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MHCTPYKUUA MO NPUMEHEHUIO MEANLMHCKOIO M3Aenus instruction for Use for the medical device
Dual disposable sterile applicators for applying surgical

AnNnNAnKaTopbl ABOMHbIE 04HOPA30BbIE CTEPUSIbHbIE
sealant VeraSeal (Bupacnan®):

0N HAHECEHNA XMPYPruveckoro repmeTmka VeraSeal
(Bupacnan®):
ANNAnKaTop ABOMHON ANa OTKPbLITON XUPYprm ans
HaHeceHuA XMpyprmuyeckoro repmetnka VeraSea!
(Bupacnan®)

Dual Applicators for open surgery for application surgical
sealant VeraSeal (Bupacnan®)
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0
1 NTAMUMEHOB/IHNE MEOVUNHCKOIoO WM3AEANA (M) W
Ero KJIACCNOUKALUNA
HaumeHoBaHue MW, BapuaHTbl ncnonHeHns M
Annavkatopbl [4BONHbIE OAHOPA30Bble CTEPU/IbHbIE ANS HAHECEHUS XU-
pypruyeckoro repmetuka VeraSeai (Bupacman®), BapuaHT UCMOHEHUS:

1 Annaukarop ABOMNHOW 418 OTKPbITON XUPYPrun ANs HaHeCeHUs Xu-

pyprudeckoro repmeTtuka VeraSeai (Bupacnan®):

Ul. ApganTep ¢ JIbFOepOBCKUM 3aMKOM —3 LUT..

1.2. AnNnAvkKatop ABONHON ANS OTKPbLITON XMPYPrumn Ans HaHeceHns
Xupypruyeckoro repmeTtuka VeraSeai (Bupacnan®) ¢ Hacagkoi
419 6e3B034YLLUHOr0 pacrnblieHns - 3 LWT..

1.3. Hacagku gns 6e3B034YyHXOr0 pacnblieHns - 6 Wr..

1.4. IHCTpYKUMA N0 NpUMeHeHunto - | wr.

[anee no TeKCTy MOryT MCMNOMNb30BATLCA CNefylolime HaMeHOBaHUS Me-
ANMLUMHCKOTO u;lenunsa: MmeamumHckoe mnsgenne (M), VeraSeai, anrinka-
TOp, annjnKaTop ABOWHOW AN1A OTKPbITOW XUPYPruu.

HanmeHOBaHMA MeAULMHCKUX U3LENNIA MOTYT ObITb YNOMSAHYTbI B TEKCTE
B COKpaLleHHOI hopme AN yAo6cTBa BOCNPUATUAA MHGOPMaLUN.

2. HAMMEHOBAHWE N OPNONYECKNWN AAPEC MPON3BO-
ONTENA MW N YNONHOMOYEHHOIO MNPEACTABUTENA
NMPOU3BOAUNTENA B POCCUN

PA3PABOTUMUK: Ethicon. Inc. (Otukomn, MHk.). 1000 Route 202 Rari-
tan. New .lersey 08869 USA (CLLUA)

MPOMN3BOAWTENDL: Ethicon, Inc. (3TukoH, MHK.). 1000 Route 202
Raritan. New Jersey 08869 USA (CLLUA)

MECTA NMPOWM3BOACTBA:

1 Viant AS&O Holdings, LLC a.t.a (fonnerly) Lake Region Medical 45
Lexington Drive Laconia, NH 03246, USA

2. Tessy Plastics (Shanghai) Co., Ltd.. Building 9#, No. 509. Ren Qing
Road, East Area. Zhang Jiang High-Tech Industrial Park 201201 Pudong,
Shanghai - China
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1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

MD name, variations of MD

Dual disposable sterile applicators for applying surgical sealant VeraSeai
(Bupacnan®):

I. Dual Applicators for open surgery for application surgical sealant
VeraSeai (Bupacnan®):
1.1. Adapter with the Luer Lock - 3 pcs.
1.2. Dual Applicators for open surgery' for application surgical sealant
VeraSeai (Bupacnan®) with the airless spray tip - 3 pcs.
1.3. Airless spray tips - 6 pcs.
1.4. Instructions for the use ofa medical device - 1 pcs.

Further in the text the following names of the medical device can be used:
medical device (MD), VeraSeai. applicator, Dual Applicators for open sur-
gery.

The medical devices names can be mentioned in the text in abbreviated
form for infonnation perception convenience.

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

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

MANUFACTURER: EThicon, Inc. 1000 Route 202 Raritan, New Jersey
08869 USA

PLACE OF PRODUCTION:

1 Viant AS&O Holdings, LLC a.t.a (formerly) Lake Region Medical 45
Lexington Drive Laconia, NH 03246, USA

2. Tessy Plastics (Shanghai) Co.. Ltd.. Building 9#. No. 509, Ren Qing
Road, East Area, Zhang Jiang High-Tech Industrial Park 201201 Pudong,
Shanghai - China




YNONTHOMOYEHHbBI

TENA BPOCCUN:

000 «[XOHCOH & [XOoHCOoH», 121614. r. MockBa, yn. Kpblinatckas, 4.

17, KOpH. 2.

Ten. +7(495)580-7777. dakc: +7 (495) 580-7878

DL-JNJRUMedical OA@ITS..INJ.com.

DL-JNJRU-Medical-Reaulatorv@,I TS .JNJ.com

3. HASBHAUYEHVNE MEOVNUWNHCKOIO N3[ENTNA C YKA3SAHUE

MOTEHUWMANBHOIO MOTPEBUNTENTA MW

MpepgHa3HayeH ANng NPUMEHeHUs Npu OLHOBPEMEHHO.M MECTHOM HaHece-

HWN Ha NOBEPXHOCTb ABYX GMONOrMYECKUX KOMMOHEHTOB PacTBOPOB A/

NPUroToB/IeHNA Xupypruyeckoro repmetmka VeraSeal (Bupacnan®)

MoTeHUManbHble NoTpedbuTenn MM

Annnvkatopbl VeraSeal npegHasHayeHbl AN UCMO/b30BaHUA TO/ILKO Me-

OVUUUHCKMMUN paboTHUKaMK, KOTOPble 06YYeHbl BbIMOHEHUIO XMPYpruye-

CKMX Mpouesyp U MeToAukam, TpebyrowmM WUCnoib30BaHUA XUpypruve-

CKWUX repMeTMKOB.

MeauumMHCKMM paboTHMKaM PEKOMEHAYeTCA 03HAKOMUTLCA C MeAULUH-

CKOI NTepaTypoil 0THOCUTENLHO METO/0B, OC/TIOXKHEHWIA 1 MOOOUHbIX pe-

aKuuii 4o NpoBefeHNs 3HA0CKONUYECKUX npoLeayp.

4. NMOKA3AHUWA MNPOTNBOMOKA3AHNA KIMTPUMEHEHWNIO
M NN BOSMOX>XHbIE MOBOYHbLIE 2P PEKTHI

lMoka3aHua

AnNNAMKaTopbl ABOWHbIE OLHOpPa:tOBble CTEPUSIbHbIE A/ HAHECEHUS XU-

pypruyeckoro repmeTtuka VeraSeal (Bupacnman®) npegHasHaveHbl Ans

NPUMEHEHNS NPU OL4HOBPEMEHHOM MEeCTHOM HaHeCeHMM Ha MOBEPXHOCTb

OBYX GMONOrMYECKUX KOMMOHEHTOB PAcTBOPOB /LA MPUTrOTOBNEHUA XU-

pyprudeckoro repmeTtuka VeraSeal.

MpoTnBONOKa3aHUA

He BbIsiBNEHbI.

Mo60YHble aPeKTbl 1 HeXeNnaTenbHble ABEHUS

CM. npeaynpexneHnsa v mepbl NPesoCcTOPOXKHOCTH

MPEACTABUTE/Tb TMPOWN3BOAN-
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AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:

Johnson & Johnson EEC,

131614, Moscow, Krylatskaya str., 17/2.

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

DE-IJNJRIIMedical OA@ITS.JNJ.com.
DE-JNJRU-Medical-Regulatorv@ITS.JNJ.com
3. INTENDED USE MEDICAL DEVICE WITH AN
OF A POTENTIAL USER OF MD

Intended to be used lor the simultaneous topical application of the two bi-
ological components ofthe VeraSeal Solutions for Sealant onto the surface.
Potential users of MD

VeraSeal Applicators are intended for use only by healthcare professionals
who are trained in surgical procedures and techniques requiring the use of
surgical sealants.

The healthcare professionals are advised to consult the medical literature
regarding techniques, complications, and adverse reactions prior to under-
taking endoscopic procedures.

INDICATION

4. INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

Indications

The disposable sterile Dual Applicators for applying surgical sealant
VeraSeal (Bupacuan®) are intended to be used for the simultaneous topical
application of the two biological components of VeraSeal Solutions for
Sealant onto the surface.

Contraindication

None known.

Adverse reactions and events

See warnings and precautions



5. YKA3AHWA MO NCIMONb3OBAHNIO

Ycnosus npumeHennsa/akcnnyartauum M

M3gennsa pekoMeHAyeTcs WUCNOMb30BaTE, npu yCnoBUAX 3Kcnayartauuu,
yKa3aHHbIX B Tabnuue 1

Tabnuua 1- Ycnosusi akcnnyatauum

YcnoBsua skcnayartaumm
BnaxHocTb

Temnepatypa
ATMOC(epHOE AaBreHne

He HopmuMpyeTcs
32-42 °c
He HopmupyeTcs

6. OMNCAHNE OCHOBHbLIX ®YHKUWOHANbHbLIX 3JE-
MEHTOB MW 1 MPUHLWMbI AENCTBUS

Oobuiee onmcaHme QYHKUMOHaNbHbLIX 31eMeHTOB M

[BOIHOI annankaTop A8 OTKPbITOW XUPYPruv A1 HAHECEHUS XUPYPTU-
yeckoro repmetuka VeraSeal (Bupacnan®) npousBogutcs KOMMaHWel
«QTUKOH» 1 NOACOEAMNHAETCA K NpeaBapuTesibHO 3aEHO/THeHHbIM LnpULam
C NOMOLLI0 NPOCTOrO LWenyka. ATo 04HOpa3oBas cucTeMa nogayu, no3eo-
naroLasn pacnbinaTb wav HAHOCUTL Kanau pacteopos VeraSeal ansg npuro-
TOBNEHMS repMeTnKa 6e3 Heob6XoAMMOCTU WMCMNONb30BAaHWUA TFa30BOW CU-
CTeMbl pacnblieHuns.

[lBOliHOI annavKaTop AN OTKPbITOM XUPYPrun A8 HAHECEHUS XUPYpPru-
yeckoro repmetuka VeraSeal (Bupacnan®) coctouT U3 agantepa C 3aLien-
KMBalOLLENCA KOHCTPYKLUMEN, a TakKe MMOKOro HakKOHeYyHMKa, No3BONAI0-
Lero XMpypry KOHTPOAMpOBaTb NONOXEHME HaKOHeYHMKa. TMOKUIA Hako-
HEYHUK COCTOMT M3 MPOBOJIOKM, 3aKNKOUEHHON B TPEXMPOCBETHYHO TPYOKY,
nepe)opmoBaHHYt0 ¢ 06emx CTOPOH. OAUH KOHeL, CBapnBaeTCs Y/bTpasBy-
KOM, 06pasys KOMneKTop, KOTOPbIi MOXHO COEAMHUTL C MOMOLLbI pe3b-
60BbLIX Pa3beMoB Jlbloepa C aganTepoM, a iPYroi KOHeL, - 3TO KarenbHLEW
EEakoHeYHVK. Y CTPOCTBO OCHalLleHO Hacadkol ans 6e3B03AyLLIHOr0 pac-
MbINEHNS, HaBMHYEHHON Ha KanefbHWLY, yAaneHWe KOTOPOW Mo3Bonset
XUpypry BblopaTb »enacMyEO (yHKUMIO. KOHCTPYKLUMS NyTU NPOXOX[e-
HWA XWLKOCTWU MO3BONAET ABYM Guonornyeckum kKoMicETCEETav nepeme-
LaTbCA U3 MpeABapuTe/ibHO 3ano/IHEHHBIX LUMPULEB Yepe3 COeAUHEHNSA B
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5. DIRECTIONS FOR USE

Use/operation conditions of MD

Devices are recommended for use under operation conditions indicated in
Table 1L

Table | - Operation conditions

Operation conditions
Humidity
Temperature
Barometric pressure

not standardized
32-42 °C
not standardized

6. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
AND PRINCIPLE OF OPERATION

General description of functional elements of MD

The Dual Applicator for open surgery for application surgical sealant
VeraSeal (Bupacuan®) is manufactured by Ethicon and connects to the
pre-filled syringes in a simple click-on design. It is a single-use delivery
system and allows the VeraSeal Solutions for Sealant to be sprayed or
dripped without the need for a gas assisted spraying system.

The Dual Applicator for open surgery application of surgical sealant
VeraSeal (Bupacnan®) is composed of an adapter with a click-on design,
as well as a malleable tip that allows the surgeon control of the position of
the tip. The malleable tip consists of a wire encased in a tri-lumen tube,
which is ovennolded on either side. One end is ultrasonically welded to
yield a manifold which can be connected via threaded Luer locks to the
adapter while the other end is the drip tip. The device is provided with an
Airless Spray | ip threaded onto the drip tip, the removal of which allows
the surgeon to select which function they desire. The fluid path design al-
lows the two biological components to travel from the pre-filled syringes,
through the connectors in the adapter into the manifold and down the length
of the tri-lumen tubing and ovennold separately before mixing in the Air-
less Spray | ip.

The VeraSeal syringe holder has two syringe caps, w'hich are removed
when the Biologic is ready to use. Once the caps are removed, the Dual
Applicator for open surgery for application surgical sealant VeraSeal



[eNbHO OCYLLEeCTBNATL NepeoOpMoBaHue nepes CMeLlBaHNeM B HaKOHeu-
HUKe 6e3BO34YLLIHOI0 PacrnblNTENs.

Jepxatens wnpuua VeraSeal umeer fBa Konmayka Linpuua, KoTopble
CHMMalOTCH, Korga 6Monornyeckuii npenapat rotoB K WCMONb30BaHUIO.
Mocne CHATUSA KOMNAYKOB [BOWHON annamkaTop ANs OTKPbITOM XUpYypruu
[N HaHeceHUs xupyprudeckoro repmetvka VeraSeal (Bupacnan®) wu
afantep NOACOeAUHAIOT K Jepxarento wnpuua VeraSeal, v gaHHbI an-
MANKaTOp roToB K MCMO/Ib30BaHUIO, KaK NoKasaHo Janee Ha PUCYHKeE.

L.sa.j»

PucyHoK ] —/nntocTpayms KpenneHus ABOMHOro annamkaropa VeraSeal
(cneBa) Kk pactBopam VeraSeal ansa fepxartens wnpuua ¢ repMeTuKoMm
(cnpasa)

Korga noplueHb Haxar, pacTBopbl VeraSeal And nNpuroToBfieHUs repme-
TUKa BbITECHSAKOTCA U3 CTEKNAHHbIX LUNPULEB M NPOXOAAT Yepes 4BONHOWA
annauKaTop ANs OTKPbITOW XMPYPrun AN HaHEeCEHWs XWUPYPruyveckoro
repmetuka VeraSeal (Bupacnan®)- TpombuH (4Yenoseka) u onbpuHOreH
(4yenoBeka) npoxofdAT yepes Aga pasvema Slbtoepa (11), KoXyx afjantepa
(9), KONNIeKTOop (8), ﬂepe(*)OpMOBaHHbIVI HaKOHEYHWK, cocTosiegunii ns TPEX-
NMPOCBETHON rnOKoW Tpyokn (3) ¢ nepethopMOBaHHLIM COeAVHEHNEM Ha
O4HOM KOHLE M pe3bb0BbIM coeguHeHneM (4) Ha ApYyroM KOHLe, a Takke
CbEMHOW HacagKol ans 6e3B034YyLLHOr0 pacrblieHus (6) (PUCYHOK 2).
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(Bupacvnan®) and Adapter are connected to the VeraSeal syringe holder
and it then ready to use as illustrated in.

< _a

[JE Q
Da O

Figure 1- Illustration of Attachment of the VeraSeal Dual Applicator
(left) to the VeraSeal Solutions for Sealant Syringe Holder (right)

When the plunger is depressed, the VeraSeal Solutions for Sealant is driven
from the glass syringes and flows through the Dual Applicator for open
surgery' for application of surgical sealant VeraSeal (Bupacuan®). The
I hrombin (Human) and Fibrinogen (Human) travel through two Luer Con-
nectors (11). an Adapter Shroud (9), a Manifold (8). an Overmolded Tip
consisting ofa Trilumen Malleable Tip (3) Withan overmolded connection
on one end and a Threaded Connector (4) on the other, and a removable
Airless Spray Tip (6) (Figure 2).



Connector
2 luet locks

tuer Retaifw
Connectt 11
3 Trl-Lumen Tubing
{Mirlleable Wire
encased)
4 Thbrrided
Connector
Airless Spray Tip
Figure 2 - VeraSeal Dual Applicator Components
1 0-Ring 7. Overmolded Tip
2. Luer Locks 8. Manifold
3. Tri-Lumen Tubing (Malleable Wire encased) 9. Adapter Shroud
4. Threaded Connector 10. Compression Spring
5. 0-Ring 11. Luer Connector
6. Airless Spray Tip 12. Connector Retainer
PucyHok 2 - KoMnoHeHTbl ABOVHOro annnaukaropa VeraSeal
1 ¥YNnoTHMTENbHOE KOSbLO 7. MepethoOpMOBaHHBIA HAKOHEYHWK
2. J1bloepoBCKME 3aMKN 8. Konnekrop
3.TpexnpoceeTuas Tpybka (rnbékas NpoBoOKa [fOMeLleHa B 9. Koxxyx agantepa
060/104KY)
4. Pe3bb0BOE COeANHEHNE 10. Mpy>xnHa cxaTtns
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5. ¥YNnotHuUTENbHOE KOMbLO

6. Hacagka ona 6e38034yLUHOr0 pacnbliieHuns
Pasbem Jlbloepa obecrneynBaeT repMeTUYHOCTb CTEK/IAHHBIX LUMPULEB C
MOMOLLLIO MP>0KUH CXKaTWA, HarpyXxatrowmx pasbem Jlbloepa B NPOKCU-
Ma/ibHOM HanpaBineHWW. Y NNOTHUTeNbHbIE KOMbLa 06ecrneynBaroT repme-
TUYHOCTb MeXAay pasbemamu Jlbtoepa 1 KoXXyxom agantepa. Konnekrtop v
KOXYX agantepa noLAepXX1BaroT repMeTUYHOCTb C MOMOLLbK HAKOHEYHK-
KoB J1bloepa, Kpensawmx KoNnekTop K Koxyxy agantepa. Konnektop u ne-
peh)OpMOBaHHbIA HAKOHEYHUK 06ecneymBaroT repMeTUYHOCTb 3a CcyeT
rnpouecca y/nbTpa3ByKOBOW CBapKMW, CBA3bIBAIOLLErO AaHHble JeTanu BMe-
cte. FMOKMIN HAaKOHEUYHWK MOALEPXKUBAET FepMETUYHOCTb MEXAY TPEXMpPo-
CBETHOI TpyOKOW 1 nepepopmMoBaHNeM Ha 060X KOHLaX Yepes nepedop-
MOBaHHble cocam[{eHna. YNnoTHNTeNbHOE KOMbLO Ha pe3b00BOM CoefnHe-
HUM (PUCYHOK 3) obecneynBaeT repMETUYHOCTb C Hacaakol ans 6e3Bo3-
AYLIHOrO pacnblfeHuns. B cnyyae 3acopeHMs K KaXAoMy YCTPONCTBY Mpu-
naralTcs fBe AONONHUTENbHbIE Hacafgku ANd 6e3BO34YLUHOr0 pacnbiie-
HUA.

1 OrfficeCUO

11 Pasbem Jlbloepa
12. dukcaTop coeanHeHns

The Luer Connector maintains a seal to the glass syringes via the Compres-
sion Springs loading the Luer Connector in the proximal direction. 0-Rings
maintain the seal between the Luer Connectors and Adapter Shroud. The
Manifold and Adapter Shroud maintain a seal via the Luer Locks securing
the Manifold to the Adapter Shroud. The Manifold and Overmolded Tip
maintain a seal via an ultrasonic welding process that bonds them together.
The Malleable Tip maintains a seal between the Tri-Lumen Tubing and the
overmolding on either end via over-molded connections. An 0-Ring on the
Threaded Connector (Figure 3) ensures a seal with the Airless Spray Tip.
In case of clogging, two additional Airless Spray Tips are provided with
each device.

Figure 3 - Airless Spray Tip Components

1 Orifice Cup
2.Tip Insert
3. Tip Housing

PrcyHoK 3 - KOMMNOHeHTbI Hacafiku Ans 6e38034YLIHOr0 pacrblieHuns
1 ¥YNNoTHUTENbHOE KOJbLO C OTBEPCTUEM
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2. KoXXyX HaKOHeYHMKa




3. BcTaBKa HakOHeYHuKa

MogcoefuHeHWe [BOWHOrO anmnavkaTopa Ans OTKPbITOW XUpYprumn AN
HaHeceHus xupypruyeckoro repmetuka VeraSeal (Bupacnan®) K
fgepxatento wnpuua VeraSeal ¢ npefBapuTenbHO  3aroHEHHbIMU
LUINpULaMK Mo3BOJIAET NO/L30BATENO PACMbIIATL pacTBopbl VeraSeal anis
NpUroToB/ieHUs repMmeTuka. Ecnn gBa KOMMOHeHTa pacteBopoB VeraSeal
ANA NPUrOTOB/IEHUA TePMETUKA BbIXOAAT Yepe3 ANCTalbHbIA HAKOHEYHVIK,
TO CHayana CMeluMBalOTCA BHYTPW NpeLBapuUTENbHO MNPUKPENIEHHON
Hacafku ona 6e3B034YLLIHOI0 PacnblfieHns, a 3aTeM BbIXOAAT B BUAE CTPYM
KOHMYEeCKOW (hopMbl pacnbine}ws. Ecnm Ha ykasaHHbIA y4acTOK TKaHu
TpebyeTcd  HaHeceHMe  UOPMHOBOrO  repmeTMka MO Kanism,
npeLBapuTesIbHO  MPUKPEN/EHHYO  Hacafky Ana  6e3B03f4yLIHOro
pacnbleHNs yaanatoT, U [iBa KOMMOHeHTa 6yLyT CMeLnBaTbCA TONbKO
TOrAa, Korfja noToK >XMAKOCTU pacTBopoB VeraSeal 4ng npurotoBneHus
repMeTMKa MNPOXOAMT uYepe3 [BOWHOW annivkatop AN OTKPbITOR

XUPYPrum  ANa  HaHeCeHUs  XMpypruyeckoro repmetuka VeraSeal
(Bupacnan®).

CbeMHblIi Removable

HaKOHEYHWK Spray Tip

pacnblmMTens

Connecting the Dual Applicator for open surgery for application of surgical
sealant VeraSeal (Bupacnan®) to the VeraSeal Syringe Holder with pre-
filled syringes allows the user to spray VeraSeal Solutions for Sealant.
Witen the two components of the VeraSeal Solutions for Sealant exit
through the distal tip, they are first mixed within the pre-attached Spray Tip
and then exit in a conical spray pattern. Ifdripping of the fibrin sealant is
needed for the indicated tissue site, the pre-attached Spray Tip is removed
and the two components will only mix when Fluid Path of the VeraSeal
Solutions for Sealant through the Dual Applicator for open surgery for ap-
plication surgical sealant VeraSeal (Bupacnan®).

Figure 4 - Mixing of components of seal in VeraSeal Dual Applicator.
PrcyHOK 4 - CmelunBaHVe KOMMOHEHTOB repMeTrKa B ABOMHOM annvkatope VeraSeal.

7. TexHN4Yeckmne xapaktepuctukm MU
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7. Technical characteristics of MD



*B Tab/muax TeEXHUYECKMX XapaKTepuUCTUK YKasaHbl akTuyeckue napameTpbl MU. YkasaHHble B HaMMeHOBaHMM MW napaMeTpbl ABAAOTCA YacTbio

HaMMeHOBaHWsA 1 NpeacTaBeHbl A48 yA06CTBa Bbibopa N0/b30BaTENEM KOHKPETHOMO U3AeNns.
*The table of technical characteristics contains the actual parameters of the MD. The parameters specified in the MD name are part of the name and

presented for the convenience of the user's choice of a particular product.

ANnankKaTop ABOWHON ANa OTKPbITOA XUPYPrun AN HaHeCeHUs XMpypriiyeckoro repMmetuka VeraSeal (Bupacnan®) /
Dual Applicators for open surgery for application surgical sealant VeraSeal (Biipacnan®)

Figure 5 —Dual Applicators for open surgery for application surgical sealant VeraSeal (Bupacuan®), general view/
PUCyHOK 5 AMNNINKaTop 4BOMHON ANA OTKPLITOW XMPYPrin [/19 HaHeceHus Xupypruyeckoro repmetuka VeraSeal (Bupacnan®), o6Limin sug,
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Tabnmua 2 - TexHuYeckne xapakTepucTukn Annavkaropa ABOMHOIO 415 OTKPLITON XUPYPrumn ANs HaHeCEHNA XMpypruyeckoro repmetmka VeraSeal
(Bupacnan®) /
Table 2 - The technical characteristics of Dual Applicators for open surger\' for application surgical sealant VeraSeal (Bupacnan®)

[vHa c NorpewHocTb0, MM = MM /
Length with tolerances, mm £ mm

152.35+ 01 14,3+5%

Macca ¢ norpewHocTbto, I+ % / Mass with tolerances, g + %

Figure 6 - Adapter with the Luer Lock, general view / PUcyHok 6 - AganTep ¢ JIbFOEpOBCKMM 3aMKOM, O6LLMIA BUA,
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Tabnmua 3-1 exHU4Yeckue xapakTepucTukmn agantepa / Table 3- IHe technical characteristics of Adapter

Onunna c

norpeLwHo- LW npuHa c no-
CLIHOCTBIO. MM BbicoTa ¢ morpetu-

CTb10, N}M P ! HOCTbID, MM + MM / PaccTosHue mMexay LeHTpaMy OTBEPCTUI ¢ norpewHocTbio, MM + MM / Hole center spacing with tolerances, mm +

+ MM = MM/ . .

. . . Height with toler- mm
Length with Width with toler- g
ances, mm + mm

tolerances, ances. mm = mm
mm £ mm

43i0,1 38.45+0.2 19.49-t0,2

20+0.01

Srres

SFCTIION A-A
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Tabnuua 4 - TexHU4YecKune xapakTepucTukm JibtoepoBckoro 3amka / Table 4 - The technical characteristics of the Luer Lock

MakcumanbHas anvHa ¢ no-
rPeWwHoCTbo, MM i- MM / Max
lermth with tolerances, mm +

BHELWHUIA AnameTp € NOrpewHo-
CTbto. MM = mm / Outer diameter

BHYTpeHHUI gnameTp C NOrPewwHOCTbO, MM = MM / Inner diameter with tolerances, mm + mm
with tolerances, mm + mm

11.65+0.1 10,75i0.1 8+0.i

)

Figure 7 - Dual Applicators for open surgery' for application surgical sealant VeraSeal (Bupacnan®) with the airless spray tip. general view / Pucy-
HOK 7 ~ ANNAMKaTop 4BOWHONM ANA OTKPLITOW XMPYPrun 415 HAHECEHUA XMUpYypruyeckoro repmeTrka VeraSeal (Bupacnan®) ¢ Hacafkoi ans 6es-
BO3AYLUHOr0 pacrnblieHuns, o6wuin sng

KO 0+5

----- (114.65 J---m- —

Tabnuua 5- TexHU4YecKne xapakTepucTUkKn ANnanMkaTopa ABOMHOIO 418 OTKPLITON XMPYPrum 418 HAHECEHUS XMPYpPruyeckoro repmetuka VeraSeal
(Bupacnan®) c Hacagkoii ana 6e3B034YLLIHOIO pacnblieHns /

Table 5- The technical characteristics of the Dual Applicators for open surgery for application surgical sealant VeraSeal (Bupacvnan®) with the airless
spray tip

O6Lwas gnnHa c norpeww-

LLlmpuHa TpexnpoceeT-
[nvHa ¢ norpewHocTbi0.

+ . HOH TPpyOKN, MM + MM / TonuinHa TpexnpocBeTHOW Tpy6KM, MM £ MM / Thickness of Tri-Lumen Tubing, mm
HocTblo. MM & M TFUll vy vy Length with tol- [TPYOKY § e TREXap Py g
length with tolerances, Width of Tri-Lumen + mm
erances, mm = mm .
mm = mm Tubing, mm £ mm

114.65+0.25 100 5 2,82 + 0,08 2.24 £0.08
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Figure 8 -Airless spray tip, general view / PucyHok 8 —Hacaaka ans 6e38034yLLHOr0 pacnblfeHunsi, 00LWuniA Bug
A A

abmua 6 —TexHMUecKne XxapakTepuCcTUKIN Hacaaky Ans 6e3803ayLLIHOro pacnblneHus / Table 6 —The technical characteristics of the airless spray lip

BHeWHWI gnamMeTp C NOTPeWHOCTbIO [nvHa ¢ norpewHocTbio (A), MM +
(B), mm £ mm / Outer diameter with MM/ Length with tolerances (A), 3oHa pacnbbleHus, cm" / Coverage area, cm-
tolerances (B), mm = mm mm = mm
5J+0.127 23,82+0,127 1M1/ I ml:>8
8. MEPEYEHb MATEPWN.ANOB XMNEKOTHOIO U (MNWN) YENO- 8.LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
BEUECKOIO MPONCXOXAEHWNN Not applicable. This medical device does not contain materials of animal

HenpumeHnMo. [JaHHOe MeAULMHCKOE M3Aenne He CoaepXuT matepuanbl  and / or human origin.
YXMBOTHOTO M (M/1M) Ye/I0BEYECKOTr0 NPOUCXOXKAEHUSA
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9. NH®POPMALNA O NEKAPCTBEHHbIX TIPEMAPATAX WU
nnn) ®APMALEBTUYECKMX CYBCTAHUUMAX B CO-
CTABE MW

Me[U LUHCKNe U3LeNns He COAep>KaT B CBOEM COCTaBe /IEKaPCTBEHHbIX Be-

LecTB U/unm apmMaLeBTUYeCKnX CyocTaHLmiA.

WNHdopmauua o nekapCTBEHHOM CpeACTBe, MCMONb3YeMOM COBMECTHO C

MEANLMHCKUM U3LEeNNEM;

HaumeHoBaHue: Bupacnan®

MexayHapofHoe HenaTeHTOBaHHOe HavMeHoBaHWe: PUOPUHOreH yeso-

BEYECKMIN + TPOMOUH YeioBeyvecKuii

NekapcTBeHHas (opma: pacTBOPOB Habop A/19 NMPUrOTOBMIEHUA XUPYPTU-

YeCKOro repMeTukKa

MpoussoauTens: «HcTuTyTO MpUndpone, C.A.», VicnaHns

10. NHdopmauma o nopsafKe YCTaHOBKMW, MOHTaxa, HaCTPOMKMU, Ka-
NNGPOBKMU, NHbIX AeNCTBUAX, HEOOXOANMbBIX AN BBOAA MeAULUHCKOW
NPOAYKLMMN B 3KCNyaTaLuto

JexypHasa mefacecTpa

OtKpoiiTe 6nmcTep v NpeabsBuTe ABoiiHoN annamkatop VeraSeal n gga gonosn-
HUTENbHbIX HAKOHEYHWKa 151 6e3B03/YLLHOIO PaCrbleHNs MeaCcecTpe /i nepe-
HOCa B CTepu/IbHOE norie. BHeLLHAA CTOpoHa 6nvcTepa He [O/MKHA CoMnpUKacaTbes
CO CTEPW/bHBIM MOSIEM.

OnepauuoHHas MegcecTpa

1 [epxute wnpuu-gepxarens VeraSeal g NpurotosieHNs TepMETUKA Tak.

4TOGObI KOMMauky LuNpmua 6binM HanpaBneHbl Beep.X. OTBUHTUTE U BbIOPOCHTE
KoMnayok wnpuua Jlbepa 060MX LWWINPULEB C (PMOPMHOrEHOM W TPOMOW-
Hom, (Purc.9)

PucyHok 9
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9. INFORMATION ABOUT MEDICINES AND (OR) PHARMA-
CEUTICAL SUBSTANCES INCLUDED IN MD

The devices do not contain medicinal and/or pharmaceutical substances.
Information on the medicinal substance used in combination with medical
device;

Name; VeraSeal®

International non-proprietary name: human fibrinogen + human thrombin
Dosage form: solutions set for the preparation of a surgical sealant
Manufacturer; "Instituto Grifols, SA". Spain

10. Information on the procedure for installation, installation, adjust-
ment, calibration, and other actions required to put medical products
into operation

Circulating Nurse

Open the blister and present the VERASEAL™ Dual Applicator and two
additional Airless Spray Tips to the Scrub Nurse for transfer to the sterile
field. The outside of the blister should not come in contact with the sterile
field.

Scrub Nurse

1. Hold the VERASEALAN"" solutions for sealant syringe holder with sy-
ringe Luer caps pointed upward. Unscrew and discard the syringe Luer cap
of both fibrinogen and thrombin syringes (Fig. 9).

Figure 9



2. [epxuTe fepxaTesb LINPULA Tak, YTOObl HAaKOHEYHWMKWU Gb[n HanpasneHbl 2. Hold the syringe holder with the Luers pointed upward. To remove air
BBEPX. UTOObI yaAa/mMThb Ny3bipbK1 BO3AyXa U3 LUMPULEB, Cierka yaapsTe 1o 60- bubbles from syringes, strike gently the side of the syringe holder one or

KOBOI CTOPOHE AepxKaTens Linpuua ofvH WK [iBa pasa, YAepxuBas fepxatenb  two times while keeping the syringe holder in an upright position and
LUNpVLA B BEPTVUKA/IBHOM MOMIOXEHWM, 1 CNIerka Hax\ruTe Ha MopLUeHb, YT0Ob! |ightly depress the plunger to eject air (Fig. 10).

BbIMYCTUTL BO3AyX.(Pnc/10)

Figure 10
PrcyHok 10

30 N Puc. 11 3. Attach the Dual Applicator (Fig. 11).

4' I_IFF)’II/I/IKIE)/IeIIE-ISEHAIEE"AHSM aﬂﬂﬂMK%TOp.( ve. 11) 4. NOTE: Do not depress plunger during attachment or prior to intended
: ; He HaxumaliTe Ha MopLUeHb BO BPEMSt HaCafikvu WK Mepeq, . . . L .
MCMONb30BaHMEM MO HasHAUEHYIO, MOCKOMbKY [Ba GMOMOTMUECKYX KomMoHenTa  USE: Decause the two biological components will pre-mix in the Airless

Gy/yT MpeaBapuTENbHO CMELLMBATLCS B GE3B03YLLHOM pacribumTene, obpasyst OPray Tip, forming a fibrin clot that prevents dispensing (Fig. 12).

CryCTOK (1bprHa, KOTOpbI NPensTcTBYeT pacnpeaeneHmio.(Puc.12) 5. Tighten Luer locks and ensure the Dual Applicator is firmly attached.

5. 3aTAHWUTE NbIOEPOBCKME 3aMKU W ybeauTech, 4TO [ABONHOM anmmnmkatop The device is now ready to use.

HaAEXHO 3aKpen/ieH. Tenepb YCTPOMCTBO rOTOBO K UCMO/b30BaHMIO.

it 4

)"0 3 1 1" 1 i
st e A H

)d b 1 1 li

Figure
PucyHok 11
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PucyHok 12

HaHeceHue pacnblneHnem
1 Bo3bMuTE M COrHUTE [BOWHOM annavKaTop B HYy)KHOe MosioXKeHve. HakoHeu-
HUK CO.XpaHWT CBOIO (popMmy.

2. Pacnonoxwure HakOHeYHVK 6e3BO3AYLUHOr0 PacnblIATENA HA PACCTOSAHUN He
MeHee 2 CM OT Lie/1IeBOi TKaHW. PaBHOMEPHO HafjaBuTe Ha MopLUeHb, YTOObI pac-
NbUATL (POPUHOBLIN repMeTUK. YBeNnUbTe PacCTOSAHME COOTBETCTBYHOLLMM 06-
pasoM. YTOObI AOCTUYL YKENAEMOr0 0XBara LIefieBoit 06/1acTu.

3. Ecnv no kakoi-nnbo npuymHe aKCnpeccust NpeKpaLLaeTcs, 3aMeHnTe HakoHeY-
HUK 6e3BO3AYLUHOr0 pacrnblinTens. YTtobbl 3aMeHUTb HaKOHEYHMK 419 6e3B03-
[YLLIHOrO pacrbl/ieHns, CHUMUTe YCTPOCTBO C NauWeHTa U OTBUHTUTE UCMO/b30-
BaHHbIVi HAKOHEYHWK Ans 6e38034YLLIHOr0 pacrbineHus (Puc. 13). MomecTute mc-
MOMb30BaHHbIA Be3BO3AYLLUHbIA pacrblINTeNb NOfasiblle OT 3anacHbIX 6e3B03-
AYLWIHBbIX pacnbinnTeneil. MpoTpuTe KOHEL, annavkKaTopa Cy.XOM W BnaXHOW
CTEPWUbHOM XMPYPrUYecKon Mapreid. 3aTeM MoACOeANHNTE HOBbIA Ge3B8034YLU-
HbIA pacnblMTe b, BXOAALUMIA B KOMMMEKT MOCTaBKW, W ybeauTecb, UYTO OH
HafEXHO MOACOeAVHEH Mepes 1CMo/b30BaHMEM.

MPUMEYAHWE: EcnmM HakOHeYHWK 6e3BO3LYLUHOr0 pacnbliuTens MoAcoeam-
HEeH NpaBWIbHO, KpacHbI MHAMKATOp He 6yaeT BuaeH. (Puc. 14).
MPUMEYAHWE: He npogomkaiiTe HaXKumaTb Ha NOPLUEHb B MOMbITKE YAANTb
CryCTOK (h1bpriHa BHYTPM HaKOHeYHMKa 6e3B03AYLUHOr0 pPacnblATens; B npo-
TVIBHOM C/lyyae anminKaTop MOXEeT CTaTb HeMpUrogHbIM /19 1CMo/b30BaHuA.
MPUMEYAHWE: He obpesaiiTe ABOINHOI annmkKaTop
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Figure 12

Application by Spraying

1. Grasp and bend the Dual Applicator to the desired position. Tip will re-
tain its shape.

2. Position the Airless Spray |ip at least 2 cm away from the target tissue.
Apply firm even pressure to the plunger to spray the fibrin sealant. Increase
distance accordingly to achieve desired coverage of the target area.

3. Ifexpression is stopped for any reason, change the Airless Spray Tip. To
change the Airless Spray Tip, remove the device from the patient and un-
screw the used Airless Spray Tip (Fig. 13). Place the used Airless Spray
Tip away from the spare Airless Spray Tips. Wipe the end of the applicator
using dry or moist sterile surgical gauze. Then, connect a new Airless Spray
Tip provided in the package and ensure it is firmly connected before use.
NOTE: Red indicator will not be visible if Airless Spray Tip is properly
connected (Fig. 14).

NOTE: Do not continue pushing the plunger in an attempt to clear the fibrin
clot within the Airless Spray Tip: otherwise, the applicator may become
unusable.

NOTE: Do not trim the Dual Applicator



He HaHocuTe pacTBopbl VeraSeal (BHpacHan®) ans repMeTvika BHYTPUCO-
CYAWCTO.

PucyHok 13

PuicyHok 14

HaHeceHue KanesbHbIM Croco6om

1 CHumMuTe Hacagky 18 6e3BO3AYLUHOrO pacrblieHUs U Kane/bHbli HaKOoHeu-
fH< OTBMHTUMB HacafKy 415 6e3B034YLLUHOrO pacrblneHus.( Puc. 13)

2. B0O3b.MUTECH 38 HAKOHEYHVK HACafiKii U COTHUTE €ro B HY)XXHOE MOMIOXEHVE.
HakoHeUYHMK COXpaHUT CBOKO (hopMy.

3. Bo Bpems KarnenbHOro HaHeceHVs JePXXUTe KOHeL, HaKOHEeYHVKa Kak MOXHO
61XKe K NOBEPXHOCTU TKaHW, He MPUKacasCh K TKaHW BO BPEMS HaHECEHUA.

4. HaHecuTe OTAeNbHble KaniM Ha obpabaTbiBaeMblii y4acTOK MOBEPXHOCTM.
UTo6bl NpefoTBPaTUTL HEKOHTPO/IMPYEMOe CBepTbiBaHWe, AaiiTe KarisM OoTfe-
NNTLCA YT OT Apyra 1 0T KOHLA HAKOHEYHMKa HacafiKu.

NPUMEYAHVE: He nogknoyaiite MOBTOPHO WMCMO/b30BaHHbIA Kare/bHbIi
HaKOHEYHWK MOC/Ie ero M3B/IeYEHNs 13 afanTepa; B MPOTVIBHOM Clyyae BHYTPU
KarefibHOro HakOHEeYHMKa MOXET 06pa30BaTbCA CryCTOK, W anminKaTtop MOXeT
CTaTb HEMpUrofHbIM 151 UCTIO/b30BaHUS.

3aMeHa pacnbliMTeNs H KaneibHOro HakoHeyHuKa (Mo Mepc Heo6xo4nMO-
cTH)

1 OcnabbTe bIePOBCKME 3aMKW, YTOObI M3B/EYL PACTbUIATESNb W KaresbHILY
13 aganTtepa.(Puc.15)
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Figure 13

Figure 14

Do not apply VERASEAL"M* solutions for sealant intravascularly.
Application by Dripping

1 Remove the Airless Spray Tip portion of the spray and drip tip by un-
screwing the Airless Spray lip (Fig. 13).

2. Grasp and bend the drip tip to the desired position. Tip will retain its
shape.

3. During dripping, keep the end ofthe drip tip as close to the tissue surface
as possible without touching the tissue during application.

4. Apply individual drops to the surface area to be treated. To prevent un-
controlled clotting, allow the drops to separate from each other and from
the end of the drip tip.

NOTE: Do not reconnect a used drip lip after it has been removed from the
adapter; otherwise, a clot may form inside the drip tip and the applicator
may become unusable.

Exchange of the Spray and Drip Tip (as needed)

1 Loosen the Tuer locks to remove the spray and drip tip from the adapter
(Fig. 15).

2. Attach the desired VERASEAL"” Applicator to the adapter by tighlen-
ing the Luer locks (Figs. 16 and 17).
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yTunansaunn B COOTBETCTBUN C Tpe6OBaHVIFIMVI 3aKOHO4aTeNbCTBa B CTPaHe
MPUMEHEHNA.

12. NTH®OPMALUWNA O CTEPUNBHOCTN
ANNANKaTOPbI NOCTaBNATCA CTEPUNLHBIMW, CTEPUIN30BaHbI FraMMa-ns-

NYYeHUEM.
ANNAnKaTopbl NpeAHa3HayeHbl 41 0HOPA30BOr0 MCMOMb30BaHWS U He

MoAnexaT NOBTOPHOI CTepuUan3aLun.

13. NTH®OPMALUWMA O MPOLUECCE NMPOEKTUPOBAHWNA, PA3
PABOTKE W BAJIMNAAUNN TMPOITPAMMHOIO OBECIIEYE

HVA, NCTTOJIb3YEMOTI O B MW

He npvmeHumo.

14. MEPEYEHb N ONMNCAHWVNE MATEPMAJTIOB M
HanmeHoBaHue Matepuan MW mapkal/obuiaa gopmyna

AnnnukaTtop ABONHOW NN OTKPbLITON XUPYPT UM AN MAHECEHUA XUPYPTUYECKOT 0
repmetunka V'eraSeal (Bupacnan®)
Hacagka pgns 6essosgyw- [onnkap6oHaT, kpacutens (6enbiit)
HOro pacnblneHus (Hacafgka
B cbope)
MepeopmoBaHHOe
pe3b60BOe cCoefiHEHNE
Koxy.x anatepa, pasbem
JNblocpa. coegnHuTeNb Nepe-
(hopmMOBaHHOTO HaKoHeu-
HWKa U KONNEKTOP
YNNnoTHUTENbHOE KOMbLO
TpexnpocBeTHas Tpy6ka

ABC-nnacTuk, KpacuTtenb (HaTypanbHbIiA) cepblii

ABC-nnactuk. Kkpacutenb (6e10CHEXHbI)

CUNUKOHOB.AA PE3VNHA, LBET: KPACHbIW
TepMONAacTUYHbIA NMonuypeTaH

15. YCJ/1OBUA TPAHCIIOPTUPOBKW U XPAHEHWNA

YcnoBua TpaHCNOPTUPOBKN
Temnepatypa o1 -20°C pgo +50°C

o 75%

He npvmeHumo

BnaxXHocTb
ATMOC(epHOe JaBneHue

YcnoBua xpaHeHuA
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The product is single-use, does not require maintenance and is not subject
to repair. In case of damage, the product must be disposed of in accordance
with the requirements of the legislation in the country of application.

12. INFORMATION ABOUT STERILITY

Tlje VeraSeal Applicator.devices are provided sterile and are provided

Gamma sterilized.
VeraSeal Applicators are single-used cannot be re-sterilized.

13. INFORMATION ABOUT DESIGNING, ENGINEERING, AND
VALIDATION OF SOFTWARE USED IN MD
Not applicable.

14. LIST ANDDESCRIPTION OF MD MATERIALS

Material of MD
Trade/Common Name
Dual Applicators for open surgery for application surgical sealant V' eraSeal
(Bupacnan®)
Airless Spray Tip (Tip As-
sembly)
Overmolded
Connector

Name

PC, coloring materials

Threaded ABS, (Natural) Grey coloring materials

Adapter Shroud, Luer Con- ABS, coloring materials (SnoWhite)

nector, Overmolding and
Manifold

O-Ring SILICONE RUBBER. COLOR: RED

Tri-luinen Tubing Thermoplastic polyurethane

15.CONDITIONS OF TRANSPORTATION AND STORAGE

Transportation conditions

Temperature A-20°C to +50°C
Humidity to 75%
ABarometric pressure No applicable

Storage conditions



oT -20°C po +50“C
1o 75%

e npuMeHUMO

Temnepatypa
BnaxHocTb
ATMOC(epHOe aaBnieHne

16. MEPEYEHb PUCKOB

AHann3 puUCKOB MHCTPYMEHTOB NpPOBeAeH B COOTBETCTBMM C TpebOBaHU-
avmm 1SO 13485 MeanuuHckue mnsgenusa - Cuctembl MeHeKMmepna Kade-
cTBa - TpeboBaHUS Ans PerynatopHblx ueneid, EN 1SO 14971 MeauuuH-
CKue usgenusa - YnpasneHue puckamu Yactb 1. lNpuMeHeHMA aHanmsa
pucka K MefuuMHCKUM nsgenuam, Aupektuesl EC Ha M 93/42/EEC.

17. NHOOPMALIMNA O MPOBEAEHHDBIX NCIMBbITAHNAX, MNMPO
TOKONMAX WCMbITAHUN, AHAJIM3E MOJIYYEHHbIX OAH
HbIX
MegunumMHCKoe n3fenne BblAepXKano UCNbITaHus No BepuduKaunm 1 Ba-
nngaummn v yLoBneTsopseT TpeboBaHUAM Crefyowmx CTaH4apToB:
MpumcLLieMbliA
cTaHgapT

OnuncaHune

W3gennsa meguumHckue. CUCTEMbl MEHEIKMEHTa
KayecTBa. TpeboBaHMs AN Leneii perynnposa-
HUS
N3genusa meguumnHckue. NpumeHeHne MeHeLX-
MeHTa pucKa K MeAULNHCKUM U3LeNnam

EN 1SO 13485:2016

EN 1SO 14971:2019

EN N3penus megmumHckme. NHhopmaums, npego-
HO41:2008+/11:2013 cTaBnseMast U3roToBUTENEM

N3gennsa meguumHckne, CUMBO/bI, NMPUMeHse-

EN ISO 15223- Mble NPV MapKUPOBaHUN Ha .MEAULIMHCKNX U3fe-

1:2021 NNSIX, 3TUKETKAxX W B CONPOBOAUTENIbHOW [OKY-

MeHTaumu. Yacte 1L O6wwme TpeboBaHUA
N3genuns megmumHckme. NpumeHeHne TEXHONO-

IEC 62366-1:2005 | ;i'r MPUroAHOCTU ANS 3KCMAyaTaUun K Meam-

Al 2020
LUVMHCKUM U3LeNnsam

OugeHKa 61onormyeckoro AencTeust MeauLIMH-

EN IS(2)0;8993— CcKux nsgenuii. Yactb 1 OueHKa 1 uccnefosa-

HWUS B MPOLIECCE YNPaB/eHNs pUCKaMm
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p

Temperature -20X to +50X
Humidity to 75%
Barometric pressure No applicable

16. LIST OF RISKS

Risk analysis of insrumets is fulfilled in accordance with requirements of
ISO 13485 Medical Devices - Quality Management Systems -
Requirements for Regulator)' Purposes, EN 1SO 14971 Medical Devices -
Risk Management - Part 1 Application of Risk Analysis to Medical
Devices, EC directive concerning medical devices 93/42/EEC.

17. INFORMATION ON THE TESTS CARRIED OUT, TEST RE
PORTS, ANALYSIS OF THE OBTAINED DATA
The medical device has passed the verification and validation tests and

Applied Standard Description

Medical device - Quality management system

EN ISO 13485:2016 :
- Requirements for regulatory purposes

Medical devices - Application of risk management

EN ISO 14971:2019 {5 medical devices

Information supplied by the manufacturer of
medical devices
Medical devices - Symbols to be used with
medical device labels, labelling and infor-
mation to be supplied —Part 1. General re-
guirements
Medical Devices- Part 1. Application of usability
engineering to medical devices

EN 1041:2008+A1:2013

EN ISO 15223-1:2021

IEC 62366-1:2015 Al
2020

Biological evaluation of medical devices —
Part 1; Evaluation and testing within the risk
management process
Sterilization of medical devices - Require-
ments for medical devices to be designated

EN 1SO 10993-1:
2020

EN 556-1:
2001/AC:2006



EN 556-1:
2001/AC:2006

EN 1SO 11137-17-
1:2015/A2:2019

EN ISO 11137-
2:2015

EN 1SO 11737-
1:2018 AMD 2021

EN ISO M737-
2:2020

EN I1SO 11607-
1:2020

EN ISO 11607-
2:2020

EN I1SO 14644-
1:2015

CTepunmsaums MeauLMHCKUX W genvidi TpeboBa-
HUS K MeAUUNHCKUM n3genuam kateropumn "CTE-
PUNIbHBIE" Yactb 1 Tpe6oBaHUA K MeLWULMH-
CKUM M3AenuamM, nognexawum (QUHULLIHONW cTe-
pun:aumumn

CTepunusaumns MegULMHCKOW NpoayKumnn. Paan-
alMoHHas ctepunmsauus. Yacte 1 TpeboBaHma
K pa3paboTke, BaMaLumn 1 TeKyLLeMY KOH-
TPOJIHO MnpoLecca CTepUNn3aLnm MeiuLMHCKNX
n3genuni - Monpaska 2: pegakunsa 4.3.4 n 11.2
(1SO 11137-1: 2006 / Amd 2: 2018)
Crepunusaymsa MeaMumMHCKOA npoaykumun. Pagu-
auMoHHasa ctepunmsauma. Yactb 2. YcTaHoB/e-
HWe CTepununsytoLleli 4o3bl
CTepunmsayms MeaULUHCKMUX nsgenmnii. Mukpo-
6uonornyeckue metodbl. Yacte 1 OueHka nony-
NALUUN MUKPOOPraHM3MOB Ha MPOAYKLMK
Crepunusaumsa MeauLMHCKUX n3gennin. Mukpo-
6uonorunyeckne mMetofbl. Yactb 2. cnbiTaHus
Ha CTepU/IbHOCTb, NPOBOAVMbBIE NPY BaUZaLun
NnpoLeccoB cTepunnsauun
YnakoBKa Ans MeAUUMHCKUX U3LeNuniA, NoAnexa-
WMX PUHULLHOW cTepunmn3aumn. Yactb 1 Tpebo-
BaHWA K MaTepuanam, 6apbepHbIM CUCTEMaM [ns
CTepunM3aLum 1 ynakosouHbim cuctemam (ISO

11607-1:2019)

YnakoBKa 415 MeAULMHCKUX U3LeNniA, Noanexa-
WMX PUHULIHON cTepunmnzaumm. Yactb 2. Tpebo-
BaHMA K Ba/mgauum npoLeccoB (hopMUpoBaHMs,
repmetmsaumm v coopkn (ISO 11607-1:2019)

Ynctble NOMELLEHNA U CBA3AHHbIE C HUMU KOH-
Tponupyemsble cpegbl. Yacte 1 Knaccudgmkaums
YMCTOTbI BO3AYyXa MO KOHLEHTpauMmn YacTul,
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, EN ISO 11137-1:
2015/A2: 2019

EN ISO 11137-2:2015

EN 1SO 11737-1:2018
AMD 2021

EN ISO 11737-2:2020

EN ISO 11607-1:2020

EN 1SO 11607-2:2020

EN ISO 14644-1:2015

EN ISO 14644-2:2015

EN 1SO 14644-3:
2019

"STERILE" - Part 1 Requirements for temii-
nally sterilized medical devices
Sterilization of health care products - Radiation
- Part 1:Requirements for development, valida-
tion and routine control of a sterilization pro-
cess for medical devices- Amendment 2: Revi-
sionto 4.3.4 and 11.2 (ISO 11137-1:2006/Amd

2:2018)

Sterilization of health care products - Radiation
- Part 2: Establishing the sterilization dose
Sterilization of health care products - Microbi-
ological methods -Part 1. Determination of a
population of microorganisms on products
Sterilization of health care products - Microbi-
ological methods -Part 2: Tests of sterility per-
formed in the definition, validation and mainte-
nance of a sterilization process

Packaging for Terminally Sterilized Medical
Devices - Pait 1L:Requirements for Materials,
Sterile Barrier Systems and packaging systems
(ISO 11607-1:2019)

Packaging for Terminally Sterilized Medical
Devices - Part 2:Validation Requirements for
Forming, Sealing and Assembly Processes
(1ISO 11607-1:2019)

Cleanrooms and associated controlled envi-
ronments - Pail 1. Classification ofair cleanli-
ness
Cleanrooms and associated controlled environ-

ments - Part 2:

Specifications for testing and monitoring to
prove continued

compliance with 1SO 14644-1

Cleanrooms and associated controlled environ-
ments - Part 3:



YnCTble NMOMELLEHUS U CBS;?aHHblE C HAMW KOH- Test methods

Tponupyemsble cpefbl. YacTb 2. TeKyLINA KOH- Cleanrooms and associated controlled envi-
EN IS:O 14644- TPOMb AN NOATBEPKAEHMS MOCTOSHHOMO COOT- EN ISO 14698-1:2003 ronments - Biocontamination control - Part 1
2:2015 BETCTBMSA YNCTOTbI BO3/lyXa MO KOHLEHTPaLn General principles and methods
yacTuy,

UnCTble NMOMELLEHUS U CBA3AHHbIE C HUMU KOH-
Tponupyemble cpedpl. YacTb 3. MeToapbl UCMbITa-
HWiA
YncTble NOMELLEHNA 1 COOTBETCTBYHOLLME KOH-
EN ISO 14698- TpoNnMpyemsble ycnosus. KoHTponb ypoBHS 610-

EN ISO 14644-3:
2019

1:2003 NOrNYecKoro 3arpasHexHus. Yactb 1 O6wme
MPUHLUMMNBI U METO/bI
18. IAHHBIE O MAPKVPOBKE MW N EFO YMNMAKOBKE 18. DATA ABOUT LABELING OF MITAND ITS PACKAGING

Tabnunua 7 - 3Ha4YeHUA CMMBOJIOB, KOTOpPble MLWIYT 6bITb YKa3aHbl Ha MapkupoBke / Table 7 - Interpretation of symbols used on the package

OcTopoXHO! Caution
W3rotosuTens Manufacturer

im | \Y/
[ata nsrotoeneHus Date of manufacture
VMcnonb3oBaTh g0 Use by

110M€p no Karasnaory |REF
EBpOI'IeﬁCKOG COOTBETCTBUE

CE€ CE

Catalogue number
lref

European Conformity
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Me 1CnoNb30BaTh, MPU NOBPEX/AEHNMN YNAKOBKM Do not use if package is damage

3anpeT Ha NOBTOPHOe MpUMeHeHWe Do not re-use

L)

He cTepnnn3oBaTb NMOBTOPHO Do not resterilize

PaauaunoHHasa ctepunmnsa Radiation sterilization
STERILE R Avat puisatiia STERILE R

KonunyecTso Packacing unit

He nmporeHHblii Non-pyrogenic

X
X

r 1 YNONHOMOYEHHbIT  npeAcTaBUTens B EBponeii- Authorized representative in
CKOM coobLLecTBe the European Community
EC REP EC REP
L j L J
M KOA napTMM 1 BatCh COde

LOT LOT

-
—
-
<

O6paTUTECh K UHCTPYKLMUM MO NMPUMEHEHMIO Consult Instructions for use
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|}

M

L.

JonyckaeTca HaHeCeHHE NONOAHUTENLHOH NOTPebUTEILCKOH HHPpopMaLUH
{BKNIOUYAA CUMBOJTB] M 3HAKH)

It is allowed to apply additional consumer information (including symbols
and signs)

18.2 ¥Ynaxosxa

Annaunkatop VeraSeal noctaBnserca B CTEPUALHOM BUaE ANA 0aHOpa3o-
Boro npuMeHenus. MUsenue pasmewacrea B puxcatope w3 [TITI, zarem
ynakosrisaeTca B 6muctep (ITITT) v 3aneqarwisaerea kpeikoii us Taii-
Beka (Tyvek). Tpu (3) annankatopa B GEPBUYHOIH YNIAKOBKE NOMEUIAIOTCH
B KAPTOHHYIO KOPOOKY, CONPOBOXKAAETCA HHCTPYKUHME MO NPHMEHEHHIO.

18.2 Packaging

Dual Applicator VeraSeal is supplied as a sterile for singlc use only.
Device are placed into an inner retainer (TINT). The inner tray is placed
in an outer blister (TINT), sealed with a Tyvek lid. Three (3) single units
is placed in a unit carton box, together with an IFU.

19. TPEBOBAHHS BE30OMNACHOCTH H 3®®EKTHBHOCTH MU

19. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

MpexynpesaeHHn H MEPBI TPEAOCTOPORKHOCTH

ANDIHKATOP ABOANONR 115 OTKPLITOH XHPYPIHHK

Hpeaynpexaenus
¢ BHYTPHCOCYAUCTOE NPUMEHEHHE PAaCTBOPOB ANA NMPHTOTOBACHHA IepMe-

Taxa VeraSeal (Bupacuan®) sanpemeno. Ipu HenpeasaMepeHHOM nona-
RaHHH PacTBOPa BHYTPb COCYA0B BOIMOXHE TPOMBOIMOOIHUECKHE OCTOXK-
HEHHUR, APEACTABAAIOLIME YIPO3Y ANA KHIHH.

* He cTepuAn30BaTh U HE MCTIOIL30BATh fIOBTOPHO. [fOBTOpHOE HCMONL30-
BaHWe VCTPOHCTBA (HAH €ro 4acTei) MOXKET CO3AABATh PUCK pa3pyweHns
M3AENAA. 4TO CNOCOGHO MPUBECTH K €ro HenpasHiibHOM pabGoTe H (W) ne-
PEKPECTHOMY 3aPAKEHHIO, 4TO, B CBOIO OYEPEb, MOXKET NPHBECTH K HHpEK-
UMM UM neperaye GoNEIHCTBOPHLIX MUKPOOPFAHU3MOB NMALMEHTAM W Me-
AYHHHCKUM paDOTHHKAM Yepe3 KPOBb.

« He ucnoassyiite asoiiHoii annankatop VeraSeal 1 OTKPLITOR XHpyp-
FHM, €CNH YNAKOBKA OTKPLITA HIY NOBPEKACHA.

+ He obpesaiite koneu AsoiHoro anmiukaropa VeraSeal ama oTkpbiToi
XHPYpPrus .

« He ncnoas3yiire nocne HCTeNeHUA CPOKA TOAHOCTH.

Mepb1 npeaocTopoksocTh

» [lepea BBeAcHHEM B TEJIO NAUHEHTA yOEAUTECEH B HAAEXKHOCTH IPHCOCAH-
HEHHA Hacaaky 1A Ge3803AYUIHOTO pacnbiiehus. [lpy npasuaskom npu-
COEAMHEHHH KPACHDbI UHAHKATOP DyAET HEBUAUM.

HebaaronpuaTHsie peakyun/nexenareasuble nobounsie 3pdextnt
Measunnckum paGoTHUKAM cneayeT coodIaTh NauueHTaM o Hebraronpu-
ATHBIX PEaKUMAX, HeXKENATENBHRX NOOOYHBIX 3P PeKTaX U pHCKAX, CBATAH-
HLIX C M3ACHHEM WU NPOLCAYPOH. NEpel OCYWECTBNCHHEM XUPYPIrHIUECKOH
NpoLEayPbl U PEKOMEHA0BATL NALHEHTAM OOPalIATLCA K MEBHUMHCKOMY
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Warnings and Precautions

VeraSeal Dual Applicator

Warnings
¢ Do not apply VeraSeal (Bupacuan®) solutions for sealant intra-

vascularly. Life-threatening thromboembolic complications may occur if
the product is unintentionally applied intravascularly.

. Do not resterilize/reuse. Reuse of this device (or portions of this
device) may create a risk of product degradation, which may result in de-
vice failure and/or cross-contamination, which may lead to infection or
transmission of bloodbome pathogens to patients and healthcare profes-
sionals.

. Do not use VeraSeal Dual Applicator if package is opened or
damaged.

e Do not trim the Dual Applicator to avoid exposing internal wire.

. Do not use after the expiration date.

Precautions

] Ensure that the Airless Spray Tip is firmty connected before use.

Red indicator will not be visible if properly connected.

Adverse Reactions / Undesirable Side Effects

The healthcare professional should convey adverse reactions, undesirable
side effects and risks associated with the product and the procedure to the
patient prior to undertaking a surgical procedure and advise the patient to
contact a healthcare professional in case of any deviation from the normal
postoperative course. Any serious incident that has occurred in relation to
the device should be reported 1o the manufacturer and the country-com-
petent authority.




)

o

-

CNEUHAIHCTY B Cliyyae moOOro OTKIOHEHHS OT HOPMANHLHOTO NOCneoNepa-
LIHOHHOTO TedeHHs. O NoGoM Cepbe3HOM HHIIHAEHTE, NMPON3OIIEAILEM NPH
paboTe ¢ ycTpoHCcTBOM, ceayeT coobulaTs IPOM3BOAUTENIO H KOMITETEHT-
HOMY IoCcyJapCTBEHHOMY OpraHy.

Hudopmauus o GezonacHocTH npH MarHHTHO-Pe30HANCHOR TOMOTpa-
¢un (MPT) / kanueporesHbiX, MyTAreHHLIX HJIH TOKCHIHBLIX ANH pe-
npoaykTHenuoit cucremn: Bemecrsax (CMR) / sewtecrsax, napymaio-
mux paboty 3ngokpuuno# cicremul (ED)

JIpoitHoil annankarop AN OTKPbITOH XHpypriH VeraSeal — HenMnnantn-
pyemoe ycTpoHcTBO. NoaToMy cosMecTHMOCTh ¢ MPT ne smaserca npume-
HuMOi XapakTepucTHKOM. K3secThbie BetecTsa, onpeaensemsie kak CMR
12/1B u Bewectea kateropnu ED ¢ coaepxannem > 0.1% otcyreTytor.
Bewectsa kareropny la/lb onpegenserca kak U3BecTHbIE HIH MpeAnona-
racMbie kaunueporennbie (H340), mytarenusie (H350) unu Tokeuusbie ana
penpoaykTHBHOH cHereMel (H360) peinecTBa Ha OCHOBAHHHY AAHHEIX, NONY-
YEHHBIX OT MOACH U UCCIEAOBAHKHA HA KNBOTHBHIX.

Magnetic Resonance Imaging (MRI) / Carcinogenic, Mutagenic,
Toxic to Reproduction (CMR) / Endocrine Disrupting (ED) Safety
Information

The VeraSeal Dual Applicator is a non-implantable device and therefore
MRI compatibility is not applicable. No known CMR Category 1a/1b and
ED substances are present at >0.1%. Category 1a/1b are defined as known
or presumed human carcinogen (H340), mutagen (H350), or reproductive
toxicant (H360), based on human evidence and animal studies

20. IOPAAOK H YCIOBHSA YTHJIN3ALIUKA HIIH YHHYTOXE-
HUA MHA

YTuau3upy#te OTKpPHITHIE YNAKOBKHA H HEHCIIONB20BAHHBIE H3AEANA,
Wanenne otnocnTen K Khaccy b B cooTBeTcTBUM © Knaccudrkaumeh Meaun-
LMHCKUX 0TX0a0B. [Tocae nocneaHero HCNOAL30BAHWA M3AEHNE U €I0 yNa-
KOBKY HEOOXOAUMO YTUIH3HUPOBaThL B COOTRETCTBUM ¢ TpeGoBanuamu Cau-
Mun 2.1.3684-21.

Hesarpasuensan yNnakoBKa H HEHWCNO/Ib30OBAHHLIE YCTPOHCTBA OTHOCATCA K
K1accy A n nepepabarsiBaeTca Kak ObITOBbiE OTXOAbL.

20. MD DISPOSAL RULES AND CONDITIONS

Discard open packaging and unused devices.

The product belongs to class B of the classtfication of medical waste.
After last use the product and its package must be disposed of in
accordance with requirements SanPiN 2.1.3684-21.

Uncontaminated packaging and unused devices belongs to class A and are
recycled as household waste.

2L.TAPAHTHS U PEKJIAMALIHUA

MpoK3BOAUTENE FAPAHTUPYET KOHEHHOMY NOTPEOUTENO OTCYTCTBHE AedeK-
TOB H COOTBETCTBHE XAPAKTEPHCTHK NPOAYKTA HA NPOTHKEHHH BCETO CPOKa
FOIHOCTH NPOAYKTA NPH YCAOBHH coOMoOaeHH TpeGOBanHit yCnOBHi Xpa-
HEHNMSL, TPAHCTIOPTHUPOBKY H UCOCTHOCTH YIAKOBKH,

21. WARRANTY

Manufacturer guarantees to the end user absence of defects and
conformity to product specifications for the entire shelf life of the product
under the conditions of adherence to storage. transportation and package
integrity requirements.
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»4fU/4L/<-C/ A

CornacoBaHoO

«9TUKOH, NHK.»
Oplann}auHm

«3ITUKOH, NHK.» 1000 Pyt 202 PaputaH, Hbro-Oxepcn, 08869 CLUA
Anpcc

ﬂ,l/lpeKTOp oTAaena HOPMaTMBHO-MPaBOBOIo perynnpoBaHns
[omknocrb

Aobpaxam, CuHgun (Abraham, Cindy)

damunnns, nms

12/09/2023
NataAd.MM.ITTT

<MoAnucaHo>
Mognuck
MHCTPYKLUMA NO MPUMEHEHUIO MEAULIMHCKOTO U3AENNSA
ANnankatopbl ABOVHbIE OAHOPA30Bble CTEPUNIbHbIE A1 HAHECEHUS XUPYPrMYeCKOro repMeTmnka
VeraSea! (Bupacvan®):
ANnankaTop ABONHOM ANA OTKPbITON XUPYPIrUM ANSA HAHECEHUSA XUPYPIMYeCKOro repMeTnka

VeraSeal (Bupacman®)

<nognucaHo>

<Haanucb OT PYKU: 12 cenT a6pa 2023 roga>

<KpyTtnaa neuyartb HoTapuyca: KatanuHa Mapcua; Hotapuyc; Horo-xepcu;
Cpok aeiicTBmst nuueH3nn uctekaeT 10 mapTta 2025 roga>

<MeuaTb: KaTtanuHa lMapcma
HOTAPNYC
LWTAT HbHO-IXKEPCIU
CpoK geiicTBMS MOER NNLEH3UN
2023 rog nctekaet 10 mapTta 2025 roga>
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[epeBof fLaHHOTO TEKCTA BbIMOJIHEH NEPeBOAYNKOM ByLleHKOBbIM 1BaHOM Butanbesnyem.

Poccuiickasa depepauus
"opog MockBa
[BagLaTb BOCbMOIo CEHTAOPSA ABe ThiCAYN ABafLaTb TPEThLEro roja

A, Bepemunii HOnua WropeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYK MOA/IMHHOCTL  MOAMMCH
nepeesofuuka byuieHkab”*aHa ButasbeBuya.

Mognuck caen™*Min? moema’||N'cTeumn.

JInuHocTb nojdnMcaBmei”*B-aoKVN'T ycTaHoB/eHa.

3apeructppo”™io 194-H/77-2023-'(

YnnayeH p>"bloro gelicteusa: 400 py6. 00 Kor.

tO. V. Bepemuii

Bcero npoLuHypoBaHo,
NpPoHyMepoBaHo
N CKpensieHo neyatbto 26 nmct(a)(oB)

HoTapuyc
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MHCTPYKLUKUA MO NPUMEHEHUIO MEANLMHCKOIO NU3genns

ANnankatopbl ABOMHbIE 04HOPA30BbIe CTEPU/IbHbIE 4151 HAHECEHUS
Xupyprudeckoro repmetuka V'eraSeal (Bupacnan®):

AnNnaukKaTtop ABOWHOI nanapoCKONMYecKnii AN HaHeceHUs
Xupyprudeckoro repmetmka VeraSeal (Bupacnan®) 35 cM, XecTKuiA;

AnnnukaTop ABOHOW NanapocKonnyeckuii ns HaHeceHUs
Xnpyprudeckoro repmetuka VeraSeal (Bupacnan®) 45 cm, rmbkumi

2023
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CornacosaHo/APPROVAL
ETHICON, Inc.

OpraHusaumH/Or9anualion
Ethicon, Inc. 1000 Route 202 Raritan, New Jersey 08869 USA
AApcc'Address

Director Regulatory Affairs

[lon*|10C1b.’0a;upavon

Chmielewski, Joseph

®amunu!, Um*' Surname, Name

26/09/2023

no;innch.'S:gtiawre

Instruction for Use for the medical device

Dual disposable sterile applicators for applying surgical sealant
VeraSeal (Bupacnan®):

Laparoscopic Dual Applicators for application surgical sealant
VeraSeal (Bupacuan®) 35 cm, rigid;

Laparoscopic Dual Applicators for application surgical sealant
VeraSeal (Bupacnan®) 45 cm, flexible

KEITH R PETERSEN
Notary Public « State of New Jersey
My Commission Expires Jul 23, 2026



1T1TXUMKNOBAHVE MEAVLIMHCKOIo W3AEANA (M) w
EFr0 KNACCNPNKALNA

HanmeHoBaHue MW, BapuaHTbl ucnosHeHna MW

ANnNAuKaTopbl ABOMHblE OfHOPaafBble CTepUsbHble A1 HaHeCeHUs Xu-

pypruyeckoro repmeTtunka VeraSeal (Bupacvan®). BapmaHTbl UCMONHEHUS;

1. Annavkatop ABONHOM NanapoCKONMYecKnin 4s HaHECEHUS XUPYpPru-
yeckoro repmeTtuka VeraSeal (Bupacnan®) 35 cM, XECTKWIA;
1.1. AnnankaTop ABOMHOW NanapoCKOMUYeCKU AN HAHECEHUS XU-
pypruyeckoro lepmetuka VeraSeal (Bupacnan®) 35 cm, XecT-
KW ¢ Hacagkou ana 6e3B034YLIHOr0 pacnbleHns —3 LWT..
1.2. Hacagku ansa 6e3s034YLIHOr0 pacnblieHns -6 LWT..
1.3. IHCTpyKUus no npuMeHeHuto - 1 wr.
2. Annnvkarop ABOWHON N1anapoCKONUYeCcKUii A8 HAHECEHUS XUPYPru-
yeckoro repmeTtuka VeraSeal (Bupacnan®) 45 cm, rmokuii;
2.1. Annavkatop ABONHON NanapoCKOrLUYecKnin A8 HaHECEHUA XU-
pypruyeckoro repmeTuka VeraSeal (Bupacnan®) 45 cM, rmokuii
C HacafKoi ansa 6e3B034YLLIHOMO pacnblieHns - 3 L.
2.2. Hacagku gns 6e3B034YLLHOI0 Pacnbl/ieHns - 6 LWT.,
2.3. VIHCcTpyKLmMa no npumeHeHnio —1 Wit

[anee no TeKCTy MOryT UCNONb30BaTLCA CEAYIOLLME HAVMEHOBaHUA Me-
OULMHCKOro mn3genus; meauumHckoe mnsgenue (MW), VeraSeal, annnvka-
TOp, annaMKaTop ABOWHO NanapoCKONNYecKuii.

HanmeHOBaHMSI MEAULIMHCKMX U3AENWIA MOTYT 6bITb YyNomsaHyTbl B leKCie
B COKpALLEHHOIA (hopme Ana yao6CcTBa BOCNPUATUS MHOPMALUN.

2. HAUMEHOBAHUWE U IOPUANYECKWWA ALPEC MPOU3BO-
aAnrena Mm " ¥YNOAHOMOYEHHOIO MPEACTABWUTEJA
MPOVN3BOAUNTENA B POCCUN

PA3PABOTYNK: Ethicon. 'nc. (3TukoH. MHK.). 1000 Route 202 Rari-
tan, New Jersey 08869 USA (CLUA)

NMPON3BOAWMNTENDb: Ethicon. Inc. (3TnkoH, WHK.). 1000 Route 202
Raritan, New Jersey 08869 USA (CLUA)
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1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

MI) name, variations of MD

Dual disposable sterile applicators for applying surgical sealant VeraSeal

(Bupacnan®), variants;

1 Laparoscopic Dual Applicators for application surgical sealant
VeraSeal (Bupacman®) 35 cm, rigid,;
1.1. Laparoscopic Dual Applicators for application surgical sealant
VeraSeal (Bupacuan®) 35 cm, rigid with the airless spray tip - 3 pcs.
1.2. Airless spray lips - 6 pcs.
1.3. Instructions for the use of a medical device - 1 pcs.

2. Laparoscopic Dual Applicators for application surgical
VeraSeal (Bupacnan®) 45 cm. flexible;
2.1. Laparoscopic Dual Applicators for application surgical sealant
VeraSeal (Bupacnan®) 45 cm, flexible with the airless spray tip - 3
pcs.
2.2. Airless spray tips - 6 pcs.
2.3. Instructions for the use ofa medical device - 1 pcs.

sealant

Further in the text the following names of the medical device can be used,;
medical device (MD), VeraSeal. applicator, Laparoscopic Dual Applica-

tors.
The medical devices names can be mentioned in the text in abbreviated
form for information perception convenience.

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

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

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




MFEXTA MNMPON3BOACTBA:

1 Viant AS&O Holdings, LLC a.t.a (fbnnerly) Lake Region Medical 45
Lexington Drive Laconia, NH 03246, USA

2. Tessy Plastics (Shanghai) Co., Ltd., Building 9#, No. 509. Ren Qing
Road. East Area. Zhang Jiang High-Tech Industrial Park 201201 Pudong,
Shanghai - China

YMNO/JTHOMOYEHHbI
TE/TA B POCCUI:
00O «[XOHCOH & [)XOHCOH», 121614. r. MockBa, yn. Kpbinarckas, g.
17. KOpH. 2.

Ten. +7(495)580-7777, ®dakc: +7 (495) 580-7878

DL-INJRUMedical QA@JTS.JNJ.com.
DL-JNJRU-Medical-Regulatorv@JTS.JNJ.com
3. HASHAYEHME MEAMUWMNHCKOIo W3AENUA C YKA3A-
HWEM NMOTEHUWANBHOIO MOTPEBUTENA MU
MpeaHasHayeH Ans NPUMEHEeHWs Npu OfHOBPEMEHHOM MECTHOM HaHece-
HVMN Ha MOBEPXHOCTb ABYX GMOMNOrMYECKMX KOMMOHEHTOB PacTBOPOB /15
MPUroTOB/IEHNA XMUPYypruyeckoro repmetuka VeraSeal (Bupacran®)
MoreHumanbHble NnoTpedbutenn MU

Annnvkatopsl VeraSeal npegHasHayeHbl 418 UCNONb30BaHWA TOMIbKO Me-
OVUUMHCKUMW PaboTHUKA.MW, KOTOPbIE 00YYeHbI BbIMOSIHEHUIO XMPYpPruye-
CKMX MpoLeayp W MeToAuKam, TPebyloLM MCMo/b30BaHUA XUpypruye-
CKMX FrepMeTUKOB.

MeanLMHCKUM paboTHMKaM PEKOMEHAYeTCsi 03HaKOMWUTLCA C MeAWLUH-
CKOW NnTepaTypoii OTHOCUTENbHO METOA0B, OCMIOXHEHWNIA Y NOOGOYHBIX pe-
aKuuii [0 NpoBeAeHNs 3HAOCKOMUYECKNX MPOoLeayp.

MPEOCTABUTENL TMPOWU3BOAN-
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PLACE OF PRODUCTION:

1 Viant AS&O Holdings, LLC a.t.a (fonnerly) Lake Region Medical 45
Lexington Drive Laconia, NH 03246, USA

2. Tessy Plastics (Shanghai) Co., Ltd.. Building 9#. No. 509, Ren Qing
Road, East Area. Zhang Jiang High-Tech Industrial Park 201201 Pudong,
Shanghai - China

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

DL-JNJRUMedical QA@ITS.JNJ.com.
DL-JNJRU-Medical-Regulatorv@JTS.JNJ.com
3. INTENDED USE MEDICAL DEVICE WITH AN INDICATION
OF APOTENTIAL USER OF MD

Intended to be used for the simultaneous topical application of the two bi-
ological components ofthe VeraSeal Solutions for Sealant onto the surface.
Potential users of MD

VeraSeal Applicators are intended for use only by healthcare professionals
who are trained in surgical procedures and techniques requiring the use of
surgical sealants.

The healthcare professionals are advised to consult the medical literature
regarding techniques, complications, and adverse reactions prior to under-
taking endoscopic procedures.




4. NMOKA3AHNA NTTIPOTUBOMOKA3AHNA KMNPUMEHEHWIO
MW NN BOSMOXHBIE MOBOYHbBIE SOPEKTE!

lMokasaHuAa

Annnukatopbl [BOVHbIE OLHOPA30Bble CTepWU/bHbIE A1 HAHECEHWUS XU-

pypruyeckoro repmetuka VeraSeal (Bupacvman®) npefHasHaveHbl Ans

NMPUMeHeHWs Mpy OLHOBPEMEHHOM MECTHOM HaHECEHUWN Ha MOBEpPXHOCTb

ABYX 6M0N0rMYecKNX KOMMOHEHTOB PacTBOPOB [A/1A NPUrOTOB/IEHUA XU-

pypruyeckoro repmeTtuka VeraSea!.

MpoTmMBONOKa3aHuA

He BbIiBNEHbI.

Mo60ouUHbIe 3(hheKTbl U HeXeNlaTeNbHble ABNEHUS

CM. npefynpexzaeHuns v Mepbl NPejoCTOPOXKHOCTY

5. YKA3AHWA MO NCIMONb3OBAHWKO

Ycnosus npuMmeHeHusa/akennyataynm MU

N3genusa pekomeHZyeTCsi MCMO/b30BaTb MPU YCMOBUAX 3KCMnyartalumu,
yKa3aHHbIX B Tabnmue 1.

Tabnuua 1- Ycnosus skcnnyataumm

Ycnosua akcnnyarayuu
BnaxHocTb
Temnepatypa 32-42 °C
ATMOC(epHOe faBfieHne  He HOpMUpYyeTcA
6. ONMNCAHNE OCHOBHb X ®YHKUWOHANbHbLIX 3NE-
MEHTOB MW/ U NPUHLWMNbI AENCTBUA
O6uiee onucaHme QYHKLMOHaNbHbIX 31eMeHTOB MW
[BOIHOW annnukaTop 415 OTKPbITOW XUPYPruv AN HaHeCeHUs Xupyplu-
yeckoro repmetuka VeraSeal (Bupacvan®) npou3BOAMTCA KOMMaHUel
«OTUKOH» U NOACOEAMHSETCA K NpeBapuUTeNnbHO 3anoIHEHHbIM LWNpULamM
C NMOMOLL,bI MPOCTOrO Lienyka. ATo 0AHOpa3oBas cMcTema nojayu, noseo-
naoLLan pacnbiNaTb UAK HAHOCUTBL Kanam pacTBopos VeraSeal gna npuro-
TOBMEHUSI TepMmeTuKa 6e3 HeoOXOAMMOCTM UCMOMb30BaHUS ra3o0BOM CU-
CTEMbI pacrblNeHus.

He HopMUpyeTCcs

Y aaneHue npeaBapuTesbHO NMPUKPENIEHHON HacaaKu Ans 6e38034yLLIHOI0
pacnblfieHns 13 y31a pacnblIMTENbHOTO 1 KanefbHOr0 HAKOHEYHUKOB MO3-
BONSIET MO/b30BATEN0 HAHOCUTbL Kanau pacTBopoB VeraSeal Ans npuro-
TOBNEHNS TePMETHKA Ha NOBEPXHOCTb. JIbIOEPOBCKIE 3aMKM MOXHO 0C/a-
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4. INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

Indications

The disposable sterile Dual Applicators for applying surgical sealant
VeraSeal (Bupacnan®) are intended to be used for the simultaneous topical
application of the two biological components of VeraSeal Solutions for
Sealant onto the surface.

Contraindication

None known.

Adverse reactions and events

See warnings and precautions

5. DIRECTIONS FOR USE

Use/operation conditions of MD

Devices are recommended for use under operation conditions indicated in
Table 1

Table I - Operation conditions

Operation conditions
Humidity
Temperature 32-42 °C
Barometric pressure not standardized
6. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
AND PRINCIPLE OF OPERATION
General description of functional elements ofMD
The Dual Applicator for open surgery for application surgical sealant
VeraSeal (Bupacnan®) is manufactured by Ethicon and connects to the
pre-filled syringes in a simple click-on design. It is a single-use deliveiy®
system and allows the VeraSea! Solutions for Sealant to be sprayed or
dripped without the need for a gas assisted spraying system.

not standardized

Removing the pre-attached Airless Spray Tip from the Spray and Drip Tip
Assembly allows the user to drip VeraSeal Solutions for Sealant onto a sur-
face. Luer Locks can be loosened to remove the pre-attached Spray and
Drip Tip Assembly in order to attach another Dual Applicator tip for appli-
cation of surgical sealant VeraSeal (Bupacvnan®), as licensed for use with



6UTb, 4YTOObI YaanUTb NPeABapUTENbHO MPUKPENSIEHHbIA Y3ea pacnbliv-
Tens W KanesbHOro HaKOHeYHWKa ¥ MPUKPenuThL APYroi ABOWHOW annium-
KaTop 4/19 OTKPbITOW XVUPYPruu A1s HaHECEHUS XUPYPruyeckoro repme-
Tnka VeraSeal (Bupacman®). nMUEeH3MPOBaHHOIO A8 WCNOJb30BaHUA C
pactsopamu VeraSeal. 11lanpvmep. n1anapocKonuyeckre annankaropbl ans
HaHeceHMs Xxupypruyeckoro repmetuka VeraSeal (Bupacnan®) 35 cw,
YKEeCTKMe UK NanapoCKONMYecKne annanKkaropbl 415 HaHeCeHUsA XUPYpru-
yeckoro repmeTuka VeraSeal (Bupacnan®) 45 cm, rmbKuii HaKOHEUHUK.
ApanTtep, npeLBapuTenbHO MPUKPENIEHHbIA K ABOMHOMY anmnankaTopy
0N OTKPbITON XMPYPruv [NA HaHeCeHWUs XUPYPruyeckoro repmeTuka
VeraSeal (Bupacvan®), TakKxe WCMNOMb3YIOT C anapoCKONUyeckKumm
[BOViHbIMK annnmkaTopamu VeraSeal.

[na npucoeguHeHns agantepa:

. CHMMAIOT pacnblinTenb U KanenbHbli HaKOHEYHUK C ajanTtepa
ABoiHoro annnukatopa VeraSeal:
. MpucoeanHAOT  ABOMHOW  NanapoCKOMUYeCKUidA  annauMkatop

VeraSeal Kk aganrepy.
Kak nokasaHo Ha pucyHke 1

Figure

VeraSeal. For example, the Laparoscopic Dual Applicators for application
of surgical sealant VeraSeal (Bupacnan®) 35 cm. Rigid or Laparoscopic
Dual Applicators for application surgical sealant VeraSeal (Bupacnan®)
45 cm. Flexible tip.

Tle Adapter that is pre-attached to the Dual Applicator for open surgery
for application surgical sealant VeraSeal (Bupacman®) is used with the
VeraSeal Laparoscopic Dual Applicators also.

To attach to the Adapter;

. Remove the Spray and Drip Tip from the Adapter of the VeraSeal
Dual Applicator;
. Attach the VeraSeal Laparoscopic Dual Applicator to the Adapter.

As shown in Figure 1

Removal of the Spray and Drip Tip from the Adapter of the VeraSeal Dual Applicator (left) and Attachment of the VeraSeal Laparoscopic

Dual Applicator to the Adapter (right) /
PucyHok 1- CHsTWe pacnblinTens M KaneibHOrO0 HakOHeYHMKa ¢ agantepa ABoiviHOro annnaukatopa VeraSeal (cnesa) u MpucoegnHeHne ABOMHOMO

namnapockonuuyeckoro annaukatopa VeraSeal K agantepy (crnpasa)
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CHumaroT fiBa Kosinayka Jlbtoepa co wwnpuua ¢ pacteopom VeraSeal ans
Jepxarensa wnpuua c repMeTUKOM, a 3aTeM NMOACOEAUHAIOT nanapocKonum-
Yeckue annauMkatopbl A1 HaHecCElMa Xupypruyeckoro repmetuka
VeraSeal (Bupacnan®) v agantep K gepxartento wnpuua VeraSeal.

Korga nnyHxep HaxoAWUTCA B HaXKaTOM MONOXeHUW, pacteopbl VeraSeal
LA MPUTOTOB/IEHNS TePMeTHKa BbITECHAKOTCA U3 NpPeaBapuTe/IbHO 3anon-
HEHHbIX LUMPULIEB 1 NPOTEKAOT Yepe3 nanapocKonmyeckune anmnankaTops
[ANA HaHeceHus xmpyprudeckoro repmeTunka VeraSeal (Bupacnan®).

"pom6UH (YenoBeka) 1 (hnbprHOreH (YenoBeka) NPOXOAAT Yepes ABa pasb-
ema Jlbroepa, KOXyx agantepa, H-obpasHoe coegnHeHune (5). BHYTpeHHMe
Tpy6Ku (4), pe3bboBoe coeanHeHne (1) 1 CbeMHbIN HakOEEeumMmK 6e3B03-
OYLWHOro pacnelnutens. Ha pucyHkax 2 u 3 npegcrasfieHbl nanapockonu-
YecKue annanKaTopbl A1 HAHECEHUA COCTaBHbIX YacTein XUpypruyeckoro
repmeTtuka VeraSeal (Bupacnan®).
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Remove the two syringe Luer caps from the VeraSeal Solutions for Sealant
Syringe Holder and then connect the Laparoscopic Dual Applicators for
application of surgical sealant VeraSeal (Bupacnan®) and Adapter to the
VeraSeal Syringe Holder.

When the plunger is depressed, the VeraSeal Solutions for Sealant is driven
from the pre-filled syringes and Hows through the Laparoscopic Dual Ap-
plicators for application of surgical sealant VeraSeal (Bupacnan®).

The Thrombin (Human) and Fibrinogen (Human) travel through two Luer
Connectors, an Adapter Shroud, a H-Connector, Internal Tubes, a TTireaded
Connector, and a removable Airless Spray Tip. Figure 2 and Figure 3 pro-
vide the Laparoscopic Dual Applicators for application of surgical sealant
VeraSeal (Bupacnan®) component parts.



Tlireaded
Connector
And O-Ring

Stainless
Steel Tube

3 Sliroiid

H-Connector

Figure 2 - VeraSeal Laparoscopic Dual Applicator 35 cm Rigid Component Parts

1 Threaded Connector And O-Ring 6. Shroud
2. Stainless Steel Tube 7. Fip Insert
3. Shroud 8. Tip Housing
4. Internal Tubes 9. Orifice Cup
5. H-Connector 10. Spray Tip

PucyHok 2 - CocTaBHble YacTy AnNnavkaTopa ABOMHOINO 1anapoCcKonMYecKoro 41 HaHeCeHNs XMPYPrMyecKoro repmeTuka
VeraSeal (Bupacman ®), 35 cM, XeCTKOro.

1 Pe3b060BOV pasbem ¥ YNAOTHUTENIbHOE KOJbLO 6. Koxyx
2. TpybKa 13 Hep)KaBetoLLel CTanu 7. BcTaBKa HaKOHeYHUKa
3. Koxyx 8. KoXyx HakoHeYHuMKa
4. BHYTpeHHVe TpyOKu 9. ¥YNNoTHUTENbHOE KOMbLIO C OTBEPCTUEM
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5. H-o6paBHOe coeanHeHne

Internal
Tubes

5 H-Connector

10. Hacagka a5 6e38034yLUIHOMO pacnblfeHus

Tlireaded
Coimector
And O-Ring
Spray Tip

Flexible
Over-Tube

Figure 3- VeraSeal Laparoscopic Dual Applicator 45 cm Flexible Component Parts

1 Threaded Connector And O-Ring
2. Flexible Over-Tube
3. Shroud
4. Internal Tubes
5. H-Connector
6. Grommet

7. Shroud
8. Tip Insert
9. Tip Housing
10. Orifice Cup
11. Spray Tip

PucyHok 3 - CocTaBHble YacTu Annavkaropa ABOMHOI0 N1anapoCKONMYecKoro Ans HaHeCeHM XUPYPrmyeckoro repMeTmnka
VeraSeal (Bupacunan ®) 45 c.m, rmbkoro

1 Pe3b60BOe COefJMHEHME N YNIOTHUTE/IbHOE KOJbLO
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7. Koxyx




2. T'nbKaa BHelLHAA TpyOKa
3. Koxyx
4. H-06pa3Hblil pasbem
5. BHYTpeHHWe TpyOKu
6. BTynka
AnNnankatop ABOWHOW NanapocKONMYecKWin /19 HaHECEHWUS XUpypruye-

¢
8. BcTaBKa HaKoHeYHWKa
9. Koxyx HakOHeYHuKa
10. ¥ NNOTHUTENBHOE KOJbLO C OTBEPCTMEM

11. Hacagka ans 6e3B034YLUHOIO pacnblieHuns

t
Laparoscopic Dual Applicators for application of surgical sealant VeraSeal

ckoro repmeTuka VeraSeal (Bupacuan®) (kecTkuid, 35 cM unm rubkuii, 45 (Bupacnan®) (35 cm Rigid or 45 cm Flexible) is comprised ofa dual lumen
CM) MMeeT ABa MpocBeTa, NO3TOMy Guonpenapatsl He cMmelunBatoTcs Ao  design such that the biologies do not mix until they exit the threaded con-

BbIX04a W3 pe3b6OBOI'O coeanHnTens.

nector.

Figure 4 - Mixing of components of seal in VeraSeal Laparoscopic Dual Applicator
PUcyHOK 4 - CMeluvBaH/e KOMMOHEHTOB repMeTuKa B 1anapoCcKonmn4yeckom ABorHOM annaukaTope VeraSeal

Mpn npocaunBaHMK GuonpenapaTbl BbIXOAAT M3 Pe3b6OBOro pasbema C
AByMs npocBeTamun. [pyu  pacnbineHny 6Guonpenapatbl MOMajatT Ha
HacafKy Ana 6e3B034YLIHOr0 pacnblIEHUACOCTOAWMIA U3 CTAaTUYECKOro
MepeMeLLMBatOLLErO 3/1eMeHTa, Habopa BMXPeBbIX Kamep U He60/MbLIOro
0TBepCTUA. bruonpenapatbl CMELINBAIOTCA M NPOXOAAT Yepe3 HacagKy Ans
6€3B034YLUHOr0 pacrbl/ieHNs, a 3aTeM BbIXOAAT Yepe3 HeboNbLIOE 0TBep-
cTve B hopme KoHyca. [pn oCTaHOBKe pacnblfieHns 1 fanbHelLeM xena-
HVUM NPOAO/MKNTL pPacrblfieHne, NONb30BaTeNlb AO/MKEH 3aMEHUTb HacaaKy
ANna 6e3B034YLLIHOI0O pacrnblieHNs Ha OfHY U3 ABYX 3anacHb{X HacafoK B
Habope.
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When dripping, the biologies exit the dual lumen threaded connector. When
spraying, the biologies enter the Spray Tip comprised of a static mixing
element, a pattern of swirl chambers, and a small orifice. The biologies mix
and How through the Spray Tip and then exits through the small orifice in
a conical spray pattern. If spraying is stopped and the user wishes to con-
tinue spraying, the user must replace the Spray Tip with one of the two
spare Spray Tips provided in the package.



7. TexHuuYeckmne xapakKTepuctukn Mu 7. Technical characteristics of MD

*B Tabnuuax TEXHNYECKMX XapaKTepuCTUK yKasaHbl akTnyeckue napameTpbl M. Ykasa}Hlbic B HaMmeHoBaHMM MW napameTpbl ABAAKOTCA YaCTbio
HaVMeHOBaHWUA ¥ NpeacTaBneHbl ANs ya06cTBa Bbl60pa Noib3oBaTe/leM KOHKPETHOro 13genus.

*The table of technical characteristics contains the actual parameters of the MD. The parameters specified in the MD name are part of the name and
presented for the convenience of the user's choice of a particular product.

ANnankKaTop ABOMHON NanapoCKOMUYecKUiA Anst HaHeceHWa XMpyprudeckoro repmetuka VeraSea! (Bupacnan®) 35 cm, ecTkuin / 45 cm,
rméokuin /
Laparoscopic Dual Applicators for application surgical sealant VeraSeal (Bupacnan®) 35 cm, rigid / 45 cm, flexible

=£T

Figure 5- Laparoscopic Dual Applicators for application surgical sealant VeraSeal (Bupacnan®) 35 cm, rigid / 45 cm. flexible, general view / Pucy-
HOK 5 —Annankarop ABOVHOI NanapoCKOMMYeCKuii AN HaHeCeHWs Xnpypruyeckoro repMmeTrka VeraSeal (Bupacuan®) 35 cm, xecTkuin / 45 cm.
rmoKuiA, 06WKnin Bua
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CEX

I ggl rw

Al

Taonuua 2 TexHWYeckme XapakTepucTukn Annaumkatopa ABOMHOIO NanapoCKOMMYecKoro Ans HaHeceHUs XMpypruyeckoro repmetuka VeraSeal
(Bupacuan®) /

Table 2 - The technical characteristics of the Laparoscopic Dual Applicators for application surgical sealant VeraSeal (Bupacnan®)

AnnaukaTtop ABOWHON NanapoCKOMMYeCcKnii Ana HaHe-
ceHua xupypruyeckoro repmetuka VeraSeal (Bu-
pacnan®) 45 cm, rnokuii /

Laparoscopic Dual Applicators for application surgical
sealant VeraSeal (Bupacnan®) 45 cm. flexible

Annnukatop A4BOWHOI NanapocKoNMYecKniA NS HAHECEHUS XUPYPrUUYECcKOro rep-
meTunka VeraSeal (Bupacnan®) 35 cm, xxecTkuit /
Laparoscopic Dual Applicators for application surgical sealant VeraSeal
(BHpacuan®) 35 cm, rigid

XapakTepucTukm

O6was ginHa (Al), mv +

Tl\:n/in':u” length (A 1), mm 487,7+0.127 592.2+0.127
OnvHa Tpy6ku (A2), vm £

rlmw /nTnlir?wmg leimth (A2). 352+1 45545
[nvHa koxyxa (A3), Mm *

mm / Shroud length (A3), 83.28+0.127
nw / Shro ,28+0, 83,28+0/127

LLinpnHa koxyxa (B), mm

+ MM / Shroud width (B), +
mm £ mm 31,877+0,127 31.877+0,127
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TonwunHa koxyxa (),
MM £ MM / Shroud thick-
ness (H1), mm £ mm
TonwmnHa kKoxyxa (H2),
MM = MM / Shroud thick-
ness (H2). MM+ mm
Onametp Tpybkn {D}, mm
+ MM / Tubing diameter
(D), mm i mm

Macca C norpewHocTbHo,
r+ % / Mass with toler-
ances, g+ %

11.66T0N27

10.28+0.127

5,450,051

30.9+5%

8. MEPEYEHb MATEPUANOB XWBOTHOIO N (MTN) YENO-
BEYECKOIO NMPONCXOXAEHWA

HenpumeHnvnmMo. [JaHHOE MeAMLMHCKOe WU3LEeNNe He COLEPXUT MaTepuansl

XXVUBOTHOIO U (U11) YENOBEYECKOTO NMPOUCXOXKAEHNA

9. MH®OPMALUWMA O NNEKAPCTBEHHbBIX TPEMAPATAX WU
nnn) ®APMALEBTUYECKNX CYBCTAHUUMAX B CO-
CTABE MW

MeauunHcKne 3Lenns He CoOAepXKart B CBOEM COCTABE JIEKAPCTBEHHbIX Be-

WeCTB n/unu (apmaLeBTUYECKNX CyOCTaHLMIA.

WHpopmauus O nekapCTBEHHOM CPefCTBE, MCMO/b3ye.MOM COBMECTHO C

MeAULMHCKAM U3AeNneMm:

HaumeHoBaHwue; Bupacnan®

MexXayHapoAHOe HenaTeHTOBaHHOE HavMeHOBaHWe; PUBPUHOreH 4eno-

BEYECKUI + TPOMOUH Ye/10BEHECKMIA

NekapcTBeHHas (hopma: pacTBOPOB Habop AN MPUrOTOB/IEHUS XUPYPTU-

4eCcKoro repMeTunka

Mpoussogutens: «HcTUTYTE Mpudonc, C.A.». NcnaHus

10. Hopuayma O nopsiike YyCTaHOBKW, MOHTaXa, HacTpoiiKuM, Ka-
NNBPOBKU, UHbIX AENCTBUAX, HEOOXOAUMbBIX #;15 BBOAA MeAWULUH-
CKOli NMpoAyKLUNK B aKCNayaTauuio
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11,660,127

10.28T0.127

4,45x0,1

22,245%

8. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This medical device does not contain materials of animal
and / or human origin.

9 |lypQ(~1yj~ji|ON ABOUT MEDICINES AND (OR) PHARMA-
CEUTICAL SUBSTANCES INCLUDED IN MD

The devices do not contain medicinal and/or pharmaceutical substances.
Information on the medicinal substance used in combination with medical
device:

Name: VeraSeal®

International non-proprietary' name: human fibrinogen + human thrombin
Dosage form: solutions set for the preparation ofa surgical sealant
Manufacturer: "Institulo Grifols, SA", Spain

10. Information on the procedure for installation, installation, adjust-
ment, calibration, and other actions required to put medical products
into operation



AnNnankKaTop ABOMHOM NanapocKONM*1eCKHM 35 c¢M, XKeCTKNIA 1 45 cm,
TMOKNIA.

[exy pHasa mefcecTpa

W3Bneknte n3 ynakoBky ABOMHOW annamkatop VeraSeal w fepxxartenb
LUMPULIEB CO LUNPULLAMM, HAMO/IHEHHbLIMW PacTBOPaMu 418 NPUroTOBIEHNS
repmeTuka VeraSeal (Bupacnan®). u nepefainte nx onepauyvoHHOW Mea-
cecTpe 4na nepefayv B CTepUIbHOE Nose.

W3BneknTe 4BOVHONM Nnanapockonuuyeckuin annavkatop VeraSeal u3 yna-
KOBKM W nepefaiiTe 4BOMHON nanapockonuyeckuin annankatop VeraSeal ¢
ABYMS HacagkaMu A8 6e3B034YLUHOM0 pacrblieHNs onepauuoHHON Mej-
cecTpe 4nA nepefayv B CTepusibHOE Mone.

Onepauynonnasa megcecrtpa

MoaroToBbTe fepXkartesb LINPULEB CO LUNPULLAMMK, HANOSHEHHbLIMW pac-
TBOpamu AN npuroTosfieHnsa repmeTtnka VeraSeal (Bupacuan®). B co0T-
BETCTBUM C MHCTPYKLMEA No NPUMEHEHMIO PaCTBOPOB A1 NPUTOTOBNEHNS
repmetuka VeraSeal (Bupacnan®).

OcnabbTe NbIOEPOBCKME 3aMKN WM CHUMUTE PacnblINTENIbHYHO U Karnenb-
HYI0 HacafKy ¢ agantepa. (Puc.6)

MpucoefnMHNTE ABONHOW nanapockonuyeckuii annavkatop VeraSeal K
ajanTepy, 3aTAHYB /ibloepoOBCKUe 3amku. (Puc.7)

MpucoeanHUTe ABOMHOM nanapocKonuyeckuin annankatop VeraSeal v ne-
PEXOAHUK K AiepXXaTeto LWNPULEB C HanoHeHHbIMK wnpuyamu. (Puc.8)
He HaxunmaliTe Ha NopLUEeHb, YTOObI NPeaBapuUTe/IbHO 3aN0HUTL HacaaKy,
MOCKOJIbKY B 3TOM C/ly4yae fiBa 610/1or’ MyecKMX KOMMOHEHTAa CMeLLaroTCa B
Hacafike 4ns 6e3B034YyLIHOr0 pacnbineHns 1 06pasyoT PUGPUHOBBLIN Cry-
CTOK. KOTOpbI/i nomeLlaeT HaHeceHuto. (Puc.9)

PUCyHOK 6
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VeraSeal Laparoscopic Dual Applicator (35 cm Rigid and 45 cm Flex-
ible)

Circulating Nurse

Remove the VeraSeal Dual Applicator and VeraSeal solutions for sealant
syringe holder with pre-filled syringes from the package and present them
to the Senjb Nurse for delivery into the sterile field.

Remove the VeraSeal l.aparoscopic Dual Applicator from the package and
present the VeraSeal Laparoscopic Dual Applicator with two Airless Spray
Tips to the Scrub Nurse for delivery into the sterile field.

Scrub Nurse

Prepare the VeraSeal solutions for sealant syringe holder with pre-fllled
syringes per the VeraSeal solutions for sealant Package Leaflet.

Loosen the Luer locks to remove the spray and drip tip from the
adapter.(Fig. 6)

Attach the VeraSeal Laparoscopic Dual Applicator to the adapter by tight-
ening the Luer locks. (Fig. 7)

Attach the VeraSeal Laparoscopic Dual Applicator and adapter onto the
syringe holder with pre-filled syringes. (Fig. 8)

Do not depress the plunger to prime the device, because the two biological
components will pre-mix in the Airless Spray Tip, forming a fibrin clot that
prevents dispensing. (Fig. 9)

Figure 6



Figure 7

Figure 8

PucyHok 8

Figure 9

Spray Application

The device is now ready to spray. Before entering the patient, ensure that
the Airless Spray Tip is firmly connected.

NOTE: Red indicator will not be visible if properly connected. (Fig. 10)
To change the Airless Spray Tip, remove the VeraSeal Laparoscopic Dual
Applicator from the patient and unscrew the used Airless Spray Tip. (Fig.

10)

PUCYHOK 9

HaHeceHune pacnblieHNeM

Tenepb n3genve roToBo K pacnblieHnto. MNepes BBeAeHVEM B TeNO nauyu-
eHTa ybeuTecb B HaEXHOCTU NPUCOEANHEHNS HacaaKu Ans 6e38034yLU-
HOro pacnblNeHus.

MPUMEYAHWE: Ecnn HakoHeYHMK 6e3BO34YLUHONO pacnblinTens nog-
COefIMHEH MpPaBU/IbHO, KPaCHbIA nHAMKaTop He 6yaet BuaeH. (Puc. 10)
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YT00bl 3aMeHWUTb HacafKy 418 6e3B034YLUHOrO pacrnblfieHns, U3BNeKuTe
ABOVHOW nanapockonuyeckuini annankatop VeraSeal 3 Tena nayueHTa u
OTBMHTUTE MCMO/Ib30BAHHYH HacafKy Ans 6e3B034YLUHOrO pacrblieHuns.
{Pnc.10)

MomecTnTe MCNO/Ib30BaHHYIO Hacagky 415 6e3BO34YLIHOro pacnblieHus
BA&/IM OT 3amnacHbIX HacafoK Ans 6e3B034YLUHOro pacnbineHus. Mpotpute
AMCTalIbHbIV KOHEL, annjukKaTopa CyXol WUn BNaXXHON CTEePUIIbHOW XUpyp-
rMYecKor Mapneid. 3aTem NpUCOeAMHUTE HOBYHO HacafKy A1 6e3B034yLu-
HOFO pacnblfieHns, NOCTaBNSEMYIO B YNaKOBKe, U Mnepes UCMo/ib30BaHNEM
yb6efmTech B HAEXXHOCTU ee NPUCOeSUHEHNS.

MPUMEYAHWE: Mpun npaBMIbHOM NPUCOEANHEHUN KPACHbI MHAMKATOP
6ypet HeBugum.(Puc. 10)

PucyHok 10

MofAroToBKa K KanenbHOMY HaHeCeHUHo

CHuMNUTe HacafKy And 6e3B034YLUHOrO pacnblieHus ¢ annaumkaropa. Te-
nepb U3Lenne rotoBo K KanesbHOMY HaHeCeHUHo.

BHyTpricocyancToe npumeHeHve pacTBOPOB AN MPUTOTOBNEHUA repmMe-
Tuka VeraSeal (Bupacvnan®) sanpeLyeHo.

[ns pacnbinieHns pacrnonarainte Hacagky Ans 6e3B034YLUHOrO pacnblie-
HWA Ha PacCTOSHMM He MeHee 2 cM OT 06pabaTbiBaemMoin TKaHW. He Haxu-
MaiTe Ha nopLleHb A1 YAaneHUs ny3blpbKOB BO3A4yXa U NpeLBapuTesb-
HOro 3anoNHeHNa Hacagkv usgenvs. Ona pacnblneHus guépuHosoro lep-
MeTMKa [aBfIeHNe Ha MOPLUEHb LO/IHKHO 6blTb MOLLHLIM Y PABHOMEPHbIM.
[ns [oCTMXKeHUs Kenaemoro nokpbITus obpabaTbiBaeMoil obnactu yBe-
NNYbTE PacCcTOSAHNE COOTBETCTBYHOLLMM 06pa3oMm.

MPNMEYAHWE: Mpn pacnblieHUn okasbiBaiiTe MOCTOSHHOE [aB/ieHue
Ha mopLueHb. Ecnmn iio Kakoin-nnbo npuymHe HEBO3MOXHO MPOLO/MKUTH
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Place the used Airless Spray Tip away from the spare Airless Spray |ips.
Wipe the distal end of the Applicator using dry or moist sterile surgical
gauze. Then connect a new Airless Spray Tip provided in the package and
ensure it is firmly connected before use.

NOTE: Red indicator will not be visible ifproperly connected. (Fig. 10)

Figure 10

Preparation for Drip Application

Remove the Airless Spray Tip from the Applicator. I'he device is now
ready to drip.

Do not apply VeraSeal solutions for sealant intravascularly.

For spraying, position the Airless Spray Tip at least 2 cm from the target
tissue. Do not depress the plunger to remove air bubbles or prime the de-
vice. Apply firm, even pressure to the plunger to spray the fibrin sealant.
Increase distance accordingly to achieve desired coverage of the target area.
NOTE: Apply continuous pressure during spraying. If expression is
stopped for any reason, change the Airless Spray Tip. Do not continue
pushing the plunger in an attempt to clear the fibrin clot within the Airless
Spray Tip; otherwise, the Applicator device may become unusable.

For dripping, keep the end of the Applicator as close to the tissue surface
as possible without touching the tissue during application. Apply individual
drops to the surface area to be treated. Allow the drops to separate from
each other and from the end ofthe Applicator.

The VeraSeal Laparoscopic Dual Applicator is not intended to lift or ma-
nipulate tissue. Do not trim the VeraSeal Laparoscopic Dual Applicator.



pacnblfieHne, 3aMeHNTe Hacaaky A1 6e3B034YLLIHONO pacnblneHus. B cny-
yae hopmMMpPOBaHMS (UBGPUHOBOTO CryCTKa BHYTPW Hacafku AN 6e3B03-
AYWHOrO PacnblfieHNs He MbiTaliTeCh BbITONKHYTb CFYCTOK W3 HacafKu,
npunaras yCUneHHoe faBfeHne Ha MopLUeHb: 3TO MOXET NPUBECTU K Bbl-
XOfly annnukaTopa us CTpos.

Mpy KanenbHOM HaHECEHWU [epXMTe KOHel, annamkKatopa Kak MOXHO
6AMKe K MOBEPXHOCTM TKaHW, HO He KacaiiTech ee. HaHOCMTe OTAENbHbIE
Kanam Ha o6pa6aTbiBaemMyt Mollafb NOBEPXHOCTM. Kanau [oMXKHbI OT-
AenaTbCs ApYr OT Apyra 1 OT KOHLA annavKaTopa.

11. TPEBOBAHNA K TEXHNYECKOMY OBCJ/1Y)XXNBAHUNIO U
PEMOHTY MW

WN3aenve ofHOKPATHOIO MPUMEHeHUs, He TpeGyeT TEXHUUYECKOro 06Cny-

XMBAHMA 1 He NOANEXUT PEMOHTY. B cnyyae nopuu, usgenve NoAnNeXuT

YTUNN3ALMMN B COOTBETCTBUM C TPEGOBAHUSAMU 3aKOHOJATE/IbCTBA B CTPAHE

NPUMEHEHUS.

12. NTH®POPMALWNNA O CTEPNJTIBHOCTW

ANNANKaToOpbl NOCTaBMSOTCA CTEPUIBbHBIMU, CTEPUIN30BaHbI FraMMa-n3-

NyYEHVEM.

ANnauKaTopbl NpeaHasHauyeHbl Ans OfIHOPa30BOr0 UCMObIOBAHUS U He

noasieXkaT NOBTOPHOW CTepuUAM3aLui.

13. M H®OPMALIMA O NMPOLIECCE MNMPOEKTUPOBAHWNA, PAS-
PABOTKE W BAAMJAUNWN TIPOTPAMMHOIO OBECIEYE-
HUA, NCTTONTb3YEMOIO B MU

14. MEPEYEHb N OMMTNCAHNE MATEPUATOB M
AnnnukaTop ABOWHOW NanapoCKONUYeCKUW ANS HAHECEHUA XUPYPruyeckoro
repmetuka VeraSeal (Bupacnan®) 35 cMm, XeCcTKui

AnNnnnkatop ABOWHOW NanapoCKOMWYECKWUIA ANN HaHeCeuns XUPYPruyeckoro
renmetuka VeraSeal (Bupacnan®) 45 cm, rubkui.

Koxyx Monukap6oHaT, KpacuTens (6enblii)

H-coeguuntens Cononunadup TpuTaHa, kKpacmutenb YepHblii
XecTko-rn6kas Tpy6ka (ans  TepMonnacTUYecKuin anactomep

annnvkaropa 35 cM. >XecCT-
Knin)

nbkas Tpybka (gna annau-
Katopa 45 cm. rnbkui)

TepmonnacTuyeckuit anactomep
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M. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OFMD

The product is single-use. does not require maintenance and is not subject
to repair. In case of damage, the product must be disposed of in accordance
with the requirements of the legislation in the country of application.

12. INFORMATION ABOUT STERILITY

The VeraSeal Applicator devices are provided sterile and are provided
Gamma sterilized.

VeraSeal Applicators are single-used cannot be re-sterilized.

13. INFORMATION ABOUT DESIGNING, ENGINEERING, AND
VALIDATION OF SOFTWARE USED IN MD
Not applicable.

14. LIST AND DESCRIPTION OF MD MATERIALS
Laparoscopic Dual Applicators for application surgical sealant VeraSeal
(Bupacuan®) 35 cm. Rigid,

Laparoscopic Dual Applicators for application surgical sealant VeraSeal
(Bupacnan®) 45 cm. Flexible,
Shroud

H-connector

Rigid-flex-tubiiig (rigid only)
Flexible-flex-tubing (flexible
only)

Rigid-tube (rigid only)
Flexible -over-tube (flexible
only)

Polycarbonate, coloring materials White
Copolyester Trilan, coloring materials Black
Thermoplastic elastomer

Thermoplastic elastomer

Stainless Steel
Thermoplastic
Gray

Polyurethane, coloring materials



Xectkaa Tpy6bka (gna an-
navkaTtopa 35 cM, XXECTKUi)
Mbkas BHewHAs Tpy6Ka
(ana annnukatopa 45 cm,
rMoKmnin)

MbkniA ynnoTHMUTeNb (ana
annankatopa 45 cm, ru6-
KWiA)

Pe3b60BOI pazbem

Hacagka pns 6e3Bo3gyLl-
HOro pacnbineHus (Hacafgka
B cbope)

YNNoTHUTENbHOE KO/bLO

ALresnBHbIN Knei

Hepxasetowas cTanb

TepMonnacTUYHbIA NoMypeTaH, KpacuTesb

Monunkap6oHaT, KpacuTenb

Monunkap6oHaT, KpacuTensb
MonukapboHat, KpacuTenb (6enblit)

CUIMKOHOBAS PE3UNHA,
LIBET; KPACHbII
3Tun umaHoakpunart

15. YCNOBUA TPAHCMNOPTUPOBKWN N XPAHEHWA

Ycnosna TpaHCNOPTUPOBKU

Temnepatypa
BraxEHOCTb
ATMOocCepHoe aaBneHue

Ycnosusa xpaHeHuns
Temnepartypa

BnaxXHoCTb

ATMOC(epHOe flaBNeHue

ot -20°C po +50°C
1o 75%

He npumeHumMo

1T -20°C o +50°C
10 75%

Ue npumMeHnMO

16. MEPEYEHbL PNCKOB

Flexible-grommet (flexible Polycarbonate, coloring materials Gray
only)

Threaded connector
Spray tip assembly

PC . coloring materials GRAY
Polycarbonate, coloring materials White

r

0-Ring SILICONE RUBBER,
COLOR: RED

Adhesive Glue Ethyl cyanoacry late

15.CONDITIONS OF TRANSPORTATION AND STORAGE

rransportation conditions
Temperature -20°C to +50°C

Humidity to 75%

Barometric pressure No applicable

Storage conditions

Temperature -20°c to +50°C
Humidity to 75%
Barometric pressure No applicable

16. LIST OF RISKS

AHa/IM3 PUCKOB MHCTPYMEHTOB MpoBefeH B COOTBETCTBUM ¢ Tpe6oBaHM- Risk analysis of insrumets is fulfilled in accordance with requirements of
amu 1SO 13485 MeguuuHckue usaenus - Cuctembl MeHempkmeHTa kade- 1SO 13485 Medical Devices - Quality Management Systems -
cTBa - Tpeb6oBaHUsa Ans perynstopHbix ueneidr, EN 1SO 14971 MeauunH- Requirements for Regulatory Purposes. EN 1SO 14971 Medical Devices-
ckue m3genus - YnpaeneHue puckamu Yactb 1 MpumeHeHus aHanu3a Risk Management - Part 1. Application of Risk Analysis to Medical
pucKa K MefUUUHCKMM n3genunam. Aupektusbl EC Ha MU 93/42/EEC. Devices, FX directive concerning medical devices 93/42/EEC.

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



17. N"H®OPMALUWA O MPOBEAEHHbIX NCTTBITAHUAX, MPO-
TOKOJIAX UCMbITAHUA, AHANTM3E MONYYEHHbIX OAH-

HbIX

MefunUMHCKOe M3aenve BbiaepXKano UCMbITaHMs No BeputmMKaLmm 1 Ba-

Mpl!MCHACMb I
cTaHpapT

EN 1SO 13485;2016

EN ISO 14971:2019
EN
1041:2008+A1:2013

EN 1SO 15223-
1:2021

IEC 62366-1:2015
A12020

EN ISO 10993-1:
2020

EN 556-1:
2001/AC:2006

EN 1SO 11137-1:
2015/A2: 2019

OnucaHune

M3genua megnumHckmne. CUCTEMbl MEHEIK-
MeHTa KayecTBa. TpeboBaHuA ANs Lenei pery-
NMPOBaHMA
N3penuns meguumHcekue. NMpriMeHeHe MeHeLX-
MeHTa pUCKa K MESULUHCKUM U3LeNAM
W3pennsa megmumHckme. VIHopmauums, npego-
CTaB/ieMas U3roToBUTENIEM
W:?nennsa meguumHckmne. CMMBO/bI, NMPUMEHSe-

MbI€ MPU MapKMpoBaHWUW Ha MEANLIMHCKUX U3ae-

NNSAX, 3TUKETKaxX W B COMPOBOANTENbHON LOKY-
MeHTaummn. Yactb 1 O6uime TpeboBaHUs
N3genna megnunHekne. NMpruMeHeHWe TeXHOMO0-
rMiA NO NPUroAHOCTM ANSA 3KCMAyaTauun K me-
OVULUHCKUM U3[enuam
OueHKa 61010rnMYecKoro AenicTBmna MeauLH-
cKux n:wennii. Yacte 1L OueHKa u nccneao.a-
HWSA B Mpouecce yrpasieHns puckamu

CTrepunusauus MeEANLUNHCKNUX n3aenwnii Tpebosa-

HMAa K MeANUUHCKUM  WN3OEeNAM  KaTeropuun

"CTEPWNIbHbIE" YacTb 1Tpe6oBaHua K Meau-

UMHCKAM W3ennsMm, NOAMeXalyM (HUHULLHO
cTepunm3aLmnn

CTepynn:aums MenLMHCKON npoaykuun. Pa-

AnaumoHHas ctepunmsaums. Yactb 1 TpeboBa-

HUS K pa3paboTke, BaMgaumMmn v TeKyLLemMy KOH-

TPOJIKO npovgecca CTepununsaLum MefuunHCKNX

nsgennin - Monpaeka 2: pegakyms 4.3.4 n 11.2
(1SO 11137-1: 2006 / Amd 2: 2018)
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Applied Standard

EN ISO 13485:2016

EN 1SO 14971:2019

EN 1041:2008+A1:2013

EN ISO 15223-1:2021

IEC 62366-1:2015 Al

2020

EN 1SO 10993-1:
2020

EN 556-1:
2001/AC:2006

EN I1SO 11137-1:
2015/A2: 2019

EN ISO 11137-2:2015

17. INFORMATION ON THE TESTS CARRIED OUT, TEST RE-
PORTS, ANALYSIS OF THE OBTAINED DATA
The medical device has passed the verification and validation tests and

Description

Medical device - Quality management system
- Requirements for regulatory purposes

Medical devices - Application of risk management
to medical devices

Information supplied by the manufacturer of
medical devices
Medical devices -- Symbols to be used with
medical device labels, labelling and infor-
mation to be supplied -- Part 1. General re-
quirements
Medical Devices- Part 1 Application of usability
engineering to medical devices

Biological evaluation of medical devices —
Part 1. Evaluation and testing within the risk
management process
Sterilization of medical devices - Require-
ments for medical devices to be designated
"STERILE" - Part 1: Requirements for termi-
nally sterilized medical devices
Sterilization of health care products - Radiation
- Part 1:Requirements for development, valida-
tion and routine control of a sterilization pro-
cess for medical devices- Amendment 2: Revi-
sion t04.3.4 and 11.2(1SO 11137-1:2006/Amd

2:2018)
Sterilization of health care products - Radiation
- Part 2: Establishing the sterilization dose



EN ISO 11137-
2:2015

EN ISO 11737-
1:2018 AMD 2021

EN ISO 11737-
2:2020

ENISO 11607-
1:2020

EN ISO 11607-
2:2020

ENISO 14644-
1:2015

EN 1SO 14644-
2:2015

EN 1SO 14644-3:
2019

EN ISO 14698-
1:2003

CTepunuszaums MegULMHCKON npogykumm. Pa-
AVaumMoHHada cTtepuamsayms. Yactb 2. Y CTaHOB-
NeHne CTePUNN3YHoLLein 103bl
CTepunuszaumns MeanUMHCKUX n3gennin. Mukpo-
6uonoruyeckune metofbl. Yacte 1 OueHka no-
NynauumM MUKPOOPraHNM3MOB Ha MPOAYKLUK
CTepunusaums MeanUMHCKUX n3genunii. Mukpo-
6vonornyeckne metofbl. Yactb 2. MicnbiTaHus
Ha CTepW/IbHOCTb, MPOBOAMMbIE NpU BaMAaLMK
MpoLeccoB cTepuansalum
YnakoBKa Ans MeAULUHCKUX U3Aennid, nognexa-
WMX (OMHULWHONM cTepunm3aymmn. Yacts 1. Tpebo-
BaHWS K MaTepuanam, 6apbepHbIM cuCTeMaM 15
cTepuam3aumMmM 1 ynakoBodHsiM cuctemam (ISO

11607-1:2019)

YnakoBKa A1 MeAULUHCKUX NU3AeNuniA, Noanexa-
WMX PUHULLHON cTepunm3auun. Yactb 2. Tpebo-
BaHMS K Ba/smgauum npoLeccoB popmMmnpoBaHus,
repmeTmsauumn n coopkm (ISO 11607-1:2019)

UncTble NOMELLEHNA U CBA3AHHbIE C HUMW KOH-
Tponupyemble cpeapl. YacTb 1. Knaccudumkaums
YMCTOTbI BO3AYyXa MO KOHLEHTpauun vyactuL,
UncTble NOMeLLEHNA U CBA3AHHbIE C HUMU KOH-
Tponupyemble cpefbl. YacTb 2. TeKyLNiA KOH-
TPONb A4N1F NOATBEPXKAEHMSA NOCTOAHHOIO COOT-
BETCTBMA UYNCTOTbI BO3AYyXa NO KOHLUEHTpauuun
yacTtuy,

UuncTble MoMeLLeHWs 1 CBSA3aHHbIE C HU.MW KOH-
Tponupyemble cpebl. Yactb 3. Metogbl Ucnbl-
TaHWi
YuncTble NoMeLLLeHNA 1 COOTBETCTBYIOLME KOH-
Tponvpyemble ycnosus. KOHTponb ypoBHA 61o-
Nlornyeckoro 3arpsasHeHus. Yacts 1. O6wme
MPUHLUMMLI U MeToAb!

18. AAHHbBIE O MAPKUPOBKE MW U EINO ¥TTAKOBKE
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EN I1SO 11737-1:2018
AMD 2021

EN ISO 11737-2:2020

EN ISO 11607-1:2020

EN ISO 11607-2:2020

EN ISO 14644-1:2015

EN ISO 14644-2:2015

EN 1SO 14644-3:

2019

EN ISO 14698-1:2003

Sterilization of health care products - Microbi-
ological methods -Part 1. Determination of a
population of microorganisms on products
Sterilization of health care products - Microbi-
ological methods -Part 2 Tests of sterility per-
formed in the definition, validation and mainte-
nance of a sterilization process

Packaging for Terminally Sterilized Medical
Devices - Part 1:Requirements for Materials,
Sterile Ban'ier Systems and packaging systems
(1ISO 11607-1:2019)

Packaging for Terminally Sterilized Medical
Devices - Part 2:Validation Requirements for
Forming, Sealing and Assembly Processes
(ISO 11607-1:2019)

Cleanrooms and associated controlled environ-

ments - Part 1: Classification of air cleanliness

Cleanrooms and associated controlled environ-

ments - Part 2:

Specifications for testing and monitoring to

prove continued

compliance with ISO 14644-1

Cleanrooms and associated controlled environ-

ments - Part 3:

Test methods

Cleanrooms and associated controlled environ-
ments - Biocontamination control - Part L

General! principles and methods

18. DATA ABOUT LABELING OF MD AND ITS PACKAGING
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Konunuectso

He nuporeHHsbIi

r YNOMHOMOYEHHbIA npeacTasurens B EBponeit-
CKOM C000LLecTBe

EC REP
L J
r n Kog naptum
|10 t|
L J
OGpaTUTECh K MHCTPYKLMM MO MPUMEHEHNIO
L J

CofepXXnT onacHble BellecTBa™*

JonyckaeTcs HaHeceHWe ONOHUTENIbHOM MOTPebUTeNbCKON MH(opMaLmMu
(BK/HOYAsi CUMBO/bI 1 3HAKK)

* Tonbko Ans Annaukartopa ABOMHOMO /1anapoCKONUYecKoro A4 HaHece-
HUA Xupypruyeckoro repmetuka VeraSeal (Bupacnan®) 35 cM, XecTKoro
(cm. pasgen 19)

18.2 Y nakoBka

Annnukartop ABoiHoON VeraSeal nocTaBnseTcs B CTEPUILHOM BUAE AN O4-
HOpPa30BOro npumeHeHus. V3genve pasmellaetca B gimkcarope us MN3TI,
3aTem ynakoBbiBaeTcs B 6nnctep (M3T1) v 3aneyaTbiBaeTCs KPbILLIKOW K3
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EC REP
L
L
[LOT]|
L J
L

Packaging unit

Non-pyrogenic

Authorized representative in
the European Community

Batch code

Consult Instructions for use

Contains hazardous substances*

Il'is allowed to apply additional consumer information (including symbols

and signs)

*Only for Laparoscopic Dual Applicators for application surgical sealant
VeraSeal (Bupacnan®) 35 cm. Rigid (see section 19)

18.2 Packaging

Dual Applicator VeraSeal is supplied as a sterile for single use only.
Device are placed into an inner retainer (TINT), fhe inner tray is placed



lainBeka (I'yvek). Tpu (3) annaukaTopa B NepBUYHON YNakoBKe rnomeLla-
tOTCA B KAPTOHHYIO KOPOGKY, CONPOBOXAAETCA MHCTPYKLMENA MO NpUMeHe-
HUIO.

19. TPEBOBAHWNA BE3SOMACHOCTUN N 9P DPEKTUBHOCTI MU
MpeaynpexaeHns N Mepbl NPejoCTOPOXHOCTH

ANnNnnkKaTop ABOWHOW nanapocKonunuecknii 35 cm, XecTKkuin un 45 cm,
rMoKuni

MpeaynpexgaeHnsa

- BHyTpucocyanctoe npumeHeHue pacTBOPOB A/1A NPUrOTOB/IEHUA
repmetuka VeraSeal (Bupacman®) 3anpeweHo. pu HenpegHame-
PEHHOM MonafjaHuM pacTBOpa BHYTPb COCYA0B BO3MOXHbl TPOM-
603MO0NINYECKME OCNOXKHEHUA, MpeLcTaB/flowWwme yrposy [Ang
XU3HW.

- He cTtepunnsosatb 1M He ucnosnb30BaTb NOBTOPHO. MoBTOpHOE wuUc-
MoNib30BaHMe yCTPoincTBa (MNU ero YacTein) MOXeT CO34aBaTb PUCK
pas3pyLUeHns U3aenns, 4To CNoCo6HO MPUBECTU K €r0 HENPaBU/bHON
paboTe u (MNKN) NepeKPecTHOMY 3apaXKeHUIO, YTO, B CBOK OYepe[b,
MOXET MPUBECTU K UHPeKUUU nimn nepesade 60/1€3HETBOPHBLIX MUK-
poopraHM3mMoB MauueHTaM W MeAWLMHCKUM paboTHMKaM udepes
KpOBb.

- He ncnonb3yiiTe ABolHOM annankatop VeraSeal. ecnu ynakoBka oT-
KpbITa U1 NOBPeXAeHa.

- [1BOIiHOI nanapockonuyeckuii annankatop VeraSeal He npefHasHa-
YeH 419 MOAHATUA TKaHel AN MaHUNyNaumin ¢ HUMW.

- He obpesaiiTe KoHeL, 4BOMHOr0 NanapoCKOMMYecKoro annavMkaropa
VeraSeal.

- He ncnonb3yiiTe nocne ncteveHns cpoka rogHoCTy.

Mepbl NpesoCTOPOXKHOCTU

- Mepep BBeLeHNEM B Te/l0 NauMeHTa ybeanTech B HAAEXHOCTU Npucoean-
HEeHWA HacafKu Ans 6e3B034YLIHOrO pacrnblieHns. Mpy npaBUAbLHOM MPUCO-
eAVHEHNN KPaCHbIA UHAMKATOP OyAeT HEBUAUM

HebnaronpusaTHble peakyun/HexcnatesbHble NO60YHbIE 3DHEKTDI
MefuuMHCKUM paboTHUKaM cnefyeT coobuwaTe nauneHTaMm o Hebiaronpu-
ATHBIX peakumnax, HexxenateNbHbIX NOOOYHbIX APPeKTax U pUcKax, CBA3aH-
HbIX C WU34eNneM N NPOLELYPOK, Nnepes OCYLLEeCTBNIEHNEM XUPYPrUYecKow
npoueaypbl M peKoMeHAOBaTb NauueHTaM 06pawatbCad K MeAWLUHCKOMY
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in an outer blister (TINT), sealed with a Tyvek lid. | hree (3) single units
is placed in a unit carton box. together with an IFU.

19. MD SAFETY AND EFFECTIVENESS REQUIREMENTS
Warnings and Precautions

VeraSeal Laparoscopic Dual Anplicator (35 cm Rigid and 45 cm Flex-
ible)
Warnings

- Do not apply VeraSeal (Bupacnan®) Solutions for Sealant intra-
vascularly. Life-threatening thromboembolic complications may
occur if the product is unintentionally applied intravascularly.

- 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 ofblood-borne pathogens to patients and
healthcare professionals.

- Do not use VeraSeal
damaged.

- VeraSeal Laparoscopic Dual Applicators is not intended to lift or
manipulate tissue.

- Do not trim the Dual Applicator.

- Do not use after the expiration date.

Precautions
- Before entering the patient, ensure that the Airless Spray Tip is firmly-
connected. Red indicator will not be visible if properly connected.
Adverse Reactions / Undesirable Side Effects
The healthcare professional should convey adverse reactions, undesirable
side effects and risks associated with the product and the procedure to the
patient prior to undertaking a surgical procedure and advise the patient to
contact a healthcare professional in case of any deviation trom the normal
postoperative course. Any serious incident that has occurred in relation to
the device should be reported to the manufacturer and the country-
competent authority.

Dual Applicator if package is opened or



crieanncT)' B ciydae n1060ro OTKNOHEHUS OT HOPMasbHOTO nocneoHepa- Magnetic Resonance Imaging (MRI) / Carcinogenic, Mutagenic,
LMOMHOTO TeueHns. O No6oM Cepbe3HOM MHUMAEHTe, npousowweawem npu Toxic to Reproduction (CMR) / Endocrine Disrupting (ED) Safety
paboTe C yCTPOWCTBOM, CneayeT coobuiaTb NPoM3BOAUTENO U KOMNeTeHT- Information
HOMY roCyAapCTBEHHOMY OpraHy.

TOe VeraSeal Laparoscopic Dual Applicator is a non-implanlable device
NHpopmaumnsa o 6e30MacHOCTM NPU MarHUTHo-pe3oHaHcHol Tomorpa- and therefore MRI compatibility is not applicable. No known ED
dum (MPT) / KaHLLEPOreHHbIX, MyTareHHbIX UM TOKCUMYHbIX Ans pe- Substances are present at >0.1%. One or more components of this device
NPOAYKTUBHOI cucTembl BewiectBax (CMR) / BewjecTBax, Hapywato- contains the following substance(s) defined as CMR IB in a concentration
L HX paboT)' SHAOKPUHHOI cucTembl (ED) above 0.1% weight by weight (for Laparoscopic Dual Applicators for
[BoliHO NanapocKonMyecKuii annaukaTop VeraSeal — application surgical sealant VeraSeal (Bupacvan®) 35 cm. Rigid):
HeMMMNaHTMPyeMOe YCTPOMCTBO, MO3TOMY COBMECTUMOCTb ¢ MPT He
SBNSAETCA NPUMEHUMON XapaKTepUCTUKON. V13BeCTHbIe BELLECTBA KaTeropum

ED c¢ copgepxaHuem > 0,1% otcyTtctBytoT. OAUH WM HECKOMBbKO Material Residual Risk
KOMMOHEHTOB 3TOM0 M34eNNSA COLEepXaT YyKasaHHble HUKe BentocTBa. Present
onpegensemble kKak CMR 1B. B koHUeHTpalwy Boiwe 0,1% no macce (s #
ANMAMKaTopa BOVHOr0 NanapocKonMYeckoro Ans HaHeCeHWs XUpypruye- Cobalt: Current scientific evidence supports that
cKoro repmeTuka VeraSeal (Bupacman®) 35 CM. XECTKOr0): L CAS No. 7440-  medical devices manufactured from co-
48-4 balt alloys or stainless-steel alloys con-
MpucyTcTBY-  OCTAaTOMHBIN PUCK ECNo. 231- tgining cobalt do not cause an incrgased
<9 loWNii  maTe- 158-0 risk of cancer or adverse reproductive
# puan effects.
W KobanbT: Tekywue Hay4Hble AaHHble NOATBEXKAALOT, Thefootnote adjacent to the above symbol on the packaging refers
CAS Ne 7440- HTO MEAMLINHCKNE N3ACNNA, NSTOTOB/IEHHbIE to the relevant M aterial Present.
1 48-4 M3 CrNasoB Ko6anbTa UM CnaaBoB Hepykase-
EC No 203. 'Oleit cTanu, copepxalimnx K06anbT, HEe Bbl-
158-0 3bIBAKOT MOBLILLIEHHOIO PUCKa paka WUan He-

61aronpusTHOrO BAMSIHUSA Ha PEnpoAYyKTUB-
HYH CUCTEMY.
CHocKa paAagOM CyKa3aHHbBIM BbllWWEe CUMBO/IOM Ha ynakKoBKe OTHOCUTCA

K coomeemcmevwuieMV npucyTcTByloWeMy MaTepuany.

20. MOPAAOK M YCNOBUA YTUNN3ALUUN nnn YHUUTOXE- 20. MD DISPOSAL RULES AND CONDITIONS

HUA mn
YTUNn3npyinTe OTKPbITbIE YNAKOBKU 1 HEMCMO/b30BaHHbIE U3L4ENNA. Discard open packaging and unused devices.
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WN3penne oTHocMTCS K Knaccy b B COOTBETCTBMM C Knaccudmkaumein Meam-
LIMHCKMX O0TXOA0B. lNocne NocneaHero UCNonib3oBaHWUs U3Lenve 1 ero yna-
KOBKY HEO6X04MMO YTWUAN3MPOBaTb B COOTBETCTBUM C Tpe6oBaHUsAMU CaH-
Mun 11.3684-21.

HesarpssHeHHas ynakoBKa ¥ HEWUCMNO/b30BaHHbIE YC3POACTBA OTHOCATCA K
Knaccy A 1 nepepa6aTbiBaeTcsl Kak ObITOBbIE OTXOABI.

21. TAPAHTUNA N PEKTTAMALUWA

Mpon3BoAnTENb rapaHTUPYeT KOHEYHOMY NOTPeGUTEN0 OTCYTCTBUE Aedek-
TOB M COOTBETCTBME XapaKTePUCTUK MPOAYKTa Ha NPOTSXXEHNUN BCEro CPOKa
FOLHOCTU MPOAYKTa MpU YCNoBuK co60AeHNs TPeGOBaHMWIA yCNoBuiA Xpa-
HEHUS. TPAHCMNOPTUPOBKYM U LIENIOCTHOCTW YNaKOBKM.

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

The product belongs to class B of the classification of medical waste.
After last use the product and its package must be disposed of in
accordance with requirements SanPiN 2.1.3684-21.

Uncontaminated packaging and unused devices belongs to class A and are
recycled as household waste.

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.



CornacoBaHo

«3TUNKOH, WHk.» (Ethicon, Inc.)

OpraHusaums

«ITUKOH. NHK.» 1000 PyT 202 PaputaH, P*bio-Ixepcy, 08869 CLUA
J1apec

JnpeKTop oTAena HOpMaTUBHO-NPaBOBOIo perynnpoBaHns
LomkHocTb

Xmenescku, Mosed (Chmielevvski, Joseph)
damunmg, nms

26/09/2023
Natafd.MM.IMT

<noannucaHo>
MonHuch
I/IHCprKLI,VIFI no NpuUMeHeH MeanLLIMHCKOro n3genmnsa

AnnnnkaTopbl ABONHbIE O4HOPA30Bble CTEPUSbHbIE /19 HAHECEHUS XMPYPTUUECKOro repMeTnKa
VeraSeal (Bupacnan®):

AnnnumkKaTop ABOMHOM NanapocKoNMYecKnii Ans HaHEeCEHUSI XMPYPTrUYecKoro repmeTnka
VeraSeal (Bupacnan®) 35 cM, XXeCTKWUA;

AnNnNnnMKaTop ABOMHOK NanapoCcKONMYecKnii 4na HaHeCeHUs XMPYPTruyecKoro repmeTnka
VeraSeal (Bupacnan®) 45 cm, rmbkuii

<Ha,£I,I'IVICb OT PYKU: MopnucaHo B hopMe HOT apnanbHo yA0OCT OBEPEHHOTO 3afABNEHMA
BMOEM npucyrTcTBsumn. 26 cenTabpa 2023 roga>
<nopnuncaHo>

<Meuatb: KEWNT P. NETEPCEH
Hotapuyc - LUTaT Hbto-Ixepcu
CpoOK AeicTBMS MOEI NNLEH3UN UCTEKaeT
23 nonsa 2026 roga>

2023 rog
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MepeBof faHHOTO TEKCTA BbINOMHEH MePeBOAYNKOM BylieHKoBbIM 1BaHOM ButanibeBmnyem.

K O

Poccuiickan degepauyms
Mopog MockBa
[BaauaTb BOCbMOr0 CEHTAOPSA ABe ThICAYM ABaAuaTb TPETLErO roga

7, Bepemuin HOnus WropesHa, HoTapuyc ropoga MOCKBbI, CBUAETENIbCTBYHO MOA/IMHHOCTb MNOAMUCK
nepesofunka bylieHkosa IIBaHa Butansesunya.

Moanwvce caenaHa B MOEM MPUCYTCTBUN.

JINyHOCTH NOANMCABLLEr0 JOKYMEHT YCTaHOB/EHA.

3aperncTpmpoBaHoN M »N472194-1/77-2023-

YnnayeHo 3a conleH*HOT pineTHoro aeictans: 400 py6. 00 kon.

HO. L. Bepemnii

Bcero npoLLHypoBaHo,
MPOHYMepOoBaHO
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