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Instruction for use for the medical device

Surgicel Powder, sterile resorbable hemostatic based on oxidized regenerated cellulose, in the applicator

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHWF 1 PETHCTPALIMH MELMLIMHCKUX U3REMM



Russian text

HAMMEHOBAHWE MEOVWUMHCKOIO WU3AENNA (MWN) N EIO
KNACCNOUMKALINA

HanmeHoBaHne MW, mogenn nnm sapmaHTbl UCMONTHEHUA MU

Mygpa cTepu/ibHaa paccacbiBalollanca remoctaTtuyeckas Ha OCHOBe
OKWCNEHHOW pereHepupoBaHHOW uennonosbl «Ceppkucen» (SURGICEL
Powder) B annaukaTtope, B COCTaBe:

- annaukartop ¢ nygpoi (3r) - 5wT,;

-UHCTPYKUMA NO MPUMEHEHUIO - 1 WT.

[anee B TekCcTe MOXET YNOMMHATbCA Kak: «nygpa», «nyapa SURGICEL
Powder», «<SURGICEL Powder», «nzgenme», «<MegnLUNHCKOE U3AENMEY.
Knaccugpukaumna MU

Knacc B 3aBUCUMMOCTM OT CTemneHW MOTEHLWANbHOT0 pUCKa MPUMEHEHUA B
MeUUNHCKMX LleNIAX B COOTBETCTBUM C HOMEHKNATYPHbLIM KnaccuukaTtopom
MeAULMNHCKNUX n3genunii: 3.

HA3HAYEHME MEOAVNLMHCKOIO U3AE/TNA

Myapa cTepu/ibHas paccacbiBalolancd remMocratuyeckas Ha OCHOBE
OKWC/IEHHOW pereHepupoBaHHoi Lenntonossl «Cepmxucen» (SURGICEL
Powder) B annaukatope npefHa3HayeHa [ OCTAHOBKW KanuaaspHoro,
BEHO3HOr0 M MeSIKOro apTepmanbHOro KPOBOTEUEeHMA MPU XMPYPruyeckux
BMeLlaTeNnbCTBax, Korga AMrupoBaHne unm apyrue TpaguLuMoHHbIe Cnocoobbl
OCTAHOBKMW KPOBOTEYEHWNS HEOCYLLECTBUMbI NN HEIP(DEKTUBHBI.

MpuHynn genctemna MU
MexaHuU3M  [elicTBMA, NOCPeACTBOM  KOTOPOro  nyfgpa  CTepu/bHas
paccacblBaroLancs remocraTuyeckas Ha OCHOBe OKWCNEHHOMN
pereHepupoBaHHol uenntonosbl «Cepmxkucen» (SURGICEL Powder) B
annaMkKaTope YCKOpPSeT CBepTbiBaHWe, MONHOCTbD He W3Yy4YeH, HO 3TO
(pmsnuecknin  ahhekT, a He Kakoe-nnubo M3MeHeHMe HOPMaJbHOro
(hM3M0NMOrMYECKOr0 MexaHu3ma CBepTbiBaHUA. TIpyM HacbILWeHWU KPOBbHO
nygpa SURGICEL HabyxaeT, o006pa3ys KOPWUYHEBATYH) WU YEPHYHO
XenaTmHoo6pasHy Maccy, Cnoco6CTBYOLW Y (DOPMUPOBAHUIO CTYCTKa, TEM
cambiM ob6ecneymnsas LONONHUTENbHbIA FeMOCTa3 NPy 0CTaHOBKE JIOKa/IbHOT 0
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English text

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
MD name, variations of MD

SURGICEL Powder (sterile resorbable hemostatic based on oxidized
regenerated cellulose) in the applicator, composed of:

- applicator with the powder (3 g) - 5 pcs;

- instructions for use - 1pc.

Hereinafter refer to as «Powder», «SURGICEL Powder», «device»,
«medical device»

MD classification
The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: 3.

INTENDED USE MEDICAL DEVICE

SURGICEL Powder (oxidised regenerated cellulose) in the applicator is
used adjunctively 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.

Principle of operation

The mechanism of action whereby SURGICEL Powder (oxidised
regenerated cellulose) in the applicator 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 Powder 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
Powder is absorbed from the sites of implantation with practically no



KpoBoTeueHuns. [lpu Hagnexaw,em WCMNOMb30BaHUM B MUHUMASbHbLIX
Konunyecteax nyapa SURGICEL paccacbiBaeTcd B MeCTe HaHeCeHus
npakTMyeckn 6e3 peakuumm cO CTOPOHbI TKaHeil. BcacbiBaHME 3aBUCUT OT
HECKONIbKMX (paKTOpOB, B TOM 4uUC/e OT WCNO/Ib30BaHHOI0 KOJIMYECTBA,
CTeneHn HacbILeHUs KPOBbHO, a TaKXe TKaHel, Ha KOTopble HaHeceHa nygpa.
B fononHeHVe K MeCTHbIM remMocTaTuyeckum csoiicteam nyapa SURGICEL
obnagaeT 6GaKTEPULMAHLIM AeACTBMEM N VItro MO OTHOLIEHWUIO K LLUMPOKOMY
CNEeKTpY rpamMnosioXUTeNbHbIX U TpaMoTpuLaTeNbHbIX MUKPOOPraHU3MOoB, B
TOM 4uncne aspo6oB u aHaspobos.. Mygpa SURGICEL 6aktepuungHa in vitro

e

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 Powder is
bactericidal in vitro against a wide range of

gram-positive and gram-negative organisms including aerobes and
anaerobes. SURGICEL Powder is bactericidal

in vitro against strains of species including those of:

methicillin-resistant Shigella sonnei

B OTHOLWEHNWN WITAaMMOB pPa3HbIX BUAOB, B TOM YUCE:

YCTOWYMBBINA K METULIUANNHY
Staphylococcus aureus (MRSA)
YCTONUMBBIA K NEHULUNNNINHY
Streptococcus pneumoniae (PRSP)
YCTOWUMBBIA K BAHKOMULUHY
Enterococcus (VRE)
YCTOWUMBBIA K METULUANNHY
Staphylococcus epidermidis
(MRSE)

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

Klebsiella pneumoniae
Lactobacillus sp.

Salmonella enteritidis

OpHako nyapa SURGICEL He sBnseTcs afbTepHaTUBOW CUCTEMHOMY
NMPOTUBOMUKPOOHbIX

MPYMEHEHNIO
NPOhMNaKTUYECKOMY.

Shigella sonnei

Serratia marcescens
Bacillus subtilis

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

npenapatos,  neye6HOMY

nnn
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Staphylococcus aureus (MRSA)
penicillin-resistant Streptococcus
pneumoniae (PRSP)
vancomycin-resistant
Enterococcus (VRE)
methicillin-resistant
Staphylococcus
(MRSE)
Staphylococcus aureus
Staphylococcus epidermidis
Micrococcus luteus
Streptococcus Group A
Streptococcus Group B
Streptococcus salivarius
Branhamella catarrhalis
Escherichia coli

Klebsiella pneumoniae
Lactobacillus sp.
Salmonella enteritidis

epidermidis

Serratia marcescens
Bacillus subtilis

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

SURGICEL Powder is not, however, an alternative to systemically
applied therapeutic or prophylactic antimicrobial agents.



MOKA3AHUNA N MPOTUBOMOKA3AHA K MPUMEHEHWNIO MW
M BO3ZMOXXHbIE MOBOYHbLIE 39 ®EKTHI

lNMokasaHuA

Myapa SURGICEL Powder npuMeHseTca  Mpu  XUPYPrUYeCcKnx
BMellaTeNbCTBaxX B KayecTBe [OMOMHWUTENbHOrO CpefAcTBa A/ OCTaHOBKM
KanunasapHoro, BEHO3HOr0 M MefIkoro apTepuasibHOro KpoBOTeveHus, Korga
NNTUPOBAHWE UK ApYrve TPaAuLMOHHbIE CNOCOBObLI OCTAaHOBKM KPOBOTEYEHMS
HeoCyLeCTBUMbI UNN HESPHEKTUBHDI.

Myapy SURGICEL Powder MOXHO TakXe NPUMEHSTb B 1anapoCKONMYeCKnX

WM OpYyrux 3HAOCKOMMYECKUX npoueaypax npu  MCMOAb30BaHUM C
annankaTopom aHgockonuueckum «Cepxucen» (Surgicel).
MpoTnBOMNOKasaHus

* He BBOAWTb 1 He nomellaTb Nyapy SURGICEL B OTKPbITbIi KPOBEHOCHbIA
cocyfs. He wucnonb3oBaTb fA/18 OCTAaHOBKM KPOBOTEYEHMUSA, BbI3BAHHOIO
KPYMHbIMW NOBPEXAEHNAMUN apTEPUIA NN BEH.

e MNyapa SURGICEL He npumeHseTcd AN OCTaHOBKW KPOBOTEYEHUA W3
KPYMHbIX apTEPUIA NN BeH.

* Myapa SURGICEL He npefgHa3HayeHa gna BHYTPUNPOCBETHLIX NPoLeayp.
e Ecnu nygpa SURGICEL mncnonb3yetcs gna AOCTUXEHUSA reMocTasa BHYTpU,
BOKPYT UM PAAOM C KOCTHbIMW OTBEPCTUSIMU, FpaHULLaMmn KOCTeR, CMUHHbIM
MO3roM WAV 3pUTe/IbHbIM HEPBOM W XWa3moW, ee 06s3aTenbHO cregyet
yAanuTb Nocsie 0CTAHOBKW KPOBOTEYEHMS, NOCKObKY OHa HabyxaeT 1 MOXeT
BbI3BaTb HeXefnaTesbHOe JaB/ieHue.

* B otnnume ot gpyrux npogyktos SURGICEL, vactuybl nyapbl SURGICEL
WHTErpupyoTca CO CrycTKaMu KpOBW, W TMOMHOE YAaneHwe wu3genus
(reMOCTaTMYeCKOro cpefcTBa) MOXeT paspyLmnTb CryCTOK M YBEIMYNTL PUCK
BO306HOB/NIEHNA KpOBOTeYeHuA. B cnydyasax, korga Tpebyetca Mo/Hoe
yhaneHue, cnefyet npuMeHaTts apyrve npogykrtel SURGICEL.

*Myppy SURGICEL He cnegyeTt ncnofb3oBath Aas UMMIaHTaLumn B KOCTHbIE
JeeKkTbl, Takue KakK [Mepenombl, TaK KaK 3TO MOXeT [MOoMeLaTb
(hopMMUpPOBAHNIO KOCTHON MO30/1W; KPOME TOro, TEOPeTMYEeCKM BO3MOXHO
(hopmMMpOBaHNE KUCTbI.

e Myapy SURGICEL He cnegyetr nMpUMEHATb Ha HeEKPOBOTOYALLMX
MOBEPXHOCTAX C COYallelica Cepo3HOW XXUAKOCTbIO, MNOCKOMbKY Apyrue
XWULKOCTU OpraHuM3ma, Kpome LeNbHOM KPOBW, TakuMe KakK CbIBOPOTKA, He
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INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

Indications

SURGICEL Powder 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 Powder can also be applied in laparoscopic or other
endoscopic procedures when used with the SURGICEL Endoscopic
Applicator.

Contraindications

* Do not inject or place SURGICEL Powder into an open blood vessel.
Do not use to treat bleeding from large defects in arteries or veins.

e SURGICEL Powder should not be used to control haemorrhage from
large arteries or veins.

e The SURGICELPowder device was not designed for intraluminal
procedures.

* When SURGICEL Powder 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.

» Unlike other SURGICEL products, SURGICEL Powder particles are
integrated with blood clots and complete removal of the device
(hemostatic agent) may disrupt the clot and increase the risk of re-
bleeding. In cases where complete removal is required, SURGICEL
fabrics should be applied.

* SURGICEL Powder 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.

« SURGICEL Powder 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 Powder to produce satisfactory haemostatic
effect.



pearupytoT ¢ nyapoii SURGICEL ¢ y10BNeTBOPUTENbHBIM FreMOCTaTUUYECKNM
A heKkToM.

e nMygpa SURGICEL npeactaBnsder  coboil  paccacbiBarolieecs
reMocTaTu4yeckoe CPefACcTBO W He [O0/KHA WMCNONb30BaTbCA B KayecTse
cpeAacTsa 418 NpefoTBPALLEHNS CNAeK.

MpeaynpexaeHns

e He HakauyuBaiiTe m3genve BHyTPMCOCYAUCTO. Ecnm npogyKT NpuMeHseTcs
BHYTPMCOCYAMCTO, MOTYT BO3HWKHYTb OMacHble AN XXWU3HWU 3MOONMNYECKMe
SIBIEHMS.

. Mygapa SURGICEL He npegHasHaveHa 415 UCMNONb30BaHUSA Ha CyXuMX
(He  KpoBOTOYALLMX)  MOBEPXHOCTAX  WMAM  ANA  NpefoTBpalleHums
KPOBOTEYEHWIA.

» Myapa SURGICEL Powder nocTtaBnsetrcs CTepunbHOW W, MOCKOMbKY
maTepuan HeCOBMECTMM C aBTOK/1aBMPOBaHMEM WAW  CTepununsauei
atuneHokcungom, Nyapy SURGICEL He crnenyet cTepu/in3oBaTh NOBTOPHO.
e Myppa SURGICEL Powder He npejHasHayeHa B KayecTBe 3aMeHbl
aKKypaTHOW XMPYPruyeckom TEXHUKK, a TakXe Hafnexaliero npumeHeHus
LLOBHOrO Martepuana v nurartyp.

* I36eraiiTe ywimBaHus 3arpsasHeHHoW paHbl ¢ nyapoii SURGICEL Powder
6e3 ApeHaxka, Tak Kak 3T0 MOXEeT MPUBECTU K OC/IOXHEHUAM.

» [emocTaTnuecknin addekt nyapbl SURGICEL Powder cunbHee npu ee
HaHeCceHWW B CyXOM BUAe; TaKum 06pa3oM, nepes HaHECEHWEM He CMayuBainTe
ee BOAOW unu hn3nonorn4ecKMmM pacTBopomM.

« He nponutbiBaiite nyapy SURGICEL Powder aHTUMWUKPOOHbLIMYK
cpeagcTteamu UM ApYrumun  Matepuanamu, Hanpumep, O6ydepHbIMU KK
remMoctatuyeckMmn BellecTBaMmu. Ee remoctatuyeckas 3(eKTUBHOCTb He
ycunueaeTcs npu gobasneHnn TpoMOMHA, aKTUBHOCTb KOTOPOrO CHMXAETCH
nog AencTBMeM HU3KOro pH npogykra.

* HecmoTpsa Ha 1O, yTO npu Heobxogmmoctu nyapy SURGICEL Powder
MOXHO OCTaB/IATb HA MECTe, MOC/ie 0CTAHOBKN KPOBOTEUEHMUSA peKOMEHAYeTCs
yAanaTb ee U3NMWKA C MOMOLLbI0 MPOMbIBaHUSA W OTCacblBaHUA, n3beras
paspyLLeHns Crycrka.

e Mpn HeKoTOpbIX 06CTOATENLCTBAX TOUHOE HaHeceHume nyapbl SURGICEL
Powder mMmoOXeT OblTb 3aTpyAHEHO Wu3-3a ee cyxocTn. CnyvaiHoe
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* SURGICEL Powder is an absorbable haemostat, and should not be used
as an adhesion prevention product.

Warnings

« Do not pump device intravascularly. Life-threatening embolic events
may occur if the product is applied intravascularly.

e SURGICEL Powder is not intended for use on dry (non-bleeding)
surfaces or for prevention of bleeding.

« SURGICEL Powder is supplied sterile and as the material is not
compatible with autoclaving or ethylene oxide sterilization, SURGICEL
Powder should not be resterilized.

*« SURGICEL Powder is not intended as a substitute for careful surgery
and the proper use of sutures and ligatures.

e Closing with SURGICEL Powder in a contaminated wound without
drainage may lead to complications and should be avoided.

e The haemostatic effect of SURGICEL Powder is greater when it is
applied dry; therefore, it should not be moistened with water or saline
prior to application.

e« SURGICEL Powder 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 ofthe product.
* Although SURGICEL Powder may be left in situ when necessary, it is
advisable to remove excess powder with irrigation and aspiration once
haemostasis is achieved, without disturbing the clot.

« SURGICEL Powder is dry and there may be difficulties in precise
delivery under certain circumstances. Unintentional device placement
may result in powder scattering and device migration that may increase
the risk of adhesion formation. In preclinical in vivo animal studies it was
demonstrated that SURGICEL Powder does not increase the incidence of
remote adhesions in laparoscopic procedures.



NCNosib30BaHMe YCTPOWCTBA MOXET MPMBECTU K PaCCbiNaHuio Nyapbl U
MUTpaunmn NpoayKTa, Yto yBeIMYUT PUCK 06pa3oBaHnsA CMaex.

B  AOKAMHMYECKMX  MCCNefoBaHMAX N VIVO  Ha D>KUBOTHbIX  Obln0
npogemMoHcTpupoBaHo, 410 nygpa SURGICEL He yBenmMumBaeT 4yacToTy
BO3HWKHOBEHUSA CMaeKk Npu fanapockKonmyeckmnx npouenypax.

* Mpy XMpypruyecknx MaHuUNynaumnax, NPpoMbliBaHUN, yyalWeHHOM [blXaHUn
M T. M. BO3MOXHO cMeweHne nygpbl SURGICEL Powder. Mpu npumeHeHnn
apyroin  npoaykumm SURGICEL npu Takux BMellaTenbCTBax, Kak
NOBGIKTOMMUA, NAMUHIKTOMUSA, BOCCTAHOBUTE/IbHblE BMeLLIATe/bCTBa MpK
nepesioMe NOOHbLIX KOCTe W paspbiBe AONM, OMUCaHbl Clyvyanm Murpauuun
cpeficTBa, OCTaB/IEHHOro B OpraHnu3mMe nauueHTa nocfe ywuBaHUA paHbl, U3
MecTa HaHeCeHMA B KOCTHble OTBEPCTUA BOKPYr CMAWHHOrO MO3ra, 47O
NPMBOAMUNO K Napannyy, a TakKe Of4MH Cnyyvail MUrpauny NpoayKTa B N1eBYHO
opbuTy rnasa, npmeeaWwunin K cnenote. XoTA CBA3b 3TUX C/y4YaeB C
npoaykumein SURGICEL Henb3a NoATBEpAMTb, BpavaM cnedyeT cobnoaatb
0COOYI0  OCTOPOXXHOCTb  He3aBMCMMO  OT  TWNa  XUPYPruyeckoro
BMeLlaTensbcTea. XenarenoHo yganats nygpy SURGICEL Powder B Takux
cnyyaax (mpu Takux npouegypax) nocsie 0CTaHOBKW KPOBOTEYEHUA.

» Xota nygpa SURGICEL Powder 6akTepuuniHa B OTHOLIEHUW LLUMPOKOTO
pafa naToreHHbIX MUKPOOPraHW3MOB, OHa He MpefycMOTpeHa ANd 3ameHbl

CUCTEMHOrO0  TepaneBTMYECKOro WMAM  NPOMNAKTUYECKOr0  BBeAEHUA
aHTUMMWKPOOHbLIX  MpenapatoB  ANS  KOHTPONA  WMAM  NMPOMUNAKTUKM
nocneonepayvoHHO NHGEKLMUN.

e He cTepunusoBaTb W He WCNONb30BaTb MOBTOPHO. [1OBTOpHOE

NCrnonbL30BaHWe YycTpolcTBa (MAM  ero 4yacTell) MOXET co3faTb PUCK
paspyLleHns yCTPOCTBA, YTO CNOCOOHO NPUBECTM K HEMpPaBUIbHON paboTe
YyCTPONCTBA M MNEpPeKPecTHOMY 3apaXKeHWID, YTO B CBOK 0OYepefb MOXET
NPUBECTM K MH(EKUMM nnn nepegade 601e3HETBOPHbIX OPraHM3MOB 4Yepes
KpOBb MaumneHTaM v Bpayam,

» He o6pe3aiiTe HAKOHEYHUK annankKaTopa.

Mepbl NpefoCTOPOXHOCTHU
» Myapy SURGICEL Powder He crefyeT MCMno/fib30BaTb OAHOBPEMEHHO C
NnpoBefleHneM WHTpaonepaLMoHHON ayToremoTpaHcy3un, TakK Kak ee
(hparMeHTbl MOryT MPOXOAUTb 4Yepe3 TPaHC(Y3MOHHbIe (PUNLTPbI CUCTEM,
MCMonb3yemMbliX 415 c6opa KpoBU.
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» Dislodgement of SURGICEL Powder could possibly occur by
intraoperative manipulation, lavage, exaggerated respiration, etc. With
other SURGICEL products there have been reports that in procedures
such as lobectomy, laminectomy, and repair of a frontal skull fracture and
lacerated lobe, when the product was left in the patient after closure it
migrated from the site of application into foramina in bone around the
spinal cord, resulting in paralysis and, in one case, the product migrated
into the left orbit of the eye, causing blindness. While these reports cannot
be confirmed to be related to SURGICEL products, special care must be
taken by physicians, regardless ofthe type ofsurgical procedure. Consider
removing SURGICEL Powder in these applications (procedures) after
haemostasis is achieved.

» Although SURGICEL Powder 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 to prevent postoperative infections.

* Do not resterilize/reuse. Reuse of this device (or portions 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-bome pathogens to patients and users.

* Do not attempt to trim the applicator tip.

Precautions

* SURGICEL Powder should not be used in conjunction with autologous
blood salvage circuits, because its fragments may pass through the
transfusion filters ofblood-scavenging systems.



e Vicnonb3yinTe poBHO cTonbko nyapbl SURGICEL Powder (oKMcneHHo#
pereHepnpoBaHHOM LeNs/03bl), CKO/IbKO HEO6XOANMO, N HAHOCUTE TO/bKO
npu HeobxoAMmMoOCTW remocTtasa. epes 3aKpbiTUEM paHbl yaansTe no60in
n36bITOK, YTOBbLl YCKOPUTL abcopbaLmio U CBECTU K MUHUMYMY peakLuio Ha
WHOPOAHOE Teno.

* cnonb3yinTe MMHMManbHOe KOMWYecTBO nopolwka nyapsl SURGICEL,
Heob6xo4Mmoe A5 LOCTUDKEHWA reMocTasa, v yaanaite U3NUWKWA NyApbl B
obnactn pgpeHaxa, 4tobbl NpPesoTBPATUTL 3aKynopku. Ipu yponornyeckmnx
npouegypax cnegyet WCNonb3oBaTb MWHMMaNbHOE KO/IMYECTBO MyApsl
SURGICEL Powder n cobntogatb 0CTOPOXHOCTb BO U36eXaHMe 3aKynopKu
ypeTpbl, MOYETOYHWKA WAN KaTeTepa CMECTUBLUMMMUCA (parMeHTamu
npoaykKra.

e [lockonbKy paccacbiBaHne nyapbl SURGICEL Powder MoXeT 6bITb
3aTPyAHEHHO B MecTax, 06paboTaHHbIX MyTeM XUMUYECKOTO NPUXUTaHUs, [0
ee NPUMEHeHUs He LO/HKEH WUCNO/b30BaTbCA HUTpAT cepebpa uauv npouuve
npuxwuratouime cpeacraa.

e Ecnn nyapa SURGICEL Powder npumeHSeTcsa BPeMEHHO ANs NOKPbITUA
MoMoCTU OTKPbITbIX paH, NOC/fe OCTaHOBKW KPOBOTEYeHUA ee Ccnegyer
y4anutb MPOMbIBAHWEM  CTEPUIBHON BOAON WMANM  (PU3NONOTUYECKUM
pacTBOpPOM.

« B JIOP-xupyprun (HanpumMep, npuv OCTaHOBKE KPOBOTEYEHMA rMocC/e
yAaneHns MAUHAANANH UM OCTAHOBKE HOCOBOI0 KPOBOTEYEHMSA) HEO6XOAMMO
cobnogarts Mepbl NPeAoCTOPOXHOCTM BO U3beXaHue acnupaunn matepuana
naymeHToM.

e HakoHe4yHuMK annnukaropa Ha nygpe SURGICEL He npefgHasHayeH ans
NnanapockKonuyeckoro WauM Apyroro 3HA0CKOMMYECKOro npumeHeHus. Ecnu
TpebyeTcs anapocKonMyeckKoe Wau Apyroe 3HLOCKOMUYECKOe NMPUMEHEHNE,
cnefyeT yAanuTb CYLWECTBYIOLWMUA HAKOHEYHUK annaukatopa € nygpsl

SURGICEL n 3aMEeHUTb ero HaKOHEYHNKOM Annnukartopa
aHpockonuyeckoro «Ceppgxucen» (Surgicel) pana HaHeceHus nyAapsl
«Ceppxucen» (SURGICEL Powder) (noctaBnsetrca oTAenbHO). [lpu

NanapocKonMYeckKMxX WAN [pYrux 3HAOCKOMUYECKUX npouefypax nyapy
SURGICEL cnefyeT HaHOCUTL TOMILKO C nNoOMOWbLIO AnNnaukaropa
3Hpockonuyeckoro «Cepmxucen» (Surgicel). O6paTuTech K MHCTPYKLUN NO
NMPYMeHEHMIO annankKatopa aHAocKonmyeckoro «Cepmxucen» (Surgicel) ans
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* Use only as much SURGICEL Powder (oxidised regenerated cellulose)
as is necessary and apply only where needed for haemostasis. Remove
any excess before surgical closure in order to facilitate absorption and to
minimize the possibility of foreign body reaction.

* Use minimal amount of SURGICEL Powder required to achieve
haemostasis, and remove excess powder in the area of drains to prevent
clogging. In urological procedures, minimal amounts of SURGICEL
Powder 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 Powder 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 Powder is used temporarily to line the cavity of open
wounds, it should be removed by irrigation with sterile water or saline
solution after bleeding has stopped.

* Precautions should be taken in otorhinolaryngologic surgery to ensure
that none of the material is aspirated by the patient (e.g., controlling
haemorrhage after tonsillectomy and controlling epistaxis).

» The applicator tip provided on the SURGICEL Powder device is not
intended for laparoscopic or other endoscopic use. Iflaparoscopic or other
endoscopic use is desired, remove the existing applicator tip from the
SURGICEL Powder device, and replace with the SURGICEL Endoscopic
Applicator tip (supplied separately). In laparoscopic or other endoscopic
procedures, SURGICEL Powder should only be applied using the
SURGICEL™ Endoscopic Applicator. Consult the SURGICEL
Endoscopic Applicator Instructions for Use (IFU) for proper assembly
and directions for use with the SURGICEL Powder device.



NpaBuMAbHOM COOPKM WM  WMHCTPYKUWIA MO  MCMNONb30BaHUIO C MyApoOW

SURGICEL.

Mo6oYHble 3DDEKTDI
o Coobwanocb 0 cnyyasax napanmya W MNOBPEXAEHUA HEepBOB Mpu
npuMmeHeHnn nyapbl SURGICEL Powder BOKpYr mnm B HEMOCPEACTBEHHOW
6/1130CTN K KOCTHbIM OTBEPCTUAM, 30HAM C KOCTHbIMU rpaHuLammn, CMHHOMY
MO3ry, 3pUTENIbHOMY HepBY W/MAn nepekpecty. XoTa 60/bLUMHCTBO
COO6LEHNI OTHOCUTCA K NTaMUHIKTOMWUKU, OMWUCaHbl Clyvyan napanuya npu
OPYTrX BMeLLaTenbCTBax.
» Coobwanocb 0 cnenote nocne XUPYpruyeckoro seyeHUs MOBPEXAEHUSA
nesor no6How ponu, korga nyapy SURGICEL Powder HaHOoCuUAM Ha
nepefHiol0  uepenHytwo  amky  (cMm.  TpepynpexieHus u Mepsbl
NpesoCcTOPOXXHOCTH).
» OnucaHbl cnyyan peakumm Ha WHOPOAHOEe Teno Npu NPUMeHeHUU ApYrown
NPoAYyKLMN M3 CeMeNCTBa paccacbiBalOLWMUXCA TemMoCTaTUYeCKUX CpefcTB
SURGICEL.
* Mpu npumeHeHnn gpyrux npoayktos SURGICEL onwucaHbl Takune siBieHNs,
Kak  BO3MOXHOe  MNPOJIOHITMPOBAHME  [PEHa&XHOro  OTTOKA  Mocrne
XOJIELUCTIKTOMUY 1 3aTPYAHEHHOE NPOXOXAEHNE MOYMN Yepes ypeTpy nocrne
MPOCTaT3KTOMMM, & TaKXKe 3aKyrnopKa MOYEeTOYHMKA MOCNEe PE3EKLUMN NMOYKH,
Korga TpeboBanacb nocrieonepawLnoHHas Katetepusaums.
» Coo6Lanoch 06 OLLYLLEHUN XOKEHUS NpU NPUMEHEHUW LPYTOiA NpoayKuun
SURGICEL nocne yfaneHna HOCOBbIX MOAUMNOB Y reMOPpPOnAanbHbIX Y310B.
» OnucaHbl CnyyYan roNOBHOM 60MW, OWYLLEHUA XOKEHUS, NOKanblBaHUS, a
TaKXXe 4YuXaHUd npyv OCTaHOBKE HOCOBOTO KPOBOTEYEHUA W APYTrUx
PUHOMIOTMYECKUX MpoLeAypax, a TakXke OLlYyUleHNa MnoKa/iblBaHUsa npu
HaHeceHun nygpbl SURGICEL Powder Ha nNOBEepXHOCTHble paHbl
(BapnKO3HbIe A3Bbl, YHACTKN KOXW Mocne WAngoBKM U JOHOPCKNE YUaCTKN).
YKasaHna no NpuMeHeHuo
1. BCKpbITb BHELIHIOK YNAaKOBKY W3 (PONbLIYM MU NepeHecTy YCTPOWUCTBO ANA
HaHeceHusa nyapbl SURGICEL Powder v BHYTPEHHIOK NNACTUHKY B
cTepunbHoe none (puc. 1).
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Adverse reactions

Paralysis and nerve damage have been reported when other SURGICEL
products were used around, in, or in proximity to foramina in bone, areas
ofbony 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 products were placed in the
anterior cranial fossa (see WARNINGS and PRECAUTIONS).

Foreign body reactions have been reported with other products from the
SURGICEL Family of Absorbable Haemostats.

There have been reports with other SURGICEL products such as possible
prolongation of drainage in cholecystectomies and difficulty passing urine
per urethra after prostatectomy, and blocked ureter after kidney resection,
in which postoperative catheterization was required.

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

Directions for use
1. Open outer foil pouch and transfer SURGICEL Powder delivery device
and inner card to sterile field (Fig. 1).



2. [epxacb 3a Kopnyc annaukaTopa, CHATb YCTPOMCTBO Ans HaHecenus 2. By holding the body of the applicator, remove SURGICEL Powder
nyapbl SURGICEL Powder ¢ BHYTpeHHEH NNacTUHKN (puc. 2). delivery device from inner card (Fig. 2).

3. MoBepHyTb ans oTKpbITUA (pUC. 3,4). 3. Twist to open (Figs. 3, 4).
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4. Tenepb yCTponcTBO Ans HaHeceHus nyapbl SURGICEL Powder rotoBo K 4. SURGICEL Powder delivery device is now ready for use. Compress
MCMOMIb30BaHMIO. Haxumasa Jflerkum [ABMXKeHUMEM Ha rodpuposaHHy bellows using light pressure to apply powder to treatment site (Fig. 5).
meMbpaHy, HaHeCcTU Nyapy Ha obpabaTbiBaemMblil y4acTok (puc. 5).

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



5. B KayecTee NpPUMepHOro OPMEHTMPA KOAMYeCcTBa NyApbl K3 OLHOrO
ycTpolicTBa ans HaHeceHus nyapbl SURGICEL Powder xBaTaeT Ha 213 cm?
noeepxHoctTn (nnowaab pasmepom 14,6 cm X 14,6 cMm) Npu pacnbliieHUN B
OfWH C/ION Ha PacCTOAHUM OKO/M0 5 cM OT KpoBOTOYallel noBepxHocTu. B
3aBUCUMOCTM  OT  MHTEHCMBHOCTW  KPOBOTEYEHUA U PacrofioXeHus
aHaTOMMYEeCKUX CTPYKTYp MOXeT noTpeboBaTbca 60nee 0f4HOro cfod Ans
JOCTMXKEHMA TMNOMHOrO0 remMoctaza Ha o6pabaTbiBaemoi KpoBOTOYaLlel
MOBEPXHOCTH.

6. MNpy HE06XOAMMOCTM MOXHO MNAOTHO MpWXKaTb Nyapy K TKaHW [0
OCTaHOBKMW KPOBOTeYeHMus.

7. Bo wu3bexaHwe 3acCOpeHMs He KacaTbCH
noBepxHocTn. He pa3bupatb ropupoBaHHYK 4acTb YCTPOKMCTBA.
obpe3aTb HAaKOHEYHUK annaukaTopa (cM. pasgen «MpesynpexxneHuns»).
8. B cnyyae 3acopeHMsi HAKOHEYHUK MOXHO MpOTepeTb CYXOM CTepusibHOM
mapnei. Ecnv 3arpsasHeHne HeBO3MOXHO yanunTb CyX0i Map/eid, 3aCOpeHHoe
YCTPOMCTBO CneAyeT yTUIM3MPOBaTb U UCNOJIb30BaTb HOBOE YCTPOCTBO ANA
HaHeceHus nyapbl SURGICEL Powder.

Mpun wn3BneyeHnn asHpockonuyeckoro annnumkatopa SURGICEL u3
CTEPUNbHON YNaKoBKM Heob6xoauMMo co6M04aTh CTEPUSIbHYIO TeXHUKY.
HaHecuTe pocTtatouHoe KonmyecTBo nyapbl SURGICEL, 4T06bl NMOKPbITh
0651acTb KpPOBOTEYEHUA. VICMONb30BaHME HEMpuUAMNarLero mMarepvana ans

HAaKOHEYHMKOM  MOKPOWA
He
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5. As an approximate guide, one SURGICEL Powder delivery device can
provide coverage of 213 cm” (14.6 cm x 14.6 cm area) when applied in
one layer at a distance of approximately 5 cm from the bleeding surface.
Depending on bleeding intensity and anatomical location, more than one
layer may be needed to achieve complete haemostasis at the targeted
bleeding surface.

6. If necessary, powder may be held firmly against the tissues until
haemostasis is obtained.

7. To prevent clogging, do not touch the tip to wet surface. Do not
disassemble device bellows. Do not trim the applicator tip (see
WARNINGS).

8. In the event of clogging, the tip can be wiped off using dry sterile
surgical gauze to remove clog. If clog cannot be removed by dry gauze,
dispose of the clogged device and use a new SURGICEL Powder delivery
device.

Sterile technique should be observed in removing the SURGICEL
Endoscopic Applicator from its sterile packaging. Apply adequate amount
of SURGICEL Powder to cover bleeding area. Use of a non-adhering
substrate to apply pressure may prevent adhesion of the formed clot to the
surgical glove or other instrumentation. Unused SURGICEL Powder
should be discarded.



OKa3aHuA [aBfieHUs MOXEeT MpejoTBpaTUTL MpuaMnaHue obpasoBasLUerocs
Cryctka K XWpypruyeckor nepyatke WAM  APYFTUM  MHCTPYMeEHTaMm.
Hewncnonb3osaHHyto nyapy SURGICEL cnefyet yTuan3nposars.
MakcumanbHaa fos3a [ANd O4HOKPATHOr0 MNPWUMEHeHus CcocTaBnsetr 2
annaukaTopa ¢ Ny4poi, KaXAblil annjnKaTop CofepXuT 3 T ny4psbl.

Mpun wnsBneveHnn annnukatopa SURGICEL ¢ nygpoit u3 cTepunbHOM
yNakoBky HeobxoAMMO cobnofatb CTepUNIbHYKO TeXHUKY. HaHecute
JocTaToyHoe Konudectso nyapbl SURGICEL, 4T0o6bl MOKpbITh 061acTb
KpoBOTeYeHUA. cnonb3oBaHne He NPUANNaKoLWEro MaTepnana Aa oKasaHus
[aBneHnsa MOXeT NpejoTBpaTuTb NpuannaHne obpasoBaBLLIErocs Crycrka K
XUPYPrnyeckoin nepyaTke van LpyruM MHCTPyMeHTaM. Hencnonb3oBaHHYHO
nyapy SURGICEL cnegyeT yTunmM3npoBsarthb.

MakcumanbHas fosa [And  O4HOKPaTHOro npWMEHeHUs cocTaBnfer 2
annaukaTopa ¢ NyApoW, KaXKAblil annanKaTop COAEPXUT 3 T NyApbl.

NMHD®POPMALUWMA o MOTEHUWMANBbHbIX
MOTPEBUNTENAX MW n YKA3AHWNA no
NCMNONb3OBAHUNIO

YKa3zaHus Mo UCM0Mb30BaHMI0

N3paenms npefHa3HaueHbl AN UCMONb30BAHUS B YUPEXKAEHUSAX
3[pPaBOOXPaHeHUs.

N3aenvs pekoMeHayeTCs MCMONb30BaTh MPU YCNOBUAX, YKa3aHHbIX HUXE.

YcnoBusa npumeHeHus/skennyataumum Mn
N3penne ncnonb3yetcs BO BHYTPeEHHeR cpefe opraHusma.

YcnoBua akcnayartaumm

BnaxHocTb 100%
TemnepaTypa oT +32°C po +42°C
[aBneHne HeT cneymnanbHbiX TpeboBaHwWii

MoTeHuWanbHble NoTpebutenn MU

Myaopa SURGICEL Powder npegHasHayeHa AN UCNONb30BaHUA
MeAULNHCKUMMN pabOTHUKaMWN BO BPEMS XUPYPrUUYECKUX npoLesyp.
OMMCAHME OCHOBHbIX ®YHKUWMOHAJ/IbHbIX 3JIEMEHTOB
MW U MPUHUWNbI AEMCTBUA

Oobuee onucaHne PyHKLNOHANIbHbIX 3/1eMeHTOB MU
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The maximum single dose is 2 packs of powder, each pack contains 3 g.

Sterile technique should be observed in removing the applicator for
SURGICEL™ Powder (oxidised regenerated cellulose) from its sterile
packaging. Apply adequate amount of SURGICEL Powder to cover
bleeding area. Use of a non-adhering substrate to apply pressure may
prevent adhesion of the formed clot to the surgical glove or other
instrumentation. Unused SURGICEL Powder should be discarded.

The maximum single dose is 2 packs of powder, each pack contains 3 g.

INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

Directions for use

Devices are intended for use in healthcare facilities.

Devices are recommended for use under operation conditions indicated
below.

Use/operation conditions of MD
The device is used in the internal environment of the body.

Operation conditions

Humidity 100%
Temperature oT +32°C pgo +42°C
Pressure No special conditions

Potential users of MD

SURGICEL Powder is intended for use during surgical procedures, by
health care professionals.
DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
AND PRINCIPLE OF OPERATION

General description of functional elements of MD




MeanUUHCKOe n3fenue npeacraBnseT coboli nopowwkKoobpasHoe CPefcTBo,
M3roTOB/IEHHOE W3 TaKOWl XXe OKWC/MEHHON pereHepuvpoBaHHOW LENIn03bl
(OPL), kak wn pgpyrue wusgenusa cemeiictea SURGICEL. O6wwmin Bug
MeANLMHCKOro M3enns npuBefeH Ha pucyHke 6.

The SURGICEL Powder form of the product is made of the same
Oxidized Regenerated Cellulose (ORC) as the rest of the SURGICEL
Family. General view of the medical device is shown in Figure 6.

(3)

SURGIC6U *

(1) - annnunkatop / applicator; (2) - HakOHeYHUK annnaukatopa / applicator tip; (3) - cunbdoH / bellows

PucyHok 6 —O6wmnii Bug meguumHckoro nsgenus / Figure 6 - General view of the medical device

[nsa HaHeceHMA Ha Yy4yacTOK KpPOBOTEYEHMsA MNyapa NOCTaBAAeTCs BHYTPU
annnukatopa (1). Annavkatop coaepXut 3 T nyAapbl, 4TO0 MO Becy
9KBMBA/IEHTHO ABYM eAnHNLAM Knaccu4yeckoro mMatepuana
reMocTaTu4yeckoro paccacbiBatolierocs «Cepaxucens.

ANNAMKaTop NO3BONSET XUPYPry MECTHO HAaHOCUTb MNyApy Ha Tpebyemblii
y4acTOK XMPYpruyeckoi panbl. Mofgava nygpbl OCYLLECTBASETCA HaXaTuem
Ha rodpupoBaHHY 4acTb (3). MOKMIA HaKOHeYHMK annaukatopa (2)
obneryaeT XMpypry L4OCTyn K MeCTy KPOBOTEUYEHUS.

Mpn nocTaBKe annNanMKaTop HaxoAUTCS B COCTOAHUMN «3aKPbITO» (CM. PUCYHOK
6) , moaTomMy nyapa He MOXEeT ObITb BbICbiNaHa K3 Hero.

Ona TOro, 4tobbl nepeBecTM annIMKaTop B COCTOSHWE «OTKPbITOY,
Heo6X0AMMO MOBEPHYTb KnanaH annaukatopa Ha 90 rpagycoB (cM. PucyHok
7) .9T0 BpaleHNe OTKpbIBaeT BbIXO4HOE OTBEPCTME ANSA NyApbl.
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The powder is prefilled in an applicator (1) to dispense on a target
bleeding site. The SURGICEL Powder applicator is provided with 3
grams of powder, which is equivalent in weight to approximately two 4 x
8 inch pieces of SURGICEL Original.

The applicator enables surgeons to topically apply powder to a desired
anatomical site by manually compressing the bellows (3). The tip is
flexible such that the surgeon can angle the tip in the direction of bleeding.
The applicator is provided in the “closed” or “off’ position so powder
cannot be expressed (see Figure 6).

To use, the Trap is twisted to the “open” or “on” position by rotating 90
degrees (see Figure 7). This rotation exposes an output orifice to the
powder.



Bellows

SURQICEU
. ¢ THK-Y

Trap rotated to the on or open position

Trap rotated to the on or open position  KnanaH noBepHYT B MNOJOXKEHWE
BK/HOUEHMS UMM OTKPbITUA
Bellows CunbgoH

PucyHoK 7 - ANNAMKaToOp HaxoAuTcs B MONOXEHUN «OTKPbLITO» / Figure 7 - The applicator is in the "open" position

Haxatna Ha ropupoBaHHYI0 4acTb CO34AlOT MOTOK BO34yxa yepe3 nyapy, The applicator is pumped by depressing the bellows, generating air flow
4YTO CNOCO6GCTBYET BbITECHEHUIO MNyApbl Yepe3 BbIXoAHOe oTBepcTue through the powder and expressing the powder through the now exposed
annaukaropa. [LocTynHo MHOrOKpaTHOE HaxaTue Ha ropupoBaHHyto yacTb output orifice. The bellows are repeatedly pumped to express the desired
ANS LOCTaBKM HEOBXOAMMOro Konmn4yecTsa NyApbl K XUPYpPruyeckoin paHe. amount of powder to the target anatomy.

ANnNAMKaTop CNpPOeKTUpOBaH TakK, 4TOObl Obla BO3MOXHOCTb CHATb The applicator is designed so that the tip can be removed in order to attach
HaKOHEeYHWK annankaTopa U 3aMeHWUTb ero aibTepHaTUBHbIM HaKOHeYHUKOM an alternative tip (not included with SURGICEL Powder device) if
(npu HeobxoanumocTh). CM. PUCYHOK 8, required. See Figure 8.

Applicator tip removed

Applicator tip removed HakKoHeYHMK annamkaTopa 0T CoeANHEH
PucyHok 8 - OTcoeguHeHne HakoHeyHnKa annaukartopa / Figure 8 - Removing the applicator tip
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B0O3MOXHOCTb M MeTOAbl WHTerpauuMm ¢ gpyrummn  meanumHckmmum  The possibility and ways of integrating with other medical devices
n3nennsamm

Myapy SURGICEL Powder BO3MOXHO HaHOCUTb u4epe3 Tpoakap pAn1d SURGICEL Powder can be applied through a trocar for endoscopic or
9H/0CKOMMUYECKOTr0 1IN NanapoCcKoNMYecKoro NCnoib3oBaHuns B cnyvae, ecnn  laparoscopic use when the SURGICEL Powder Device is used with the
nyapa SURGICEL Powder wucnonb3yetcd COBMecTHO ¢ annnaukatopoMm SURGICEL Endoscopic Applicator.

aHpgockonuyeckum «Cepgxucen» (Surgicel).
TexHu4yeckue xapakTepuctnuku n matepmansl MW / Technical characteristics and materials of MD
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PucyHok 9 - Cxemartunyeckoe npegcrasneHne MW / Figure 9 - Schematic view of MD
Tabnuua 1- OCHOBHbIE TEXHUYEEKME XapaKTepucTnkn M Table 1- The main technical characteristics of MD
XapaKTepuctrka 3HaueHue Characteristic Value
Macca nygpbl B annaumkatope™ 2,7-35r Quantity of Powder in Applicator 2,7-35 g

< 49 (nocne 06nyyeHns) < 49 (Post-irradiation)

LiBeT (CTeneHb NOXENTEHUSA) < 68 (KOHEL| CPOKa [OAHOCTH) Color (Yellowness Index) <68 (end-of shelf-life)
OnnHa(A) 160,78 mm = 10% Length (A) 160,78 mm £ 10%
LWwnpuHa (B) 42,16 mm £ 10% Width (B) 42,16 mm £ 10%

o The inner diameter of the 2,794+0,127mm
BHyTpeHHWI fnameTtp Tpy6kun annaunkatopa (C) 2,794+0,127mm applicator tube (C) (0,110 0,005 inches)
Macca 20,4 1 £5% Mass 20,4 g 5%

*nns yno6cTBa NoNfb3oBaTeNeil Ha MapKUPoOBKe M B IPYrMX MaTepuanax MoXeT GbiTb YKa3aHO OKPYTrNeHHOEe 3HaYeHne Macchl nyapbi

B annaukartope - 3 T.
*for the users convenience, the labeling and other materials may indicate the rounded value ofthe mass of powder in the applicator - 3 g.
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PucyHok 10. KomnoHeHTbl MW, KoHTakTupytowme ¢ opraHm3mom / Figure 5- MD components in contact with the body
1- Annnukatop (pesepsyap) / Applicator (Reservoir); 2 - OTKpbITas rnbkas Tpybka / Open Flex Tube; 3 - MnyHxep / Plunger, 4 - ®unbtp / Filter, 5
KoHHekTop / Hub, 6 - KnanaH / Trap, 7 - CunsthoH / Bellows, 8 - Mygapa / Powder

Tabnuua 2 - Martepuansl MU Table 2 - MD materials
KomnoHeHT Martepuan M MD part Material of MD
1 Annnukatop (pesepsyap) MonunponuneH 1. Applicator (Reseryoir) Polypropylene
2. OTKpbITas rnbkas Tpybka  MonuypuTaH 2. Open Flex Tube Polyurethane
3. MnyHxep Monunponunex 3. Plunger Polypropylene
4. dunbTp MonunonedunHoBbIE BONOKHA 4. Filter Polyolefin Fibers
5. KoHHekTOp Monnkap6boHaT, KpacuTesb 5. Hub Polycarbonate, colorant
6. KnanaH MonnnponuneH, KpacuTenb 6. Trap Polypropylene, colorant
7. CunbthoH JTuNeHBNHMNALETAT, KpacuTesb, aHTUPUKLNOHHAS 7. Bellows Ethylene Vinyl Acetate, Colorant, Slip Agent
fobaBka
8. Myppa OKuCneHHasn pereHepypoBaHHas Lenosa 8. Powder Oxidized Regenerated Cellulose

SHAYEHNA CMMBO/IOB, KOTOPbIE MOT'YT BblTb YKA3AHbl HA MAPKUPOBKE / INTERPRETATION OF SYMBOLS
USED ON THE PACKAGE

Howmep no katanory Catalogue number
REF
Wcnonb3osatb go (FMrr-mMm-44) Use by (YYYY-MM-DD)
2 YYYY-MM-DD
PagnaunoHHasa cTepunmsayms Sterilized using irradiation

STERILE R
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q) 3anpeTt Ha NOBTOPHOE MPUYMEHEHUe Do not reuse
A OcTopoxHo! ObpaTtnTecb K MHCTPYKLMMK NO Caution! Consult instructions for use
MPUMEHEHUNIO
\LLI. ] Konnyectso Number of Units
I M3rotoButens Manufacturer
Kop naptuu Batch code

LOT

He cTepunun3osatb NOBTOPHO Do not re-sterilize
(§) He ncnonb3oBaTb Npy NOBPEXAEHUU YNAKOBKMN Do not use if package is damaged
EBponelickoe COOTBETCTBME European Conformity
X Mpepen TemnepaTypbl Temperature limit
EC REP YNONHOMOYEHHbI npeacTaBmTenb B EBponelickom  Authorized Representative in the European Community
coobulecTse
dopma nocTtaBkK How supplied
Myppa nocTaBnseTca B annanMkatope. ANNAnKatop cogepXuTt 3 © nyapbl  The applicator is provided with 3 grams of SURGICEL Powder (oxidised
SURGICEL 13 OKMCNEHHOI pereHepMpoBaHHOM LEeNN0N03bI. regenerated cellulose).

N3penve noctaBnfetca B MHAMBUAYanbHOW  CTepUNbHOW  ynakoBKe, The product is supplied in an individual sterile package with original and
COMPOBOXAAETCA OPUIMHANbLHOW W PYCCKOS3bIYHOM  MapKMPOBKOM UM Russian labels and instruction for use in Russian.

WHCTPYKLUMEN MO 3KCnayaTauuu Ha pyccKoMm aA3bike. [MoTpebutesnbckas Secondary packaging contains 5 part.

ynakoBKa COAEPXUT 5 nagenuii.
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CPOK CNyX6bl N XpaHEHUS N3[ennsa

CpoK rogHocTu / CpoK COXpaHeHUs CTepUNbHOCTU MeAULMHCKOrO nu3genna —
18 mecAues.

CTepuibHOCTb rapaHTUpyeTCs TOMbKO B TOM C/lyyae, €CNU ynakoBKa He

BCKpPbITa 1 He NOBpeX/eHa.

MEPEYEHb MATEPMANOB XXMBOTHOIO
UEJTIOBEUECKOI O MPONCXOXAEHWNA

He npumeHumo. [daHHOe MeAMLMHCKOE W3[eNnne He TMPOU3BOAMTCA C
MCNONb30BaHNEM TKaHEN XXNUBOTHOIO MPONCXOXAEHNS.

[laHHOe MeAMLMHCKOe U3fenne He COLEPXUT U He UCMOMb3yeTcA B NH0ObIX
npoueccax Cc MPon3BOAHbLIMU YenoBeyeckon Kposu (HBD).

n )

OCHOBHOW CTAHAAPT, KOTOPOMY COOTBETCTBYET
N3OAENNE

M3genns  cooTBeTCTBYKT TpebosaHmsm EN ISO 13485 W3pgenus
MeauuMHCKne. CucTeMbl MeHe[)KMeHTa KayecTBa. TpeboBaHUs AN Uenei
perynnposaHus.

MoNHbIA CNUCOK CTaHAAPTOB AOCTYMNEH MO 3anpocy.

MHPOPMALNA O NTEKAPCTBEHHbBLIX MPEMAPATAX N (MNIN)
PAPMAUEBTUNUHECKUNX CYBECTAHUMAX B COCTABE MU
[laHHOe MeAMUMHCKOe W3[enne He COAEPXWUT B COCTaBE /IEKAPCTBEHHbIX
NnpenapaTtoB W He MCMNONMb3yeTcs B NO6bIX NPOLIECCAX C NEKAPCTBEHHbIMM
npenapaTamu.

OMMNMCAHWVME METOOA CTEPNNN3ALNI

Myapa cTepufibHaa paccacbiBalollafcs remoctaTuyeckas Ha OCHOBe
OKWUCNEHHOW pereHepupoBaHHOW wuennonosbl «Ceppkucen» (SURGICEL
Powder) cTepunusyeTcs paguaynein (raMma-o61ydeHue).

NMHP®POPMAUWMA OB YOANEHNIN N M3BJTIEUEHUNIN
MMNNIAHTATOB

Myapa SURGICEL Powder paccacbiBaeTcs B MeCcTe HaHeCeHUs B TedeHue 7-
14 nHein.

yYCcnoBumda TPAHCIOPTUNPOBKWM n XPAHEHIWNA

Ycnosusa TPaHCNOPTUPOBKHN
BrnaxHocTb oT 40% pno 75%
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Device service life and storage
Product Expiration of medical device - 18 months.
Sterility guaranteed unless package is opened or damaged.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This medical device is not manufactured utilizing tissue
of animal origin.

This medical device does not contain, or utilize in any processes, any
processes with derivatives of human blood (HBD).

BASIC STANDARD TO WHICH THE PRODUCT MEETS

Device meets requirements EN ISO 13485 Medical device - Quality
management system - Requirements for regulatory purposes. A full list
of applicable standards is available upon request.

The completed standard list is available upon request.

INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

This medical device does not contain, or utilize in any processes, with
medicinal products.

DESCRIPTION OF STERILIZATION METHOD
SURGICEL Powder, Absorbable Haemostatic Powder is sterilized by
gamma irradiation.

INFORMATION ABOUT IMPLANT REMOVAL AND
EXTRACTION
The products are absorbed from the site of implantation over 7-14 days.

CONDITIONS OF TRANSPORTATION AND STORAGE

Transportation conditions
Humidity 40% to 75%



TemnepaTypa ot -20 X pgo +50 °C
[JaBneHue HeT cneymnanbHbIX TpeboBaHUi
YcnoBus xpaHeHus

BnaxHocTb No special conditions
TemnepaTtypa oT+15°C po +30 X

[aBneHune HeT cneumnanbHbIX TpeboBaHNi

MOPAAOK N YCNOBUA YTUNN3AUNN UTN YHNUTOXEHIWNA
MU

N3penve v ynakoBKy HEOBXOAMMO YTUAN3MPOBATL COMMACHO NPUMEHSEMbIM
HaUMOHaNbHbIM 3aKOHOAATeNbHbIM HOPMam W npaBuiaM 06palleHns ¢
6MONOrMYECKN ONacHbIMK MaTepuanamu 1 0TXoAamu.

Mcnonb3oBaHHblE U34eNNs, UMEBLUME KOHTAKT C KPOBbIO W/MAW Apyrumu
6GMONOTUYECKMMU KUAKOCTAMU, OTHOCATCA K Knaccy B Knaccudukaumm
MEAMUMHCKUX OTXOAOB, MoOA/NeXaT YTUAM3aUUM W/MAN  YHUUTOXEHMHO
COrNacHo NPMMeHsIEMbIM HaLMOHa/bHBIM 3aKOHOAATEIbHbIM HOPMaM.,
Hencnonb3oBaHHblEe M3AenuUs, B T.4. C MOBPEXAEHHOW YnakoBKOW wu/mnm
MCTEKIIMM CPOKOM TFOAHOCTM, OTHOCATCS K Knaccy A knaccudumkauuu
MEAMLUMHCKNX OTXOAOB, MoAnexaT YTUAM3AUUU W/MAN  YHUUTOXEHWIO
COrNacHo NPUMeHSEMbIM HaLMOHa/bHBIM 3aKOHOAATEIbHbIM HOPMaM.,

FAPAHTUA N PEKNAMALNA

Mpon3BoanTeNnb rapaHTUPYeT KOHEYHOMY MOTpebuTento  OTCYTCTBME
Ae(heKTOB W COOTBETCTBME XapaKTEPUCTUK 3asB/EHHbIM Ha MPOTHKEHUN
BCEr0 CpOKa rogHoOCTM NpoayKTa Nnpu cob6noeHnn TpeboBaHMA K XpaHEHNIO,
TPAaHCMOPTMPOBKE W LENOCTHOCTM YMNakoBKW. HeT HUKaKMX rapaHTui,
BbIXOAAWMX 32 PaMK/ ONMUCaHNS Ha NNLEBON MHCTPYKLMM MO NPUMEHEHUIO.
MpUrogHoOCTb ANS UCNONL30BAHUS 3TOF0 MEANLMHCKOrO U34enuns ansa no6oi
KOHKPETHOM  XWPYPruyeckoin  mpouedypbl  [O/MDKHA  ONpeaenatbcs
Nnonb30BaTefieM B COOTBETCTBMM C  MHCTPYKUMAMM NPOM3BOAUTENS MO
NPUMEHEHNIO.

HAMMEHOBAHWE N IOPNOANYECKUNWN ALPEC
MPON3BOAVNTENA MU N YTTOJTHOMOUYEHHOTI O
MPEACTABUTENA MPON3BOANTENA B POCCUI
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Temperature -20 °C to +50 °C
Pressure No special conditions
Storage conditions

Humidity No special conditions
Temperature +15°Cto +30 °C
Pressure No special conditions

MD DISPOSAL RULES AND CONDITIONS

Dispose of the device and packaging in accordance with applicable
national regulations and procedures regarding biohazardous materials and
waste.

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 damaged packagign and/or 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.
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.

NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

MANUFACTURER: Ethicon, LLC



MPON3BOAUTENb: 3TukoH, dn-3n-Cu (Ethicon, LLC) Highway 183 Km 8.3, San Lorenzo, 00754, Puerto-Rico, USA
Highway 183 Km 8.3, San Lorenzo, 00754, Puerto-Rico, USA (CLUA)

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
YMNONHOMOUYEHHbLIN NPEACTABUTE/b MPOU3BOAUTENA B IN RUSSIA:

POCCUWK: Johnson & Johnson LLC,

00O «[>XKOHCOH & [XOoHcoH», 121614, r. MockBa, yn. Kpbinatckas, g. 17, 121614, Moscow, Krylatskaya str., 17/2.
Kopn. 2. Tel. +7 (495) 580-7777

Ten. +7(495)580-7777 DL-JINJRUMedical OA@JTS.JNJ.com

DL-JNJRUMedicalOAf0)JTS.JNJ.com
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COI'’MMACOBAHO

}‘(‘O:inTa':'M';OH' 9n-3n-Cu» (Ethicon. LLQ MoAnNucaHo nog NPUCATOiA B MOEM MPUCYTCTBUM
cerogHs 8 (espana 2023 roga

Xaityaii 183 Km 8.3, CaH-JlopeHuo, 00754. MyapTo-Puko, CLUA

Alipec <nognucaHo>

3amecTuTenb aupekTopa - OTAen HOPMaTUBHO-NPABOBOrO PErynMpoBaHuA HoTapuyc

J0mKHOCTb

Aebon Pasen <Meuatb: KEWUT P. METEPCEH

Hotapuyc - Ltat Hblo-[xxepcu
CpoK fecTBUA MOel NMNLEH3NN NCTeKaeT
8 hepaus 2023 roOa 23 mions 2026 roga>

damunus, ivs

fataXXMM.ITIT

<nognucaHo>

Mognucs

NHCTPYKUMA NO NpUMeHeHUI0 MeaULUHCKOro nsaennsa

Myapa cTepubHaa paccacbiBaroLLasaca remocrtaTMyeckas Ha OCHOBE OKUC/IEHHOW pereHepmupoBaHHOW LIe//I0/103bl
«Cepmxucen» (SURGICEL Powder) B annnmkaTtope
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[epeBoA, JaHHOTO-TEKCTa BbIMO/HEH MepeBoAUMKOM [axTyHoBbIM Anekceem BriaayMmpoBUYeM.

Poccuiickas ®epepauums
"opoa MockBa
TpuHaguaToro eepans Age TbiCAYN ABafLaTb TPeTbEro roga

A, Bepemuid KOnms ropeBHa, BpeMEHHO UCMOMHAOLWas 0613aHHOCTM HoTapuyca ropoda Mockebl Kopcuk
Mapun AnekcaHApoBHbI, CBUAETENLCTBYIO NOAMMHHOCTL NOANUCKU nepeBofymMKa MNaxTyHoBa Asnekces
Bnagumuposnya.

MNoanuck caenaHa B MOEM NMPUCYTCTBUN.

JIn4HOCTL NOANUCABLLIETO JOKYMEHT YCTaHOB/eHa.

3aperunctpupoBaHo B peectpe: Ne 77/2139-H/77-2023- o

YnnayeHo 3a coBepLLeHne HoTapuanbHOro geinctans: 400 py6. 00 kor.

HO./. Bepemuii

Bcero npoLuHypoBaHo, NPOHYMepOoBr
1 CKpeneHo nevatbio 21 nnct(a)(os]

M. N
BPWO HoTapuyca AN,
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