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SURGIFLON" Haemostatic Matrix

Do not inject into blood vessels.

PROOUa DESCRIPTION

S R3A O M-benostatic Mitrix (/BEIRHOY is intended for heerostatic use byappiying toa biesding surface.

S RAAO’ cones ina sterile tray with all sterile conponents for prepering the Fionabie Geliatin Mitrix
« Adteriie pre-biied biue plunger syringe containing the porcine geiatin nretrix that isoff-white

inappearance
* Adteriieenpty syringe
* Asteriie licuid transfer cup
« Asteriie blue flexible applicator tip that is bendabie inaii directions
« Asteriiewhite applicator tip that can be trimmred to desired iength

2ml of steriie sodium chioricke (steriie saiing) soiution nust be added to the Gelatin IVatrix prior to use.

Qeethe heermostatic natrixis mxedwith sterile saline, the appropriate appiicator tip should be

attached to the syringe for product delivery onto the bleeding site.

ACTIONS

S.RAHO’ hes haemostatic properties. The Howeble Gaiatin IVatrix provides an environment for

piateiets to achere and aggregate within, building onthe patient's natural coegulation cascacke. VWhen

wsed ingppropriate amounts, SIRAALO" isabsorbed corpletely within 4-6weeks. Inan aninel
implantation study, tissue reactions were dassified as mininel.

INTENDED USE/INDICATIONS

S RAAO'isindicated for surgical procediures (exoept aphthalmic) for haenostasis, when contrdl of

capillary, venous and arteriolar bleeding by pressure, ligature, and other conventional procedures is

ineffective or inpractical.

CONTRAINDICATIONS

« Donat injector compress SIRAAC' into blood vessels. Donot use SIRAAO' inintravescular
compartrrents because of the riskofthrommboenbolism disserminated intravascular coegulation, and
increased risk of angphylactic reaction.

m Donot use SIRAALO' in patients with known allergies to porcine gelatin

 Donotuse SIRAAO' inclosure of sin indisions because it ey interfere with the healingof ddn
edges. This interference isdue to mechanical interposition of gelatin and is not secondaryto intrirsic
interferencewith wound healing.

WARNINGS

 Donotinject orcompress SLRAAO' into blood vessels. Forepilesional use anly.

« Donot apply SURIALO" inthe absence of active blood flow e.g. while the vessel isclanped or
bypessed due to the riskof intravascular clatting fromintravescular injection

m S RAAO’ isnot intended as a substitute for meticulous surgical technique and the proper
application of ligatures or other conventional procedures for heernostesis.

» SULRAA.O'should not be used inthe presence of infection. SURAALO"should be used with caLtion
incontarminated areas of the bady. Ifsigns of infection or alsoess develop where S IRAA.O' hes been
positioned, reoperation may be necessary inorder to remove or drain the infected nreterial.

« S RAA.O'should not be used in instances of purping arterial heemormhage. Itshould not be used
where blood or other fluids have pooled or incaseswhere the point of heemorrhage issubnerged.
S RAA.O'will notact asatampon or plug ina bleeding site.

« S RIA.O'should be removed fromthe site of goplication when used in, around, or inproxirrity to
forarmina.inbore, areas of bony confine, the spinel aord, and/or the optic nerve and chiasm Careshould
be eerdsadtoavoid overpacking SLIRAA.O' ey snell areating the potertial for nenvedarrege.

» Beess S RAAO’ should be removed once haernmostasis hes been achieved because of the possibility
of dislodgenrent ofthe device or compression of other nearby anatomic strctures.

m Thesafety and effectiveness of S IRAALO'for use in ophthalmic procedures hes not been established.

m S RAA.O'should not be used for contralling post-partum intrauterine bleeding or menorrhegia.
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« Thesafety and effectiveness of SIRAR.O™hes not been established inchiidrenand pregnantworren

« Thebiue flexibie opiicator tip shouid not be trimmed to avoid exposing intermai guidewire,

« Trewhite straight appiicator tip shovid be trinmed anay fromthe surgical area. Qutasouere angieto
avoid creating asharp tip

PRECAUTIONS

* SRAAO" isfor singie use aniy. Donot resteriiize. Lhused opened SURAAL.O™should be discarded

« \\hiie packing a cavity for haemostasis is sometines surgicaily indicated, S.IRAR.O™should not be
wsed inthis menner uniess excess product that is not needed to meintain heemostasis is removed.
WWhen confined ina ciot, SURAR.O" ey sweii gpproxinetely 20%upon contact with additionai
flud

« Qiythe minimumamount of SIRAALO’ needed to achieve heermostasis shouid be used. Qnee
haempstasis isachieved, any excess SIRAAO’ should be carefully removed.

* S RAAO’ should nat be used Inconjunction with autologous blood salvage circits. It hes been
demonstrated that fragments of collagen-besed heenostatic agents ey pess through 40 pm
transfusion filters of blood scavenging systerrs.

* SIRAA.O’ should not be used inconjunction with methyimethacrylate achesives. Marofitxillar
collagen hes been reported to reduce the strength of methyinethacrylate achesives used toattach
prosthetic devices to bone surfaces.

« SRAAO’ should not be used for the primery treatrment of coegulation disorders.

* S RAAO’ should be used with cauttion in neurosurgery as its use hes not been studied through
randormised, controlled dinical studiies.

« Although the safeety and effectiveness of the conbined use of SLRAFRLO'with other agents hes not
been evaluated incontrolled dinical trials, ifinthe physidiarisjudgerment, concurrent use of other
agents is mediically advisable, the product literature for that agent should be consulted for conplete
Prescribing Informretion

« The safety and effectiveness ofthe cobined use of LRG0’ with antibiotic solutions or poaders
hes nat been established

« The safety and effectiveness for use inurdlogical procedures have not been established through a
randomized dinical study.

* Inurological procedures, SIRAALO’ should not be left inthe rerel pelvis, renal calyoes, bladcer,
urethra, or ureters to eliminate the potential fod for calculus foretion.

Gelatin-Based Haemostatic Agents: Reported Adverse Events

Ingereral, the folloning adverse events have been reported with the use of absorbable porcine gelatin-

besed heenostatic agents:

« Celatin-besed heenostatic agents may serve as a nicks for infection and abscess formetion and
have been reported to potentiate becterial growth.

« Gantadll granulomes have been obsenved at inplant siteswhen used inthe brain

 Conpression ofthe brainand spinel cord resulting frmthe accuuilation of steile fluid hes
been dbserved

 Muiltiple neurolagic events were reported when absorbable gelatin-besed heenostatic agents were
used in laminectormy operations, including caudaequinasyndron'e, spinal stencsis, meningiitis,
arachnoiditis, headaches, paresthesias, pain, bladder and bowel dysfunction, and inrpotence.

« Theuse of absorbeble gelatin-besed heermostatic agents during the repair of dural defects
associated with lamminectormy and craniotomy operations has been associated with fever, infeection,
leg paresthesias, neckand beck pein, bladder and bowel incontinence, cauchiequinasyndrone,
neurogenic blaod. Inpotence, and paresis.

« The use of absorbable gelatin-based haenostatic agents hes been associated with peralysis, due
to device migration intoforamina inthe bone around the spirel cord, and blindness due to device
migration inthe orbit ofthe eye, during labectormy, laminectomy, and repeir of a frontal skull
fracture and lacerated lobe.

« foreign bodly reactions, ‘encapsulation’ of fluid, and heermetona have been doserved at inrplant sites.

« Beessivefibrosis and prolonged fixation of a tendon have been reported when absorbable gelatin
based sponges were used insevered tendon repair.

« Todcshock syndrome wes reported inassociation with the use of alsorbable gelatin-besed
haenmostats in nesal surgery.

* Fewe, failure of absorption, and hearing loss have been observed when absorbable haenostatic
agents were Lsed during typenaplasty.

ITER V1 2016.04.21.indd 4 4/21/16 12:49 AL,

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



HOW SUPPLIED

S RAAO’ cones ina steriletray with all sterile corrponents:
« Asterile pre-filled syringe with blue plunger containing the sterile Gelatin Vitrix Thesyringe is

labeled SURGIFLO™ Hemostatic Matrix
« Asterileenyty syringe
* Asterile liouid transfer aup

« Asterile blue applicator tip that is bendable inall directions

« Asterilewhite applicator tip that can be trimmed to desired length
Tresterile Honable Glatin IVitrixand all the accessries inthe stenietray are sterilized by ganmra imediation
S R3A.OMalso contains Instructions for Useand tracking lebels.

STORAGE AND HANDLING

« S RAAO™should ke stored dryat controlled roomtenrperature (2G2S 0.

* SRAAOMsforsingle use anly.

 The Honable Gelatin Vitrixmay be used upto eight (8) hours after mixing with the sterile saline.

DIREaiONSFORUSE
Beforeuse:

Inspect the SURAA.O™padkaging tor signs of damage. Ifthe packaging isdameged, opened, orwet,
sterility cannot be assured and the contents should not be used

Unusad apened packages of S IRARLO™should be diiscarded since they are not intended for reuse and/

or re-sterilization.

Opening the Flowable Gelatin Matrix tray:

Qpenthe outer padkage and deliver the sterile inner tray to the sterille held using aseptic technique. Once
placed inthe sterile held, the sterile inner tray may be opened.

Preparing the Flowable Gelatin Matrix with the sterile saline in the sterile held:

2 mL

1) Draw2 mL of sterile saline fromthe
sterile liquid transfer cup into the empty
sterile syringe.

3) Mix contents of the 2 syringes

Bagin rmixing by transferring the sterile saline into
the sterile pre-hlled syringe containing the Gelatin
Matrix. Rushthe corrbined reterial beckand forth
6times until the corsistency iseven

QOnee mixed, the heermostatic nretrix should resice
completely inthe syringe with the blue plunger
that is labeled SURGIFLO™ Hemostatic Matrix.
Remowethe enpty syringeand discard

4547027 MASTER VI 2010 04.21 indd 5
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2) Connect syringes

Remowethe blue capfromthe end ofthe sterile
pre-hlled syringe with the blue plunger containing
the Gelatin Matrix Attachthis syringeto the sterile
syringe containing the sterile saline.

4

4) Attach applicator tip
The product is now reedy for dinical use.

« Tre blue flexible gpplicator tip is bendable
inall directiors. (Donot trimthe flexible
applicator tip toavoid exposing the
intermal guidewire

* Trewhite applicator tip can betrinmmed
todesired length. Thetipshould be
trimmed anay fromthe surgical area.
Qtasquareangletoavoid creatinga
shamptip. Thetray can be used to contain
the exoess piece(s) for discarding.

Donot inject SRR O™nto blood vessels. See
the Contraindications, V\amings, and Precautions.
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Foropen procedures

a ldertifythe source of bleeding

b Deliver 5/B61PLLT* to the source of bleeding, SIRAA.O™ean be used with or without one of the
applicator tips attached to the syringe labeled SURGIFLO” Hemostatic Matrix. Apply sufficient
SRAAO’ tocoverthe entire bleeding surface.

¢ Fortissue defects (cavities, divots, or craters), apply SURAR.O’ atthe deepest part ofthe lesionand
continue applying neterial as the syringe (orapplicator tip) iswithdrawn fromthe lesion

d Amplya sterile saline noistened gaze over the S RAALO’ to ensure the mreterial remeinsin
contact with the bleeding tissue.

e After 1-2 minutes, liftand remove the gauize and inspect the wound site. Once bleediing hes oeased,
imigate excess SRAAO’” anay gently soas not to disturb the newdat.

f. Incases of persistent bleeding indicated by saturation and bleeding through the reterial, repeat
application of SRAAO'.

For endoscopic sinus surgery and epistaxis:

a Deliver S RAA. O Mo the source of bleeding Lsing the selected applicator tip attached tothe
SURGIFLO™ Hemostatic Matrix Syringe.

b Apply sufficient SIRAAO’ to cover the entire bleeding surface.

¢ Wsing foroeps or an appropriate instrument, carefully layer a sterile saline moistened geze over the
S.RAAO for 1-2 minutes toensure the neterial rereins incontact with the bleeding tissue.

d. Incases of persistent bleeding, indicated by saturation and bleeding through the neterial, insert
the applicator tip through the center of the mess of previously placed SIRARLO’ to ciliver fresh
neterial as dose as possible to the tissue surfece. After re-gpplication of SRAAO’, use asterile
saline noistened gauze to approxinete the neterial to the tissue foranother minute, and then
inspect the site. Repeat re-gpplication, if necessary.

€. Onoe heermostasis has been achieved, rerovethe gawze. If possible, exoess SRAAO’ should ke
removed with gentle imigation or careful suction. Aaid disrupting the clat conplex. The renreining
S RAAC’ doss not haveto be removed, as it will be bioresorbed.

f. Ueofnesal packing is not necessary when satisfactory haenostasis isachieved

g Ifnecessary, gentle irigation and/or careful suction can be used inthe postoperative period to
rempwethe remaining RAAC'.

SYMBOLS USED ON LABELING

store at controlled room

4 N re G ISCEF- T7F) lterite|r]  Sterlized usinaimadiation.

See instructions for use. loriiVbil - Distributed b,
Donot reuse. m | Manufacturer.
Donot resterilize. IREFI Re-order nurrher.,

Dpnot use if package is carreged 2 Uk hy: year, month and ciy.

oropened.
Dbnotinject nto blooclvessels %%m“mwm'mr‘
Desigretes the packeging nreterial 1LOT  Betch nurter.
towhich it isapplied is recydable.
kXi  Reydirg progams may notexst CEneriand icertification nurTher
nyour area 0543 ofroified body.
Device components are not mede
with retural rubber latex
Leeflet prepared; 02/2016
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ImT1

Femocratnyeckas marpumua SURGIFLO™

He BBOAUTbL B KPOBEHOCHbIE COCY/bl.

OMUCAHVE U3AENNA
Mevocraneaken MempyLia S RAA.0™S RAAL0*) mpefHasHaveHa, [ VOnonb30BaHVA B KaHECTES
MeVOCTATVHECKDIO CPEACTEA, HBHOWVIOO HAL KOOBOTOHALLYHO NOBEXHOCTh.
TevocranvHeaen verprLa SURAALO’ MOCTaBRETCA B CTEPWLHOMIIOTKE 00 BOEWICTEPWBHE VA
KOMTOHEHTAMM, HEOGXOIVIVb VA L1151 MOVTOTORMEH/A TEKYME/ Ke/e/HOBO METVL L

* CTEpWbHbIA HANMOTHEHHB VA LLIMVLLCOVH/M NOPLLHEM, COTEMaLLIA VETVLYY HR OCHOBE CB/HOM

MEETVHA KPEMDBOIO LBETa

* MYCTOACTEWBHBIA LAY

* CTEpWBHBA YBLLKA [ MEPEHOCA KABKOCTA

* CTEWBHBIA QHAY VKA HAKOHEHH/K TV VKATORE, CTVGEEV 11 BO BOEX HAIPBRMEH/RX

* CTEpWbHb I Be/b i HAKOHEYH/K AITVVIKATOP, KOTOPGIA MOXHO 00DE3aTh 10 HyMHOM [y VHb |
[MEpez MoVIVIEHEHVIEM B YEETVHOBYHO METALYY HEOGXOIVID J0GEBTH 2 M CTERWBHON PECTBOR.
XMOpVZA HETVA (CTEWTBHONO IIVRVNONHECKOIO PECTBOPE).
I"bCrE QVIELLVBAHY EMETVHOBO VBTV | COCTEPbHL M IVBVOTONVHECK/IM PACTBOPOM K LLITLY
MPVIC0EL/HAETCH COOTBETCTBYHALLYIA HAKOHEYH/K NTVVKETORA [y R HHEoRHV MPQKTa Ha VECTOD
KPOBOTEHEHV/F.
[NENaBUE
levocranmeckas verprLia SRR O MoGrgpeT reVoCTamvHEcKVMY CBOVCTBAMA Tekyr e
JHE/EITVHOBSS VETPVLI CO3PET PRy [y B E3 ar peraLym TROVGOLYATOB, 0CHOBL B H

HA3HAYEHWE/MOKA3AHNA
Mevocranecken MempyLa SURAALO’ nokesaka. MoV XVRyPIVHEGKUX TPOLEYPEX (38 VOKTHOHEH/EM
or(

UTEPTFHOTO [pBNEHV, HNOeH/A

NCNOns308aH/A [Py TVX 0OLLEMVHATLIX METQIOB Hesth(reKIvEeH i ka_p/mxﬁam
MPOTVBOMOKA3AHMA

* HeBBOIYITE M HE KOMTPECOVDyATE renvocTav-eckyroVempLY SURAALO” B KooBEHOCHBE 00Cy /bl

* HenpyversiTe revoctam-eckyroverprLly SLRAA0” MpniedeHn MaLyeHTOB CVBBECTH M
ATENIVHECK/IVM PeakL IV Ha CBYHOMIETETVH.

* Hevonors3yiire revocTan/HeckyrovaTpuLY SURAFA. 0 rov 3aKpb M paspesos KA, MOCKOERY
31O MOKET NOB/VATH HA 3DK/BNEHVE KDBEB Paspesa. Takoe BIVHYE BbBBAHO NEXaH/MECKOI
VHTEDNOBVLYEV ETBTVHA 11 HE 35132HO CRVAH/EM Ha MIOLEOCH | 3MV/BNEH/A PaHbl

NPEAYMNPEXAEHWA

 HeeagIyTe revocTanvHeckyro vamrLy SURGALO™B KpoBeHOCHL E COCydb|L TOMBKO 1A HAHEORH/A
HA TOBENHOCTL MOBDREHHOO Y ECTIA.

* Henpuversiire revocTarvHeckyto MerpvLly SWBLTLLT rov OTCy TCTRYIA aKTVBHOMO KPOBOTOHE,
HAMP/VED MV 383@TM WM LLYHTVD0BAH/M QOCYR, BBV [V1CKa BHYTIV0OCY//CTON0 CBE0Tb BaH/A
KD0B/ B [JE3y/5TalTe BHy TRVIOOCY/VICTONO BBELEHVA.

 lerocramyeckas MarpyLia SURGHIO” He MoxeT 3aMeHUTLE3yNPeYHyHTEXHVIKY XMpypra,
HafnexarLiee MMpoBaHe 1 ApyTie OBLLENPUHSTBIE METObI OCTaHOBMVD KPOBOTEUEHNS.
« [emocrammyeckyto MatpuLy SURSWWIF He pekoMeH/yeTCA NPUMEHSTL MPY HATIHAA H A KLIMK.

[Ta3arpssHeHHbIXy4acTKaxTes1a reMocTatmieckyto Marpuly 61LLIT-IT criegyer menons3osarb
COCTOPOXHOCTBLO. [ CrTMBMECTaxHaHeceHusreMoaaTtniecvxmarpubilrMLLMO” - nossnstotest

MpVI3Harar MH YILWPTLLIBHS W/ aBCryrec, MOYKET NOHaJ00MTLCA NOBTOPHaS OrepaLivis [iayAaneHns
W APEHVPOBaHMA MH(MLIPOBAHHOTO Marepuaria.

« lemocTamyeckyto MarpuLly sriRCFfiVST He peKoMEHIYeTCs UCTO/Ib30BATLE ClTyuae MysCvpYIoLLErD
apTepUaNbHONO KPOBOTEUEHIS.I & HE C/IEYET UCTOb30BaTL B MECTAXCKOTIEHIS KDOBM WM AN )X
KULKOCTENA,ATAIOKE EC/INYHACTOKKDOBOTEHEHMS HAXOTCAHE Ha MOBEPXHOCTU.T eMOCTAT/HECKaS

MatpuLall TUT He MOXET CryKUTLTaMMOHOMIIV 3aKYTIOPVIBAIOLLIEN MacCoMBMECTe
KPOBOTEYEHMSI.
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i

emocTtatnyeckasa matpuua SURGIFLO™

He BBOAWTb B KPOBEHOCHbIE COCY/bl.

OMUCAHUE U3AENNA
Mevocranecan vempyia SIRAA0” (SUIRAAL0™) npeHesHa“eHa, [iA MCNOb308aH/A B KBHECTBE
FeVOCTATVHECKDNO CPE/ICTBa, HBHOWIVIOO Hat KOOBOTOHALLHO MOBEXHOCTb.
levocranveaen MempvLia SLRIALO' MOCTERFETCH B CTERWILHOMIIOTKE (0 BOBMU CTEWBHL VA
KOMTOHEHTAVM, HEOGXOIVIVbIVUA Y51 MOVTOTORMEH/A TEKyMEY Ke/eVHOBOY METVL L

W CTEWBHb I HANOHEHHB U LMWL C O/H/VITIOPLLHEN, COPEDHALL Y IVETVLLY HAOCHOBE CRVHOMO
HETIAR (EACEOT0 LT
TYCTON CTEBHB N LA
CTEPABHBA YBLLKA 1 MEEHOCA KABKOCTU
CTEPBHB A QVHAA VIOKAA HBKDHEH/KAITVVIKATOPa, CTVGeEV 1 BO BOEX HAINPBRMEH/RX
CTEpUBHB 1 /b 1A HAKOHEHH/K ATV VKATOPR, KOTOpb /i MOYKHO 00DESaTb 10 HyHOV [y VHb |
[MEper MPYVEHEHVIEM B M ETVHOBYHO METTVLLY HEOGXQVIVD S0GEBITH 2 M CTEPTBHOND PACTBOPA
XNOp/ZA KAV (CTEWTBHONO (VBVNONHECKDIO PECTBORE).
IDUE QVELLVEAH/ €T ETVHOBOM NETVLB| 0088DIWIbHBIM (VBYOTION/HECK/M PACTBOPOM KLLTALY
MOVIO0EYHAETCA COOTBETCTBYHALLYA HBKDHEHH/K ATV VIKATORA 7 HBHECEH/R MPQEyKTa Ha Meao
KOOBOTEHEH/F.
LENaBUE
FMOCTaTHEKeHVErpLp S IRAA.O’ 0Gma/IpeT reviCTaTVHECK/MY CBOVCTBAMAL. Texy e

HA3HAYEHWEN10KA3AHUA
Mevocranmenen vemprLa SURAALO' nokasaHa, MviXVypIHECKUX MPOLEYeX (38 VOKTHOHeH/EM

OrarBMONONVHECKVX) 1 OCTAHOBKM KPOBOTEHEH/S, KON KOHTPO/b KarWTFPHONO, BEHOBHOMD

N apTERVOTFIPHONO KDOBOTEHEH/A MV MOVDLLY OKEGaHVA [ARNEHVS, HANOXEHV/R IVTaTyp

NVCNONE30BaHVA YTUX OOLLENVHAT X METOZ0B HEXIEKTVBEH W HELIETIBo000peseH.

NPOTUBOMOKA3AHNA

* HeBBQMYTE 1 HE KOMITPECOVDYYTE revioCTam/Hecky-oVETVLY SURARLO' B KooBEHOCHBE 00Cy[bl
HeBaoayTe revocTam/HeckyrovarprLy SURIALO' B0 BHyTMOOCY/IVCTCE MPOapaHCTBO Bavdy
VoK@ TPOMOOBMGOIAM, [I/ICOSMVH/P0BAHHONO BHY TOVCOCY/CTONO CBETLBAH/H U MOBLLLEHHONO
PVCKa aHEMBKTVHECKIX PEAKLAA

o HmveHsiTe revoCTamHeCKytoNVETVLY SURAHLO' v e eH MBLYEHTOB CYBBECTHL VA
AVERIVHECK/IVA PEBKLFIVM HA CBVHOMMETBITVH,

* Hevoo3yite revoctanmeckyrovarprLy SURAALO' mpvi3akpb M paspesos K/, MOCKOBKY
STOMHET NOB/VSTT HA 3KVB/EH/E KDEEB Paspesa. Takee BIVHVE BbBEAHO MEXBH/HECKOA
VHTEPNOBVLY IV HEMETVIHA 11 He CBSI38HO C B/VHVEM HA MPOLIECCH | 3M/BEH/A PaHbL

NPELYNPEXAEHWA

 HeBaoaye revocTanHeckyro vamprLy SLRIALO' B KpoBEHOCHL E COCy/db|L TOMBKO 1A HaHEoEH/A
HA MOBEXHOCTB MOBPEXIEHHONO YLECTHAL

* HempversiTe revocTan/eckyto vemprLy SRR O' Moy OTCY TCTRVM aKTVBHOM KIOBOTOKR,

HAMVIVIED MOV 384TV W LLYHTVID0BaH/ 0OCY/R, BBYlY [VIOKA BHY TIVIOOCY/CTONO CBETb BaH/A

KO0BY1 B PE3yTTaTe BHYTIVO0CY//CTONO BREEHV.

FMOCTTHEcKeH Ve SLRAAO' He MOXET 3aMEHUTL GE3yMIEHHYHO TEXH/KY XYra,

HafnexaLLEe VINVPOBAHVE U DYTVE OOLLEMVHATBE METO/b| OCTEHOBK KDOBOTEHEH/A.

* FevocranveckyronverprLy SURAALO! repemvermmrmv&mrmmmwwqﬂa_m

IMPVBHAKV VHLWA0BAH/A W 800LIECC, MOMET NOHBA0O/TCA MOBTOPHES OMEaLA [y YIareH/A
W [eHVD0BAHYS VHIALYPOBAHHOMO IVETEVar e,

* Favocran/+eokyronverprLy SLRAA O He perOIVEHZYETCA UCTQ/s308aTh B Cyige MyTEOAALENO
JOTEpVBrbHOMO KOBOTEHEH/A. EE He CTelyET VONOrk308aTb B MECTEX CKOMEHV KIOBV W yTUX
M/IKOCTEV, & TaloHe eCT YHBCTOK KDOBOTEHEHVR HEXQEUTCH He Ha MOBEXHOCTVL EvcTam/Heaen
Ve SLRAALO' He MOXET Gy HATH TAVTOHOM W 33Ky TIOpVEaH] LV MBOOOV B VECTE
KOOBOTEYEH/M.
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* OIVE'Erb] Y-8 GIPR/EH/S TOTOBHOM MOBIA MITVHHONO MOBTa B PE3y/BTATe GONVEH/M
CTEPATBHOA M/AIKOCTA

* OMVEB/V NHOMOMMLEHHS B HEBDONOTVHECKVE PEBKLM MV VOTIONES0BAHAN [IBCCACH BN
TENOCTETVHECKVIX CELICTB HALOCHOBE EMETVHA B XOIE ONEPELY/I TBMVHBKTOMAY, BKTHO-B5 (VHIIOM
KOHOOO XBOCTR, CTVHArBHb U CTEHOB, MEH/HTUT, apaxHOVIT, TaroBHbE 6OV, MBpECTE3Q 6o,
[Tty HAUYHFOMOHEBONO My3b A M KALLEYHAKG, 2 Takoke VIVIOTEHLAQ

VHIBIKUYEIA,
HELEMH@H/EM MO KB B, (VHIIPOVOMIKCHOKOTO XBOCTE, HEVDOreHHON ety HWEN NDHEB0T0
Ty3b{F, VMMOTEHLEN M MBPe3oM.
= Q/caH 0B85 VOTIOTE30BAH/A PA0CACH EAHALLYIXC FEMOCTATVHECKVX COBICTB HA OCHOBE HETEITVH
CMapar/HoM B pesyTbTaTe OVELLEH/ CPRACTBA B UTATErbHbE OTBENCTVR KOCTEV BOKYT CrVHHOMO
MOBr3, & Taloke 00 CTENIOTON V13-32 CVELLPH/A CPRACTEA B [TEGH/LY BO BPENH /OGBKTOMAA,
JEMHIKTOM/M 1 PEKOHCTRYKLW MoV NEE/IOVEX /OOHOM KOCTV Yepera v paspbBe Ao
* BVECTe YMITVBHTALWM HOHQEA/IV/Ch PEBKLM HAVHOPOZIHOE TEVIO, «VHIKATCYTHL» MUKOAU
VI TEeVETOMbL
* BXOIpVOOTES0R3H/ [1BO0CA0H BBHALLYXCA TYOOKHB.OCHOBEMEETVHA MOV PEXOHCTIYLYM PEBOPBaHHD X
QO OTVESBICH VB0 TO-Hb A (/0008 MICTLLKOV T TE BHES (VKCALYA CyXOHATVR
* OMVEHa//05 Cya1 TOKOV/HECKDIO LLDKA. B CBS3 C MOTO/30BaHVEM PACCECH BAHALLYXCA
TENOCTETVHECKVX CELICTB HR OCHOBE MEMETVHA B HABa bHOV XVpyprm.
* [MVoN0rb308aH/M Pa0Cach BaHALLVXCA MeVOCTATVHECKUX QREACTB MoV TUMTBHONVECTVRE
OTVEYA/BCH Bb DOKEA TEMMERATY{R, HECTIOC00HOAL K PEcCaCh BAH/HOM MOTEA CTy)@L
®OPMA MOCTABKM
levocran/+eckan vemvLid SURAAL0" N0aaB/AeTes B CTERUILHOM/IOTKE 00 BOSMA CTEpWBHL VA
KOMTOHEHTAMM:
* CrebHb i HanHeHHb VA LLMPALL COVHYMIMOPLLHEN, COPEALLI CTEDATBHYHO!
MemoLly. HaLLprLe vveeTes Mepriposka «SURBIALO' Hemostatic Meatrix»
* [YCTO/ CTepWBHBIA LA,
* Crep/bHe YaLLIR [/ ¥1 MEpRHOCA KTKOCTU
o CrepbHb A HAY VKA HBKOHEHH/K TV VKATORR, CTVGaEVI 1 BO BOEX HAMPBRMEH/RX
* CrepbHb 1 6e/b i HAKDHEH/KAITVVIKATOE, KOTOPb I MOMHO 00GPE3aTb 10 HypHHOA [ VHb |
Crep/bHeA TEKYHEA HETATVHOBASA METPVLA 11 BCE KOMTOHEHTD I B CTEDWBHOMOTKE CTEPWV/B08aHb |
raMVE-/BTyHeHVEM
Kpovetoro, Krmmammoﬁmmpamm*rmraraemmwmmrmﬂﬂﬂo
VKOHTPO/BHBE HBKTEVKAL
XPAHEHWE 1 OBPALLEHVE .
* Tevocraneayronvarprly SRAFALO'creayeT XpaHTh B CyXOMVECTE MoV peryrvpyenvoi
KOVHETHOM Temrepenype (2°G-25 0.
* levocranvtecan verprig SIRAALO’ mpefHesHaqeHa TOMBKO 191 QHOPE0B0M0
VONOrB308aH.
* Texy B HETBTVHOBSA MBTPVLR SO/ ObITb VCOrk308aHa B TeHeHVE He banee
BOCHVY (8) 4808 MOCE CVELLYBAHYA 00 CTEPWbHL M (VBVONON/HECKVIM PECTBOPOM
YKA3AHWA NO NPUMEHEHWIO
Mepef ucnonb3oBaHnem:
CovoTp/TE YTBKDBKY revoCTa/Heckoi VempvLb| S_IRAA.O™MHa HarvAve MOVBHAKOB NMOBIEKIEHAA
Eomyriakosia NoBpeXkzieHa, BOKbITa M MPOVOK/B, CTEPTBHOCT Heb3n rapaHTVp0BATL
N COZER/VIOE HE MOy IT VONOVE308aHAQ
Hevonars30BaHHb B BCKDb T E YTBKDBKY MENVDCTaTVHECcKoM VempvLb| S RAA O Merenyer .
YTWVB/0BATH, MOCKObKY OHA HE MPRaHEsHa4EHb 1[I MOBTOPHOMO VCONs308aH/A Y MOBTOPHOM
CTepvBaLym
BCcKpbINwe n0TKa ¢ TeKyyeli >kenaTUHOBO MaT puLeit:
Bopoi/Te BHELLHGOYTBKOBKY VINOVECTVTE HBXQIRLLWAC BHY TPV CTEDWBHBIA /IOTOK B CTEUTBHOR

NOE, VONO/E3ys! 206N VHECKVE MVEVBL KOTRCTEVEHb I TIOTOK OKHETCA BCTEDWBHOM MOVE,
€10 MOKHO OTKb b,
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MpuUroToBNEHME TeKyYel >KenaTUHOBOI XKaT pULibl CO CTEPUIbHBLIM (U3NONOTUYECKUM
pacTBOPOM B CTEPUILHOM NoNe:

CpVBI/lO/'lOerLIeLLIOrO pacTBopa 13 CTeleﬂbHOrO OWMTEMW KOTBHOKCKOHLACTEATEHOMO
KONatKa ZY 1A MIePeHOCAXIATKOCT B IYCTO ey} OrO UM LACOMYMIOPLLEEM,

CTEPWTIbHBIA LML, SETETVHOB/IONETALY.
[VOORIVHATE STOT LU/ KTEDTBHOMY LAY
COCTEUbHL MOYB/MON/HECK/IM PECTBOPOM
HH/Te QVELLVBAH/E MyTEM NEpe/ VBaH/MA annmkaropa

CTERBHONO GY/BVONDN/HECKONO [ECTBORR. QPefCTBO FOTCRO/ KIVH/MECKOTOMV/VEHEH/R.
BCTEWHHHI FIOTHEHB VLI, OQEEHALLM. o QA V6KV HAKOHEUH/K ATV VIGTOpR
HETETVHOBYHONBTLY. ["ELErOHATE QVELLBHHB A MOMHET CIVOATHC BO BOEX HAMBRMEH/RX.

VETEVBIT B8] MIBIENS/0 Pas 10 JOTVDHEHI (He 0OpesaifTe VOKAA HAKDHEYH/K
QEHOPORHOV KOHOTEH M ATVVAETOPA BO VBGRIAHV/E 0TI/
Mocre veLLVBAH/A BCA FeMOCTATVHECKEN HEXQEALLEFOCA BHYTIV MPOBOTIOHHOMO
VBTV J0/DKHA HBXOIUTECS B LU Ha/eBUTET ).
CO/H/MTIOPLLHEM CVBDK/DOBKO * Be/biA HAKOHEUH/K ATV VKETOPA MOKHO
«SURGIF10” Hemostatic Matrix». 00pe3aTb 10 HyKHOA [y VHbL KOHVK
OroogyH/Te MYIVBAYTE NYCTOA LMD CTE/IYET 0OPE3ATH BHE ONEELYIOHHON
nom Oc’xmavnemqmmyrmw
YTOGb1 HE OCTAR/HITH OCTPb I KOHELY,
JWLH/ YCTV MO0 NOVELLET B/IOTOK
L8 MOCEQHALEA yTWVBALM
HeBRQTE reVOBATVHECKYHONETTVLY
S.R]Flp Bm}a&mbeaxy,cbl(]w pesEbl
>, PRI/
Md\/q:urpacrx:quw-mw

N5 OTKPbITLIX Onepatuii

a OrpelrvITe VCTO-H/K KDOBOTEHEH/A.

6 Hareose revoctamv/HeckyronverprLy SLRAA 0™Ha vecTo KposoTeseH/s. FeMbaaTHHdo
VarTprLly SURAALO" MOKHO MCNOrB308aTh CQIHVMIB HAKOHEHH/KOB ATV KETOPE,
MPVO0EIYHEHHL K KLLTVLY € MBPKV/POBKOI «SURGIFLO™ Hemostaitk Matrixs, Wi 6e3 Hero.
HBHEOTe [I0CTAITO-HOE KOVHECTBO eVOCTATVHECKO/ MBIV S RAALC' 7 MoKb T/ Bei
KPOBOTO-ELLEYA MOBEXHOCTU

B. Benyrae pedieKToB B TkaH/ (MOVOCTeV, SIVOK W1 KaTepos) Ha-WHaIATE HaHOOTH
revocTanvHeckytonvempvLy SIRAA.C’ B cavion [yE0K0i LECTV MOBORKIEHVR VIMponaiiaiiTe
HBHOOVTb IVEITEQVN M0 MEPE Bb BEZEHVA LLIVLA (W1 HBKOHEHHAKA alTVVAKATORE) VB

r. Fhmmmmqm&moscremrumth@mmumm;mm HA FEVOCTATVHECKYO
verpvy S RAA.O’ 7 0oXpaHeH/ KOHTaKTA METEVE/a, C KDOBOTOHALLEYE MOBEXHOCTHQ

[, Yepes 1-2 MHyT I MPANIQIHAVMTE V/IRnTE VB[RO VI OOVOTIUTE [oeHy. [MDCE OCTaHOBKN
KOOBOTEHEH/H OCTOPOKHO YA TE VBOBITOK TeVDCTAIVHEOKOM NETpvLbl S RARLO!
POV BaHVEM, HTOOb1 He HBYLLTL BHOBb O0PEG0BABLLIWCH CTYCTOK

€. 6.0y aAX HeMPeKALLBHALLETOCA KOBOTEHEH/, HAYTO YKasb BAET MPOMUTLBAHV/E MBTEVEEL
1 DOBOTEYEH/E CKBOBL HED, NOBTOVTE HAHECEH/E MeVOCTATVMECKOV METpVLBI S IRAALO' .
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[N 3HA0CKONMYECKON XMPYPrv NPMAATOUHBIX Na3yX Y HOCOBOTO KPOBOTEUEHUS:

a. HaHecute remoctartuyeckyto Matpuly SURGIFLO" Ha MCTOUHUK KDOBOTEUEHMS, UCTONb3YS
BblGPaHHbII HAKOHEYHVK annaukaTopa, NPUCOeAVHEHHBIA K LINPULY C MapKUPOBKON
«SURGIFLO” Hemostatic Matrix».

6. HaHecuTe focTaTouHoe KonM4ecTBo remoctatnyeckoii matpuusl SURGIFLO" 4ns nokpbITus Beeit
KPOBOTOYaLL el NOBEPXHOCTA.

B. Mpy NOMOLLY MUHLIETA UM COOTBETCTBYHOLLErO MHCTPYMEHTA OCTOPOXHO HANOXMTE CNIOW Map/u,
CMOYEHHON B CTEPUNBLHOM (hM3M0NOraYeKOM PacTBOpe, NOBEPX reMOCTaTU4ECKON MaTpULbl
SURGIFLO™ Ha 1-2 MWHYTbI 4191 COXpaHEHst KOHTaKTa MaTepuasa ¢ kpoBOTOYaLLeli TKaHbH.

T. 8 Cyyasx HenpekpaLLaoLLerocs KPOBOTEUEHNS, Ha YTO yka3biBaeT NPONUTbIBAHME MaTepuana
11 KPOBOTEUEHIe CKBO3b HETo, BCTaBLTE HAKOHEUHMK annankaTopa ckBo3b LEHTP Macchl paHee
HaHeCeHHoit remocTaTuyeckoii MaTpubl SURGIFLO" 151 nofiaum CBEXero marepuana kak
MOXHO G/Ke K NOBEPXHOCTI TkaHW. I10c/ie NOBTOPHOTO HAHECEHNS TeMOCTaTN4eckoi MaTpuLbl
SURGIFLO™ ncnonb3yiiTe Map/to, CMOYEHHYI0 B CTEPUIBHOM (PU3MONOrMYECKOM pacTBope,
4TOGbI NPUBNM3NTL MaTEpPUa K TkaH ellie Ha OfHY MUHYTY, & 3aTeM 0CMOTpUTE 06NacTb.

Mpy HEOB6XOAMMOCTI NMOBTOPHO BbINONHUTE HAaHECEHME.

2. Mocne 0CTaHOBKM KPOBOTEUEHMS yAanuTe Mapio. o BOSMOXHOCTY YAansiite 3GbITki
remoctatuyeckoit MaTpubl SURGIFLO" npu noMoLLy 0CTOPOXHOTO NPOMbIBAHMSA UK
oTcacbIBaHus. V36eraiite paspyLueHns KOMNAEKCHOrO crycTka. OCTaTkin reMocTaTyeckoit
matpuusl SURGIFLO" yaansTb He cnegyeT, nocKoMbky OHa BNOCNEACTBUN ByeT nornoLleHa
OpraH13mMom.

€. TaMnoHMpoBaHIe NON0CTI HOCa HeOBS3aTeNbHO B Cyyae AOCTUXEHNUS
YEOBNETBOPUTE/NLHOTO remMocTasa.

X.  Tp1 HEOGXOAMMOCTM BO BpEMS NOCNEO0NepaLyOHHOTO Nepuoda Ans YAaneHus ocTaTkos
remoctatuyeckolt MatpuLbl SURGIFLO™ MOXHO NPUMEHSATH OCTOPOXHOE NPOMbIBaHME
WM oTCachIBaHMe.

CVBOMb|, CTIONB3YEMBE HAAPTTBIKAX 1 TP MAPKVIPOBKE

XpaHuTb NpK perynupyemoi
N [ KOMHaTHO/ Temnepatype Isteriif | r| CTEOMN30BAHO M3NyYEHNEM.
"o 2°C-25°C

CM. MHCTPYKLMIO N0 NpUMeHeHmto.  IDittidaiudby|  TMCTOVGHOTOO.

(™) He 1cnonb3oBath NOBTOPHO. m | Mpou3sBoguTeNs.
He cTepunn3osarb NOBTOPHO. IFtEFI Howmep fins NOBTOPHOIO 3aKasa.
He vcnonb3oBatk, ec/m ynakoska m} Mcnonb3osartb 4o:
NoBPEXZeHa N BCKpbITa. n 1o/}, Mecsill, fieHb
He BBOANTL [lata u3rotoBneHus:

‘Qr B KDOBEHOCHbIE COCY/bl. rof, Mecsl, AeHb
COOTBETCTBYIOLLWIA YNAKOBOUHbII 1LOTI Homep napTum.

Martepuan npurogeH Ans
nepepabotku. Mporpammb!
nepepacoTK1 MOTYT OTCYTCTBOBATb
B HEKOTOPbIX PErvoHax.

3Hak cepTudpmkaumm «CB»
AV Y MAEHTUNKALMOHHBI HOMEP
0543 YBE/JOM/IEHHOTO OpraHa.

Mou M3rOTOBIEHUN KOMNOHEHTOB
1 1 yaooiicTBa He ucronb3yetcs
NaTeKC U3 HaTypasbHOro kayuyka.

JVCTOK-BKB b L 00CTaREH: 02/2016
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[Pt
ETH ICON:"

Ethicon, Inc.
Somerville, NJ 08876 USA

® Bhicon, Irc 2011
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Ferrosan
Medical Devices

Ferrosan Medical Devices A/S
Sydmarken 5, OK-2860 Soeborg, Denmark

CC

0543

4/21/16 12:49 PM



Confederation of Danish industry
do hereby certify that the above
company is a member of our
organization and known to us as
worthy of confidence.

CONFEDERATION OF DANISH INDUSTRY

CHAMBER OF INDUSTRY AND COMMERCE SECTION
25 JAN 2017

STENH.TIEDEMANN

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



[MepeBo, C aHIMACKOTO Si3bIKa HaPYCCKV SBbIK
[MepeBop, MevaTei Ha l/HCTPYKLYM 10 NP VEHEHHO (MECTIVLA FeMIOC TATTVMECKaS )
deppocaH Mepgukan Oesaiices A/C

Necnwn /Hepas6opuso/
MeHe[>Kep no cepTumKauum

/noanuce/
ETHICON ™™
SURGIFLO™
Martpuua remoctaTnyeckas
4547627 MASTER VI 2016.04.21.indd 21.04.16 12:49
BNO 20 LUTpmnXKOL, CKaH: MACTEP
Martepuan FEMD Ne 4547627 CKaH 4547627 21.04.2016

Kop nposykTa/HoMep NOBTOPHOro 3akasa: MS0010
Bepcua: MASTER VI
Jata: 21.04.2016
HanmeHoBaHne npogykta: SURGIFLO"™
Martpuua remoctatuyeckas

Tvin naketa: VIHCTPYKUMS MO NPUMEHEHUIO

MNpumeyvaHue: CkaH,
NpeacTaB/ieHHbIi B 3TOM
[JOKyMeHTe, npefocTaB/ieH
CKaHEPOM-NUCTOSIETOM

A3bIKK: aHrINACKWIA, yewcknit,  patckuii, 46009 Handheld Products v
HUAEPNaHACKWIA, 3CTOHCKWA, (uHCKMiA, OTObpaxKaeT
(hpaHLYy3CKWiA, HEMELKWUA, FpeyecKunii, BEHrepCKWi, 3aKoAMpoBaHHbIE  TOYHbIe
UTaNbSHCKUIA, NaTBUIACKNIA, NaTbIWCKNRA,  ceseHUS.

HOPBEXCKUIA, NONbCKUIA, NopTyrasbCKui,

PYMBIHCKWIA, CMOBaLKWUIA, C/TOBEHCKWIA, WCMAHCKUIA,
LWBEACKNA,  TYPEUKWA,  PYCCKMIA,  XOpBaTCKUIA,
apabCcKuii, BbETHAMCKUIA, TPaAuLMOHHbI  TMaHToH 293
KWUTaNCKUIA, yNpOLLEHHbIN KUTanCcKuia
Pasmep: CnoxeHHbI: 114,3 MM (L) x 241.3 mm (B) Henevartaemblit
/4.504. (LLU)x9.504. (B)
Liseta: PMS 293 (CuHwmiA)
WTPUXKOA(bI): Tun: 2D DATAMATRIX
CopfepxxaHue: 4547627
Pa3mep: 8.128 mm x 8.128 mm
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KoHeepaums faTCKoi NpoMbILLEHHbCTY
HaCTOSALLMM 3aBEPSIET, YTO BblLLUeyKasaHHas
KOMMaHWs1 SIBMISIETCS Y/IEHOM HaLLeld
opraHv3aLuy 1 U3BeCTHA HaM Kak
3acNy>XMBaKoLLasi LOBEPUS

KoHthepepauus 4aTCKON NPOMbILLIEHHOCTH
MpombiLlfieHHas nanata W TOproBblii 0TAen
25 aHBapa 2017 T.

/nognuce/

KnpcteH X. TuegemaHH

[epeBoHK ConosseBa MHQ
Poccuiickan denepalys
["opon, Mocksa
TprHauaToro MapTa B8 ThIAu/ CevHaALETOro roda

7 Kpoxanesa YKaHHa |/BaHoBHa, BPEMEHHO VICTIOMHSAKOLLWIA OGFBaHHOCTY HOTajnyca
ropoga Mocksb! Mokposckoro Foovs MixalinoBima, CBIARETENECTBYHO MOZ/HHOCTH NQIcH
nepeBoaqvka CorossEsoi Mapvmn HpeesHbl

[oanmcs cagraHa B MOEM MVICy TCTBIM.

JWMHOCTB MOANICABLLEIO JOKYVEHT YCTaHORMEHA.

3aperCTVpOBaHO BpeecTpe: No

B3bICKaHO rocyaapCTBeHHOM noLLvHbI (Mo Tajndy): 100py6. 00 kon
Yiia4eHo 3a OkazaHve yC/yT MpaBoBOMO M TeXH/HECKOro XapakTepa: 200py6. 00 ko

K U Kpoxayesa
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Bcero npowHypoBaHo
NPOHYMepoBaHO Mrkpertn”o
neyaTtblio, N
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KOIMus

Addendum to IF U for medical device

SURGIFLO™ Haemostatic M atrix

Area of application
It is used only in medical and preventive health care
institutions.

Disposal \
Disposal must be carried out in accordance with
accepted medical practice standards, and relevant local,
state, and Federal legislative acts and regulations
according to SanPiN 2.1.7.2790-10, class B.

Sterilization

See paragraph «How Supplied».

Kit sterility term covers the shelf life of each constituent
ofthe kit

Note: For single patient use only. Re-sterilization and
re-use are prohibited.

Shelf life
Shelf life for kit is determined according to the shortest
constituent expiration date, see kit box.

Ferrosan Medical Devices A/S
Sydmarkcen, 5, DK-2860, Soeborg, Denmark
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[ ONONHEHNE K MHCT PYKL MU NO NPUMEHEHMIO
MEeLULUHCKOTO U3fenus

MaTpuuaremocrtaTtunyeckad SURGIFLO ™

YcnoBus npumMeHeHns
MpuMeHsieTC  TOMbKO B YCNOBMAX — 1IEYEBHBIX W
NPOMUAAKTUYECKUX MEAULMHCKNX YUPEXAEHWNIA.

neyebHo-

Ytunnusauma

YTunusaumnio HeobxoAMMO OCYLLECTBAATL B COOTBETCTBUM C NPUHATLIMU
B MeULMHCKOW NpakTWKe HOpMaMW, a TakXe COOTBETCTBYHOLUMU
MECTHbIMMW, TOCYAapCTBEHHbIMU W (hefepasibHbIMU 3aKOHOLATEIbHbIMU
aKTaMmy 1 MHCTpyKumamm cornacHo CaHlluH 2.1.7.2790-10 knacca b.

Crepunusauus
Cwm. Pasgen «dopma nocTaBKm».
CpoK coxpaHeHWUs CTepu/bHOCTM Habopa COOTBETCTBYET CPOKY

FOAHOCTU Ka)KAoro n3 KOMMOHEHTOB.

lMNpumeyaHne: Tonbko A4nA 04HOPA30BOro UCMonb3oBaHUA. MOBTOpHasA
CTepunn3auusa 1 NOBTOPHOE MCNO/b30BaHNe 3arpeLyeHo.

Cpok rogHocTtu
Cpok rofHocTM [ANnA Habopa onpefensieTcs KpaTyalwium  CPOKOM
FOAHOCTY OJHOMO U3 KOMMOHEHTOB, CM. YNaKOBKY Habopa.

blA deppocaH Megnkan Oesaiicec A/S, aHusA
Ferrosan Medical Devices A/S
Sydmarken, 5, DK-2860, Soeborg, Denmark

A/3

A2y o jn



Manufacturer’s warranty

Manufacturer is not liable for any damage or accidents
resulting from improper use, human error or external
emergencies. Regarding the product quality, please
contact an authorized manufacturer’s representative.

Authorized manufacturer’s representative

LLC Johnson & Johnson

Krylatskaya 17, Building 2, 121614 Moscow, Russia
tel. (495)5807777, fax (495)5807878.

MS0010 IFU - 4547627 _red, Addendum version 02/17 WHCTpyKums no npumeHeHmtio MS0010 1FU - 4547627, Bepcus ¢ LOMONHEHUEM

02/17

MapaHTN Npon3BoanTENA

Mpon3BoauTeNnb He HeceT OTBETCTBEHHOCTM 3a MOBPEXAEHWUS WU
HecyaCTHble C/lyyan B pe3yfibTaTe HenpaBWUIbHOTO KCMOb30BaHMS,
OLWMOKM MONb30BaTENS WM BHELUHWMX Ype3BblUaliHbIX CUTyaumii. o
BONpocam KauyecTBa NpoAyKUWMM o6pallaiTeck K YMNOJHOMOYEHHOMY
NpeacTaBuUTENO NPOM3BOANTENS.

YNOMHOMOYEHHbIV NpeacTaBuUTelb NPOU3BOAUTENS
000 «[KOHCOH & [)KOHCOH», 121614, r. Mocksa, yn. Kpblnatckas, f.
17, xopn. 2, Ten. +7(495)580-77-77, (akc +7(495)580-78-78.

INTERPRETATION OF ADDITIONAL SYMBOLS ARE NOT NOTICED IN ORIGINAL IFU SYMBOLS

MOACHEHUNSA AONONHUTENbHbBIX OBEO3HAYEHUA (B OPUMMHANBHOW MHCTPYKLIMW MPOU3BOAUNTENA HE

MPVIBOAATCS)

Product passed procedure of declaration of conformity

CD MpoAyKT npowen npoueaypy 0653aTe/lbHOro NOATBEPXKAEHUS COOTBETCTBUS
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€ QUZAUTICKO20 AIBINA KA PYCCKULL A3BIK

nevameii ka Jonvinenuu K uncmpyxyuu no npuMeHeniio (Mampuya cemocmamuyecran)
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MepeBOA LaHHOIrO TeKCTa BbIMOMIHEH MHOWM, nepeBogyunkom Kypunosoi CseTnaHol JIeOHUAOBHOM, nacnopt: cepus 4512 Ne743180, BbigaH YPMC
Poccumn no ropogy Mockse no parioHy MapguHo 14.08.2012 rofa.

Poccuitickaa degepauuns
Mopog MockBa
[ecaToro mapra fiBe TbICAYM CEMHAALATOro roga

A, MapTtelHOBa Hartanus AHApeeBHa, BPEMEHHO MWCMNoOMHAKOWAA 0643aHHOCTM HOTapuyca ropoga Mocksbl, AkumoBa [ne6a Bopucosuua,
CBUAETENbCTBYO NOAMMHHOCTL noanucu nepesogumka Kypunosoi CsetnaHbl JIEOHULOBHbI.

Moanuch chenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTb NoANUcaBLUEro AOKYMEHT YCTaHOB/IEHaA.

3aperncTtpuposaHo B peectpe; Ne # n

B3bICKaHO rocyaapCTBeHHOW nownuHbl (no Tapudy): 100 py6.
YnnayeHo 3a OKasaHue ycayr NpaBoOBOro U TeEXHUYeCKOro xapakrepa: —py6. 00 kon.

H.A. MapTbLioBa

Bcero npowHypoBLL 0, MPOHYMEPOBLLIOE
N ckpenneHo nevateto . U nuncta'(oB)
BPWNO HoTtapuyca,
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NpowWwWHYpoOBaHO,

e ———— — jiffcToiy
BPWO HoTapuyca_

Poccniickas degepauus. fopog Mocksa
TpvHaETOro MepTa B ThOTT GAVHY BT QA

4, Kpoxanesa aHHa |IBaHOBHA, BPEMEHHO WCMOMHSOLNANA
00A3aHHOCTU® "aouyca rogo a MockBbl [10KDOBCKOrO  HOpus
L;NAXILA24>>

MuiwsPBI1 8]

3aperucTpupoBam s peectpe:N
B3bickato Mo Tapudy: .
YnnaueHo 3a okasaHue ycnyr /| TexHuyeckoro xag~epa. |

7/\
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HOCTb KOMiAW C NPEACTaBNEHHOIO MHe



