEHTA
MeauunHcKuii  paboTHUK UM yupexAeHue [AO/DKHbl  NpefocTaBuTb  NauueHTy’
MHMOpMaUUo, Nnognexallyo AOBeAeHUI0 10 CBEAEHUS NauueHTa, n npu Heo6Xo0AMMOCTH

pacneyaTtaTb [AOKYMEHTHbI).
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- SURGICEL or SURGICEL Original 1,3 cm x 5,1 cm

Each device is individually placed inside a Tyvek wrapper and packaged in foil pouches
then patient label is added to the pouch. Twelve (12) pouches, along with an IFU are
packaged into a carton. Implant Cards (12 pcs.) and Implant Card Guide are attached after
sterilization.

Packaging content for SURGICEL Nu-Knit:

SURGICEL Nu-Knit 2,5cm x 2,5 cm;

Each device is individually placed inside a Tyvek wrapper and packaged in foil pouches
then patient label is added to the pouch. Twelve (12) pouches, along with an IFU are
packaged into a carton. Implant Cards (12 pcs.) and Implant Card Guide are attached after
sterilization.

SURGICEL Nu-Knit 7,6 cm x 10,2 cm;

Each device is individually placed inside a Tyvek wrapper and packaged in foil pouches
then patient label is added to the pouch. Twelve (12) pouches, along with an IFU are
packaged into a carton. Implant Cards (12 pcs.) and Implant Card Guide are attached after
sterilization.

SURGICEL Nu-Knit 15,2 cm x 22,9 cm

Each device is individually placed inside a Tyvek wrapper and packaged in foil pouches
then patient label is added to the pouch. Ten (10) pouches, along with an IFU are packaged
into acarton. Implant Cards (10 pcs.) and Implant Card Guide are attached after sterilization.

INFORMATION FOR PATIENT
The healthcare professional or institution should provide the “Information to be Conveyed
to the Patienf’ to the patient and if required, printthe document(s).

Device Description




OnucaHue nsgenus
MaTepuan  xupypruyeckuit remocrtaTuyeckui «Ceppaxucen»
(Surgicel) n «Ceppgxucen Hblo-Hut» (Surgicel Nu-Knit) sBnsetcs usgenvem pans
O[JHOKPATHOro MPMMEHeHUs W nocTaBnseTcas CTepubHbIM. V3fgenne U3roToBAEHO U3
pacTuTeNbHOW Lennonosbl B (hopMe TKaHW.

MaTepuan XWpypruyeckuin remoctaTtnyeckunii

paCC&CbIBa}OLLI,VIVICﬂ

paccacbiBatlowuiica «Cepgxucen»
(Surgicel) n «Ceppxucen Hoto-Hut» (Surgicel Nu-Knit) npumeHseTca Ans OoCTaHOBKMW
KpOBOTEUYEeHUi U3 pasIMUHbIX TUNOB KPOBEHOCHbLIX COCYA0B.

MaTepuanbl U3roToBfeHNs

MaTtepuan xupypruueckuii remocTtatmyeckuit  paccacbiBawowuiica «Cepgxucen»
(Surgicel) n «Cepaxuncen Hbto-Hut» (Surgicel Nu-Knit) nonHOCTbO M3roToBAEH U3
pacTUTenbHO Lennnosbl, co3faHHON ANA 6e30NacHOro NMPUMEHEeHUs B XUPYPTuu.
Mocne cneunanbHoil 06paboTkM OHa N1erko paccacbiBaeTcss B opraHusme. ®aktuyeckoe
BpeMs paccacbiBaHWA 3aBUCUT OT MeCTa U 06beMa NPUMEHEeHUs.

WHpopmauua ana 6e3onacHoro ncCnonb3oBaHns
Mpn nw6OM

BWAE XUPYypruyeckoro BMmeljaTenbcTBa Bcerfga cyliecTByeT pUCK
BO3HWKHOBEHMA MNOBGOYHbIX peakuunii. HekoTopble peakyumnm MOryT 6blTb OO6YCNOBEHbI
o6wum coctosErvem 3g0poBbA. HekoTopble peakuuu MOryT OblTb CBA3aHbl C

nposejeHnemM onepauun. HekoTopble peakuum MOryT 6GblITb CBA3aHbl C MaTepuanamu,
UMMNNAHTUPYEMbIMU B OpPraHu3M. YCTaHOBUTb WCTOYHWKUM HEKOTOPbIX MNOBGOYHBIX
peakuunii 6biBaeT 3aTpygHUTENbHO. Mpu N 6bIX NpU3HaKaXx MHMeKunn nam noboUHbIX
peakunii obpawaiTecb K MeAUULMHCKOMY paboTHUKY. Mocne onepauun He 3abbiBaiTe
nocewaTtb Bpaya.

N3penve He BbI30BET KakWX-NM6GO OC/IOXHEHUI A Npu NpoBeAeHUN MefULUHCKOro
nccnenosaHnsa MPT (MarHMTHO-pe30HAHCHOW Tomorpadum).

Oxunpgaemblii cpok cnyx6bl n3genns n nepuog nocnegyouero HabnwopaeHuns
MaTtepuan Xxupypruyeckuii remocTaTmyeckuin  paccacbiBawuiica «Cepgxucen»
(Surgicel) n «Cepgxucen Hoto-Hut» (Surgicel Nu-Knit) co BpemeHem paccacbiBaeTcs B
opraHmsMe. TkaHeBble peakuuuM nNpakTUyeckun OTCYTCTBYIOT. Bpems paccacbiBaHuA
3aBUCUT OT HECKOJIbKNX (DaKTOPOB, B TOM 4YMC/e OT MecTa M1 06bemMa UCNOb30BaHNS.

MHopmMaynoHHbIi nopTan ANs nauneHToB

ic.jnjmedlcaldevices.com

Bca uHdopmauma o MeAMLUHCKOM U34eNnn COAEPXMUTCSA Ha BbllleyKka3aHHOM MHTepHeT-
caiiTte.
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The SURGICEL device is sterile and single use. The device is made from plant cellulose. It
can be in a form of a knitted fabric. The SURGICEL™ device is used to help control
bleeding from different types of blood vessels.

Device Materials

The SURGICEL device is made completely from plant cellulose. It is made to be used safely
in surgery. It is processed in a way that makes it absorbable in the body. Actual absorption
time depends on where and how much is used.

Information for Safe Use

There is always arisk of adverse reactions with any type of surgery. Some reactions could
be due to your overall health condition. Some reactions could be related to just having the
surgery. Some reactions could be related to the materials being placed into the body. It is
difficult to know the source of some adverse reactions. Contact your

doctor about any signs o finfection or adverse reactions. Be sure to keep up with your doctor
visits after surgery.

The device will not cause any issues with amedical test called an MRL M RI means magnetic
resonance imaging.

Expected Device Lifetime and Follow-up
The SURGICEL device is absorbed by the body over time. There is almost no tissue
reaction. Absorption time depends on several things, including where and how much is used.

Patient Information Portal
icinjmedicaldevices.com
You can find any updates about the device on this website.



CPOK CAYXBbl U XPAHEHUS U3AENUS DEVICE SERVICE LIFE AND STORAGE
Product shelf-life is 60 months
MHOOPMALWNSA OB YAANEHUW U U3BNEYEHUN UMANAHTATOB INFORMATION ABOUT IMPLANT REMOV AL AND EXIRACIION

Not applicable, the products are absorbed from the site of implantation over 7-14 days
1MO0PUALNA 08 OUCTIE, AESMNOEKKUM n Creswnusauwn NTORWATION ON CLEANNG, oISWEECTION AN STERLIZATION OF 1
MEOWUWMHCKOTO W3AEANA (ANA CTEPUNWN3YEMbBIX W3LENWNN), ( ):
NOPANKE AEWCTBUIN MPU HAPYWEHUU CTEPUNBHOWN YMNAKOBKMU CASE OF PACKAGE APPEARS DAMAGED (FOR STERILIZE PRODUCTS)

o o o SURGICEL Absorbable Haemostats, are single-use devices that are provided sterile and
MaTtepuan Xxupypruyeckuii remoctaTuuyeckuin paccacbiBalowuiics «Cepgaxmcen»

(Surgicel) n «Ceppgxucen Hblo-Hut» (Surgicel Nu-Knit) sasnsetca wusgennem pans sterilized by gamma irradiation.

O HOKPATHOTO MPUMEHEHUSI U NOCTAaBSIETCA CTEPUNbHLIM, NOABEPIHYTbLIM CTEPUAN3ALUN

ramma-o6nyyeHuem. ) ) o
Do not use if the sterile packaging is damaged.

TirvHHUIrfAItOF oke TY)XUBAHUWE MAINTENANCE
Not applicable.
OCHOBHOW CTAHAAPT, KOTOPOMY COOTBETCTBYET U3AENUE BASIC STANDARD TO WHICH THE PRODUCT MEETS

N3aenus COOTBETCTBYIOT TpeB6oBaHMAM EN ISO 13485 M3nenns MeauiuHCKne. CACTEMbI Device meets requirements EN ISO 13485 Medical device - Quality management system -

. Requirements for regulatory purposes. A full list of applicable standards is available upon

MeHefXXMeHTa kayecTBa. Tpe6oBaHUs Ansa uenei perynnposaHus.

MonNHbIA CNUCOK CTaHAAPTOB NpeAcTaB/eH B Bbinncke M3 TEXHUYECKOW JoKyMeHTauum n  request. L . . . N . i
The completed standard list is provided in ExtractofTechnical Documentation and available

[OCTyneH no 3anpocy.

upon request.

NOPAAOK OCYWECTBAEHUA YTUAU3ALUM WU YHUUTOXEHUS MD DISPOSAL RULES AND CONDITIONS
IVIPOVMHWHI'K'OIN U3NE.TNA o . . . . . .
N3aents], AMeBLIME KOHTAKT ¢ KPOBBIO W/MAW APYTUMM GHONOFMYECKMMMA XHAKOCTAMM Products coming into contactwith blood and/or biological fluids are class B medical devices
OTHOCVITC’FI K Knaccy B KNaccubuKaLuuu MeaULUHCKIX OTXOA08, M NOANEKAT minmsau,mv‘l under medical wastes classification and may be recycled and / or disposed in accordance
WMAN YHWUUTOXEHMIO COTMACHO NpUMEHSeMbiM HaLMOHANbHBIM 3akoHogaTensHuim  With applicable national regulations. ) ) ) ) )

Unused products (not having contact with blood and/or biological fluids), including those
HOpMaMm. . . . . . . L
HEUCNONbIOBAHHLIE H3CNA (HE MMEBLINE KOHTAKTA C KPOBbIO MMM ¢ 6MONOTMYECKIMA with expired shelflife, belong to class A medical devices under medical waste classification
KWAKOCTAMM), B T.M. C WCTEKUIMM CPOKOM FOAHOCTM, OTHOCHTEA K knacey A and may be recycled and/or disposed in accordance with applicable national regulations.
Knaccugumkaumm mMeLULUHCKMX OTXOLOB, NoAnexar yTunmsauum u/Mnm YyHUUTOXEHMUIo (SanPiN 2.1.3684-21)
COrNlacHo MNpUMEHsieMbIM HaLWOHa/lbHbIM  3aKoHogaTesbHbiIM  HopMam. (CaHMuH
T 1TNA4-TN
FAPAHTUNHBIE OKA3ATENBLCTBA WARRANTY _
MpPOM3BOANTENL [APAHTUPYET KOHEUHOMY nNOTPEGMTENIo OTCYTCTBUME AShEeKTOB W Manufacturer guarantees to the end user absence of defects and conformity to product
COOTBETCTBME TEXHUYECKUM XApaKTEpUCTUKAM NpOAYyKTa B TeueHHe BCEro CPoKa specifications for the entire shelf life of the product under the conditions of adherence to
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rogHOCTM NpoA>'KTa Npu cobnlogeHnn TpeboBaHWN K XpaHEeHWo, TPaHCNOPTUPOBKe U
LEenocTHOCTU ynakKoBKWM. HeT HMKakmx rapaHTWil, KOTOpble BbIXOAWAW Obl 3a pamkun
onucaHua Ha NuueBOi cTopoHe HacToswero JokymeHTa. lpuUrogHocTb fJaHHOro
MeAWNLUHCKOTO ycTpolicTBa AN15 M0G0 KOHKPETHON XMpypruyeckoin npouenypbl 4OMKHa
onpepenATbCA MNonb3oBaTeneM B COOTBETCTBUM C WMHCTPYKLMAMWU NpouM3BOAMTENs no
NpUMEHEeHNI0.

PEKNAMALWNA

Ans nonyyeHuss [ONONHUTENbHOWN ncnonb3oBaHneM
MeAWLUHCKOTO un3genus, npocbba cBA3aTbCA C YNOSIHOMOYEHHbIM NpeAcTaBuTENEM
npounssoauTena OO0 «[XOHCOH & [)XOHCOH», 121614, r. MockBa, yn. Kpblnatckas, 4.
17, xopn. 2, Ten. +7(495)580-77-77.

PACWMND®POBKA CNVMMBONOB 7 FTIPAPNYECKUX 2N1EMEHTOB,
NMPUMEHAEMbBIX NTPN MAPKUPOBKE MEAWLUWHCKOTIO U3AENNA

nHpopmaumnm, CcBA3aHHONW C
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storage, transportation and package integrity requirements. There are no warranties that
extend beyond the description on the face hereof. 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 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 AND GRAPHIC ELEMENTS USED IN
LABELLING THE MEDICAL DEVICE



PacwudpoBka MeagULUHCKNX CUMBONOB

REF

MD

D
A

SWHE Ul

I Tof

Homep no katanory

MeauuyuHckoe  usgenue/  ans
KapTbl uMMnNnaHTata: HasBaHue
nsgenvs

He ncnonb3oBartb npu
noBpexAeHHOoN ynakoBke

BHUMaHWe, CM. MHCTPYKLWUMN NO
npUMeHeHUto

ONs 0f4HOKPATHOTO NPUMEHEeHUs

MoBTopHasa cTepuansauus
3anpeuaercs

EavHas cTepunbHan 6apbepHas
cucTema ¢ 3alMTHON ynakoBKO
BHYTpM

CtepunbHo, MeTop,
cTepunusaumn: obnyyeHne

MapTtuna Ne

NaTa nponsBoacTea
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Explanation

REF
MD

(8)
A
WM w

N oll

of medical symbols

Catalogue number

Medical device/ for implant card:
Device name

Do not use if package is damaged
and consult instructions for use

Caution

Do not re-use

Do not resterilize

Single sterile barrier system with
protective package inside

Sterilized using irradiation

Batch code

Date of manufacture



Conew 20: rog ¥ Mecall

Bepxuii npeacH TCMIIEPATYPE

Mapxa CE

Use-by date

Unique device identifier

Manufacturer

Authorized Representative in the
European Community/European

Union

Packaging unit

Consult instructions for use or
consult electronic instructions for
use BU: Call paper on demand
help desk to get paper copies free
of charge within 7 days.

MR safe

Upper limit of temperature
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. . . . .
Pacwudposka rpat Mueckux 3/1€MEHTOB*, NPUCYTCTBYIO LW MX HA MapKUPOBKe Explanation of graphic elements* used in the labelling

PaccacbiBatolimniics Absorbable Hemostat
remoctatuyeckuii matepvan »

Patient information website / for

NHd opmaLnoHHbI/ cailT gns r a impant card: Information website for
nauneHToB / ANs KapThbl patients

st 1 nMmnnaHTaTa: MHGoOpMaLnoHHbIN e
caiT gNns nauMeHToB Patient Identification / for Implant
NpeHTndukaumna naumeHta / gnsa card: Patient Name or Patient ID
KapTel uMnnaHTata: Uma nayneHTa (r ?

ff’) NN naeHTudunkaTop nayneHTa

Date/ for implant card: Date of
[ata / gna kapTbl UMNNaHTaTa: Implantation

[ata umnnaHtayuu B
w .+ Health care centre or doctor
. 4 NeyebHO-NpodunakTnyeckoe
yupexpaeHue/spay (]_| n
m

#These graphic elements are not standard medical symbol, the infonnation is provided for
*NaHHble rpauyeckne afieMeHTbl He ABNAETCA CTaHAapTHbLIM MeAULUHCKMM CUMBONOM, the convenience of users. Additional graphic elements not related to standard medical
CBEfieHnss 0 Hem npepocTaBfieHbl fAns yfo6cTBa nosb3oBaTens. [lononHuTenbHble  svmbols regulated by local requirements of the Russian Federation can also be used in
rpacpuyeckme aneMeHTbl, He ABMAOLWMNECS MeAULUHCKUMN CUMBONAMU, perynnpyemMblie

labeling.
NOKaNnbHbIMU TPe6OBaHMAMU PD, MOTYT 6bITh TAKXE HAHECEHbl HA MapKUPOBKY.
CBEAEHWA O MPOU3BOAUTENE MEAULWHCKOTIO U3AENNA INFORMATION ABOUT MANUFACTURER
HasBaHue npoussoantens: «3Tukod CAP1», (Ethicon, SARL), Weeliyapus Manufacturer name: Ethicon, SARE, Switzerland
Agpec: Puits Godet 20, Neuchatel, CH-2000, Switzerland Adress: Puits Godet 20, Neuchatel, CH-2000, Switzerland
Mpoun3BOACTBEHHbIE NNOL ALKN: Ma.nufacturing _SitES: _
Ethicon, EEC, Highway 183 Km 8.3, San Eorenzo, Puerto Rico, 00754, USA Ethlcon., EEC, Highway _183 Km 8.3, San Eorenzo,. Puerto -RICO, 00754, USA
YNONHOMOUYEHHbI NPEACTABUTENb NPON3BOANTENS B POCCUN: Authorized representative ofthe manufacturer in Russia:
00O «[XOHCOH & [XOHCOH», 121614, r. Mockea, yn. KpbinaTtckas, 4. 17, KOpH. 2. Johnson & Johnson EEC,
Ten. +7(495)580-7777 121614, Moscow, Krylatskaya str., 17 bid. 2.
DE-JNJRUMedicalQA@ITS.JNJ.com Tel. +7 (495) 580-7777

DE-JNJRUMedicalQA@ ITS.IJNJ.com

[laTa BbinycKa WAu NepecMoTpa MHCTPYKL UM Date ofissue or revision ofinstructions
Bepcusi 1, 2023 Version 1, 2023
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3 r IC Ottt capr.
KomnaHua «[>0OHCOH & [>XOHCOH»

CornacoBaHo

«9TMKOH CAP/1» (Ethicon, SARL), LLseiiuapus

OpraHioaymns
<Kpyrnas neyatb HoTapuyca; Ctus X Yannc, Hotapuyc, wtat KOHHEeKTUKyT> —r“OVI I ope 20. Heswartenb. CH'2OOO’ I'“Be'/”"|apMFI
Appec
<Fepb6 wTtata KOHHEKTUKYT> AMpeKTOp OT,EI,e}'Ia HOpMaTI/IBHO-I'IpaBOBOFO perynleOBaHMﬂ
<W Ttamn: Ctus Ax. Yannc [AOonKHOCTb
Hotapuyc, WlTaT KOHHEKTUKYT
Cpok felicTBUA MOeil NULeH3nn nctekaeTr KpMCTMHa I/IeccypyH Tomac
28.02.2027> damunus, uma
<noAnucaHo> 28 Hos6pa 2023 roga
<Hagnvcb ot pyku: 28 Hos6psa 2023 roga> Aata: AAMM.NTT
<nofnucaHo>
Mognuce

VHCTPYKLMA NO NPUMEHEHNIO
Martepuan XMpypruyeckuii remoctaTu4eckuii paccacoiBatowminics «Cepgxucen» (Surgicel) n «Cepmxucen Heto-Hut» (Surgicel Nu-Knit)
B BapuaHTax UCnosiHeHns

«9TUKOH, Capn»
Miwowu foge 20
2000 HeBwatensb, LW BeiiLapus

STR 6999-R 30637
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MoAMUCh

Poccuiickaa ®egepauus
"opog MockBa
UeTbipHaguaToro gekabps ABe TbiCaun gBafuaTb TPeTbero roga

A, Kopcuk Mapus AnekcaHaposHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO NOAMHHOCTL MOANUCH
nepesofuvka NMaxTtyHoBa Anekces Bnagnmmposuya.

Moanucs caenaHa B MOEM MPUCYTCTBUN.

JInyHocTb noanuvcasLLero JOKYMEHT YCTaHOB/eHa.

3apervcTpuposaHo B peecTpe: Ne 77/2139-H/77-2023-

YnnayeHo 3a coBepLUeHne HoTapuasibHoro feiictams: 400 py6.

MOANMCH "ep6oBas neyatb "epboBas neyarb
HoTapuyca r. MocKBblI HoTapuyca r. MocKBblI
Kopcuk M.A. Kopcnk M.A.
M.A. Kopcuk

Bcero npoLuHypoBaHo, NpoHyMepoBaHO
1 CKPEnJIeHo neyatbio 24 nnucT(-a,-0B).

HoTapwuyc: noagrincb

Poccuiickan ®Pepepaums
"opog MockBa
UeTbIpHaaLUaToro fekabps ase Thicaum ABajuatb TPETbEro roga

#A, Kopcuk Mapua AnekcaHipoBHa, HOTapuyc ro: MocCKBbI, CBUAETENLCTBYH) BEPHOCTL KOMuW C
NpeACcTaBNEHHOr0 MHe JOKYMeHTa.
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