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Instruction for use for the medical device

Surgicel Endoscopic Applicator for applying Surgicel Powder

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



Russian text

HAVMMEHOBAHVE MEAMNUMHCKOIO M3JAEANA (MUN) N ETO
KNACCNOPUMKALNA

HaumeHoBaHne MW, Mogenu nnm BapuaHTbl UCNoSIHEHNA MU
Annnukatop 3sHgockonuyeckuin «Ceppxucen» (Surgicel) gns HaHeceHus
nygapbl «Cepmxucen» (SURGICEL Powder), B cocTage:

1. Annaukatop aHgockonuyecknini «Cepgykucen» (Surgicel) - 5 wr.

2. THCTpyKLMA No npuUMeHeHuto - 1w,

[danee B  TekcTe  MOXeT  YMOMWHATbCA  KakK:  «anmnjinkarop»,
«3HAOCKOMUYECKUIA  annaumKaTop»,  «anmnaukatop  3HAOCKOMUYECKWii
«Cepmxucen» (Surgicel)», «aHgockonuyeckmnin annnmkatop SURGICEL»,
«u3penne», «MeguLunHCKOE N3nenne».

Knaccugpunkaumna MU

Knacc B 3aBUCMMOCTU OT CTEMEHW MOTEHLMaNbHOr0 pUcKa NPUMEHEHUSA B
MeLULUHCKNX uensax B COOTBETCTBMUM c HOMEHK/IaTypPHbIM
KnaccmukaTtopom mMeAuLMHCKUX U3LeNnnia: 2a.

HA3BHAYEHVWE MEOVWLUWNHCKOIO U3AENNA

Annaukatop aHaockonuyecknin «Cepmxucen» (Surgicel) npegHasHayeH gns
[JOCTaBKM Myapbl CTePUIbHOM paccacbiBaloLLeicas reMoCcTaTUYeCcKoh Ha
OCHOBE OKWC/IEHHOW pereHepuMpoBaHHOW  Lennnosbl  «Cepmxkucen»
(SURGICEL Powder) B MecTa KpOBOTEYEHMA TMpU  XUPYPruveckmnx
BMeLlaTeNbCTBax Yepes Tpoakap 5 MM nam 6osbLue.

MpuHumn gerictena MU

SHAOCKOMUYECKNA annaukKaTop CNPOEKTUPOBaH W MNoOCTaBAfeTcs  Ans
BO3MOXHOCTWN HaHeceHuss nyapbl SURGICEL (SURGICEL Powder) npu
NnanapockonuyeckoM MpUMeHeHUM uyepe3 Tpoakap 5 MM unu 6onbLue.
YKecTKyro KaHI/H0 3HLOCKONMYECKOro anmnamkaTopa Hefb3s UCNoJb30BaTh
oTAeNnbHO. B cnyyasx, korga tpebyetca MaHUMYIMPOBaTb 3HA0CKOMUYECKUM
annjnkaTopoMm C MOMOLLbI0O BHYTPEHHWX 3axBaToB, A/ TOro u4To6bI
HanpasuTb nyapy SURGICEL B Hy>XHOe aHaTOMMUYeCKMe MecTo, XEeCTKYH
TPYOKY 3HLOCKOMMYECKOro annankaTopa MOXHo yaanuTb (BHe nauueHTa), a
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English text

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

SURGICEL Endoscopic Applicator for applying SURGICEL Powder
consisting of:

1 Endoscopic applicator «Surgicel» - 5 pcs.

2. Instructions for use - 1pc.

(hereinafter refer to as «applicaton>, «endoscopic applicator»,
«endoscopic applicator SURGICEL», «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: 2a

INTENDED USE MEDICAL DEVICE

The SURGICEL Endoscopic Applicator is intended for use in delivering
SURGICEL Powder, absorbable haemostat to bleeding surgical sites
through a 5 mm or larger trocar.

Principle of operation

The Endoscopic Applicator tip as supplied and designed can be used to
apply SURGICEL Powder in a laparoscopic application through a5 mm
or larger trocar. The rigid cannula of the Endoscopic Applicator cannot
be used independently. In cases where it is desired to manipulate the
Endoscopic Applicator using graspers internally to direct the
SURGICEL Powder to the target location, the Endoscopic Applicator
rigid tubing can be removed (external to the patient) and the flexible
inner tip is introduced through a trocar manually. The flexible inner tip



TMOKWIA BHYTPEHHUI HakKOHeYHWUK BBECTW Bpyuun”"~depes Tpoakap. Fnbkui
BHyTpeHHI/II7I HaKOHEYHUK MO>XHO WnCnosb30oBaTb OTAE/IbHO WM BMECTE C

YKECTKOW KaHINeMn.
MOKA3AHWNA NTIPOTBOTMOKA3AHNA KIMPUMEHEHKO MU
N BOSMOXXHbIE MOBOYHbLIE P PEKTDI

MokasaHnga

AnnnukaTtop aHgockonuyeckuini «Cepmxkucen» (Surgicel) npegHasHayeH ans
[AOCTaBKM MyApbl paccacbiBatoleiica remoctatuyeckolr «Cepaxuncen»
(SURGICEL Powder) B MecTa KpOBOTEYEHWS TMNpU  XUPYPruveckmnx
BMeLlaTeNbCTBax yepes Tpoakap 5 mm nnm 6onbLue.

MpoTuBoOMNoKasaHmA

» He BBOAMTE 1 He nomewanTte nyapy SURGICEL (SURGICEL Powder) B
OTKPbITbIA  KPOBEHOCHbIA cocyf. He wucnonb3ynte [  OCTAHOBKMU
KPOBOTEUEHWNI NPW KPYMHbIX MOBPEXAEHUAX apTepuiA NN BEH.

e Myapy SURGICEL (SURGICEL Powder) He cnegyeT ucnonb3oBaTb AN
OCTaHOBKW KPOBOTEYEHUA KPYMHbIX apTepuin NN BeH.

* AnnnaukaTtop aHgockonuyeckmnii «Cepgxxucen» (Surgicel) He npegHa3HaveH
A9 BHYTPUNPOCBETHbLIX NPoLesyp.

MpeaynpexaeHns

» Annnukatop aHgockonmuecknini SURGICEL nocTaBnsieTcs B CTEPUNBHOM
Buge. Martepuanbl M34enns HeCOBMECTMMbl C aBTOK/1aBUPOBAHWMEM WK
cTepunusaumnenn atuneHokcugom, annnumkatop SURGICEL He cnegpyet
CTepUIN30BaTb MNOBTOPHO.

 Bo wu3bexaHue 3abmBaHMA He KacalTeCb HAKOHEYHWKOM BNaXKHOW
MOBEPXHOCTU. ByabTe OCTOPOXXHbI, YTOObI He MOBPEAUTL TKaHb XECTKUM
HaKOHEYHNKOM.

* He o6pesalite HaKOHEYHWUK annavkaTopa. Ecnum HakoHeYHMK 3abuncs,
3aMeHuTe ero.

* He ncnonb3yiite Annankarop aHAgockonuueckuin «Cepgxucen» (Surgicel),
eC/IN YNaKoBKa BCKPbITa UM MOBPEXAeHa.

* HaHocute nygpy SURGICEL B cooTBeTCTBMM C WHGopmaumei no
MPUMEHEHMNIO.

e He cTepunuzoBatb W He MWCMNONb30BaTb MNOBTOPHO. [l1oBTOpHOE
MCNoNb30BaHWe YCTpohcTBa (MM ero 4acTeil) MOXeT Cco034aTb PUCK
paspyLeHns yCTPOMCTBa, YTO CNOCOBHO MPUBECTM K HEMPaBU/bHON paboTe
YCTPOWCTBA M MEPEKPECTHOMY 3apaXKeHWIO, YTO B CBOK OYepedb MOXET
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can be used on own, or in conjunction with the rigid cannula

provided.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

Indications

The SURGICEL Endoscopic Applicator is intended for use in
delivering SURGICEL Powder, absorbable haemostat to bleeding
surgical sites through a 5 mm or larger trocar.

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.

* SURGICEL™ Powder should not be used to control

hemorrhage from large arteries or veins.

e The SURGICEL™ Endoscopic Applicator was not designed for
intraluminal procedures. A
Warnings
The SURGICEL™ Endoscopic Applicator is supplied sterile and as the
material is not compatible with autoclaving or ethylene oxide
sterilization, the SURGICEL™ Endoscopic Applicator should not be
resterilized.

« To prevent clogging, do not touch the tip to wet surface. Be careful to
avoid damaging tissue with the rigid tip.

Do not attempt to trim the applicator tip. Replace the tip if it becomes
clogged.
e Do not use the SURGICEL Endoscopic Applicator if package is
opened or damaged.
* Apply SURGICEL Powder according to the product’s labeling.
« 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-borne pathogens to patients and users.




NpUBECTM K UHGMeKUUU nnu nepepave 6onc3Her! IbX opraHnsmos 4epes

KPpOBb nMaunmeHTaMm N Bpayvyam.

Mepbl NpesoCTOPOXHOCTYU

o Annankatop aHgockonuueckunii «Cepmxucen» (Surgicel) noctaBnsercs ¢
rM6KUM BHYTPEHHUM HAKOHEYHWKOM BHYTPU XXECTKON KaHNN. YXKeCTKyto
KaHI/0 Heslb3 UCNOMb30BaTh OTAE/NbHO.

» K paboTte ¢ sHgockonuyeckum annankatopom SURGICEL gonyckakTcs
TOMbKO NNLUa, NpoLlefline COOTBETCTBYHOLLIEe 00y4yeHWe N 3HAaKOMble C
3HAOCKOMUYECKUMMN TexHUKamu. lMpexzae 4eM NPUCTYNUTb K BbIMOMHEHUIO
Kaknx-nmbo 3HAOCKOMUYECKUX npoueayp, npopabortante MeAULUHCKYHO
NUTepatypy Mo TEXHUKe BbINOJIHEHNA MPOLEAYpbl, OCMOXHEHUAM W
NoTeHLManbHbIM ONACHOCTAM.

e UTtoObl nNpefoTBpPaTUTL CAYYaHYK YTeYyKy WU HenpegHamepeHHbI
KOHTaKT C TKaHfMW, oOpraHamMmy WA KpPOBbK, MOCTOSHHO ClefuTe 3a
HaKOHEYHMKOM annsukaTopa.

* He cxumarite n He crnbaiite rubKuiA BHYTPEHHWUA HAaKOHEYHUWK, TaK Kak 3TO
MOXeT noMewaTb HaHeceHM nyapbl.  Bo3MOXHO, 4TO nygpa,
HaKoOMUBLUAACA B annjinkaTtope, MOXET pacnpoCTPaHWTbLCA 3a Mpegens
Lle/IeBOr0 yyaCcTKa KPOBOTEYEHMS MNPU CXKATUM CUbJPOHA, UYTO MOXeT
notpe6oBaTb 4ONOMHUTENLHOIO OPOLUEHMSA W acnupaunm.

» [locne McNonb30BaHWA YTUAU3MPYIRTE annankatop 3HLOCKONUYECKU
«Cepmxucen» (Surgicel) cornacHo npasunam obpatleHns ¢ 6M0N0rnYecku
onacHbIMU MaTepuanamu.
Mo6oYHble aPeKTbl N HeXenaTeNbHble SIBNEHUSA

He BbIIBNEHbI.

YKasaHna no NpUMeHeHUo

1. BckpoiiTe ynakoBKYy W nepeHecuTe anmnjankaTtop 3HLOCKONWUYECKWI
«Cepmxuncen» (Surgicel) B CTepunbHOe rnone. AnnnukaTop
aHpockonuueckuin  «Cepmxucen» (Surgicel) cocTouT M3 ABYX uacTeid,
rMOKOro BHYTPEHHEr0 HaKOHEYHMKA N XXECTKOW KaHH/N.

2. 3BneknTe HakoHeYHUK gosatopa nygapsl SURGICEL 13 ynakoBku (puc.
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Precautions

» The SURGICEL Endoscopic Applicator is supplied with a flexible
inner tip inside a rigid cannula. The rigid cannula cannot be used
independently.

« The SURGICEL Endoscopic Applicator should only be used by
persons having adequate training and familiarity with endoscopic
techniques. Consult medical literature relative to techniques,
complications, and hazards prior to performance of any endoscopic
procedure.

» To prevent inadvertent device spillage, or unintended contact with
tissue, organs, or blood, maintain visualization of the SURGICE
Endoscopic Applicator tip at all times.

* Do not compress or excessively bend the flexible inner tip which could
obstruct the application of the powder. It is possible that powder
accumulated in the applicator could disperse beyond the target bleeding
site upon compression of the bellows, which may require additional
irrigation and aspiration.

o After use, dispose of the SURGICEL Endoscopic Applicator in
accordance with biohazardous material protocol.

Adverse reactions and events

None stated.

birections for use

1 Open package and transfer SURGICEL Endoscopic Applicator to
sterile field. The SURGICEL Endoscopic Applicator is composed of
two parts, a flexible inner tip and a rigid cannula.



3. MoBepHUTE, UTOOLI OTKPLITL (pUC. 2, 3).
3. Twist to open (Figs. 2, 3).

4. MpwucoegnHnTe annankKaTop aHgockonuyecknii «Cepgxucen» (Surgicel) K
posatopy nyapbl SURGICEL, He Haxumas Ha rodpupoBaHHyt 4acTb, U 4.Attach the SURGICEL Endoscopic Applicator to the SURGICEL
ybeanTech B HaIeXXHOCTW coeamnHeHns (puc. 4). Powder Device without pumping the bellows and ensure the connection

is secure (Fig. 4).
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5. Tenepb YyCTPOMCTBO C XXECTKMM HAKOHEYHMKOM roTOBO K Mcnonb3oBaHuto 5. The device with the rigid tip is now ready for use (Fig. 5).
(puc. 5).

6. If a completely flexible tip is desired, remove the rigid cannula (Fig.
6. Ecnn >xenaTteneH MOMHOCTbIO TMOKWMIA HAaKOHEUYHWK, yJanuTe >KecTKyw 6-optional).
KaHtonto (puc. 6 - Heo6s3aTeNbHO).

7. Introduce the SURGICEL Endoscopic Applicator into the trocar port.
7. BeauTe KaHMO annaukatopa sHgockonuyeckoro «Cepmkucen» CAUTION: Insertthe SURGICEL Endoscopic Applicator using caution
(Surgicel) B kaHan Tpoakapa. BHUMAHWE! BcTtaBnsiite annaukatop not to inadvertently express powder. Carefully position the distal end of
aHpgocKkonnyeckuin «Cepmxucen» (Surgicel) octopoxHo Bo usbexaHume the SURGICEL Endoscopic Applicator at the site where the powder is
cnyyaliHoro Bbinycka nyapbl. OCTOPOXHO MOMecTUTe AuUCTanbHbI KoHel, to be delivered. To prevent clogging, do not touch the tip to wet surface.
annaukatopa aHgockonuyeckoro «Ceppxucen» (Surgicel) B mecto Do not trim the applicator tip (see WARNINGS). Be careful to avoid
MPUMEHEeHNs TeMOCTaTUUYEeCKOro cpeacTBa. Bo u3bexaHue 3abuBaHus He damaging tissue with the rigid tip.
KacalTeCb HaKOHEYHMKOM BNaXHOW noBepxHocTW. He ob6pesaiTe
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YTOObl HE MOBPEANTb TKaHb XXECTKUM HAKOHEYHUKOM.

8. lpwm wucnonb3oBaHMK 3HAoOcKonuyeckoro annnukatopa SURGICEL
CYLLeCTBYET BEpPOATHOCTbL 3acopeHus. B cnyuyae 3acopeHus HaKOHEYHUK
MOXHO MpPOTEpeTb CYXOW CTEpPUSIbHON XWUPYPruveckon Mapnei, 4ToObI
yaanuTb 3acopeHue. Ecnu 3acopeHne HEBO3MOXHO yAanuTb C MOMOLbIO
CYXOW Mapnu, YTUAM3UPYIATe 3aCOPeHHbli HAKOHEYHWK W WCNONb3yiTe
HOBbI 3HZOCKONMYecknin annankatop SURGICEL.

9. YaepxuBas annankatop aHgockonuyeckuii «Cepgxucen» (Surgicel) Ha
MecTe, HauMmalnTe Ha ro)pupoBaHHY0 4acTb, YTOObI HaHecTW Nynpy Ha
mecTo o6paboTku. MPUMEYAHWME. YT06bI YBUAETHL OCTaBLUYKOCSA NYAPY B
pesepByape WX TMOKOM BHYTPEHHEM HaKOHEYHWKe Mpu MCNOJib30BaHUN
XXECTKOW KaHINW, YacTUYHO M3BAeKuTe ycTpoicTBo nyapbl SURGICEL u
FMOKNI BHYTPEHHUIA HAKOHEUYHWUK W3 XXECTKOW KaHIMN.

10. OCTOpPOXHO BbiBeAWTE anmnaAMKaTop 3JHAOCKonuyeckuit «Ceppxucen»
(Surgicel) n3 kaHana Tpoakapa nocne nogaym LOCTAaTOYHOrO KO/M4YecTBa
remMocTaTM4eckoro cpeactsa B MecTo 06paboTku. [lMpm Heob6xoAMMOCTH
NMPXMUTE MeCTO 06paboTKKN, HE MOBPeXaasd CrycTok.

MPUMEYAHWE. PacctoaHne ana MNpUMEHeHWA B /1anapoCKOoMMYecKmnx
YCNOBUAX MOXeT BapbupoBaTbCA B 3aBMCMMOCTM OT TuNa npouesypbl U
WHAWBUAYANbHOW aHaTOMUKM NauueHTa. B JOKNUMHUYECKMX MCCNefoBaHUAX
Ha )XMBOTHbIX 6€30MacHOCTb N 3PPEKTUBHOCTL ObININ NMPOLEMOHCTPUPOBAHDI

NMHO®POPMALMA O NMOTEHUWMANBHBLIX MOTPEBUTENAX MU
N YKASAHWA MO NCIMOJIbSOBAHNIO

YKazaHuAa Mo Ucnonb3oBaHUIo
M3pgenua  npepHasHauyeHbl  And
3paBoOOXpaHeHMS.

M3pnenva pekomeHayeTCcs UCMOb30BaTh MPU YCNOBUAX, YKA3aHHbIX B HUXeE.
MoTeHuManbHble NoTpebutenn MU

Annnukartop sHgockonmueckuii «Cepmxucen» (Surgicel) npegHasHaueH ans
NCMNO/Ib30BaHNA MeLUUMHCKUMUN paboTHMKAMU BO BPeMS XUPYPrUYECKUX
npoueayp.

YcnoBusa npumeHeHua/akennyataunn MU

N3penve ncnonb3yeTcs BO BHYTPEHHEN cpefe opraHusma.

ncnonb3oBaHUA B yupexaeHnax
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Endoscopic Applicator. In the event of clogging, the tip can be wiped
off using dry, sterile surgical gauze to remove clog. If clog cannot be
removed using dry gauze, dispose of the clogged tip and use a new
SURGICEL Endoscopic Applicator.9. While holding the SURGICEL
Endoscopic Applicator in place, pump to apply powder to treatment site.
NOTE: To view remaining powder in the reservoir or flexible inner tip
while using the rigid cannula, partially retract the SURGICEL Powder
device and flexible inner tip from the rigid cannula.

10.Carefully remove the SURGICEL Endoscopic Applicator from the
trocar port when sufficient powder has been delivered to the treatment
site. Apply direct pressure over the treated site as needed without
disturbing the clot.

NOTE: Distance for application in laparoscopic settings may vary
between procedure types and individual patient anatomy. In preclinical
animal studies, safety and efficacy were demonstrated at application
distances ranging from 1cm to 10cm from the bleeding site.

INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

f

Directions for use

Devices are intended for use in healthcare facilities.

Devices are recommended for use under operation conditions indicated
below.

Potential users of MD

SURGICEL Endoscopic Applicator is intended for use during surgical
procedures, by health care professionals.

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



YcnoBua akcnayartauumn
BnaxHocTb 100%

Temnepatypa oT +32°C po +42°C

OMMNCAHNME OCHOBHbLIX ®YHKUWMNOHAJIbHbIX 3JIEMEHTOB
MU U MPUHLUATbI ,EI,EVICTBI/IFI
O6uiee onucaHne PyHKLUMOHANbHbIX 31€MEHTOB MW 1 NpUHLUNLI AelicTBUSA

AnnnmkaTtop aHaockonuueckunii «Cepmxucen» (Surgicel) — ato cTepunbHoe
OlHOpPa30BOe u3fenue, COCTOAWEe W3  [ABYX KOMMOHEHTOB: TMOKOro
BHYTPEHHEro HaKOHeYHUKa 1 XXeCTKON KaH N (CM. PUCYHOK 7).

Humidity 100%
Temperature oT +32°C po +#42*=C

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
AND PRINCIPLE OF OPERATION

General description of functional elements of MD and principle of
operation

SURGICEL Endoscopic Applicator is a disposable, sterile, single-use
device consisting of two components: a flexible inner tip and a rigid
cannula (see Figure 7).

PUCyHOK 7 - O6wWNin BUA MEAULNHCKOTO U3AENNA - TUBKNIA BHYTPEHHWIA HAaKOHEUYHUK (CBEPXY) M XeCTKas KaHtnsa (CHu3y) /
Figure 7 - General view ofthe medical device - flexible inner tip (above) and a rigid cannula (below)

~

-

e

PuUCyHOK 8 - Annnukatop, npucoeanHeHHbln K nygpe SURGICEL /
Figure 8- Applicator attached to SURGICEL Powder
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Annnavkatop  aHgockonuyecknin  «Cepmxucen»  (Surgicel)  moxHo Once the “open” applicator tip is removed from the SURGICEL Powder
npucoefmunts K nygpe SURGICEL, npeaBapuTenbHo oTtcoeanHuB device, the Endoscopic Applicator tip can be attached to the SURGICEL
HaKOHEYHMK annaukKaTopa, noctaensembliii B coctaBe nyapbl SURGICEL. Powder device.
Ha pucyHke 9 nokasaHa nygpa SURGICEL c¢ otcoeguHeHHbIM Figure 9 shows the SURGICEL Powder device with the “Open”
HaKOHEYHWKOM annmkatopa WU C MoACOeAUHEeHHbIM TM6KUM BHYTpeHHUM Applicator Tip fully removed, and the flexible inner tip of the
HaKOHeYHMKOM 3HAOCKoMnuuyeckoro annankatopa. Ha pucyHke 10 nokasaH Endoscopic Applicator now attached to the device. Figure 4 shows the
9HA0CKOMMYECKNIA annankKaTop, npucoeanHeHHbl K nyape SURGICEL. complete Endoscopic Ap-plicator device attached to the SURGICEL
Powder device.

PUCYHOK 9 - TMO6KNIA BHYTPEHHUIA HAKOHEYHMK annankaTopa nogcoeamHeH K nyape SURGICEL /
Figure 9- Flexible inner tip of the Endoscopic Applicator connected to the SURGICEL Powder device
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PucyHok 10 - AnnaukaTtop NOMHOCTbIO npucoeanHeH K yctporictey SURGICEL Powder /
Figure 10 - Applicator fully connected to the SURGICEL Powder device

BO3MOXHOCTb M MeTOAbl WHTerpauuMm c¢ agpyrumm meguumHcknumum  The possibility and ways of integrating with other medical devices
SURGICEL Endoscopic Applicator is used with the SURGICEL
Powder Device for endoscopic or laparoscopic powder application.

n3penmnammn

Annnukatop 3Hpockonuyeckuin «Ceppxucen» (Surgicel) npumeHseTtcs

CcoBMecTHO ¢ nyapoii SURGICEL ans HaHeceHuUsi nyApbl Yepes Tpoakap Ans

IHAOCKONMNYECKOIo 1Un nanapoCKonM4eckKoro Ncnonb3oBaHUA.

TexHuuyeckune xapaktepuctukn MW / Technical characteristics of MD

JT'

PucyHok 11- Cxematuuyeckoe npegctasneHne MW / Figure 11 - Schematic view of MD

Tabnuua 1- TexHU4YecKune xapakTepuctukn MU

XapakTepuctumka 3HauveHune
Obwasa gnmHa (A) 425,7 mm £ 10%
LLnpuHa coefiuHNTENS XecTKol KaHtonn (B) 32,77 mmx 10%
Macca 28,81+ 10%
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Table 1- Technical characteristics of MD
Characteristic

Full length (A)

W idth ofrigid cannula connector (B)

Mass

Value

4257 mm= 10%
32,77 mm = 10%
28.8 g+ 10%



PucyHok 12 - CxemaTtunyeckoe npeacTaBneHue XecTKol KaHonn / Figure 12 - Schematic view of rigid cannula

Tabnuua 2 - TexHWYeckue XapaKTEPUCTUKMN XKECTKOW KaHom

O6buwasa gnnHa (A)

Wupuna (C)

BHewHunin gnametp (B)
BHewHun gnametp Tpybku (D)
OnuHa Tpy6kmn (E)

Macca
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370,33 £ 10%
29,21 + 10%
27,69 £10%
5,16 + 10%
309,88 + 10%
232r1r+10%

Table 2 - Technical characteristics of rigid cannula

Full length (A) 370,33 = 10%
Width (C) 29,21 + 10%
Outside diameter (B) 27,69 = 10%
Tube outer diameter (D) 5,16 + 10%

Tube length (E) 309,88 + 10%
Mass 23.2 g+ 10%



PucyHok 13 - Cxematumyeckoe npefcraBfieHne rubKoro BHyTpeHHero HakoHeuHuka / Figure 13 - Schematic view of flexible inner tip

Tabnuua 3 - TexHUYecKne XapaKTepUCTUKN FTMOKOTo BHYTPEHHEr0 HaKOHEYHMKa Table 3 - Technical characteristics of hub

O6uwasn gnuHa (Al) 408,9 £ 10% Full length (A1) 408,9 £ 10%
BHewHUn gnameTp Tpy6KN 4,2 £+ 10% Tube outer diameter 4,2 + 10%
BHewHniA gnameTp (B1) 21,84+ 10% Outside diameter (B) 21,84 £ 10%
Macca 561+ 10% Mass 56 g+ 10%

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



11E1»1C«TbA1b M OIIM CJAHTi IYIATKLI*UANN 17> 1 AINU Uli.><_KII' 11/0E/7 21" IVIU IVIA | t"KIAL,?»

1- KoHHekTop / Hub, 2 - Tpy6ka rm6koro HakoHeuyHuka / Lap Flex Tube, 3 - CoeanHnTens XxecTkol KaHtonm / Rigid Lap Tip Oveimold, 4 - Tpyb6ka
XKEeCTKOW KaHtonu/ Tube

Tabnuua 4 - Matepuansl M / Table 4 - MD materials

KoMnoHeHT MaTtepunan MU MD part M aterial of MD

1. KoHHekTOp Monukap6oHat Styron Calibre 2061-15 FC030003 1. Hub Polycarbonate Styron Calibre 2061-15 FC030003,
Kpacutens: PLASTIC COLOR CORP 931525, Natural PLASTIC COLOR CORP 931525 Purple
thnoneToBbIi Polycarbonate FDA 2-100.

2. Tpy6ka rnbkoro MonunyputaH Tccoflex Urethane (EG-IO0A) 2. Lap Flex Tube Polyurethane Tecoflex Urethane (EG-100A)

HaKOHeYHunKa

3. CoeiuHNTENb XECTKOM Monunkap6oHat Styron calibre 2061-15 FC850122 3. Rigid Lap Tip Overmold Polycarbonate Styron calibre 2061-15 FC850122 white.

KaHNu white

4. Tpy6Ka ecTKoil KaHtonn  HepxaBetouias ctans 304 4. Tube 304 Stainless Steel

OAHHBIE O MAPKVMPOBKE MU N EIMO YNMAKOBKE /BATA ABOUT LABELING OF MB ANB ITS PACKAGING

Tabnuua 5 - 3HayeHMA CMMBOJIOB, YKa3aHHbIX Ha ynakoBke / Table 5 - Interpretation of symbols used on the package.
Homep no katanory Catalogue number
REF
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Mcnonb3osaTth Ao (111 1 Use by (YYYY-MM-UoJC'
2 YYYY-MM-DD

PagmnaynoHHas cTepunmsauns Sterilized using irradiation
STERILE R
3anpeT Ha NOBTOPHOE NMPUMEHEHME Do not reuse
OcTtopoxHo! O6patutecb K MHcTpykuum noCaution! Consult instructions for use
A NMPUMeHeHUo
Konnyectso Number of Units
QTY]
N3rotoButenb Manufacturer
mJ
LOT Kog naptun Batch code
He cTepnnusoBatb NOBTOPHO Do not re-sterilize
He ncnonb3oBatb npu noepexaeHun ynakosku Do not use if package is damaged
EBponeiickoe COOTBETCTBME European Conformity
1EC | | OdmumanbHbl npeacTaBuTenb B EC Authorized Representative in the European Community
rep
dopmMa nocTaBKU How supplied

AnnnukaTop sHAockonuyeckuii «Cepmxkucen» (Surgicel) noctaBnsetca The SURGICEL Endoscopic Applicator is supplied sterile in a sealed package.
CTEPUNbHLIM B FEepMETMYHO 3anevyaTaHHOW ynakoske. CtepunbHocTb Sterility of contents guaranteed unless package is opened or damaged.
COLEPXMMOr0 rapaHTUpyeTca TONbKO B TOM C/yyae, eCNu ynakoBKa He

BCKpbITa 1 He MOBPEeX/eHa.

Device service life and storage

Product Expiration of medical device - 5 years.

Sterility guaranteed unless package is opened or damaged.

CpoK cny>xb6bl N XpaHEHUA U3aenus
CpoK rofHOCTU / CPOK COXpaHEeHUs CTePWUSIbHOCTM MeAULUHCKOTO
n3genus - 5 ner.
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CTepunbHOCTb rapaHTUPYeTCs TOMbKO 8 TOM CAY E” eCc/nm ynakoska He
BCKpbITa U He MOBpeXAeHa.

MEPEYEHb MATEPUAIOB J>XWMBOTHOIoO U
UEJ/TIOBEYECKOI O MPONCXOXAEHWA

He npumeHumo. [JaHHOe MeAUUWMHCKOE W3feNve He NPOu3BOAMTCA C
MCNONb30BaHNEM TKaHEN XXMBOTHOIO NPOUCXOXAEHNUS.

[JaHHOe MefMUWMHCKOEe W3Jenne He COLEPXMUT M He WUCNoJSib3yeTcs B
No6bIX npoueccax ¢ NMPOU3BOAHLIMU YenoBeveckoi kposu (HBD).
NMHPOPMALUMA O TMNPOBEJEHHbLIX WCMbITAHNAX,
MPOTOKOJIAX WCMNbITAHUWN, AHANWN3E MONYYEHHbIX
OAHHBIX

N3genus BbigepXanun ucnbiTaHUs MO Bepuukaumm v Banupaumu, a
TaKXKe NpoWNn pag APYrux WCMbITaHWA, YNOMWHAeMbIX B COCTaBe
perncTpaLnoHHOro fockbe

NMHPOPMALWNA O NEKAPCTBEHHbBIX MPEMAPATAX A
nnn) eAPMALEBTUYECKNX CYBCTAHLUNMNAX B
COCTABE MWl

[aHHOe MeanLMHCKOe U3feNine He COAEePXUT UK He UCMOMb3yeTcs B
MoObIX Npoueccax € 1eKapCTBEHHLIMY NPOAYKTaMMU.

OMMCAHWME METOAA CTEPUTN3ALUNN

Annnukatop 3Hgockonuueckuin «Cepmxuncen» (Surgicel) aBnsetcs
n3LenveM  OLHOKPaTHOro  MCMO/Mb30BaHWA,  MOCTaB/lIIEMbIM B
cTepunsHom Buge. CTepunusyeTtcs paguauuein (ramma-o6nyyeHue).
Mpouecc cTepunmsaumm ramma-o6nyyYyeHMEM CeMeincTBa MPOAYKLMM
«Ceppxucen» 0Obl1  BanMAUPOBAH AN MNONYYeHUS NPOAYKUMM C
rapaHTMpPOBaHHbIM YPOBHEM CTepuibHOCTM (SAL) 10“M

)
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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).

INFORMATION ON THE TESTS CARRIED OUT, TEST REPORTS,
ANALYSIS OF THE OBTAINED DATA

The medical devices have passed the verification and validation tests as well as
several other tests indicated in the registration dossier

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 Endoscopic Applicator is single-use devices that is provided sterile
and sterilized by gamma irradiation.

The gamma sterilization process for the SURGICEL Endoscopic Applicator is
validated to provide product with a sterility assurance level (SAL) of 10"\

n



YCNOBUA TPAHCITIOPTUPOBKN n XPAMHIN A

OcobbIX ycnoBuii XpaHeHWsi He Tpebyetcs. He ucnonb3oBaTb nocne
NCTEYEHMNS CPOKa FO4HOCTMW.

Ycnosnusa TpaHCNOPTUPOBKN
BnaxHocTb
Temnepatypa
[asneHune

Y CcnoBus xpaHeHuUs
BnaxHocTb
TemnepaTypa
[aBneHne
MOPALAOK N
YHUUYTOXEHMA MU

Mocne wcnosib3oBaHWUA YTUAU3MPYINTE anmninkatop 3HAOCKOMUYECKUi
«Cepmxucen»  (Surgicel) cornacHo  npaBunam  obpalleHnsa ¢
61oIornYeckn onacHbLIMU Matepuanamu.

FTAPAHTUA N PEKNAMALUWA

MponssoauTenb rapaHTUpyeT KOHEYHOMY MOTPebuTeNntd OTCyTCTBUE
0eeKTOB U COOTBETCTBME 3aAB/IEHHbBIX XapaKTEPUCTUK Ha NPOTAXKEHUN
BCEro CpoOKa roAHOCTM nNpoAyKTa npu cobnoaeHmn TpeboBaHW K
XPaHEHWNI0, TPAHCMOPTUPOBKE U LENOCTHOCTU YyNakoBKW. HeT HMKaKux
rapaHTui, BbIXOAALLMNX 328 PaMKW OMUCaHUS Ha INLEBON MHCTPYKUUN MO
npuMeHeHuto. MpUrogHoCcTb AN UCNOMb30BAHMUA 3TOM0 MeAULMHCKOro
n3genna Ans No60i KOHKPETHOW XUPYPruyeckoin npouefypbl LO/MHKHA

HeT cneymanbHbiX Tpe6OBaHMIA

HeT cneymanbHbiX Tpe6OBaHNIA

YC/ioBUA YTUNN3ALUNWN nnn

onpefenaTbCs NONMb30BATE€NEM B  COOTBETCTBMM C  MHCTPYKLUAMU
npou3BoANTENS NO NPUMEHEHNIO.

HAVMMEHOBAHWE n OPULNYECKUIA ALOPEC
NMPON3BOANTENA MU n YNO/IHOMOYEHHOTO

MPEACTABUTENA NMPON3IBOANTENA BPOCCUU

PA3PABOTYUNK: 3TuKoH, NHK. (Ethicon, Inc.)
1000 Route 202, Raritan, NJ 08869, USA (CLUA)

MPON3BOANTENDL: 3TUKOH, 3n-9n-Cu (Ethicon, EEC)
Highway 183 Km 8.3, San Eorenzo, 00754, Puerto-Rico, USA (CLUA)
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CONDITIONS OF TRANSPORTATION AND STORAGE
No special storage conditions required. Do not use after expiration date.

Transportation conditions

Humidity No special conditions
Temperature
Pressure

Storage conditions
Humidity
Temperature
Pressure

No special conditions

MD DISPOSAL RULES AND CONDITIONS
After use, dispose of the SURGICEL Endoscopic Applicator in accordance
with biohazardous material protocol.

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

DESIGNER: Ethicon, Inc.
1000 Route 202, Raritan, NJ 08869, USA

MANUFACTURER: Ethicon, LLC
Highway 183 Km 8.3, San Lorenzo, 00754, Puerto-Rico, USA (CLUA)



FbAC't: OF FKOU 1lors:

MECTO NPON3BOACTBA: Alltrista Plastics LLC, 20 Setar Way, Reedsville, Pennsylvania, 17084, USA

Alltrista Plastics LLC, 20 Setar Way, Reedsville, Pennsylvania, 17084,

USA (CLUA) AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

YMNONHOMOUYEHHbIV MPEACTABUTE/b Johnson & Johnson LLC,

MPOU3BOAUVNTENA BPOCCUN: 121614, Moscow, Krylatskaya str., 17/2.

00O «[X0oHCOH & [IxOoHCcOH», 121614, r. MockBa, yn. Kpbinatckada, a. Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

17, KopH. 2. DL-JNJRUMedical OAfi),ITS.JNJ.com.

Ten. +7(495) 580-7777, dakc: +7 (495) 580-7878 DL-JNJRU-Medical-Reeulatorv@ITS.JNJ.com

DL-JNJRUMedical OAr™, ITS.IJNJ.com.
DL-JNJRU-Medical-Reeulatorv@JTS.JNJ.com
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CornacoBsaHo

3TUKOH. 9n-9n-Cu (Ethicon. LLC)
OpraHusaums

Xaityaii 183 Km 8.3, CaH JlopeHuo, 00754, MyspTo-Puko. CﬁljuA
IeC

JIunckrop orniena HOPMaTUBHO-MPABOBOr0 PerynpoBaHns. TUKOH Buoxupyprus
J0/KHOCTb

MoanucaHo noa NPUCSAToit B MOEM J003ed XMenescKu

MPUCYTCTBUU CErofHs, 22 ceHTa6psa 2022 roga Gammunms. N

<nognuncaHo> 22 ceHTA6pa 2022 roga

HOTaleyC Oata AAMM.ITTT
<noAnucaHo>

<MeuaTb: KEWT P. METEPCEH
HoTtapuyc - LUTaT Hbto-Ixepcu
CpoK AeincTBms MOei NULEH3NU UCTEKaeT
23 mona 2026 roga>

MHCTPYKLMA NO NPUMEHEHUIO MEAULMHCKOTO U3aenuns

AnnnukaTtop sHgockonuyeckunin «Cepgxuncen» (Surgicel) gnsa HaHeceHus nyapbl «Cepgxucen» (SURGICEL Powder)
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MepeBof 4Mp>ro TeKCTa BbINO/IHEH NepeBoAYMKOM [MaxTyHOBbIM Aflekceem BnagumMuposuyem.

- k —
Poccuiickaa degepauus
"opog MockBa
[BasguaToro gekabps ABe TbiCA4YM ABajLaTb BTOPOro roga

H, Kopcnk Mapus AnekcaHApoBHa, HOTapuyc ropofa MoCKBbI, CBUAETELCTBYHO MOLJIMHHOCTL MOAMNUCH
nepesogumKa MaxTyHoBa Anekces Bnagnmmposuya.

Mognuckb caenaHa B MOEM MPUCYTCTBUM.

JInyHoCTb noanucasLLEro JOKYMEHT YCTaHOB/IEHa.

3aperncTpmpoBaHo B peecTpe: Ne 77/2139-H/77>2022"

YnnaueHo 3a coBepLLeHNA(1AAMIANM»o pelicTBus: 400)py6. 00 Kon.

M. A. Kopcuk

Bcero npoLuHypoBaHo, NPOHYMEePOBaHO
1 cKpervieH(y' ne‘wtsio 18 nnct(a)(oB)
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