Operational Documentation

Helitene * ABSORBABLE COLLAGEN HEMOSTATIC AGENT

DESCRIPTION
HELITENE* Absorbable Collagen Hemostatic Agent is a soft, white, pliable absorbent hemostatic agent,
supplied in afibrillary form.

The basic material from which the HELITENE hemostatic agent is a fabricated is collagen obtained from
bovine deep flexor (Achilles) tendon. The tendon is known to be one of the purest sources of collagen
that can be readily obtained and processed in commercial amounts. The HELITENE hemostatic agent
being derived from this tendon, is expected to be very consistent material.

Because of the initial purity of the collagen source and the further purification steps during processing of
the HELITENE hemostatic agent, the practitioner can expect uniform behavior from this topical
hemostat from one application to the next.

INDICATIONS
The HELITENE hemostatic agent is indicated in surgical procedures as an adjunct to hemostasis when
control of bleeding by ligature or conventional procedures is ineffective or impractical.

POTENTIAL CONSUMERS AND OPERATING CONDITIONS
The products must be used by qualified personnel in the operating room

INFORMATION FOR USAGE

On contact with blood, collagen Is known to cause aggregation of platelets. Platelets deposit in large
numbers on the collagen structure, degranulate, and release coagulation factors that, together with
plasma factors, enable the formation of fibrin. The structure of the HELITENE hemostatic agent provides
a three dimensional matrix for the additional strengthening of the clot.

The HELITENE hemostatic agent effectively controls bleeding usually within two to five minutes when
applied directly to the bleeding site. Excess the HELITENE hemostatic agent should be removed from the
site after hemostasis is achieved.

The HELITENE hemostatic agent Absorbable Collagen Hemostatic Agent is designed to be totally
absorbable if left In situ after hemostasis. If desired, the HELITENE hemostatic agent may be recovered
after hemostasis is accomplished using dry forceps or irrigation. Implant studies in animals have
demonstrated the HELITENE Absorbable Collagen Hemostatic Agent to be absorbed with tissue reaction
similar to that observed with other absorbable hemostatic agents.

The collagen hemostatic agent absorption was evaluated after subcutaneous and intrahepatic
implantation in rats. In one out of live animals, complete subcutaneous absorption was observed by day
14, and by day 56, three out of four animals had complete absorption. Complete intraperitoneai
absorption was not observed by day 56.

As shown with other hemostatic agents, the implantation of the HELITENE hemostatic agent also elicits
a similar foreign body reaction.

The HELITENE Absorbable Collagen Hemostatic Agent has been evaluated in vitro for the enhancement
of bacterial growth of Staphylococcus aureus and Escherichia coli. Enhancement of bacterial growth did

not occur for either organism.

In vivo studies using guinea pigs showed that incidence of infection (abscess) of incision sites inoculated
with Staphylococcus aureus was not enhanced by the presence of the collagen hemostatic agent when
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compared to another collagen hemostatic agent. However, extent of wound infection tended to be
greater than control with the HELITENE Absorbable Collagen Hemostatic Agent and another collagen
hemostatic agent tested. This tendency is observed with many foreign substances.

The HELITENE Absorbable Collagen Hemostatic Agent was evaluated for potential allergenic sensitivity.
A guinea pig maximization study showed that it did not produce irritation or contact sensitization. A
chemical assay of the HELITENE Absorbable Collagen Hemostatic Agent compared to one other collagen
hemostat showed significantly less specific glycoprotein immunoreactive substances. A
hemagglutination study was conducted evaluating the HELITENE Absorbable Collagen Hemostatic Agent
as the antigen. There was no agglutination observed.

CONTRAINDICATIONS
The HELITENE hemostatic agent should not be used for patients with a known history of hypersensitivity
to bovine derived products.

PRECAUTIONS

It has been shown that fragments of microfibrillar hemostatic agents may be passed through the filter of
blood saving devices and returned to the patient. The use of microfibrillar collagen In patients
undergoing surgical procedures involving blood saving devices should be avoided.

As with other hemostatic agents, it is not recommended that the HELITENE hemostatic agent be left in
an infected or contaminated space.

The HELITENE hemostatic agent is not intended to be used to treat systemic coagulation disorders.

Only the amount of die HELITENE hemostatic agent necessary to produce hemostasis should be used.
After approximately 10-15 minutes, excess material should be removed. This is usually possible by
removing the HELITENE hemostatic agent using dry forceps or irrigation. In otolaryngological surgery,
precaution against aspiration should include removal of excess dry material.

Clinical studies were not conducted in ophthalmological or urological surgical procedures, therefore, the
risk to benefit ratio should be assessed prior to use in these procedures.

There are no well controlled studies In pregnant women; therefore, the HELITENE hemostatic agent
should be used in pregnant women only when the benefit outweighs the risk.

SINGLE-USE DEVICE

The HELITENE hemostatic agent is supplied In a single-use package and is guaranteed to be sterile and
non-pyrogenic unless opened or damaged. The product is intended for use as an absorbable implant and
is not to be reused. Reuse of the device can result in contamination and/or disease transmission. Any
attempt to resterilize or reuse the product/components will damage the matrix and impair its ability to
function as intended. All unused pieces must be discarded.

ADVERSE REACTIONS

Adverse reactions reported with another microfibrillar collagen agent that were possibly related to Its
use were adhesion formation, allergic reaction, foreign body reaction, and subgaleal seroma (report of a
single case). The use of microfibrillar collagen In dental extraction sockets has been reported to increase
the incidence of alveolalgia.

Other microfibrillar collagen have been reported to cause interference with ire healing of skin edges
when used in the closure of skin incisions and to reduce the strength of methyl-methacrylate adhesive
when used to attach prosthetic devices to bone surfaces. Transient laryngospasm due to aspiration of
dry material has been reported following the use of another microfibrillar collagen in consillectomy
procedures.
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Since the HELITENE hemostatic agent is a collagen-based product, adverse reactions experienced with
other collagen hemostatic agents may be related.

ADMINISTRATION

The HELITENE hemostatic agent should be placed directly on the bleeding surface with pressure applied
using a dry gauze. The period of time necessary to apply pressure will vary with the type and amount of
bleeding to be controlled. In general, one to hve minutes should be sufficient. It has been shown that
hemostasis usually occurs within two to five minutes. The amount of the HELITENE hemostatic agent
necessary to achieve hemostasis will depend on the nature and amount of bleeding to be controlled. In
surgical procedures the pad can be used by applying small squares to bleeding areas. Either side of the
HELITENE hemostatic agent pad may be applied to the bleeding site.

The HELITENE hemostatic agent will adhere to wet gloves, instruments and tissue surfaces. Dry forceps
should be used to apply the HELITENE hemostatic agent to facilitate handling and placement of the
material.

The HELITENE hemostatic agent may be left in situ whenever necessary. However, the surgeon should
remove any excess the HELITENE hemostatic agent prior to wound closure.

Possibility of removal; Prior to wound closure. After About 10-1S minutes, the excess material should
be removed. Usually hemostatic HELITENE can be removed by using dry forceps or irrigation.

In otolaryngological surgery, precautions should be taken to avoid aspiration when removing excess dry
material.

Interaction of implant materials with other materials and substances: The manufacturer does not
provide the possibility of interaction with drugs/materials/substances

Information about the methods of determining the position of the implant: Not applicable.
INFORMATION ABOUT THE AVAILABILITY OF MEDICAL DEVICE MATERIALS OF ANIMAL ORIGIN

Integra LifeSciences Corporation manufactures Helitene ®ABSORBABLE COLLAGEN HEMOSTATIC AGENT
from collagen - Integra Collagen. Integra Collagen is produced by Integra LifeSciences Corporation from
bovine deep flexor tendon sourced from the United States and New Zealand. Each shipment of tendon
has | Certificate of Conformance. Bovine tendon is subjected to enzymatic and alkali treatments,
resulting in highly purified Type I collagen - Integra Collagen - that is non-viabte and has been
inactivated for viruses and TSEs.
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Consult Instructions for Use
Expiration date

Do not re-use

Lot number

Do Not Use if package is damages

Authorized Representative in the
European Community
Sterilized Using Ethylene Oxide

Product compiles with requirements of
directive 93/42/EEC

RXONLY  Caution: Federal (USA} law restricts this
device to sale by or the order of a
physician or practitioner
Manufacturer

Catalog number

Do Not re-sterilize

Peel here

Non-pyrogenic - indicating that the medical device non-pyrogenic

REP

iJ

Integra LifeSciences Corpotration Integra LifeSciences Services (France) SAS
311 Enterprise Drive Immeuble Sequoia 2

Playnsboro, NJ 08536 97 allee Alexandre Borodine

Telephone: 800-654-2873 Parc Technologique de la Porte des Alpes
Outside USA: 609-275-0500 69800 Saint Priest, France

Fax: 609-275-5363 Telephone: 33 (0) 4 37 47 59 10
www.inteRralife.com Fax: 33 (0)4 37 47 59 29

HOW SUPPLIED
Sterile HELITENE Absorbable Collagen Hemostatic Agent-Fibrillar Form is supplied in the following sizes:

REF Size Quantity
1692-ZLI 0.5 gram 5/box
1692-ZKI 1.0 gram 5/box

Contents of the package are guaranteed sterile and non-pyrogenic unless the package is opened or
damaged. Avoid excessive heat and humidity.

Storage and transportation conditions

Environmental conditions Environmental conditions
(storage) (during transportation)
Temperature range 15-30 “C 15-30 “C

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



Relative humidity No more than 65% No more than 65%
Special time intervals for transportation are not provided
UTILIZATION
Materials must be disposed of and/or recycled In accordance with applicable laws.
Waste class:
for products with expired class -A;
for products used class - B.
Local Representative in Russia
Neuroproject Ltd
127486, Moscow, Russia, Korovinskoye shosse, 10, bid. 2, floor 1, room 101

Tel. +7 495 6608173

e-mail: info@neurop.ru

Authorized Signature:

INTEGRA

Title: Director Regulatory Affairs

Signature: Date:.

lawiftr?.TMeU
NOTAJtr PUBUC OF NEWJERSEY
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dkcnnyaTtaunoHHasa AOKYMeHTauumsa
f FemocTaTHK Hclitene' a6copbupyemblii KonnareHoBbl i

ONMNCAHWNE
FcmocTatnk  Helitene® abcopbupyeMbliii  KONMareHoBbIn - 3TO MsArkoe, rumbkoe, a6copbupyemoe
remocTaTmM4yeckoe cpefcTBO 6es10ro UBeTa, noctaBnsemoe B (1)nbpunnsapHoin popme.

OCHOBHbIM MaTepuanoMm Ans npousBogcTBa lemocTaTuka Helitene a6copbupyemoro KonanareHoBoOro
CNYXXWUT KOMMareH, MoslyYeHHbIA M3 6bl4bero rAy60Koro axusioBa CyxoXunus. Cyxoxuave aBnsercs
0fHVMM M3 Hanbonee YMUCTbIX MCTOUHUKOB KOJI/lareHa, KOTOpbI/i MOXHO /IerKo Mofyyatb U o6pabaTbiBaTb
B KOMMep4eckKnx macwTtabax. Femoctatuk Helitene abcopbupyemblii KonnareHoBblA, MNONYYEHHbIA U3
CYXOXNNUSA, ABAAETCA 0YE)lb O4HOPOAHbIM MaTepuanom.

Bnarogapsi ecTeCTBEHHON YWUCTOTE WUCTOUHMKA KOMfareHa W janbHedlwnM MpPOM3BOLCTBEHHbIM 3Tanam
OYUCTKW, Bpayy He CTOUT 6eCnoKOUTbLCA O paBHOMEPHOCTM pacnpepeneHns [emoctaTuka Helitene
abcopbupyemoro KOJ/1areHoBOro, TaK Kak AaHHOe remMocTaTUYeckKoe CpeAcTBO CMOCO6GHO obecneynTb
O0LHOPOAHOCTb MPOAYKTa OT MPUMEHEHUS K MpUMeHeHUEO.

MOKA3AHNA K TPUMEHEHWIO

1l'emocTaTnk Helitene abcopbupyeMbiii KOMareHoBbIM MNOKa3aH K MPUMEHEHUIO MPU XMPYPTrUYECKnX
BMenEaTenbcTBax B KauyecTBe BCMOMOraTe/lbHOr0 remMocTaTM4YecKoro cpefcTBa B TeX C/yyasix, Korja
0CTaHOBKA KPOBOTEYEHMSI MyTeM MepeBA3KM KPOBEHOCHbLIX COCYAOB WM C MOMOLWbK TPaAULUOHHbBIX
npouesyp HeaheKTUBHA MM NPAKTUYECKN HEBbINOHMUMA.

MOTEHLUWMANBHBLIE MOTPEBUTENN NYCNOBUA SKCMNAYATALNN
V3genunsi 4o/mKHbI MPUMEEISTLCA KBaIM(IMLUPOBAHHBIMU CMELMaiucTaMu B YC/TOBUSIX OMepaLnoxioii

MPUHUWM OENCTBUSA

NP KOHTaKTe C KPOBbH KOJU/lareéH Bbi3blBae€T arperauunto TpOM60LI'I/ITOB. CKoOM/ieHNe Ha KOJinareHoBom
CTPYKType 60/bLIOr0 KonmM4yectBa TPOMOOLMTOB AerpaHynnpyeT n BbECB060XAaeT (haKTop CBepTbiBaHUS
KpOBW, KOTOpbI/A Hapsigy C (hakTopamu MnasMbl, WMHULKMMpPYeT o6pasoBaHue GubpuHa. CTpyKTypa
lemoctaTuka Helitene a6cop6uMpyeMoro Ko/ijiareHoBoro o6ecrieunBaeT 06beMHLEN  MaTpuke ans
LONONEEMTCNBHOIO YKPCMCHWSA CrycTKa KpOoBMU.

FemocTaTuUK Helitene abcopbupyemblii KOMNareHoBbln 3@eKTUBHO OCTaHaB/MBAeT KPOBOTeYeHWE B
TeyeHue 2-5 MEEYT npu npumeHeHnn EEenocpeacTBEHHO K MeCTY KpoBoTedeHus. M36bITOK Ee.mocTaTvka
1IELITENE cnepgyet yaanuTb ¢ MecTta EEaEFeceHs nocne 4OCTUXKEHUSA reMocTasa.

emocTaTuK Helitene abcopbupyemblii KonnareHoBbI pa3paboTaEE Ansa NOAHOro MOrnoWeHWs, B Cnyyae
ocTasfieEEnA npogykra Ha MecTe KpoBoTedyeEEMA nocre focTmxeHna remoctasa. Mpu >kenaHum reMocTaTtuk
HELI TENE MOXHO yAanuTb MO 3aBepLUeHWM remoctasa C MOMOLLbI0 YWCTOrO CyXOro MUHLETa Wim
nyTeM NPOMbIBaHWA. ViccnefoBaHWe MOBEAEHUA MMMJIAHTATa Y >KMBOTHbLIX MOKas3ano, 4To [emocTaTuk
Helitene a6copbupyembilii KonnaECHOBbIA MOrnoWaeTca B XO04e TKaHeBOW peakuuw, aHanoruyEiol
peakumn Edm npumeHeHUn gpyrux rcMocTaTmKoB.

MMornouwieHne KONMNAreHoOBOro remMocTaTMkKa OLEHMBANM Yy KpbIC MYyTeM BBEAEHMA MMOAKOXHOIO U
BlEyTpuneyeHOUELOro mmMnnaHTaTa. Ha 4eTbipHaguaTbli AeHb MNOMHYH NOAKOXEEyt0 abcopbumto
EEaGNEQf@M B KaXXAOM MATOM wusorcecom; Ha NATbAECAT ENECTON feHb nonHas abcopbums 6Gbina
3aperucTpmpoBaHa y TPeX M3 eearn XMBOTHbIX. Ha NATbAECAT TECTOW AeHb WCCNeAoBaHUA MPU3HAKOB
nonEtoii BEEYTpUOPHOLLIMHERO 36C0POLMIM 0OHAPYXKEHO HC ObIfO.

Kak 1 B cnyyvae Apyrux reMoctaTukos, umnnaHTaums [emoctaTvka  Helitene abcopbupyemoro
Korv1iaE'CEEOBOro BbI3blBAaET aEEanoruyHyto peakLmio opraHmsma Ha nHopogEEoe Teno.

CtumynupoBaEEne pocta 6akTtepuin Staphylococcus aureus m Escherichia coli Femoctatmka Helitene
abcopbupyemMoro KojnareHoBoE'o oueHMBanu in  Vvitro. WccnefgoBaHue He BbISIBUIO MNPU3HAKOB
CTUMY/INPOBaHNA pocTa 6aKTEPUN cew s OAHOM U3 paccMOTPeEEEELIX opraHn3mos.
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WcecnefoBaHMs MOPCKUX CBUMHOK N VIVO He BbISBUIM MOBbLIWEHUS BEPOSITHOCTU BO3HUKHOBEHUSA
nHekunn (abecuecca), BbI3BaHHOW Staphylococcus aureus Ha MecTe WCCEYEHUS ANA MPUBUBKK KaK
CNefCcTBUA MPUCYTCTBUSA KOMNAareHoBOro remoctatvka. OfHaKo ypoBeHb WH(MLUMPOBAHUS paHbl BCE Xe
6bin Bb(We Npu Hanuumn MemocTtaTuka Helitene abcopbrpyemoro KoanareHoBoro uam nboro gpyroro
aHanusMpyemoro remoctatmka. Takas TeHfeHUMS Habnojaetcs npuv  BBefeHUMW 6OMbLIMHCTBA
WHOPOLHbIX BELIECTB.

B oTHoweHun T[emocTtatmka Helitene abcopbupyemoro KoniareHOBOro TakXe OblI0 MNPOBEAEHO
uccnegoBaHMe MO OUEHKe  MOTeHUMaNbHOW  YyBCTBUTENLHOCTM  OpraHuM3aMa K ajnfeprexy.
MaKcMMn3NpoBaHHOE KCCNefoBaHMe MOPCKUX CBMHOK MOKasano, 4YTo faHHOe u3genve He BbE3bIBaeT
pasfpaXkeHnss WM YYBCTBUTENIbHOCTM OpraHM3amMa MpuM  KOHTakKTe ¢ HUM. XUMWYECKWii aHanus
l'emoctatka Helitene abcop6upyemMoro KonaareHoBOro B CPaBHEHMW C APYTMMW  KOMNareHoBbIMU
remMoctaTMkamm BbISIBU/ 3HAUYMTENBHO MEHbLLYI0 cneynuyHoOCTb rIMKONPOTENHOBOTO
MMMYHOPEaKTUBHOIO BelllecTBa. MccneposaHune remarralTnHaynum emocTaTtmka Helitene
abcopbypyemoro KonaareHoBoro, BbICTyNawLLEero B KauecTBe aHTUTeHa, He BbISIBUO arriloTUHaUum.

MPOTNBOMOKA3AHNA

FemocTaTMk Helitene a6copbupyemblii  KONMMareHoBbI 3anpelleH K MNPUMEHEHWI0 MauueHTamu ¢
rMNepuYyBCTBUTENbHOCTBIO K KOMMOHEHTAM XXMBOTHOIO MPOUCX0XAEHMWS, Nony4YeHHbIM 13 KPC.

YKA3AHUNA MO NMPUMEHEHWIO

MK kaK @parMeHTbl MUKPOGUOPUNIAPHOIO remocTaTuka MOryT MpPOXOAUTb 4epe3  (UIbTPbI
KpoBocbeperawLlero ycTpolicTBa W BO3BpallaTbCA B OpraHuU3M MauueHTa, MUKPOGUOPUNNSAPHbIA
KonnareH 3anpeweH K TMPUMEHEHWIO B XUPYPruyeckuMx npouefypax C  MCMO/b30BaHWEM
KpoBocbeperarLiero ycTpoiicrea.

Kak n B cny4yae pfpyrumx remoctatukoB, lemoctatmk Helitene abcopbupyembiii KOMiareHOBbIA He
peKOMeHAyeTCs 0CTaBNAATb B UHPULUPOBAHHOM WAN 3arpPA3HEHHOM MOMELLLEHUN.

MemocTaTnk Helitene abcopbupyemMblii KOMMareHoBbli He npegHasHavyeH Ana J/IeYeHUS CUCTEMHbIX
HapyLUeHWiA KoarynsumMoHHOro remMocrasa.

He pekomeHgyeTcs npeBblllaTb YyKasaHHOe KonuyecTBo [emoctatuka Helitene a6copbupyemoro
KonnareHosoro. Yepes 10-15 MUHYT rMocfe HaHECEHUA W3NULLIKW MaTepuana cnejyeTt ypaanTb C
MOMOLLbID YUCTOrO0 CYXOro MMHUETa WIM NyTeM MNPOMbIBaHMA. B c/aydae 0TONapPUHIO0TMYECKUX
onepawluin Mepbl 6€30MacHOCTU NPOTMB acnMpauMmn BK/IKYAIOT yianeHne U3INLIKOB CyXoro MaTepuana.
KnnHuyecknx mnccnefoBaHWii KacaTeNlbHO 6€30MacHOCTU U 3(PEeKTUBHOCTM NpUMeHeHUs [emMocTaTuKa
Helitene abcopbrpyemoro KonnareHoBOro B 0(hTajibMOMOMMYECKUX U YPONOTMUECKUX OMepauusix paHee
He NPOBOAM/IOCH, MO3TOMY OLIEHKY COOTHOLUEHUS «PUCK - MOMb3ax» CrefyeT NPOU3BOANTL Nepes Kaxaol
TaKoi npouesypon.

KoHTponupyembiX WcCnefoBaHWii KacaTeflbHO BO3[eACTBUA MNPOAYKTOB Ha OpraHusM 6epemMeHHbIX
YKEHLWIMH NpOoBeAeHO He 6blNo; Takum obpasom, emocTtaTmk Helitene abcopbmpyemblii KonnareHoBbIi
MOXXHO MNPUMEHATb B OTHOLUEHUWN GepeMEeHHbIX XXEHLLUH TOMbKO B C/ly4ae, ecqin Mnosb3a MpPeBOCXOAUT
pUCKMU.

TONBbKO gna OQHOPA30BOIO NCIMOJIbSOBAHNA

lemocTaTMK Helitene abcopbupyemblii  KOAIAareHoBbI MOCTaBASAETCA B 04HOPa30BOM  ynaKOBKe.
CTepu/IbHOCTb M anMPOreHHOCTb COAEPXMMOr0 rapaHTUpyeTcsl, eciM ynakoBKa He MOBpeXfjeHa W He
BCKpbITa. MpPoAyKT npefHaszHayeH A4S UCMO/b30BaHMSA B KauyecTBe paccacbiBaeMOro UmMaaHTaTa U He
npegHasHayeH [AfS MHOropasoBOro MWCMO/b30BaHUs. [MOBTOPHOE WCMO/Ib30BaHME MPOAYKTA MOXE3
NMPUBECTM K 3apaXKeHWo WAu nepeHocy 3a6oneBaHus. J1to6asi nonbiTKa NOBTOPHONM cTepuaunsauun wam
NCMO/Ib30BaHUSA MPOAYKTA NOBPEXAaeT MAaTPUKC U CHMXKAET ero yHKLMOHabHbIe XapaKTepucTuku. Bee
Hencnosib30BaHHble YacTu Heo6X0AMMO BbIGPOCUTD.

MOBOYHbLIE QP PEKTbI

HexenatenbHbIMU peakuusiMi, KOTOPble OTMeYanucb Npu MPUMeEHEHUU MaTepuasioB M3 KossareHa u
.MOTyT 6bITb CBfi3aHbl C WX MPUMEHEHWEM, MOTYT 6biTb 06pa3oBaHue Craek, anfiepruyeckne peakuuw.
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peakuMss Ha MHOPOAHOe Tefo W cybraneanbHad cepoma (3aperucrpypoBaHa B eLVMHWUYHOM cryyae).
Vicnonb3oBaHne MUKPOGMOPUNNAPHOr0 KOMareHa TakKe NoBbILLIaeT YacToTy cay4vaeB IYHOUKOBOM 601um
npu npumeHeHun [emocTaTuka Helitene abcopbupyemMoro Ko/aiareHoBOro fAns TamMmnoHadbl NYHOK
yAaneHHbIX 3y60B.

B uucne gpyrux HexenaTeNbHbIX peakuuii 0TMeYasuCb 3aMeAsieHUe 3aXMBMEHUS KpaeB paHbl Npuv
3aKpbITUM pa3pe3oB KOXM W 3HAUYUTE/IbHOe YMEHbLUEHUE MPOYHOCTU (hMKCcauMM C NMOMOLLbI0 K/eeB Ha
OCHOBE MeTW/AMeTakpunara, WCMNoMAb3yembliX [fNA  MNPUKPENAeHUA  NPOTe3npylLwmnx un3gennin K
NOBEPXHOCTU KOCTW. MepexofHblii NapuMHrocnasm npu BAbIXaHUW CYXOro KonnareHa Habnwoganca npu
MCNONb30BaHUN APYTroro MUKPOMUBPUANAPHOro KoniareHa B npoueaype TOH3UAI3KTOMUN.

Tak kKak NemoctaTuk Helitene abcopbupyemblii KOnareHoBbIA M3rOTOB/IEH W3 KoO/lareHa, nobouyHble
3heKThbI, BbISIBMIEHHbIE MPU MNPUMEHEHUM [APYTUX KO/IAreHOBbIX FEMOCTAaTUYEeCKUX CPeAcTB, MOryT
OTHOCUTbLCA U KAAHHOMY MPOAYKTY.

NMPUMEHEHWE

MemocTaTMK Helitene abcopbupyembliii KonnareHoBbIN CeAyeT NMPUMEHUTb HEenoCPefCTBEHHO K MECTY
KPOBOTEUEHMS W Cferka npuxkaTb ero Ccyxoir Mapnein. Bpemsi, B TeueHMe KOTOPOro remoctaTuk
HeobXo4MMO NpPUXUMaTb, ONpeAenseTCs XapakKTepoM U TSXKeCcTbio KpoBoTeueHwWs. B cpegHem pgns
OCTaHOBKM KPOBOTEYEHMS [OCTATOYHO MSATM MUHYT. [emocTa3 06bI4HO 3aHUMaeT OT 2 A0 5 MUHY'T.
KonunuectBo MemoctaTtmka Helitene a6copbupyeMoro KonnareHoBoro, Heo6xoAMMOro Ans remocrasa,
onpefenseTca XxapakKTepoM W TSKeCTbi0 KpoBOTeYeHUs. B xupypruyeckmx npoueaypax K MecTy
KpOBOTeUeHUsA crefyeT NPUMEHNTb He60MbLUIOW (hparMeHT ABYCTOPOHHEN remMocTaTuyeckol nofyLueykn
HELITENE.

MemocTaTnk Helitene abcopbupyemblii KOAMAreHOBbIN MOXET nNpuaunaTb K BAaKHbIM nepyaTkam,
WHCTPYMEHTaM W TKaHeBbEM noBepxHOCTAM. [na HanoxeHusi MemoctaTvka Helitene abcopbupyemoro
KOM/1areHoBOro 1 paboTbE C eevm CnefyeT MPUMEEEATL CyXol NMUHUET.

Mpn EEeocbxogmmocti, FemocTaTtuk Helitene abcopbupyemblii KOMNareHoBLEV! MOXHO 0CTaBUTL Ha MecTe
KpoBoTeveEEMA. Mpu aToM XMpypry cnegyeT yganuTb U3nuMwkn Femoctatvka Helitene abcopbrpyemoro
KonnarcEEOBOro nepej 3akpbiTuem paEEbL

B03MOXHOCTb yaaneHus: [o 3akpbiTusa peEEbl MpubnmsntensEEO yepes 10-15 MEEYT M3nnLikm
martepuana cnegyet yaanuTs. O6bMEEO remoctatk HELITENE yganatioT Npy NOMOLLM CyXOro NuHLeTa
nnu ¢ nomoEasE0 nppuraymm.

B OTO/IApPUHIO/IONMYeCKOW Xupyprv BEm ynaneEEMM n3nnMwwKoB cyxoro mMatepuana ciegyeT cobntoaThb
Mepbl NPe0CTOPOXXHOCTU Bo M36eXXaHMe acEE/paELLW.

B3anmogencTBMn MaTepuanoB WUMNNAHTUPYEMbIX C APYrMMU MaTepuanamMmum U BellecTBamu:
nponssognTesb HC E¢)e,qycmanV|BaeT BO3MOXHOCTb B3aVIMOp,eVICTBVIFI C neKapcTeamMmm / MaTepunanamm /
BCEEECCTBaM/

CBeAEHI/IFI 0 MeTojax onpefesieHUa NOMOXeHUA uMmnnaHTarta: He npumeEENMmo.

CBEAEHNA O HAONYUNIN B MEOAVMUMNHCKOM U3JETNN MATEPUANTOB XXNBOTHOTI O
MPONCXOXAEHNA

KomnaHus «MHTerpa faiCaiteEECuc KopropeAwEE» (Integra LifeSciences Corporation) nponssoant
MemocTatuk Helitene® abcopbupyemblii KONMareHoBbli 13 KoniareHa - komnarcEEa «/HTerpa».
KonnareH «/IEETerpa» Nnpon3BoaAnTCca KoMnaHuen «MHTerpa JlaligCalieEECuc KopnopeliliH» 13
cyxoxunuii E'ny6okoro crub6atens kpynHoro poratoro ckota (KPC), nomyucEEEEbK B CLUA 1 HoBsoii

e EaEEM Kaafaa noctaBKa CyX0XWNuin conpoBoxgaetca CepTUPUKaTOM COOTBETCTBUA. CyxXoXnnms
KPYMHOro poratoro ckota nogeepEAEOT thepmeHTaTUBEEOI 1 LWen04HO 06paboTKe, B pe3ynbTaTe Yero

3

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



N0AYHAIOT BbICOKOOUMIEHHBIH KoswtareH Thna | — koanarcs «UHTerpa» - KOTOPLIN e CONCPKHT
v' WHIECCNOCOOHLIX BHPYCcoB ¥ arenToB TSE.

HCNOJIb3YEMBIE CHMBOJIbI HA MAPKHPOBKE

OGpaTuTech K HHCTPYKUHH

Cpoxk roasoctn

He ncnonviosats NOBTOPHO

O Howmep naptun

He ncnonsiosats, ecan ynaxkoBka noBpexacHa

® (5@ =l

EC | REP YnonsomouesHbiii npeacrasurens 8 Esponeiickom
. coobluectae
[STERILE [€0 ] CTepnan308aHo STHAGHOKCHAOM
c € (1 TpoayxT cooTBeTcTBYET TPEOOBANUAM AUPEKTHBbI
93/42/EEC
Rx ONLY Brumanne: geaepansheiit 3akon (CLLIA) paspewnact

NPONAXY NAHHOIO NPOAYKTa TOABKO NPAKTHKYIOIICMY
Bpavy HIH NO €ro 3akaly

L

Mpon3soawnrens
|REF KatanoxHstii omep
@ [MosTOopHas crepunniaums 3anpelweHa
' Orkprirats 3aech

ANHPOTCHHO - YKa3aHHUE Ha TO, YTO MEAHLIMHCKOE YCTPOHCTBO aNHPOreHHo

- | EC | REP

[IponssoauTens Hurerpa JlaiigCaiiericus Cepaucns (Dpaiums)
Hnrerpa JNaigCaliencuc Kopnope#iwn CAC

311 Burepupaiiz dpaiis Immeuble Séquoia 2

[TneiinicGopo. Hbto-Axepcn 08536 97 allée Alexandre Borodine

Tenedon: 800-654-2873 Parc Technologique de la Poric des Alpes
Buewnnii CLUA: 609-275-0500 69800 Saint Priest, France

dakc: 609-275-5363 Tenedon: 33 (0) 437-47-5910
wwiw.integralife.com ®akc: 33 (0) 437-47-5929

POPMA BBINIYCKA

I'emocratnx Helitene aGcopGupyembiit konnarenossiii noctagnscrea B duGpuanapiioit gopme 8
CTCPHILHOMH YNAKOBKE B CAEAYIOLHNX PAZMEPHBIX HCTIONHCHUAX:

Ne ai/n Pazmep Kouauuecrno
1692-71.1 05r 5 eAnKMIL B yNakoBxe
1692-7K1 1.0r 5 eanpni B ynakosxe

CTepHaLHOCTL M ANHPOrEHHOCTS COACPKMMOTO FAPAHTHPYCTCA, CCIIH YTIAKOBKA HE MOBPEXAEHA M He
sckpeiTa. HiberaiTe noBLIICHHEIX TCMNCPATYP ¥ BRAXKHOCTH,
4
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CBEAEHNA OB YC/ZTOBUNAX XPAHEHVA N TPAHCIMOPTUPOBKWU

YCcnoBusa OKpyXaw L en cpegbl YCcnoBus oKpyXxawLein cpeabl
(npu XpaHeHuUK) (Nnpn TpaHCNOPTUPOBKE)
[dvanasoH TemnepaTtyp 15-30"C 15-30 °C
OTHOCUTeNbHas He 6onee 65% He 6onee 65%

BIAXHOCTb BO34yXa
CneunanbHble BpeMeHHbIe MHTEPBasIbI A4/ TPAHCMOPTMPOBKM He MPefyCMOTPEHbI

YTUNN3ALNA

YTunusaumsa n/vnm BTopryHas nepepaboTka MaTepuanoB LO/MKHbI NPOBOAUTHLCA B COOTBETCTBUU C
JefCTBYIOLLMM 3aKOHOAATEIbCTBOM.

Knacc oTxof40B:

A4NS M3[enunii ¢ UC3eKLWMM CPOKOM FOAHOCTU Knace - A;

NS M3genuid, bbIBLLINX BYNoTpebneHuun, knacc - b.

YMNONHOMOUYEHHbLIVA NPEACTABUTENb MPOUN3BOAUNTENIA B POCCUW
00O «HeliponpogKeKT»

Poccua, 127486, r. MockBa, KopoBUHCKOe wocce, 4. 10, cTp. 2, 3Tax 1,nom. 101.
Ten.:+7 495 660 81 73

e-mail: info@neurop.ru

MHTEIPA
MoAnncb YNOTHOMOYEHHOI 0 Nnua:
Mma: AnaHa BoppoH
LomkHocTb: AnpekTop, OTAeN HOPMATUBHO-MPaBOBON MOAAEPXKN

Moanuck: Inodnucanol [Jata: 03 okTs6psa 2019 .

/WTamn:/

DokeHHnep M. AaHnanc

HoTtapuyc B Hbto-xxepcn

MpaeHThakaymoHHbIA HoMep 2285997, JTnueH3suna geiicteutenbHa 4o 04.01.2021 .
Inodnucanol

/MevaTb:/
oxeHHnGep M. AsHuanc, Heto-xepcu
HoTapuyc
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MepeBof AAHHOrO TEKCTa C aHIIMIACKOrO S3blka Ha PYCCKUIA A3bIK BbINOAHEH MEPEBOAYNKOM
CtenaH AHHOI MuxalinosHoli

Poccuitckaa degepauns
[fopog MockBa
[ecAToro oKTA6pA ABe ThiCAYN AeBATHALLATOIO I

A, MapTbiHOBa HaTanma AHApeeBHa, BPEMEHHO UCMONHAKOWaA 0653aHHO
Mockebl AkumoBa 'neba bopucosuya, CBUAETENLCTBY NOAJMHHOCTL N
CtenaH AHHbl MnXainoBHblI.

Mognuch caenaHa B MOEM MPUCYTCTBUN.

JlnyHoCTbL NMoANMCcaBLUEro 4OKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 77/09-H/77-2019- />/

B3bickaHO rocyfapCTBEHHON nowwanHbI (Mo Tapudy): 100 py6.
YnnaueHo 3a OKasaHue yC/yr NpaBoOBOro M TeXHWYecKoro xapakt  2p0"~6. 00 kon.

H.A. MapTbiHOBa

Bcero npolwwHypoBaHo, NPOHYMepPOBaHO
N cKkpenneHo neyatbto '10  nmcTa (0B)
BPWO Hotapuyca: 1 »
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